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PATIENT ACCESS TO ALTERNATIVE
TREATMENTS: BEYOND THE FDA

WEDNESDAY, FEBRUARY 4, 1998

HOUSE OF REPRESENTATIVES,
COMMITTEE ON GOVERNMENT REFORM AND OVERSIGHT,
Washington, DC.

The committee met, pursuant to notice, at 10:13 a.m., in room
2154, Rayburn House Office Building, Hon. Dan Burton (chairman
of the committee) presiding.

Present: Representatives Burton, Morella, McHugh, Horn, Mica,
Davis of Virginia, Souder, Pappas, Snowbarger, Miller, Waxman,
Sanders, Maloney, Norton, Kucinich, Davis of Illinois, and Tierney.

Staff present: Kevin Binger, staff director; Judith McCoy, chief
clerk; Vgilliam Moschella, deputy counsel and parliamentarian;
Laurie Taylor and Carolyn Hicks, professional staff members; Te-
resa Austin, assistant clerk/calendar clerk; Will Dwyer, director of
communications; Ashley Williams, deputy director of communica-
tions; Robin Butler, office manager; Phil Schiliro, minority staff di-
rector; Phil Barnett, minority chief counsel; Cherri Branson, minor-
ity counsel; Karen Lightfoot, minority professional staff member;
Ellen Rayner, minority chief clerk, and Jean Gosa, minority staff
assistant. _

Mr. BURTON [presiding]. Good morning. A quorum being present,
ghe Committee on Government Reform and Oversight will begin its

uties.

Today, we will begin a series of hearings to examine issues and
problems related to alternative medical treatment for millions of
desperately ill Americans. We will also look at deep-seated flaws in
the process of the Food and Drug Administration that governs ac-
cess to some of these treatments. These issues are often controver-
sial. My purpose in holding these hearings is to lay the issues on
the table and deal with them in the most reasonable and balanced
way.

We owe it to the millions of patients, their families, and loved
ones who are not satisfied with conventional treatments. Health is
the first of all liberties, and each person is the proper guardian of
his or her own health. Yet, in our system of health care, personal
choice in treatments is all too often not an option. The FDA often
gets in the way of our choices of alternative medicines and treat-
ments.

Medicine is a matter of weighing the benefits of a treatment
against any possible harm that may result. At times the Federal
health care agencies seem to put much more energy and effort into
avoiding harm than they do in weighing the benefits—this, despite

(1)
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the fact that conventional medicine sanctioned by the FDA offers
some highly toxic, extremely expensive, and at times only margin-
ally successful treatments for most deadly illnesses.

For example, more than 25 years have passed since President
Richard Nixon first declared war on cancer. He predicted a cure
within 5 years. So far, cancer has won. We have no cure and made
only little progress in developing cures. Meanwhile, we know that
half a million people will die from cancer this year alone. There are
growing numbers among them who will depart from conventional
treatments because they are too toxic, too expensive, and less effec-
tive.

The same can be said of other serious diseases, such as multiple
sclerosis, hepatitis C, arthritis, asthma, and many others. The mea-
ger advances by conventional medicine in the treatment of these
diseases has made alternative and complementary therapies over-
whelmingly popular. Indeed, more than 45 percent of Americans
will use some alternative therapy this year alone, and they will pay
for it out of their own pockets. Who can blame them for searching
against hope for a cure?

More and more doctors are having tremendous success in using
alternative treatments together with conventional treatments. Oth-
ers are succeeding with time-proven, natural preparations in ways
that are less toxic, less damaging, and often less expensive than
the typical conventional therapy.

Despite the growing popularity and success of alternative treat-
ments, some of our vernment institutions are fighting that
trend. The FDA dictates what treatments doctors can use in treat-
ing serious illnesses, but most of those are toxic and often dan-
gerous to already-weakened patients. Meanwhile, our Government
agencies have spent untold billions of dollars trying to find elusive
cures.

In addition, the FDA has harbored a culture of intimidation and
sometimes harassment against those who are looking for alter-
native cures. Today, we will hear from a researcher who is at im-
¥asse with the FDA after spending his career searching for a cure
or cancer. He found himself so overwhelmed by FDA paperwork
requirements that, as an individual researcher, he simply could not
comply. Today his research is on hold, with no hope to resume.

It is sometimes done under the guise of defending good science
and weeding out fraud, but frequently it undermines the practice
of good medicine and the potential for greater advances and pos-
sible cures. Many doctors are truly healing patients through inno-
vative, safe, and effective measures. At the same time, doctors who
use alternative treatments do so at great peril to their reputations
and their right to practice medicine. It is because of the tremen-
dous courage of many of these doctors and their patients that some
progress has been made with respect to alternative treatments in
this country.

They are not alone in history. It seems that all great discoveries
were met for a period of time with skepticism and ridicule. For in-
stance, Louis Pasteur was ridiculed for his germ theory of disease
and he was ostracized from the medical community for some time.
Dr. Ignaz Semmelweis spoke to his colleagues about the impor-
tance of preventing the passing of infection to women in childbirth
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by washing their hands after an autopsy. They laughed at him
when he talked about that. He was similarly ridiculed and died an
early death without any recognition. Finally, there was Jonas Salk,
a young doctor with the only hope against polio. He produced a vac-
cine that was initially forbidden by the medical establishment.

If anything, history teaches us that in the long term those who
are ridiculed for their discoveries are often eventually proven right.
If we don't learn from history, we’re doomed to repeat it, and that
makes progress difficult. What’s clearly needed is a shift in think-
ing from Government knows better to the people know better. At
least, there needs to be more of a balance.

The FDA process for access to new treatments is a good example
of this need. That is why today we will examine options available
to seriously ill patients for promising new treatments, and also the
barriers to getting access. Access to a treatment in the development
process that is not approved by the FDA generally requires partici-
pation in a clinical trial, but many patients do not qualify under
the strict guidelines of a trial. The FDA then makes a life-or-death
decision as to whether a patient can have the treatment under a
special exception. If the answer is no, their access is shut off with
no appeal.

And I have personally experienced that in my family, and I know
many of the people in the audience today have as well. When that
kind of a decision is made, it’s very, very, very hard to deal with.
You hurt inside because you want to help your loved one, and be-
cause of regulations, you can’t do a 'darnedy thing about it. So you
just sit there and try to figure out the best way to cope while you
waltch them lose their hair and maybe sometimes even their will
to live.

- Under these conditions, patients must apply through an FDA
regulatory process to try to gain access to their desired treatment.
This can be lengthy, trying, and frustrating, especially for someone
who is terminally ill. And for those who do not have the stamina,
the family support, sometimes the legal fees, or even congressional
help, it can be a dead end, and they just die.

We know from the FDA’s own records that in 1996, about 500
cancer patients were given access to an experimental drug through
the FDA, compared to a half a million who died last year. We will
hear compelling testimony from some of those patients about how
the FDA process is broken. If that is true, then the Congress is
obliged to find a way to fix it.

We know that the FDA process cannot accommodate a half a mil-
lion people. So, in essence, we as a Government are deciding who
gets treated and how they are treated, and everyone else is on their
own. We cannot tolerate that in an open society where choice and
the right to a healthier life is the first liberty.

These hearings will also explore ways to help those hundreds of
thousands who get left out of the FDA-sponsored experimental
treatments, and therefore, are left out in the cold. We will hear
from patients’ families who have lost hope and are facing death,
who are up against a massive bureaucracy, which seems to have
little understanding of their pain, suffering, and desperation.

I believe that if a patient is terminally ill, he should have access
to any experimental treatment on the market. After all, it’s their
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life, and if they’re adjudged terminally ill, who better than they
should be able to make the decisions on how they get treated? Cer-
tainly not the Government. He or she should not have to wade
through red tape. He or she should not have to fight against a bu-
reaucracy. He or she should not have to spend thousands of dollars.
If someone is fighting for their life, the Government ought to be
hel{nng them find new alternatives, not throwing up roadblocks. A

compassionate society will help find solutions to greater ac-
cess to new and promising treatments. Good health and medicine
require it.

Let me just say in closing my opening statement, obviously, the
FDA is needed and they do a lot of good, but they do throw up
roadblocks in many cases against people, in front of people, who
are terminally ill, and they then cutoff all hope, antfeo t hope
should never be curtailed Ky any individual or any government.
That’s why we’re holding these hearings.

Mr. Waxman.

Mr. WaxMAN. Thank you very much, Mr. Chairman.

Today, we’re going to hear from a number of witnesses who are
fighting cancer. I have the greatest sympathy for them and their
families. I appreciate their willingness: to come forward and tell
their stories, and I hope they will succeed in fighting and in defeat-
ing this disease.

What cancer patients need is to have access to expenmental
drugs, to have those experimental drugs properly tested, and to
learn whether or not they work. No one wants to waste money on
treatments that don’t work. No one wants to forego treatments that
might be more effective. And if something does work, it should be
made available to as many patients as possible.

The issue of access to unapproved drugs has far-reaching impli-
cations both for those who are ill today and those who become ill
in the future. That is why this issue was taken so seriously and
studied so exhaustively by another committee of Congress, the
Commerce Committee, which has primary jurisdiction over the
Food and Drug Administration.

Over the course of 3 years, the Commerce Committee held dozens
of hearings in both Health and Environment and the Oversight
Subcommittees, and heard from patients, providers, and research-
ers on the subject of FDA reform. The results of that careful review
and thorough analysis was carefully crafted, bipartisan legislation
to reform the FDA, legislation that became law just 2 months ago.
As a member of the Commerce Committee, I participated exten-
sively in that process.

That FDA reform legislation contained a number of provisions
that will directly benefit patients who seek to use experimental
therapies. The bill broadened access to experimental drugs to peo-
ple with serious illness and life-threatening diseases. The bill con-
tained a fast-track process for drugs with the potential to help pa-
tients who have diseases for which there are now few treatments,
and it created a clinical data base, so that patients will have great-
er access to comprehensive information about experimental thera-
pies for serious and life-threatening diseases.

Many of you who are here today testified before the Commerce
Committee and participated in that process, and 1 want to assure
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you that your message was heard. Congress did act. Congress
passed, and the President si%ned into law, FDA reform. Although
I'm not sure of the purpose of this hearing, given the fact that new
legislation has been enacted, and there is no oversight goal because
the law doesn’t take effect until later this month, I want to wel-
come the witnesses. I will be here for as much of this hearing as
possible, although I must apologize to those witnesses that testify
when I'm not here, because I do have a conflict in my schedule.

I thank you for holding this hearing, Mr. Chairman, and will
look forward to getting the full testimony and record that will help
us evaluate this issue further.

Mr. BURTON. Thank you, Mr. Waxman.

Our first panel today will be a former colleague of ours, Mr.
Berlgley Bedell. Mr. Bedell, would you come forward and take your
geat?

Oh, I'm sorry. Let me swear in the witness, and then I'll yield
to you.

[Witness sworn.]

Mr. BURTON. Please be seated.

I understand we have some Members who would like to make
some opening statements. So, Mrs. Morella, would you like to be
recognized?

Mrs. MORELLA. Thank you, Mr. Chairman. Just a brief statement
to thank you for holding these hearings on patient access to alter-
native treatments. I know, and as we've heard, that you’re person-
ally committed to this issue, and 1 appreciate your dedication to
helping all desperately ill Americans expand their treatment op-
tions, regardless of their individual resources.

I look forward to hearing from today’s panel of patients and med-
ical and professional experts. This testimony is very important. The
patients before us sought alternative medicine for life-threatening
illnesses.

Congressman Bedell, I want to thank you for sharing your expe-
riences overcoming Lyme disease and prostate cancer using an al-
ternative treatment. It's great to see you. I look forward to your
testimony.

I also look forward to hearing from our medical and professional
experts. Your experiences will shed light on the barriers to alter-
native medicine. I'm interested in hearing recommendations on
how the FDA can both maintain its critical mission of consumer
protection and safety and help to foster innovative new treatments
of chronic and terminal illnesses.

I'm also interested in hearing from the witnesses about NIH’s Of-
fice of Alternative Medicine, its mission, and its contributions.

There’s no doubt alternative medicine serves an important func-
tion, and it makes sense to look at how to expand treatment op-
tions. In doing so, however, it is critical that we ensure that pa-
tients receive accurate information, not only about safety, but also
about efficacy.

I thank you, Mr. Chairman.

Mr. BURTON. Thank you, Mrs. Morella. Mr. Sanders.

Mr. SANDERS. Thank you, Mr. Chairman. I'll be brief.

I'm a co-sponsor of the legislation, and I think what I would say
that is in my own State of Vermont, about 2 years ago, we held
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a hearing on alternative medicine. You know, in Vermont it gets
cold and it gets snowy, and it was a cold, snowy day in January,
and we held the meeting in Randolph, VT, and to my surprise, we
had over 500 folks come out. Dr. Wayne Jonas, who is the head of
the Office of Alternative Medicine, was a guest speaker; Dr. Her-
bert Bensen from the Harvard University Institute of Mind/Body
was also there.

I know that in the State of Vermont there is a strong effort,
shared by some of our hospitals, increasingly shared by some of the
medical establishment, to take a look at alternative approaches to
disease, to try to also understand how we can develop a safe envi-
ronment in terms of nutrition, in terms of exercise, in terms of the
air that we breath, the food that we eat, so that people don’t get
sick in the first place.

So I applaud you, Mr. Chairman, for holding this hearing, and
I look forward to hearing the testimony of our witnesses. Thank
you.

Mr. BURTON. Thank you, Mr. Sanders.

Mr. Davis, did you have any opening statements?

Mr. DAVIS OF VIRGINIA. Briefly, first of all, I look forward to
hearing Congressman Bedell. What'’s today’s conventional wisdom
sometimes becomes obsolete as we learn more about it. The ques-
tion for us is always to try to find the right balance. So I'm very
interested in reviewing the testimony today.

Congressman, I never had an opportunity to meet you, but I ac-
tually did a settlement for your son, Tom, years ago, as a young
attorney out in McLean in the early seventies, and followed your
bouts with Lyme disease and prostate cancer, and look forward to
having you and the other witnesses here today on a topic that is
just critical.

Mr. Chairman, I appreciate your holding these hearings. Thank
you.

Mr. BURTON. Thank you, Mr. Davis.

I'm sorry, Mr. Horn, you’re down there at the end; I didn’t see
you for a second.

Mr. HORN. Thank you, Mr. Chmrman I'm delighted you are
holding these hearings. My wife has had breast cancer; I've had
prostate cancer. We're both in good shape, despite that. I think we
ought to take a very careful look at every possibility we can think
of. Obviously, it has to meet certain scientific tests down the line,
but I have long felt—and I participated as a witness in the Barton
hearings of the Commerce Committee—I have long felt that the
FDA was not moving as rapidly as it should in a whole range of
areas, not simply alternatives, but even in the basic pharma-
ceutical areas, where they seem to get things online a little faster
in Europe than we do in the United States. I think we all realize
the FDA is there to provide for the public safety. On the other
hand, if you can organize yourself properly, they ought to be there
to move things along as rapidly as possible, rather than as slowly
as possible. So I'm looking for a little guidance in that from our
various witnesses.

Thank you, Mr. Chairman.
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Mr. BURTON. Thank you, Mr. Horn. Mr. Snowbarger.

Mr. SNOWBARGER. Pass.

Mr. BURTON. He passes, OK.

[The prepared statements of Hon. Constance A. Morella, Hon.
Christopher Cox, and Hon. Edolphus Towns follows:]



The Honorable Constance A. Morella
Committee on Government Reform and Oversight
Patient Access to Alternative Treatments: Beyond the FDA
February 4, 1998
Mr. Chairman, I want to thank you for holding hearings on
patient access to alternative treatments. I know you are personally
committed to this issue, and I appreciate your dedication to helping all

desperately ill Americans expand their treatment options, regardless of

their individual resources.

1 look forward to hearing from today’s panel of patients and
medical and professional experts. This testimony is very important;
the patients before us sought alternative medicine for life-threatening
illnesses. Congressman Bedell, thank you for sharing your experiences
overcoming Lyme Disease and prostate cancer using an alternative

treatment. It is great to see you, and I look forward to your testimony.



I also look forward to hearing from our medical and professional
experts. Your experiences will shed light on the barriers to alternative
medicine. I am interested in hearing recommendations on how the
FDA can both maintain its critical mission of consumer protection and
safety and help foster innovative new treatments of chronic and
terminal illness. I am also interested in hearing from the witnesses
about the NIH’s Office of Alternative Medicine, its mission, and its

contributions.

Alternative medicine serves an important function, and it makes
sense to look at how to expand treatment options. In doing so,
however, it is critical that we ensure that patients receive accurate

information not only about safety, but also about efficacy.
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FEBRUARY 4, 1998

OPENING STATEMENT OF REP. CHRISTOPHER COX
VICE-CHAIRMAN, COMMITTEE ON
GOVERNMENT REFORM AND OVERSIGHT

HEARING ON ACCESS TO MEDICAL TREATMENT

Mr. Chairman, thank you for holding this hearing today.

The question before us today is: what obligations does the
Food and Drug Administration have to severely-ill patients who
have beneficial, unapproved treatment interrupted as a result of
U.S. food and drug law investigations or prosecutions? A
broader question is whether U.S. food and drug law should be
changed to permit patients greater freedom of choice in medical

treatment.
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As evidenced by today’s witnesses, an increasing number
of severely-ill patients are turning to alternative forms of medical
treatment, after finding more traditional medicine to be
unsuccessful. in fact, the New England Journal of Medicine has
reported that more than one out of every three Americans have

at some time relied on an alternative form of medical treatment.

Unfortunately, the Food and Drug Administration is making
it difficult, if not impossible, for many patients to gain access to
desired forms of alternative medical treatment. Some of this is
due to the fact that the FDA operates under a law written
decades ago and for the specific purpose of providing for the

regulation of more traditional forms of medicine.

Toward this end, I'd be interested in hearing from our
witnesses today their thoughts on the merits of H.R. 746, the
Access to Medical Treatment Act, bipartisan legislation of which

| am an original sponsor.
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As introduced, the Access to Medical Treatment Act would
ensure that individuals are free to choose to be treated by any
legally authorized health care practitioner with any method of
medical treatment-—-provided that there is no evidence that the
treatment causes harm, and that the patient is fully informed

about any possible side effects.

For those of us for whom a complete overhaul of federal
food and drug laws remains a top priority, today’s hearing
should provide a much-needed dose of reality for lawmakers
who believe that our food and drug laws are truly serving the

best interests of severely-ill patients.

HHE#HH
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STATEMENT OF REP. EDOLPHUS TOWNS

BEFORE THE COMMITTEE ON GOVERNMENT
REFORM AND OVERSIGHT

FEBRUARY 4, 1998

Mr. Chairman, I am a bit amazed about today’s hearing topic of access to medical treatment
“beyond the FDA™.

Yesterday, Democratic members and some Republican staff were briefed by FDA. Some
of the information in the briefing related to drugs currently under FDA review, so I am limited in
what [ can say. However, it is clear to me that FDA has good answers to many of the questions
that may arise today. It is unfortunate that our request to let FDA testify today was rejected.

However, Mr. Chairman. [ am here to day because it appears that this hearing is intended
to encourage the use of experimental therapies on gravely ill people. Apparently, this committee
is having a memory lapse or enjoys self-contradiction.

In the first session of the 105th congress, this committee voted unanimously to adopt a
report examining the illnesses experienced by Persian Gulf War veterans, That report, entitled
“VA, DOD Continue to Resist Strong Evidence Linking Toxic Causes to Chronic Health
Effects™ was based on eleven hearings held by the subcommittee. During those hearings. the
Committee heard testimony and reviewed thousands of documents provided by private citizens
and the federal Departments. We reached one major unequivocal conclusion: the use of
unapproved or investigational drugs should not have been allowed in a setting that prevented
oversight, evaluation and monitoring. In unanimously passing that report, this full Committee
shared that conclusion. Mr. Chairman, I believe that you voted in support of that report. Yet
here we are today encouraging the use of unapproved, investigational therapies in settings that
are without the appropriate oversight, evatuation and monitoring.

Now some will say that | am unsympathetic and have no compassion for the sick.
Nothing could be further from the truth. Let’s be clear. The FDA generally approves the
applications of any patient who wants to use an investigational drug where the doctor agrees to
conduct the proper evaluation. | know that a sick patient may be desperate and willing to try
anything. I know that it is not fashionable, but I believe that the government has a duty to
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safeguard the best interests of its citizens, in sickness and in health. There are some things that
we simply cannot allow the free market to decide and the safety of potentially dangerous drugs is
one of them.

Additionally, Mr. Chairman, as a member of this cornmittee and the Commerce
Committee, I know that the Commerce Committee had several hearings about this topic. As a
result of those hearings, the 105th Congress passed legislation which thoroughly addressed the
issue of patient access to investigational drugs. The President signed that legislation into law in
November.

Therefore, Mr. Chairman, unfortunately, this hearing does not add to the discussion of

health care in America. Today we walk ground prevxously trod by others and leave no
meaningful impression.

Y
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STATEMENT OF BERKLEY BEDELL, FORMER MEMBER OF
CONGRESS

Mr. BURTON. Mr. Bedell, do you have an opening statement?

Mr. BEDELL. I sure do. [Laughter.]

Mr. BURTON. Good. You always have, and you've always been
very eloquent, Mr. Bedell. [Laughter.]

Mr. BEDELL. First of all, thank you very much for holding these
hearings and getting some things out in the open that I think are
very urgent.

Mr. Chairman and members of this committee, I come before you
as one who has served with some of you and one who has experi-
enced the challenges and opportunities you live with. This testi-
mony is about one of those opportunities which you face at this
time.

1 also come before you as a patient who can thank alternative
treatments for disease for the fact that I am alive and well. I left
Congress because I came down with Lyme disease. My Lyme dis-
ease was cured by a special whey from milk at a cost of about $500,
after conventional treatments consisting of an estimated $25,000
were not effective. I also came down with prostate cancer, and
again, it appeared that a $600 alternative treatment was successful

r it appeared that my surgery and radiation, at an estimated
cost of $10,000, had not cured my cancer.

It breaks my heart to have to tell the Lyme disease patients who
contact me because their current treatments are not curing them
that the treatment that cured me is not available to them because
of Government regulations. This is a whey from cow’s milk.

The problem arises from a Supreme Court decision in United
States v. Rutherford, in which lower courts ruled that a person does
have a legal right to use the medical treatment of their choice. On
appeal, the Supreme Court ruled that there was no such legal right
because Congress had not authorized it. The court literally sent the
issue back to Congress, but so far Congress has failed to act to as-
sure people of this right. How sad.

So now no one can use a treatment in the United States unless
the FDA decides that, in their opinion, it is “safe and effective.”
And it costs millions and millions of dollars to go through the FDA
approval process. This freezes out anyone except giant corpora-
tions, and makes it utterly impossible for low-cost, non-patentable
medicines to get into the system.

H.R. 746, the Access to Medical Treatment Act, is your oppor-
tunity to solve this problem. Let me explain the bill.

The bill provides that any person shall have the right to be treat-
ed by whatever treatment that person desires, so long as: The
treatment is provided by a properly licensed practitioner, under the
limits of their practitioner’s license, who has examined the patient.
There is no evidence that the treatment would be of danger to the
patient. The patient has been informed of the contents of the treat-
ment, and any possible side effects, including a written statement
that says, “This treatment has not been certified safe and effective
by the Federal Government, anyone who uses it does so at their
own risk.” There have been no advertising claims made regarding
the efficacy of the treatment, and the patient has signed a state-
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ment that they have been informed of all of the above, and still
wish to be so treated.

This bill is tightly drawn. It will not change the FDA, nor its ap-
proval process. Because of peer pressure, pharmaceutical advertis-
ing, malpractice insurance problems, and insurance policies, the
vast majority of doctors will not change the way they practice med-
icine in the short run. Firms who wish to advertise and promote
a medicine will still have to go through the FDA approval process.

But it will break the current monopoly, and make it possible for
people to try some of these alternative treatments such as the ones
I used.

I know that partisan politics is a factor in Congress today, but
this is a nonpartisan bill. Mr. Chairman, you’re a Republican and
I'm a Democrat. We probably would have voted very few times to-
gether, but this is an issue that we would both agree to, and I firm-
ly want everyone to know this is a people’s bill; it’s not a partisan
bill. It was introduced by a Democrat; Mr. Chairman, a Republican,
you're a co-sponsor. In the Senate, it was introduced by Senator
Daschle, the minority leader; Senator Lott, the majority leader, is
a co-sponsor. There’s large numbers of both Republicans and Demo-
crats as co-sponsors.

I attach a list of the organizations that support this legislation,
and also information on a poll by a nationally recognized polling
firm of cardiologists and oncologists, where the majority of both
said that they felt they should be permitted to use unapproved
drugs and devices as long as they carried a warning about their
unapproved status. The Access to Medical Treatment Act includes
this, and it also includes several other protections.

There are those who say, “We have to protect the people.” What
a crazy argument. Anyone can go into a store and buy rat poison
off the shelf that might kill them, but persons suffering from Lyme
disease are prohibited from obtaining the whey from cow’s milk
that might cure them.

The issue here is pure and simple. The issue is whether informed
citizens should have the right to make their own health care deci-
sions or whether a Federal Governmental agency should make that
decision for them. You do not need a poll to know how people feel
about that. People are crying out across the land to get the Govern-
ment off their back and let them make their own decision.

We let people make their own decisions as to how to be helped
to end their lives, but we will not let them choose the method to
help them save their lives. My God, and we brag that this is the
land of the free.

Life is full of blessings and heartaches. My being alive and
healthy is a {remendous blessing for me. My heart aches for those
who are not as fortunate as I, and are suffering and dying because
our Government—that is you folks—says they cannot be free to
choose their own type of medical treatment.

But the greatest tragedy of all is that so far you good people in
the Congress have not yet seen fit to pass this legislation and cor-
rect this tragedy. I pray that this will change.

[The prepared statement of Mr. Bedell follows:]
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Mr. Chairman, and members of this Committee, | come before you as one who has
served with some of you, and one who has experienced the challenges and opportunities you live
with. This testimony is about one of those opportunities which you face at this time.

1 also come before you as a patient who can thank alternative treatments for disease for
the fact that [ am alive and well. | left Congress because I came down with Lyme disease. My
Lyme disease was cured by a special whey from milk at a cost of about $500 after conventional
treatments costing an estimated $25,000 were not effective. [ also came down with prostate
cancer, and again it appeared that a $600 alternative treatment was successful after it appeared
that my surgery and radiation at an estimated cost of $10,000 had not cured my cancer.

It breaks my heart to have to tell the Lyme disease patients who contact me because their
current treatments are not curing them, that the treatment that cured me is not available to them
because of government regulations. This is a whey from cow’s milk!'!

The problem arises from a Supreme Court decision in United States vs. Rutherford, in
which lower courts ruled that a person does have a legal right to use the medical treatment of
their choice. On appeal the Supreme Court ruled that there was no such legal right because
Congress had not authorized it. The Court literally sent the issue back to Congress, but so far
Congress has failed to act to assure people of this right. How sad!!!

So now no one can use a treatment in the United States unless the FDA decides that in
their opinion it is “safe and effective.” And it costs mitlions and millions of dotars to go
through the FDA approval process. This freezes out anyone except giant corporations, and
makes it utterly impossible for any low cost non-patentable medicines to get into the system.

HR-746, The Access to Medical Treatment Act is your opportunity to solve this
problem. . Let me explain the bill.

The bill provides that any person shall have the right to be treated by whatever treatment
that person desires, so long as:

* The treatment is provided by a properly licensed practitioner, under the limits of the
practitioner’s license, who has examined the patient.

* There is no evidence that the treatment would be of danger to the patient.

* The patient has been informed of the contents of the treatment, and any possible side
effects, including a written staternent that says, “This treatment has not been certified safe and
effective by the Federal Govemment, anyone who uses it does so at their own risk.”

* There have been no advertising claims made regarding the efficacy of the treatment.

* And the patient has signed a statement that they have been informed of all of the above,
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and still wish to be so treated.

This bill is tightly drawn. It will not change the FDA, nor its approval process. Because
of peer pressure, pharmaceutical advertising, malpractice insurance problems, and insurance
policies, the vast majority of doctors will not change the way they practice medicine in the shon
run. Firms who wish to advertise and promote a medicine will still have to go through the FDA
approval process.

But it will break the current monopoly and make it possible for people to try some of the
alternative treatments such as the ones [ used.

[ know that partisan politics is a factor in Congress today, but this is a not a partisan bill.
It is a PEOPLE’S BILL. It was introduced by a Democrat, and your chairman a Republican is a
co-sponsor. In the Senate, it was introduced by Senator Daschle, and Senator Lott is a co-
sponsor. In both houses there are large numbers of co-sponsors from each party.

I attach a list of organizations that support this legislation, and also information on a poll
by a nationally recognized polling firm of cardiologists and oncologists. The majority of both
said that they felt they should be permitted to use unapproved drugs and devices as long as they
carried a warning about their unapproved status. The Access to Medical Treatment Act includes
this and it also includes several other protections.

There are those who say, “We have to protect the people.” What a crazy argument.
Anyone can obtain rat poison off the shelf that might kill them. But persons suffering from
Lyme disease are prohibited from obtaining the whey from cow’s milk that might cure them.

The issue here is pure and simple. The issue is whether informed citizens should have
the right to make their own health care decisions, or whether a federal govemnmental agency
should make that decision for them. You do not need a poll to know how people feel about
that. People are crying out across the land to get the government off their back and let them
make their own decisions.

We let people make their own decisions as to how to be helped to end their lives, but we
will not let them choose the method of help to save their lives. My God!!! And we brag that
this is the land of the free.

Life is full of blessings and heartaches. My being alive and healthy is a tremendous
blessing for me. My heart aches for those who are not a: fortunate as I, and are suffering and
dying because our government—that is you—says they cannot be frée to choose their own type of
medical treatment.

But the greatest tragedy of all is that so far you good people in Congress have not yet
seen fit to pass this legislation and correct this tragedy. I pray that this will change.
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Concept Paper
~Access to Medical Treatment Act H. R, 746

The Problem:

The United States has the best medicine in the world, and the Food and Drug Administration plays
an essential role in evaluating the safety and efficacy of medical treatments. However, the current
health care delivery system serves to discourage the development and utilization of alternative
medical treatments that may have untold potential.

The time adid expense currently required to gain FDA approval of a treatment works to limit
participation in this system to large pharmaceutical companies. It makes it difficult to take
advantage of the potentially innovative contributions of individual practitioners, scientists, smaller
companics and others who do not have the financial resources to complete the FDA approval
process. It also serves to prevent low-cost treatments from gaining access to the market.

Therefore, it makes sense to consider opening up the system to alternative treatments that may help
patients and are not proven harmful under certain carefully circumscribed conditions.

The Proposal: This legislation would allow an individual to be treated by any licensed
health care practitioner with any method of medical treatment the individual desires, so long as:

1) there is no basis to conclude that the treatrnent would be dangerous to the
individual; and
2) the patient is fully informed of its side effects.

The bill also strictly regulates the circumstances under which claims can be made with respect to
the efficacy of a treatment.

The Access to Medical Treatment Act would not dismante or appreciably change the current
operations of the FDA or the conventional medical community. The FDA wonld still have
responsibility for centifying treatments as safe and effective. This legislation merely attempts to
open up the system to the utilization of certain new alternative treatments. The claims restriction in
the bill is designed to remove incentive for major.marketing efforts of non-FDA approved
treatments, and should address the legitimate concem that this legislation could inadvertently
become a “bypass” for the FDA approval process.

The bill contains several important protections to address the issue of consumer safety. In addition
to the claims restriction, these protections include a tight definition of who qualifies as a health care
practitioner, strict informed consent requirements, and a stipulation that treatments administered
under this legislation may not pose a danger to the patient.

Freedom of choice is one of the bedrock principles upon which our nation rests. Permitting
administration of alternative medical treatments, provided that individuals are not misled or
misinformed, extends freedom of choice to the realm of medicine. This legislation stems from the
conviction that an individual suffering from a life-threatening or otherwise serious disease for
which conventional medicine offers limited hope should not be denied access to a non-conventional
treatment if there is reason to believe that it might be beneficial.
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Section-by-Section Analysis:
Section 1. Short title
Section 2. Definitions

Section 3. An individual shall have the right to be treated with any method of medical treatment
that he or she desires, so long as the following conditions are met:

« the practitioner has personally examined the patient
+ the administration of the treatment does not violate licensing laws

» there is no reasonable basis to conclude that the treatment poses an unreasonable and
significant risk of danger to the patient

» the patient has been informed in writing of the nature of the treaunent, including side
effects and any other information necessary to meet FDA informed consent
requirements

« the patient has been informed in writing of the fact that the treatment has not been
declared safe and effective by the federal government, and has signed a written
statement indicating that he or she has been made aware of this information

+ any label on the reatment is not false or misleading .

* no advertising claims have been made with respect to the efficacy of the treatment,
except for accurate and truthful reporting by a practitioner of the results of his or her
administration of a treatment

Section 4. Practitioners must report the nature and results of any treatment found to be dangerous
to the Secretary of Health and Human Services. The Secretary of Health and Human Services
must properly disseminate this information.

Section 5. Practitioners must report the nature and results of any treatment found to have a positive
effect (significantly greater than the positive effect expected from a conventional treatment) on life-
threatening medical conditions to the Office of Alternative Medicine.

Section 6. A treatment may be produced and introduced or delivered into interstate commerce for
use in accordance with this Act, as long as there have been no advertising claims made by the
manufacturer, distributor, or seller.

Section 7. A practitioner, manufacturer, distributor, or other seller may not violate any provision
of the Controlled Substances Act in the provision of treatments in accordance with this Act

Section 8. A health care practitioner who knowingly violates any provisions of this Act shall not
be covered by the protections of this Act and shall be subject to all other applicable laws and
regulations.



21

Poll of 160 randomly selected hospital-based oncologists,
and 216 randomly selected cardlologists and cardiac surgeons
by a nationally recognized polling firm.
8. What would your position be on a proposal to change FDA law o that unappfoved drugs and devices

"could be made availablo to physicians as long as they carvied a waming about their roved status?
Would you strongly favor, somewhat favor, samewhat oppose, or strongly oppose :::;p f proposal? >

Cardiologists Qncologists

" TOTAL FAVOR 53% 61%
Strongly favor 21% 4%
Somewhat favor 31% 31%
TOTAL OPPOSE 44% 37%
Somewhat opposc 4% 24%
Strongly oppose 20% 13%

pnn'g know(refused 3% 2%

1L nd finelly, how many years bave you been in practice?

Cardiologists Oncologists

5 years or less 7% 14%

5-8 years 7% 14%

8-12 years - 14% 14%

12-15 years 17% 11%

More than 15 years 56% 47%
ABOUT THE AUTHOR
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Individuals and Organizations Eudorsing the Access to Medical Treatment Act
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Frank Lawlis
Prudene Broadwell
Mr. Durk Pearson and Ms. Sandy Shaw
Academy for Guided Imagery
Academy of Ambulatory Foot Surgery
Academy of Psychosomatic Medicine
Allergy and Asthma Network,
Mothers of Asthmatics
American Academy of Anti-Aging
Medicine
American Academy of Biological Dentistry
American Academy of Environmental
Medicine
American Academy of Environmental
Medicine
American Academy of Head, Neck,& Facial
Pain
American Acadery of Medical Infrared
Imaging :
American Academy of Metabolic Medicine
American Academy of Orthomolecular
Medicine
American Academy of Pain Management
American Association of Oriental Medicine
American Association of Naturopathic
- Physicians
American Association of Physician
Specialists
American Autoimmune Related
Diseases Association
American Back Company
St. Joseph's Professional Center
American Board of Chelation Therapy
American Board of Medical
Psychotherapists & Psychodiagnosticians
American Board of Post Anesthesia Nurses
American Botanical Council
American Chiropractic Association
American Chiropractic Association
American College for Advancement in
Medicine

American College for Advancement in
Medicine
American College of Addictionality and
Compulsive Disorders
American College of Sports Medicine
American EPD Society
American Herbalist Guild
American Holistic Centers
American Holistic Health Association
American Holistic Medical Association
American Holistic Nurses Association
American Liver Foundation
American Massage Therapy Association
American Occupational Therapy Association
American Orthotic and Prosthetic
Association
Americans for Freedom of Choice
in Health Care

Aromatherapy Seminars
Arklghoma Healing Arts Alliance
Artemisia
Association for Network Chiropractic Spinal

Analysis
Arthritis Trust of America
Association of Applied Psychophysiology &

Biofeedback
Asthma and Allergy Foundation

of America
Atkins Center for

Complementary Medicine
Ayurvedic Institute
Back Pain Association of America
Bastyr University
Biofeedback Certification Institute of
America
Board for Certification in Pedorthics
Board for Orthotist Certification
Body of Knowledge Hellerwork
Bonnie Prudden Pain Erasure
Burditt & Radzius
Burzynski Patient Organization



Cancer Awareness Coalition
Cancer Control Society
Deepak Chopra
Center for Mind Body Medicine
Neil Kahanovitz, M.D.
Clinical Directors Network
Committee for Freedom of Choice in
Medicine
Consumer Health & Safety
Information and Support Network
Council for Responsible Nutrition
Crohn's & Colitis'Foundation
of America
Cystic Fibrosis Foundation
Electro Therapy Association
Epilepsy Foundation of America
Golden Group
Great Lakes Association of Clinical Medicine
Health Freedom Task Force
Herb Research Foundation
Hischel Society
Hudson Institute
Institute for Natural Medicine
Institute of Pain Management
Integral Health Professional Network
International Academy of Compounding
Pharmacists
International & American Association
- of Clinical Nutritionists
International Association of Cancer
* Victors & Friends
International Chiropractors Association
International College of Applied Kinesiology
International Council for Heaith Freedom
International Foundation for Alternative
Research in AIDS
International Oxidative Medical Association
International Rolf Institute
MarCal Associates
Maryland Nutritionists Association
Myofascial Pain Therapy
Nationa) AIDS Nutrient Bank
National Acupuncture and Oriental Medicine
Alliance ’
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National Acupuncture Detoxification
Association
National Association for Music Therapy, Inc.
National Center for Homeopathy
National Certification Board for Therapeutic
Massage & Body Work
National Coalition of Hispanic and
Human Services Organizations
National Coalition for Cancer
Survivorship
National College of Naturopathic Medicine
National Commission for the Certification of
Acupuncturists
National Council for Improved Health
National Council for Therapeutic Recreation
Certification, Inc.
National Health Federation
National Multiple Sclerosis Society
National Nutritional Foods Association
National Psoriasis Foundation
No. American Saciety of Teachers of the
Alexander Technique
Orthomolecular Medical Society
Pacific Association for Holistic
Aromatherapy
Physicians Association for Anthroposophy
Physicians’ Committee for Responsible
Nutrition
Polarity Wellness Center
Pure Food Campaign
Raftis Associates
Rosenthal Center for Alternative and
Complementary Medicine
Sacro Occipital Research Society
International
San Diego Hospice
C. Norman Shealy MD PhD DSc
Shealy Institute
Society for Behavioral Medicine
Society of Pain Practice Management
Sorsi
Southwest College of Naturopathic
Medicine & Health Sciences
Swankin & Turner
Synergy Physical Therapy
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Thought Technology

Traditional Acupuncture Associates
Traditional Acupuncture Institute
Trager Institute

University of the Pacific School of Pharmacy
Utah Natural Products Association
Vegetarian Awareness Network
Vegetarian Resource Group
Wholistic Health Center

World Research Foundation

The Wholistic Referral Network

December 12, 1997
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Mr. BUrRTON. Thank you, Mr. Bedell. We appreciate your com-
ments, and it is a bipartisan issue, a nonpartisan issue.

Let me say, before I ask you a couple of questions, we'll try to
stick to the 5-minute rule as much as possible. So the witnesses,
if you could confine your statements to 5 minutes, we’d appreciate
it.

I read in Life magazine, after my wife developed breast cancer
and the prognosis was not good—they said to her she had a 50 per-
cent chance to survive 5 years, and I might add, she’s doing very
well because of an experimental program she’s in. But I read in
Life magazine about a doctor who %a an experimental program in
Highland Park, IL, that had helped a lot of women extend their
lives when they were adjudged terminally ill from breast cancer. So
I called to see about getting my wife in that program, and I was
successful in doing that. There were about 75 women in it, and
they were limited to how many they could get in the program be-
cause of FDA regulations.

After a while, I contacted the FDA about expanding the program,
and they started looking into the expansion of it, and then they
said, oh, well, they haven’t met all the criterion they should. So
they shut the program down. I was trying to get it expanded be-
cause it was helping my wife and 70-some other women, and they
decided to shut it down.

Well, fortunately, because we had long talks and discussed this
issue, they did find a way to reopen the program, and it’s kind of
on a temporary basis. But when they closed that program down, I
have to tell you, a lot of those women called me because they knew
my wife was in the %rogra.m, and they were just so distraught. You
know, you have to have a good mental attitude in order to have
good health. If you lose hope or start to lose hope, you start going
downhill many times. And because of that, many of these women,
I believe, started to suffer physically, because they were closing
down the program that gave them the only hope for survival. That
is just a tragic situation.

So, like you, Congressman, I have experienced this in a personal
way. I guess my colleague, Mr. Horn, has experienced it. When peo-
ple’s lives are at stake, as I said in my opening statement, they
most certainly should have every opportunity to survive, and if that
means after they've been adjudged terminally ill or almost termi-
nally ill that they want to try alternative therapies or treatments
or medicines or herbal treatments, or whatever it happens to be,
{lléey ought to be able to do it. After all, as you've said, it’s their

e.

Now you’re familiar with the provisions in the FDA reform pack-
age that attempt to increase patient access, are you not?

Mr. BEDELL. Yes, I am.

Mr. BURTON. Do you think they make meaningful change for des-
perately ill patients?

Mr. BEDELL. I'd like for Congressman Waxman to hear because—
Henry, my opinion is that you did take a step forward, but you
need to know my opinion, that you really did not address the real
issue. And I think the real issue is whether properly informed peo-
ple should have the right to make their own decision or whether
the FDA should do it for them. The changes you’ve made ask the
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FDA to be a little bit more open in what they do, but it still leaves
g; completely up to them to tell me whether or not I—what I can
o.

I agree completely with the first part of your statement. Let me
tell you, I think we both want to do the same thing. The problem
we have is, the way the law reads today, that there’s no way for
most of these treatments to ever be tried to even find it out. I know
the FDA will tell you that there is, but I'm here to tell you that
I think it’s very clear that for most of the treatments I know about
there’s just no way in the world for them to be tried, and if they
hold promise, as tKe treatment that your wife has, then my argu-
ment is not just that that should be—that it should help her, but
that may lead us into further steps where it can help a whole lot
of people rather than the 75 or so.

It’s perfectly proper for people to disagree, and, Henry, you and
I may disagree on some things; that’s understandable. But I would
hope we would be able to try to get to the bottom of what the real
problem is, because, at least in my opinion, that legislation that
was passed does not, although I support what was done, does not
address the real problem.

Mr. BURTON. T'll yield to Mr. Waxman in just a moment for his
5 minutes, and then he can—— .

Mr. BEDELL. I'm sorry to take your time.

Mr. BURTON. That’s all right. You can get away with calling him
“Henry”; I can’t. [Laughter.]

Why is there such difficulty in gaining access to many of these
unconventional treatments such as herbal remedies, and what do
you perceive as the main obstacles?

Mr. BEDELL. Well, I think there’s a clear obstacle, and the obsta-
cle is that you cannot use these treatments unless FDA gives you
permission to, and in order to get permission, you have to get
what’s called an IND. I've got here what the FDA says that you
have to do in order to get an IND. One of the main things is they
have to decide that there’s not any other alternative treatment ex-
cept the one that you're proposing to use. There are very few ail-
ments that there isn’t some alternative treatment. It may not be—
it may be far from completely effective, but certainly it’s hard to
find some that don’t have some of that.

The other requirements they've got to get an IND—you're going
to have some Burzynski treatment patients here. Dr. Burzynski
sent me a copy of a picture of what he submitted at one time to
try to get an IND, and the stack was that high [indicating] of
things that he had sent in to get an IND, and he didn’t get it, after
doing all that.

Mr. BURTON. Let me, before my time is up—

Mr. BEDELL. Sorry, I talk too much; I'm a Congressman.

Mr. BURTON. That’s all right.

Mr. BEDELL. You can expect that—I was.

Mr. BURTON. That’s an institutional problem around here.
[Laughter.]

Let me just say one more thing, and that is, I want to tell
Henry—1I hope Henry will listen to this story—when I was a State
legislator, we had a real fight over the Laetrile bill and the
Chimopapene bill and others which you may not be familiar with,
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but these are solutions to problems for many patients that were
suffering from cancer and back problems, and so forth. One of the
people—and I won’t mention his name or his position in govern-
ment—but one of the people in government in Indiana was diamet-
rically opposed to what we were trying to do, and he fought us
every step of the way. Later, his wife became terminally ill with
cancer, and when it became a personal problem in his family, he
started using methods and treatments that were not approved by
the FDA in order to try to save her life. So the thing that became
so apparent to me—and I do not criticize him for this, because I
would have done the same thing, because it was his wife’s life and
he loved her dearly, but the fact is, when it was a problem that
was out there that people had to deal with, he listened to the peo-
ple and the AMA and others, and said, hey, listen, we can’t do that;
that’s not a good procedure; it’s not proven, and so on and so forth.
However, when it became a personal thing with his wife, imme-
diately he started searching for any possible answer or remedy. As
a result, he turned to things that were not “legal” in order to try
to save his wife’s life.

So, that’s one of the things I think we ought to consider as Mem-
bers of Congress in this decisionmaking process. Think of it not
only as a generic problem, but think of it as your own personal
problem. If your wife or your child or your mother becomes ill with
something and there’s no treatment on the market that’s going to
solve her problem, but there’s an experimental treatment that’s out
there or an herbal treatment that you want to use, and it’s not
been approved by the FDA, what would you do?

Mr. Waxman.

Mr. WAXMAN. Thank you very much.

I'm going to call you “Mr. Bedell” even though we’re old friends
because I think that’s appropriate—I'm old-fashioned in terms of
the protocol, but we are old friends, and we have some disagree-
ments, but we have a lot more that we agree upon on this issue,
let alone other issues.

Mr. BEDELL. I think we do.

Mr. WAXMAN. There’s no question in my mind that when you’re
sick or you have a loved one who’s sick, you want to find anything
that’s going to work. It’s not going to make a lot of difference to
you whether it’s been approved by FDA or not approved by FDA
and in an experimental phase, because it’s no solace to say that,
had you lived long enough, you would have had access to some-
thing that later was approved by FDA as safe and effective.

But, on the other hand, when you're desperately looking for
something to help you, especially if it’s a disease like cancer or
some other terminal illness, when you're desperate, you can start
grabbing onto things that are worthless, being promoted by people
that are charlatans.

And the chairman mentioned Laetrile. I remember those hear-
ings on Laetrile. We used to have meetings where the rooms were
packed, where people couldn’t move, demanding that Laetrile be
made available. They wanted it. Anecdotal evidence was that it
worked. But, finally, we said, let's get a clear study of Laetrile by
the National Cancer Institute. They did their study, and they came
back and said, “this is worthless.” You don’t hear much about
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Laetrile anymore. But not only is it worthless, it's harmful when
people are going to use something that doesn’t work and forego a
therapy that may work.

Now we don’t have the answers. That’s what’s driving us all
crazy. We don’t have the answers. We don’t feel like conventional
scientists have all the answers either. So we want to encourage re-
search. We want to encourage experimentation. I believe we need
an FDA to make sure that when we have drugs, that they go
through at least a review of the safety and efficacy. I believe effi-
cacy ought to be required.

So the question you have is: Well, what about those drugs that
show some promise? I think if a drug shows promise, we shouldn’t
make people have to wait until it’s approved. First of all, some
drugs may never be approved because it’s so expensive. Some drugs
may never be approved because the manufacturer doesn’t see a
profit to make. So, therefore, you may never get to that point. The
whole idea of the FDA modernization law that was passed was to
give people more access to drugs during the experimental phase.

Mr. Bedell, you took cow’s milk and it helped you. Wouldn't you
have wanted that to be tested? I mean, you don’t want just your
one incident to be the way to determine whether it’s effective. Peo-
ple can have other reasons why they’re cured. If it works, we want
to know if it works, and the best way to know if something works
is to test it, and to do it in a systematic, scientific manner.

So don’t you agree that you want these things tested?

Mr. BEDELL. Absolutely. Can I answer?

Mr. WAXMAN. Sure.

Mr. BEDELL. First of all, thank you for your openness and that
we can have this conversation.

First of all, I want to make it clear—you said “promote medi-
cine.” The Access to Medical Treatment Act, in my opinion, would
not permit the promotion of any medicine. Let me read you a little
bit from that act.

Mr. WaXMAN. Well, but answer my question. Don’t you want
these things tested?

Mr. BEDELL. Yes, and the question is, how are they going to be
tested? And my argument would be, under the current system,
that, in effect, most of them cannot be tested, but under the act
they gould be tested without making it possible for them to be pro-
moted.

Mr. WaxMaN. Well, you disagree, then, with the way that drugs
are now tested to see if they’re effective, not the fact if there is no
FDA—jyou just don’t think the process by which scientists try to de-
te‘;'mine whether drugs are effective is the correct way to determine
it?

Mr. BEDELL. No, I think that’s fine, but I don’t think it’s the only
way, and I wouldn’t think you’d think it's the only way, Henry. If
you had 50 people treated by my cow’s milk by a practitioner, and
all 50 of them recovered from their Lyme disease, I would think
that’s a pretty good indication that that must be a pretty good
treatment, even though you had not gotten a group of scientists to
sit over here and say, well, this doesn’t prove a damned thing. I
think that people want to know what works and what doesn’t work.
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I don’t think people are the same as the scientists that want to
know all these things who put all the roadblocks in.

But I want to make it very, very clear that for anybody to mar-
ket or promote a medicine, the Access to Medical Treatment Act
still requires them to go through this same FDA approval process.
I want that very, very clearly understood.

Mr. WAXMAN. The middle ground—more than some middle
ground—what I think we accomplished in the legislation is that,
while those experiments are being done, however they’re being
done, people will have the ability to get access to these drugs.
We'’re not waiting until the end result. I know you're shaking your
head. You might want it looser.

Mr. BEDELL. No, no.

Mr. WAXMAN. But I think that there’s a role for FDA. We have
FDA still involved, but during that time we have the ability of peo-
ple to get access to drugs. If there’s no FDA involved, and it’s sim-
ply the patient’s choice for whatever they want, you may believe
that’s the way it should be. I find that troubling because I know
that human nature is such that people will take advantage of it.

Another part of that——

Mr. BEDELL. Well, they can’t under this bill. This bill would not
permit them to take advantage. You can’t promote anything under
this bill. But you said, “these drugs,” and that’s where, if we have
a disagreement, where it comes. These drugs are the drugs that
FDA decides should be looked at——

Mr. WAXMAN. It’s not just the promotion. I want somebody to
watch to be sure they are doing testing and research in a way
that’s going to be valid, to come to some conclusion. I've heard a
lot of stories about people who have used drugs for which there’s
anecdotal statements that they've worked, but they don’t system-
atically test it. They do use one drug one day, change it another
day, and so you never know what is really working and what’s con-
sistent. I'm not a scientist, but I do believe there is a rationality
to it, not simply anecdote.

Mr. BEDELL. But I'm taking too much time, but we need to clear-
ly understand that under that bill the ones that can be looked at
and tested are the ones that FDA decides can be looked at and
tested, and if FDA decides that you cannot look at the whey from
cow’s milk that cured my Lyme disease, under your bill there’s no
way to go through that unless the person has the money and the
wherewithal to satisfy the FDA and spend the money nec-
essary——

1:1/Ir. WAaAXMAN. I disagree with you as to what the bill will do,
an [— .

Mr. BEDELL. Well, then we’d better have a talk because——

Mr. WaxmaN. We ought to have further clarification, but it’s my
understanding that bill will allow people to have access to drugs,
not FDA saying they can’t have; if it’s during an experimental
phase, people will be able to become part of the clinical test——

Mr. BEDELL. The issue is, which drugs can they have access to?
That’s the issue.

Mr. BURTON. Thank you, Mr. Waxman, Mr. Bedell.

Mrs. Morella.
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Mrs. MORELLA. Thank you, Mr. Chairman, and thank you, Mr.
Bedell, for your personal experience testimony.

I'm curious about a number of things. First of all, 'm familiar
with some alternative therapies—the vitamin supplements, nutri-
tional supplements—but could you expand a little bit on what al-
ternative therapies exist?

Mr. BEDELL. For what?

Mrs. MORELLA. Just in general.

Mr. BEDELL. Well, do you want me to tell you about my Lyme
disease?

Mrs. MORELLA. Well, no, just generically, what would you in-
clude. What would you encompass in your definition of alternative
therapies?

Mr. BEDELL. Well, I think I'd like to tell you about my Lyme dis-
ease. That's about as nontoxic as you can get, when you talk about
whey from cow’s milk. What happened with me with my Lyme dis-
ease was, as I told you, I went through three series where heavy
doses of antibiotics were dripped into my veins daily—once 3
weeks, once 4 weeks, once 6 weeks. There’s a place in Iowa that
makes veterinary medicine, and they make it by injecting into the
udder of a cow killed germs of a particular type while the cow is
pregnant, before the cow has a calf. When the cow has the calf,
‘they then take the first milk—it’s called colostrum—it’s really quite
different from regular milk, and they take the whey from that as
their medicine. Their theory is that if the cow had really been in-
fected, the unborn calf would have contracted the disease from the
mother cow before it was born, and Mother Nature would have in
the colostrum what was necessary to cure the calf then from that
disease. And this really—I got some of the killed spirochetes, got
them to be run through the cow by that place, and this is really
what cured my Lyme disease.

Mrs. MORELLA. How does one find out about alternative thera-
pies? Is there a measurement of the efficacy?

Mr. BEDELL. That’s one of the problems that we have, and I want
it clearly understood that the Access to Medical Treatment Act
does not address that very well. The only way people would find
out about the things that were tried under this Access to Medical
Treatment Act would be from word of mouth from the practitioner
or the patients who had been successfully treated, and if they were
not successfully treated, I argue that there aren’t very many people
who go around promoting something that didn’t appear to work
very well for them.

Mrs. MORELLA. Successful treatment comes from their own per-
sonal experience——

Mr. BEDELL. That’s right, and it has for——

Mrs. MORELLA [continuing]. And they say, “I believe that this
has helped me.”

Mr. BEDELL. Sure.

Mrs. MORELLA. We may want to look into how we measure it.

I represent NIH, as you know, and you were involved, weren’t
you, in the establishment of the Office of Alternative Medicine?

Mr. BEDELL. Yes, I was. Yes.

Mrs. MORELLA. I'm wondering——
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Mr. BEDELL. Senator Harkin did it, but I was also involved in
talking—

Mrs. MORELLA. Yes. I'm curious about how has that Office of Al-
ternative Medicine helped to bolster the use of alternative medi-
cine? Tell us a little bit——

Mr. BEDELL. Primarily, over the fact that it was established so
that people know that there are some people in Government that
have some concern over alternative medicine, and so on.

Mrs. MORELLA. Is there a role for it in this legislation?

Mr. BEDELL. Beg your pardon?

Mrs. MORELLA. Is there a further role to enhance and expand
that office?

Mr. BEDELL. Only that for treatments that practitioners find to
be effective, they should report it to HHS, which we assume we'd
end up with it.

Mrs. MORELLA. Do we need, in addition to facilitation at the
FDA, more general scientific research?

Mr. BEDELL. Well, all through history, science has been the thing
that’s held back innovation from going forward. You know, it's just
a fact. And I'm not against science. Science is tremendously impor-
tant, what they’ve done in terms of looking at how our bodies oper-
ate, and all that sort of thing. But most scientists are wedded to
what they feel they know, and what they know is what we've
known in the past, and most scientists are not particularly inter-
ested in anything new or innovative. The chairman has already
mentioned that, and what’s happened historically. Certainly, I'm
not anti-scientist, but if we think that people don’t know anything
about what they’re doing, I think we’re equally wrong.

Mr. BURTON. The time has expired. ,

Mrs. MORELLA. Indeed.

Mr. BURTON. Can I tell a story?

Mrs. MORELLA. Yes, indeed, Mr. Chairman.

Mr. BURTON. I went to Africa. I was the senior Republican on the
African Subcommittee. You'll find this very interesting. I developed
a stomach problem—this is after I was in Congress—and I couldn’t
eat anything and keep it down. So I heard a story about a guy
named Barry Marshall down at the University of Virginia, and I
went down to see Barry Marshall because I had tried everything,
and he gave me a series of antibiotics with bismuth and some other
things, and said this had been very effective. I took it, and within
1 week I had no more stomach problems.

Now Barry Marshall went to Belgium at an international gastro
meeting with all of the stomach experts around the world, and he
told of his theory that there was a bacteria that was living in the
stomach that was causing 95 percent of the problems people experi-
enced. It wasn’t because of nerves that people were getting ulcers.
It was because of this bacteria. It’s called the helicobacter; H-pylori
bacteria they called it. He told them about it, and they literally
laughed him off the stage like they did Louis Pasteur.

Now Barry Marshall, who'’s a good friend of mine now—he cured
my stomach problem—Dr. Barry Marshall went home, and he
drank the bacteria and he got deathly ill, and then he took the
treatment himself and he cured himself. He used this as the way
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to prove to the scientific community that his treatment worked. He
literally endangered his own life.

Now he’s been nominated for the Nobel prize because now every-
body accepts his thesis that the bacteria that he talked about does
and can live in the stomach, where before they didn’t believe it
could. If he had not done that, his treatment would not be ap-

roved today, and people wouldn't be being cured of stomach prob-
ems. People who had cancer of the stomach have been cured by his
treatment.

Now the only reason I bring that up is, there was a treatment
that was ruled ineffective, was not approved, and he forced the
issue and won, and he probably one day will get the Nobel prize
for it. This is in our timeframe.

Thank you very much for yielding.

Mrs. MORELLA. There are probably many other instances like
that, and I think we should continue to look to alternative medicine
solutions, but I'm reminded, in linguistics and logic, the post hoc
ergo propter hoc fallacy, that because something occurs after some-
thing, we attribute it to what occurred prior to it. So I think we
must be cautious about that.

Thank you, Mr. Chairman.

Mr. BURTON. I apologize for taking so much of your time.

Mr. Sanders.

Mr. SANDERS. Thank you.

This is an enormously complicated and emotional issue. Nobody
has the magic answer. I agree certainly with Henry Waxman, who,
by the way, is one of the heroes of this country in taking on the
tobacco interest, who for years and years told us there was no prob-
lem there, and so forth and so on, and we’re indebted to Mr. Wax-
man for that effort. .

Mr. BURTON. Can we applaud for that?

Mr. SANDERS. Right. Yes, we should. [Laughter.]

And Mr. Waxman is absolutely right also, in that we all know
there are totally unscrupulous people out there who ﬁrey off human
misery and panic and will make a buck trying to sell useless prod-
ucts when people are hopeless and at their wit’s end.

Having said that, there’s another side to the story. Let me just
mention a few things that come to my mind about how often formal
or establishment science, which also does enormous work—we all
know that. I just came from the doctor’s office yesterday, and got
my shots andl all that stuff; we’re indebted to that. Let’s just go
through a few things.

Nutrition, today there are very few people who deny the impor-
tance of good nutrition in terms of preserving health or bad nutri-
tion and disease; 20 or 30 years ago, it was little ladies in Califor-
nia, they used to call about these little old ladies in California who
were the people who were talking about that. Now it is common
knowledge. Cigarettes, 40 years ago, we had doctors on television
advertising the brands of cigarettes that they smoked. Emotions
and human health, 30 or 40 years ago, they were separated; here’s
physical health; here’s emotional health. Now there’s a general un-
derstanding that there’s a strong correlation between how we feel
about ourselves, our attitudes in life, our emotional health, and
physical illness. Breast feeding, 40 years ago, women were casti-



35

gated for doing this terribly unnatural thing of breast feeding their
babies, and now study after study—that was the medical establish-
ment—a terrible thing to spoil your child and breast feed. Now, ob-
viously, everyone thinks it is the right thing to do. Exercise, 30
years ago, bed rest was the cure to everything, and now hospital
after hospital have gymnasiums in their hospitals because doctors
understand that getting the body moving again is important.

Heart treatment, just one example, Dr. Dean Ornish—and I
should point out that the growth of alternative medicine is such
that many insurance companies now are beginning—beginning,
and that’s a whole other issue—to start funding alternative pro-
grams. Dean Ornish developed an alternative treatment for heart
disease. It is now being funded by a number of—premiums are
being paid—not premiums, but it is being funded now by a number
of insurance companies. His stress is on a low-fat diet, exercise,
meditation.

The whole issue of meditation, laughter, as a kooky idea, is now
not thought to be so crazy. Acupuncture, it took a New York Times
journalist to get sick in China—remember, what was the name of
the guy, the editorial writer, James Reston had a problem in
China, it was 20 or 30 years ago. He was operated on with acu-
puncture, and suddenly acupuncture became in vogue in this coun-
try, despite the fact tgat it had been used thousands of years in
China. Chiropractic medicine is now being accepted in limited ways
in hospitals; massage therapy; herbal remedies.

Now what’s the point? The point is that the U.S. Government
and their doctors, and the AMA, do not necessarily know all of the
answers to all of the froblems. And while there is no question that
sometimes people will think they’re being cured by a remedy, and
they may be wrong, there may be other factors, it is also important
1:; point out that the U.S. Government is not right all of the time

S0.

Right at this moment, I have been deeply involved on the issue
of Gulf War illness, and I must say that, after 6 years, if you go
to the VA today and you go to the DOD today, they don’t know the
cause of the problem. They have no effective treatment. Yet, they
are not looking out to others for developing alternative treatments.

Four years ago, in this room, the late Mike Synar and I were dis-
cussing an issue about carpets and how certain types of carpets
were making people ill because carpets are heavily laced with
chemicals, and there are hundreds of doctors who were treating
people who had been made ill by carpets. Yet, we could not get the
EPA to talk to one of those physicians, not one. I mean, it was a
horrible, horrible experience. That raises the issue of indoor air

uality, multiple chemical sensitivity, and all of that stuff. Has the
vernment done a good job on that? No, it’s not.

So I think the balance that we want is that we want to go after
quacks, and the quacks are out there, but, on the other hand, ev-
erything being equal, we want to respect the right of people to ap-
proach practitioners and get the treatment that they feel works for
them, as long as they understand the limitations. I think you men-
tioned what was in the law, and I think that that’s important.

So I would say that we should open up the process. I support the
legislation.
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Mr. WaxMaN. Will the gentleman yield to me?

Mr. SANDERS. Yes, I'd be happy to.

Mr. WaxMAaN. I don’t disagree with what you’re saying. We ought
to respect new theories, new experiments, new ideas, because
sometimes we reach conclusions just because they’re new, they're
not accurate. But Barry Marshall, for example, was mentioned, had
a hypothesis. He was laughed at when he had no data. When he
developed the data, when he showed that his hypothesis worked,
then he got the drug approved in a very quick timeframe. He, if
we had him here, would probably defend the idea that you have to
use some kind of scientific scrutiny, and rationality to determine
vdvl&et}lr:er it works, and he was the best example of somebody who

id that.

I worry that we do dismiss ideas, and we all know how so many
things were dismissed that now are accepted, common wisdom, but
we ought not to be so quick to dismiss it. There’s something about
human nature that’s a plus and a minus, and often it’s minus be-
cause human nature is such where people aren’t open to new ideas,
but we ought to be open to them, and then pursue them, not ignore
them, but not just accept them without——

Mr. SANDERS. I agree, Henry, but the truth of the matter is, if
you had a Federal Government today or an apparatus or a bu-
reaucracy that was vigorous—I mean, for example, we fought very
hard to get the Office of Alternative Health, and do you know
what? That office, which is being besieged with telephone calls, is
not getting the respect from the NIH that it wants right now, and
we have to fight that battle as well.

So I—well, OK, I've said enough. Thank you, Mr. Chairman.

Mr. BURTON. Well, thank you, Mr. Sanders.

Let me, before I yield to Mr. Horn, just say that I think you
helped make the point, though; Mr. Marshall was having a very
difficult time in getting everything done until he actually made
himself a guinea pig. Then, once he proved it, then they started—
the wheels started moving. It seems to me they should have expe-
dited that in a better way, rather than waiting until he actually
put his life at risk before he checked that out—before they checked
it out.

Mr. Horn.

Mr. HorN. Thank you, Mr. Chairman. I have one question, and
then I'll yield the rest of my time to you.

Let me ask you, to what degree is the idea that if a person is
terminally ill, and declared so by appropriate doctors, that they
should receive a particular medication or alternative medicine,
even if the FDA has not approved it? We certainly see that problem
in AIDS, where a lot of people are worried that I can’t have access
to that because the FDA hasn’t approved it, and yet they're clearly
in a terminally ill situation.

Mr. BEDELL. Sure.

Mr. HORN. Is there any language on that?

Mr. BEDELL. I'm not real knowledgeable about AIDS, but because
of the political pressure, there have been some loosening for AIDS
patients. But if | was a cancer patient and was sent home by con-
ventional medicine to die, there’s nothing more they can do for me,
I can go to Germany or I can go to the Bahamas or I can go to Mex-
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ico, or somewhere else, but I cannot have access to any of these
treatments here in the United States because the FDA has said
that they cannot be administered here in the United States.

Mr. HORN. Well, I'm raising the question: If you're declared ter-
ming}lly ill, should they have it, regardless of what the FDA now
says?

Mr. BEDELL. Oh, well, sure. I can take you to any number of
those clinics and they will show you—I'm not saying everybody—
but they will show you patients—you can check it—that have been
terminally ill that have been cured by those people. Now the ques-
tion is not, to me, whether it's 1 in 10 or 1 in 1,000, or what it
is. My argument would be that if I am terminally ill and sent home
to die, and there’s some place I can go that there’s some reasonable
chance that it might somehow save my life, it’s very wrong for the
Government to tell me I can’t do it here in my own country unless
I've got enough money to go somewhere else.

That is part of the argument here. The argument here is whether
people should have the right to make those decisions if thté\;re
properly informed, and not misled, themselves, or whether a Gov-
ernment bureaucrat should tell them they've got to go home and
die. To me, I just can’t imagine that. Maybe I'm too—maybe I'm
soft-hearted; I don’t know, but death is not really a small item in
our society.

Mr. HorN. Well, I thank you, and I yield back my time to the
chairman, if he’d like to use it. I have to get to a meeting.

Mr. BEDELL. Mr. Chairman——

Mr. BURTON. Thank you.

Mr. BEDELL [continuing]. Can I quickly say something that's in
this bill?

Mr. BURTON. Sure. The gentleman has yielded me his time, and
I'll let you—

Mr. BEDELL. Let me read you—Henry, I want you to be sure to
hear this. In the bill it says that, subsection (c), “there have been
no advertising claims made with respect to the efficacy of the medi-
cal treatment by the practitioner, manufacturer, or distributor,”
and that is defined in the bill, advertising claims. The term “‘adver-
tising claims’ means any representations made or suggested by
statement, word, design, device, sound, or any combination thereof,
with respect to a medical treatment.” I would argue that his says
that you can’t market anything, which I think is our big concern,
you can’t market anything without going through the FDA process,
even if this legislation were passed.

Mr. BURTON. Who seeks time? Mr. Kucinich. The gentleman is
recognized for 5 minutes.

Mr. KucCINICH. Thank you very much, Mr. Chairman.

I think we’re at a point in American history where people are
starting to look at alternative solutions to many things, and medi-
cine is one area where the structured medicine, which has served
millions of Americans for many, many years, is—there are cur-
rently people looking at ways to try to expand that structure, cer-
tainly respecting the practical alternatives which allopathic medi-
cine provides for people, but at the same time availing ourselves
of expanding knowledge of the possibilities of alternative treat-
ments.
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The testimony of the former Congressman, as well as discussions
I have had with literally hundreds of my constituents on this issue
over the past few years, makes it obvious that across this country
there is an awareness that alternative methods of treatment are
part of a vast, if you want to call it, “underground” approach to
treating serious illnesses.

I think that as we go into this issue, we come to many different
aspects which challenge our whole assumptions about health care
right from the beginning, and that I think is healthy. The idea that
perhaps someone else can even be responsible for health is an issue
that’s being challenged, I think will be challenged in the next mil-
lennium. People are starting to take more responsibility for their
health. We seek the assistance of medical practitioners to help fa-
cilitate our wellness, but it begins with our own knowledge and un-
derstanding. So people are looking at diet, as it creates conditions
of health. People are looking at the possibilities of how their every-
day life practice creates what we know as health.

While I'm from a community which has one of the finest medical
facilities anywhere in the world, Cleveland, OH, and I'm a strong
supporter of that great medical complex in Cleveland, OH, I also
know that were at the eve of a new dawn of understanding in
health care, and we have to expand the possibilities. We have to
permit for the emergence of alternative ways of curing people.

Hundreds of years ago, the methods that are now used by
allopathic practitioners would have seemed to be impossible. The
changes in technology have improved the exercise, facilitated the
practice of allopathic medicine. But, again, as we introduce new
ways of thinking about health, it’s inevitable that alternative meth-
ods need to be looked at. .

And we also really don’t know the way in which the relationship
between psyche and soma interact. That's still a vast, uncharted
area in health care: how people can come to believe that something
works for them, and maybe doesn’t work for another person.

So this kind of a hearing, Mr. Chairman, is extremely important
because it gives us a chance to open up a window and look through
this great expanse of knowledge and possibilities, and to hear from
people who have experienced wellness as a direct of alternative
methods when everything else failed. We have to respect that testi-
mony, and we have to take it for being what it is; and that is, it’s
representative of a great number of people who have come to this
table with—and will come here—with stories of how they benefited.
So I think in Congress, what we need to do is to listen carefully
and find ways that we can enable more and more of our people to
achieve wellness using the broadest range of possibilities.

Thank you very much, Mr. Chairman.

Mr. BURTON. The gentleman yields back the balance of his time.

Mr. KuciNicH. I yield back.

Mr. BURTON. Mr. Davis, you’re next. I've been informed we have
two votes possibly on the floor, and I would like to finish with Mr.
Bedell before we head for the vote if it’s possible.

Mr. DAviS oF ILLINOIS. Well, thank you very much, Mr. Chair-
man. As a matter of fact, I only have one or two questions.

Let me thank you so much for your testimony. I really enjoyed
it. I appreciate hearing it.
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Let me ask you, do you think that there is any strong possibility
that we might have difficulty under the act regulating or determin-
ing who practitioners really are?

Mr. BEDELL. No. The practitioners are, I think, clearly defined,
and the important thing is that this legislation says, under the lim-
its of their license. So that this legislation says that, if you were
a chiropractor, this would not permit you to give injections, for ex-
ample. So that the issue of who a practitioner is doesn’t expand in
any way who a practitioner is, and it clearly says that you cannot
?0 anything more than you’re already authorized to do under the

aw.

Does that answer your question or——

Mr. Davis OF ILLINOIS. It does. The followup thought that I have:
Should the act be passed—one of the criticisms of the Food and
Drug Administration has been that it sometimes takes an awfully
long time to make the determination about the use—someone men-
tioned the Chimopapene treatment earlier, which is something that
I had some years ago. As a matter of fact, I traveled to Canada at
the time to receive it because it could not be provided by my physi-
cian, and that's been about 20 years, and of course I'm pleased to
note that I've been walking ever since and doing quite well as a
result of it.

But do you think it might help facilitate or speed up the practice
of the Food and Drug Administration in terms of the time that it
takes to determine whether or not a treatment or a drug could be
safely used?

Mr. BEDELL. No, I do not, and this legislation does not address
that issue. In fact, I have to tell you, in my opinion, if the Food
and Drug Administration certifies that something is safe and effec-
tive, they ought to be darned sure that it is safe and effective, and
this legislation in no way would adversely change how they operate
in terms of certifying things as safe and effective. I would not per-
sonally believe that they should. I believe people are entitled to
know—have clear, accurate information, and if the Government
tells them something is safe and effective, I think they ought to
have every confidence that that is, indeed, true. I do not criticize
the FDA for the fact that you told them to make sure it’s safe and
effective; they'd better really do it.

Mr. DAvis OF ILLINOIS. And you have no fear that it may gen-
erate a proliferation of practitioners who have ideas and great
theories, but no real opportunity for them to have been determined
usef}’ll or not, that individuals may not run off and use them any-
way?

Mr. BEDELL. I didn’t understand your question.

Mr. Davis OF ILLINOIS. Well, I'm saying, all of us get ideas that—
specially people who are intellectual and people who have been
trained and people who know things, and those have not always
been tested, or tested effectively or not——

Mr. BEDELL. That’s right.

Mr. Davis oF ILLINOIS [continuing]. And will use them. I'm say-
iﬁg, do you think that it may generate more people using them
than——

Mr. BEDELL. Well, in the legislation, if it’s shown to be dan-
gerous, they have to report it immediately, any treatment. So that
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there are—I do not doubt for a minute, whether we have the legis-
lation or not, there are going to be some people treated with a
treatment that doesn’t work. I would argue that we’ve got a lot of
those right today in our system. But this legislation says that if I
have an idea and I'm a practitioner and I treat a person with that,
first of all, there cannot be any evidence that it’s endangered the
patient, and if I find that it is, I have to report it immediately to
the Government, so that information can be dispensed. And if I
continue to administer it, 'm in violation of the act, and I have no
protection under the act anymore.

Mr. Davis OF ILLINOIS. I thank you very much, and I have no
further questions, Mr. Chairman.

Mr. BURTON. Mr. Tierney, no questions?

I want to thank you, Congressman Bedell, for being with us.

We will stand in recess until these two votes, and then we’ll go
to the next panelists.

Mr. BEDELL. I apologize for taking so much time, Mr. Chairman,
to both you and the other witnesses.

To the gentleman from California, I appreciate the fact that
you’re here, and I agree with you; I think we agree on a lot more
than what we disagree on, and I want you to know it was a pleas-
ure serving with you.

Mr. BURTON. Thank you, Mr. Bedell.

The committee stands in recess. Hopefully, we’ll be back in about
15 minutes.

[Recess.]

Mr. BURTON. The committee will reconvene. Will everybody
please take their seats, and could we get the doors shut, please?

I have a couple of unanimous consent requests. I don’t think
they're controversial. I'll bring these up at this time.

I ask unanimous consent that the record remain open to receive
answers to additional questions the committee may propound to
the witnesses. Without objection, so ordered.

I ask unanimous consent that all written statements submitted
by Members and the witnesses be included in the appropriate part
of the record. Without objection, so ordered.

Our second panel is Mr. Jack Kunnari, Becky Nippert, Genevieve
Sherman, Mary Jo Siegel, and Ann Fonfa. I hope I pronounced that
correctly. Would you please come forward and take your seats at
the table. I think you have name tags there.

Ms. Fonfa sits there, Ms. Siegel, Ms. Sherman, Ms. Nippert, then
Mr. Kunnari.

We normally swear everybody in. I know that you’re not going
to give false statements, but it’s just standard procedure.

Is everyone here?

Ms. FONFA. Mr. Chairman, I need to affirm.

Mr. BURTON. Beg your pardon?

Ms. FONFA. I would need to affirm; I don’t swear.

Mr. BURTON. OK, you may affirm.

Would you raise your right hands, please?

[Witnesses sworn.]

Mr. BURTON. Be seated.

All right, I guess we could have switched the name tags around.
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I think maybe it would probably be proper just to go down the
line and ask you if you have opening statements, and we'd like for
you, if you can, to limit your statements to 5 minutes, and we’ll
submit any extra that you have for the record.

So, Ms. Fonfa, may I have your opening statement?

STATEMENT OF ANN FONFA

Ms. FONFA. Yes, thank you.

When a person’s diagnosed with cancer, her immediate desire is
to be given the treatment that will cure it. We want to rely on our
doctors for the answer. I know, because I was diagnosed with
breast cancer in January 1993 at the age of 45. I found a lump dur-
ing my monthly breast self-exam, just 2 months after a cﬁnical
exam by my doctor. ‘

We don’t have any answers for cancer. If we were doing well with
conventional treatments, cancer mortality rates would surely have
fallen dramatically, and 50 percent of all women diagnosed with
breast cancer would not be dead in 15 years.

I recently attended the 15th Annual Symposium of the Chemo-
therapy Foundation. Many of the speakers mentioned the moderate
gains now being achieved through the use of chemotherapy. Unfor-
tunately, survival time does not seem to be impacted by any new
developments in drug use, and if survival has not improved, then
surely we must look in other directions.

In the past 2 years, the American Cancer Society and NCI would
place a nonconventional treatment on the unproven methods list,
and that was the kiss of death. No research funds would be re-
ceived once an idea was trashed this way. So instead of examining
new parameters, they were written off almost immediately. Now
this may be great for keeping the system running neatly, but it
sure has been lousy for a person with cancer.

The fact that natural treatments usually are not owned or pro-
moted by any company has probably limited development. NCI
should take charge and design appropriate clinical trials to move
their investigation forward rapidly.

Interestingly, treatments that were classified as unproven have
lately been re-examined and removed from the list; for example,
hyperthermia and Coley’s toxins. It's my belief that the impetus to
explore alternatives comes from the consumer movement.

The Chemo Prevention Branch of NCI now has a mandate to ex-
plore many natural substances used in those modalities. As a pa-
tient and advocate, I often wonder how to approach a conventional
physician with my nontoxic protocols. Last year, after extensive re-
search and discussions with several scientists, and my physician in
Mexico, I began using high-dose vitamin A and vitamin E in liquid
form. I started this on March 1, 1996. By the 22nd, I observed a
decrease in the tumor, and over the next week it continued to re-
duce in size. When I went to my oncologist to show him, he said,
“I don’t remember what the tumor used to look like.” And I could
understand that, but what was so enraging was that he exited the
room almost immediately thereafter. He never touched the lump.
He didn’t even measure it. He barely looked at it. Surely a con-
cerned, interested, open-minded clinician would want to rejoice
along with his patient at such a result, especially since the Chemo
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Prevention Branch has been looking into the use of vitamin A,
known as retinoids, and researchers are currently using it to treat
some cancers.

It’s 5 years since I began researching alternative and com-
plementary cancer therapies. Did I find a single magic bullet? No,
but then I no longer believe in that concept. I think each patient
may find something that’s right for them. I wish there were tests
devised to tell us who might benefit from which treatment, includ-
ing the conventional ones. In fact, I deplore the idea that we cannot
distinguish the patients for whom chemotherapy is effective from
those who are simply harming their bodies with no gain. This is
an area our tax dollars should pay to explore. After all, most cancer
patients are given the conventional treatment, and many still die.

Many people with cancer call me for information and advice. I
tell them I'm not a doctor, and I don’t have any answers, but what
I do know about are possibilities, and there are many. Only if we
know what is available is the concept of informed choice fully func-
tioning.

Materials should be in every surgeon’s and oncologist’s office, so
that patients have immediate access to choices in treatment. Yes,
in some cases when a patient is deemed terminal the doctor will
not object if the family comes up with something to try that’s out
of the norm, but rarely will they know enough a%out the possibili-
ties to offer advice. It's almost as if they were wearing blinders. No
matter how many patients die of their disease, the physician has
no personal responsibility to explore the options.

An additional torment is the insurance question. We may seek
and try several options. They're almost always less expensive than
conventional treatments, but receive not a penny in coverage. I per-
sonally spent $27,000 on a 5-week trip to a clinic in Mexico. My
insurance company would not even cover the blood test I received,
nor did they pay to have a catheter inserted, so that I could use
certain treatment. When I returned to New York, the surgery to re-
move the catheter was fully covered.

Comparing the costs, I noticed that a 1-hour-and-fifteen-minute
surgery in New York cost me $7,000. Four hours of surgery would
have cost me as much as the 5-week stay, which I credit with help-
ing me regain control of my health. Of course the surgery would
have been fully covered. ,

Another aspect that’s rarely addressed is the fact that many
oncologists prescribe drugs in what’s called an off-label use. This
means they follow hunches and not accepted protocol. If theyre
willing to do this with chemotherapy drugs, wﬁy not expand the
horizons to allow the use of nontoxic treatments? Although few
medical schools offer course work on nutritional issues, complemen-
tary, or natural medicine, continuing education courses are now
available. Of course there’s not much money to be made from natu-
ral substances.

And why haven't we heard about treatments that are used in
other countries? Germany uses homeopathy and herbs, as does
France. In China, cancer treatment is normally combined with
herbs, and standard protocol, while Japan has pioneered the use of
medicinal mushrooms. American doctors need to expand their vi-
sion. People with cancer in their families are looking for doctors
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who will respond to questions about alternative and complemen-
tary treatment. We will no longer accept uninformed responses.
Our lives are at stake, and we need access to all medical options.
Thank you.
[The prepared statement of Ms. Fonfa follows:]
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Testimony of Ann E. Fonfa February 4, 1998

When a person is diagnosed with cancer her immediate desire is to be given the
treatment that will cure it. We want to rely on our doctors for the answer.

| know because | was diagnosed with breast cancer in January of 1993 at the age of
45. | found a lump during my monthly breast self-exam, just two months after a clinical
exam by my doctor.

We don't have any answers for cancer.  |f we were doing well with conventional
treatments, cancer mortality rates would surely have fallen dramatically. And 50% of alt
women diagnosed with breast cancer would not be dead in 15 years.

| recently attended the XVth annual symposium of the Chemotherapy Foundation.

Many of the speakers mentioned the moderate gains now being achieved through the
use of chemotherapy. Unfortunately survival time does not seem to be impacted by any
new developments in drug usuage. And if survival has not improved, then surely we
must look in other directions.

In past years, the American Cancer Society would place a non-conventional treatment
on the Unproven Methods list, and that was the kiss of death. No research funds wouid
be received once an idea was trashed this way. So instead of examining new .
parameters, they were written off aimost immediately. Now this may be great for
keeping the system running neatly but it sure has been lousy for a person with cancer.
The fact that natural treatments usually are not owned or promoted by any company has
probably limited development. NCI should take charge and design appropriate clinical
trials to move their investigation forward rapidly.

Interestingly, treatments that were classified as unproven have lately been re-examined
and removed from the list, i.e. hyperthermia. it is my belief that the impetus to explore
altematives comes from the consumer movement. The Chemoprevention branch of
NC! now has a mandate is to explore many natural substances used in these
modalities.

As a patient and advocate, | often wonder how to approach a conventional physician
with my non-toxic protocols. Last year, after extensive research and discussions with
several scientisits(Dr. Zachrau, Dr. Issels) and my physician in Mexico, | began using
high dose Vitamin A and Vitamin E in liquid form. | started this on March 1% 1996. By
the 22" | observed a decrease in the tumor. Over the next week, it continued to
reduce in size. When | went to my oncologist to show him, he said “l don’t remember
what the tumor used to look like”. | could understand that but what was so enraging was
that he exited the room almost immediately thereafter. He never touched the lump, he
didn't even measure it, he barely looked at it. Surely a concerned, interested open-
minded clinician would want to rejoice along with his patient at such a resuit.
Especially since the Chemaprevention branch has been looking into the use of Vitamin
A known as retinoids, and researchers are currently using it to treat cancers.

It is five years since ! began researching alternative/complementary cancer therapies.
Did | find a single magic bullet? No, but then | no fonger believe in that concept. 1 think
each patient may find something that is right for them. | wish there were tests devised
to tell us who might benefit from which treatment, including the conventional ones. In
fact, | depiore the idea that we cannot distinguish the patients for whom chemotherapy
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is effective from those who are simply harming their bodies with no gain. This is an area
our tax dollars should pay to explore. After all most cancer patients are given the
conventional treatments and many still die.

Many people with cancer call me for information and advice. | tell them | am not a
doctor and | don't have any answers. But what | do know about are possibilities. And
there are many. Only if we know what is available is the concept of informed choice
fully functioning. Materials should be in every surgeon and oncologists office so that
patients have immediate access to choices in treatment.

Yes, in some cases when a patient is deemed terminal, the doctor will not object if the
family comes up with something to try that is out of the norm. But rarely will they know
enough about the possibilities to offer advice. It is almost as if they are wearing
blinders. No matter how many patients die of their disease, the physician has no
personal responsibility to explore the options.

An additional torment is the insurance question. We may seek and try several options.
They are almost always less expensive than conventional treatments but receive not a
penny in coverage. | personally spent $27,000 on a five week trip to a clinic in Mexico.
My insurance company would not even cover the blood tests | received, nor did they pay
to have a catheter inserted so that | could have certain treatments. When | returned to
New York, the surgery to remove the catheter was fully covered. Comparing the costs,
| noticed that a one hour and 15 minute surgery in New York cost me $7000. Four
hours of surgery would have cost as much as the five week stay which | credit with
helping me regain control of my health. Of course the surgery would have been fully
covered.

Another aspect that is rarely addressed is that fact that many oncologists prescribe
drugs in what is called an “off-label” use. This means they follow hunches and not
accepted protocol. If they are willing to do this with chemotherapy drugs, why not
expand the horizons to allow use of non-toxic treatments? Although few medical
schools offer coursework on nutritional issues, complementary or natural medicine,
continuing education courses are now available. Of course, there is not much money to
be made from naturai substances.

Why haven't we heard about treatments that are used in other countries? Germany
uses herbs and homeopathy as does France. In China, cancer treatments normally
combine herbs with the standard protocol, while Japan has pioneered the use of
medicinal mushrooms.  American doctors need to expanded their vision.

People with cancer and their families are looking for doctors who will respond to
questions about aiternative and compiementary treatments. We will no longer accept
uninformed responses. Our lives are at stake and we need access to all medical
options.

Ann E. Fonfa, 28 West 38" Street #12E New York, NY 10018
Ann Fonfa@aoi.com
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Mr. BURTON. Thank you, Ms. Fonfa. That was very interesting,
and I would like—do we have copies of all their statements? I read
your statement regarding vitamin A and vitamin E, and will ask
you some questions later on during the hearing.

Ms. Siegel.

STATEMENT OF MARY JO SIEGEL

Ms. SIEGEL. I would like everybody to know that I feel very, very
fortunate to be here today. Seven years ago, I was stricken with
non-Hodgkins lymphoma, a cancer for which no conventional cure
exists. My husband, Steve, and I were devastated by this prognosis,
but determined to find a cure. We consulted top lymphoma special-
isatf across the country, who confirmed that the disease was termi-
nal.

The only hope, they said, was an experimental procedure called
an autologous bone marrow transplant. I would receive extremely
high-dose chemotherapy and as much radiation as people who were
within 1 mile of ground zero at Hiroshima. I would become sterile,
lose my hair, experience severe nausea and vomiting, and be kept
in complete isolation for 6 weeks. There would be damage to my
internal organs and a greater than 50 percent chance that I would
develop leukemia. We decided to keep looking.

We soon discovered the work of Dr. Stanislaw Burzynski, who
was treating advanced cancer patients with a gentile, nontoxic
therapy. As I began Dr. Burzynski’s treatment, malignant tumors
were growing throughout my body, my bone marrow was infil-
trated, and there was a large and growing tumor on the side of my
neck. After oriy 3 weeks on this medicine, that tumor disappeared.
Subsequent scans performed at UCLA showed continual reduction
in tumor size. ,

During this treatment, my quality of life was excellent. I was an
active, involved mother, raising three teenagers. Within 12 months,
that same lymphoma expert at UCLA, who originally diagnosed
me, pronounced me in remission. I went off the treatment.

Two years later, a followup scan revealed a return of the disease.

- Immediately, Dr. Burzynski prescribed a regimen of antineoplaston
capsules. Within 5 months, I was once again in remission, and
have remained cancer-free to this day.

The tragedy is that the FDA has been keeping what author Tom
Elias calls “the century’s most promising cancer treatment” from
becoming widely available to cancer patients. The agency has spent
millions to harass, discredit, and even imprison Dr. Burzynski.

In November 1995, the FDA indicted Dr. Burzynski on 75 crimi-
nal counts, most having to do with alleged technical violations of
the Interstate Commerce Act, and none having to do with his prac-
tice of medicine or the effectiveness of his drug. In 20 years of prac-
tice, not one patient had ever filed a complaint. If Dr. Burzynski
had been convicted, he could have been sentenced to 290 years in
a Federal prison.

Are antineoplastons effective? Apparently, the FDA believes they
are, because it fought tenaciously to keep the question of efficacy
out of the trial. FDA also fought to keep the full truth from the
jury by preventing Dr. Burzynski’s patients from testifying. Thank-
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fully, Dr. Burzynski was acquitted on all counts. FDA was unable
to find even a single patient to testify against him.

The FDA lost the courtroom battle. Yet, it continues to wage war
against Dr. Burzynski and his patients. The agency interferes in
his practice by telling him who he can and cannot treat. With
many types of cancer, the FDA requires patients to have failed not
one, but two rounds of chemotherapy before they can be treated
with antineoplastons. '

FDA forbids the use of steroids in the treatment of Dr.
Burzynski’s lymphoma patients, when they are needed to tempo-
rarily shrink tumors and relieve pain. Because I was on treatment
prior to the FDA involvement, Dr. Burzynski was able to prescribe
Medrol to relieve the pain in my neck caused by that tumor. Now,
however, the FDA’s twisted logic dictates that good data collection
outweighs humane medical treatment.

Did Congress give the FDA the right to play God? Was it your
intent to give FDA the kind of power it exercises over life-and-
death decisions with no accountability? FDA-approved remedies
have failed to work for the majority of Dr. Burzynski's patients.
Their only choice is antineoplastons or death. Shouldn’t it be the
doctor and patient making these important medical decisions rath-
er than an FDA official?

It’s time for a new approach to treating cancer, meaning ex-
panded access to new, experimental, and innovative drugs. Until
we have a cure, all of it, conventional and alternative, is experi-
mental.

Even researchers in Japan are busily advancing research on
antineoplastons with encouraging results. Doctors and scientists
around the world eagerly await the approval of antineoplastons. So
why is the FDA so determined to impede the progress of a drug
with such promising results?

As a constituent of Mr. Waxman, I know he supports both the
FDA and a woman’s right to abortion, but how can he really con-
done a Government policy that grants a mother the right to choose
death for fetus while denying a dying cancer patient one last hope
for life? It’s time for Congress in its oversight role to ensure that
FDA carries out Clinton’s March 29, 1996, promise to expedite the
approval process for innovative, new cancer drugs like antineo-
plastons. The terminally ill deserve the chance to win their per-
sonal war on cancer, and it’s up to this body to ensure they have
the weaponry with which to fight.

Thank you.

[The prepared statement of Ms. Siegel follows:]
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MARY JO SIEGEL

TESTIMONY BEFORE THE HOUSE GOVERNMENT REFORM
AND OVERSIGHT COMMITTEE

FEBRUARY 4, 1998

Seven years ago, I was stricken with a fatal cancer, non-Hodgkins lymphoma, for
which no conventional cure yet exists. This disease is treatable for periods of time
with chemotherapy and/or radiation, but the outcome is always death.

My husband Steve and I were devastated by my prognosis, but determined to find
a cure. Our research took us to top lymphoma specialists at esteemed medical
institutions like UCLA, USC, Stanford and the Dana Farber Cancer Institute in
Boston. All the experts confirmed our worst fear. With existing therapies, my
disease was incurable.

At Dana Farber, a ray of hope emerged with the recommendation that I undergo an
autologous bone marrow transplant. This highly controversial procedure would
require that I receive extremely high-dose chemotherapy and as much radiation as
people who were within one mile of “ground zero” at Hiroshima. I would lose
my hair, experience severe nausea and vomiting, and the threat of bacterial and
viral infection would keep me in complete isolation for 6 weeks. My quality of
life, post treatment, would be drastically diminished. From the chemotherapy I
would become sterile. There would be damage to my heart, lungs, liver, kidneys,
and bladder. Collateral radiation damage would affect my eyes, salivary glands
and thyroid, with a greater than 50% chance that I would develop leukemia if I
were lucky enough to survive just 10 years. I was frightened and suspicious
because only a handful of patients had survived this procedure with good long-term
results. One such person was the late Senator Paul Tsongas,

who eventually died of complications caused by the procedure.

.
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Fortunately, we discovered the work of Stanislaw Burzynski MD, Ph.D., who was
treating advanced cancer patients with a gentle, non-toxic therapy he had
discovered. As I began Dr. Burzynski’s antineoplaston treatment, my lymphoma
had progressed to stage 4 (there is no stage 5). Malignant tumors were growing
throughout my body. My bone marrow was infiltrated and there was a large and
growing tumor on the side of my neck.

After only 3 weeks on this medicine, that tumor disappeared! Subsequent scans
performed at UCLA showed continual reduction in tumor size.

During antineoplaston treatment, my quality of life was excellent, virtually free of
side effects. [ was an active and involved mother, an absolute necessity when you
are raising 3 teenagers. More importantly, the drug stopped my supposedly
terminal cancer. Within 12 months I was pronounced in remission, not by Dr.
Burzynski, but by the same lymphoma expert at UCLA who had originally
diagnosed me and told me I faced certain death from this disease.

I went off treatment and remained in remission for 2 years, when a follow-up scan
revealed a possible return of the disease. Immediately, Dr. Burzynski prescribed a
regimen of antineoplaston capsules. Within 5 months I was once again in
remission, and have remained cancer free to this day.

That’s the end of the good news. The tragedy is that our government, namely the
FDA, has been keeping what author Tom Elias calls “the century’s most promising
cancer treatment” from becoming widely available to cancer patients. The agency
has spent untold millions of taxpayer dollars in a systematic attempt to harass,
discredit, stonewall and even imprison Dr. Burzynski.

As incredible as it sounds, in November 1995, FDA indicted Dr. Burzynski on 75
criminal counts, most having to do with alleged technical violations of the
Interstate Commerce Act and none having to do with his practice of medicine or
the effectiveness of his drug. Dr. Burzynski had been legally treating patients
under Texas State law for some 20 years and not one patient in all that time had
ever filed a complaint. If Dr. Burzynski had been convicted on all 75 counts, he
could have been sentenced to 290 years in a federal prison.

T

Are antineoplastons effective? Ask the FDA. Apparently it believed the answer is
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yes, because it fought tenaciously to keep the question of antineoplastons’
effectiveness out of the trial. Dr. Burzynski tried to make it a part of the trial.
Apparently, both the FDA and Dr. Burzynski believed he could prove the drug
works. FDA also fought to keep the full truth from the jury by preventing Dr.
Burzynski’s patients from testifying, while Burzynski asked the judge to allow the
patients to tei} their stories.

In the end, Dr. Burzynski was acquitted on all counts. But [ ask you in
Congress, and particularly my representative, Mr. Waxman, how you can allow the
FDA to squander taxpayer money in an idiotic prosecution, the success of

which would mean the deaths of hundreds of cancer patients? FDA was unable to
find even a single patient to testify against Dr. Burzynski!

Peter Barton Hutt, a former FDA Chief Counsel, has said “if you beat the FDA in
court, you have an angry FDA that is willing to slit your throat”. Indeed, while it
lost the courtroom battle against Dr. Burzynski, it continues to wage war against
him and his patients. The agency interferes in his practice by telling him whom
he can and cannot treat. With many types of cancer, the FDA requires patients to
have failed not one, but two rounds of chemotherapy before they can be treated
with antineoplastons. In many cases the chemo has so ravaged their immune
systems, they literally have nothing lefi to fight with and they die.

FDA forbids the use of steroids in the treatment of Dr. Burzynski’s lymphoma
patients, even when they are needed to temporarily shrink tumors and relieve pain,
as in my own case. Because I was on treatment prior to the FDA taking over his
practice of medicine, Dr. Burzynski was able to inject me with “Medrol” to relieve
pain and tightness in my neck caused by the tumor. Now, however, the FDA is not
concerned with patient comfort. Their twisted logic dictates that good data
collection outweighs humane medical treatment.

The FDA demands that Dr. Burzynski’s lymphoma patients stop treatment if they
have not achieved 50% tumor reduction within 6 months. The absurdity of this
typically arbitrary FDA requirement became clear when one Burzynski
patient—Frances Langham—was to be forced off treatment when she achieved a
44% reduction after 6 months! She is lucky to be from Arkansas and politically
connected. She received a “special dispensation” allowing her to continue
treatment. But the FDA removed her from the clinical trial, meaning that even if
4
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cured in the future, FDA will count her as a “treatment failure” in determining how
effective Antineoplastons are! These treatment “restrictions” are only applied to
Dr. Burzynski’s clinical trials, whereas lymphoma patients involved in Idec
Pharmaceutical’s C2B8 and Elan Pharmaceutical's phenylacetate trials do not have
to meet these same treatment criteria. Is it possible that FDA has a bias against
Dr. Burzynski and his patients have to suffer as a result?

Who gave the FDA the right to play God? Was it the intent of Congress to give
FDA the kind of power it exercises over life and death with no accountability? By

denying terminally ill cancer patients access to antineoplastons, this agency
literally decides “who shall live and who shall die™.

[ have had to watch as children and adults suffer and die as a result of FDA
intransigence. Patients plead to be allowed into antineoplaston clinical trials, but
FDA says “no you don’t qualify.” Shouldn’t it be the doctor, in concert with the
patient, making these important medical treatment decisions, rather than an
FDA official who doesn’t even know the case? Clearly the FDA is denying
these patients their freedom of medical choice. Because conventional, FDA-
approved remedies have failed to work for the majority of Dr. Burzynski’s
patients, often their only choice is antineoplastons or death!

It’s been 26 years since President Nixon declared the “War on Cancer.” Public
expenditures now exceed 30 billion dollars and private research and development
funds must total at least 10 times that amount, yet the death rate continues its
relentless climb. It’s time for a new approach to treating cancer. The only way
this will become reality is by allowing cancer patients expanded access to new,
experimental and innovative treatments. Until we have a cure, all of it,

conventional and alternative is experimental!

Dr. Nicholas Patronas, chief of Neuro-Radiology at NCI, testified under oath that
antineoplastons are the most effective treatment for brain tumors he has ever
seen. Top oncologists have lauded Dr. Burzynski’s work, including those at the
University of Washington and Georgetown University. Doctors and scientists
around the world eagerly await the approval of antineoplastons. Dr. Michael
Friedman, the current commissioner of the FDA once wrote that “Antineoplastons
deserve a closer look...the human brain tumor responses are real.” So why is
FDA so determined to impede the progress of a drug with such promising results?
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Congressmen, we implore you to restore the right to choose our own health care.
You have the power to give us back our freedom. Mr. Waxman, as your
constituent I know you staunchly support both the FDA and a woman’s right to an

abortion. But can you really condone a government policy which grants a
mother the right to choose death for her fetus, while denving a dying cancer
” last hope for life?

In his March 29, 1996 press conference, President Clinton announced new
initiatives to expedite the approval process for innovative new cancer drugs like
antineoplastons. Since then FDA has bluntly stated that the President’s initiative
has changed nothing. It’s time for congressional oversight to insure that mandate
is carried out. The terminally ill deserve the chance to win their personal war
on cancer and it's up to Congress to insure they have the weaponry with which to
fight. Thank you.
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Mr. BURTON. ’'m glad that you're doing so well, and we really ap-
preciate your testimony, and I will make sure Mr. Waxman gets a
copy of it.

Ms. SIEGEL. Thank you.

Mr. BURTON. Ms. Sherman. Would you pull the microphone as
close as you can? Because those microphones don't pick it up as
well as they should.

STATEMENT OF GENEVIEVE SHERMAN

Ms. SHERMAN. All right. This is directed to Mr. Chairman and
members of the committee.

Mr. BURTON. Excuse me just 1 second. Ms. Siegel, who’s that
nice-looking gentleman behind you? [Laughter.]

Ms. SIEGEL. That’s my husband.

Mr. BURTON. I had a feeling. [Laughter.]

OK. Please continue.

Ms. SHERMAN. My name is Genevieve Sherman. I live in Haddon-
field, NJ, and I am very grateful to have been given the oppor-
tunity to be present today—grateful not only for the opportunity to
speak to you about alternative medicine, but grateful to be alive.
You see, I am a cancer survivor—not a survivor by chance, but a
survivor by choice. My choice was in direct defiance of mainstream
medicine’s recommendation for breast cancer treatment. My choice
was alternative treatment, and it is that choice, and my right as
a U.S. citizen to receive it, that brings me here today.

Please allow me to give you a brief summary of the cir-
cumstances which lead me to this choice. In January 1991, I was
diagnosed with stage four breast cancer with lymph node involve-
ment. My surgeon removed the right breast and lymph nodes and
referred me to an oncologist at Jefferson Hospital for followup
treatment. He stated that inasmuch as nine lymph nodes had been
affected, and given the aggressive nature of my cancer, my survival
depended solely on the outcome of chemotherapy. I stated I would
have to think about the treatment. Neither the doctor nor medical
science could assure me success. My friends’ experiences and my
own knowledge of the chemotherapy was a dark prospect at a time
when not only living or surviving counted, but the quality of life
was essential for me. Chemotherapy is not a sure bet, and its rav-
ishing effects on the body and the body’s immune system can be
devastating.

My daughters had read about a renown physician in New York
who was a strong advocate of alternative and complementary medi-
cine. I then went to see him. We discussed the alternative treat-
ments that he felt would be effective in my case. He stressed that
I would be an active participant in my cure. That was the key
word, “active.” He assured me that I would not experience the de-
bilitating effects of chemotherapy—no hair loss, no nausea, no sto-
matitis, no weight loss, no chronic diarrhea or crushing fatigue. It
was at that point that I made the most important decision of my
life. My oncologist was strongly opposed and more or less had
washed his hands of me when learning of my decision.

I would now be traveling to New York from New Jersey three
times a week initially to be monitored and receive various alter-
native treatments consisting of supplements to strengthen my im-
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mune system; IVs with cancer-fighting alternative treatments, nu-
tritional counseling, and various other herbal and plant prepara-
tions. My bloodwork was monitored on a regular basis. My diet was
addressed as well as my emotional state. It was a total and com-
plete approach to fighting and beating cancer. At the clinic the
mood was always high. People from all over the country had placed
their faith in alternative medicine when mainstream medicine had
failed them or turned them away to, quote, “finish their personal
business.” People of all ages, backgrounds, and life experiences get-
ting better with no ill effects—yes, there were all challenges and
at times a setback or two, but overall there was success for all dif-
ferent types of illnesses, not just cancer.

Oh, and I want to strongly point out that during my 7%z years
of treatment, going on 8, I never experienced any reaction to any
of the treatments, no side effects ever. I've never had any con-
straint or any of my fun things, and certainly led a very active life.

My cancer markers began to drop to within normal range, and
my liver and bone scans remained negative. My spirits soared, and
I had hope for the first time since being diagnosed. I was able to
be treated for cancer and still remain in a vital, active personal re-
lationship with all my friends and my family.

It has been almost 8 years since I first began treatment, and I
remain cancer-free. Of course, I continue treatment with my physi-
cian in New York, but my visits are few and far between. The
treatment protocol is constantly monitored and adjusted to address
my current needs. My choice had paid off. I am alive and enjoying
my family, friends, and all that life for an almost 78-year-old
woman has to offer—thanks to the brave and pioneering few in
medicine who choose to offer a safe and healthier approach to life
and health.

Now, I must relate the only down sides to alternative medicine,
which is extremely bothersome to those who have chosen this
route. Recently, 1 was advised that any cancer treatment medicine
for the IVs I had been receiving through a local physician, who
consults with my primary physician in New York, %r. Robert At-
kins, could no longer be sent through the mail. And, incidentally,
I have to go up to New York to get the medicines, take them home,
and then take them to the other physician, so that I can be treated
intravenously. He, this one physician, is afraid to have any cancer
treatment t of medicine on his shelves for fear the FDA or
someone will come in and put him out of business. I truly feel it
is my choice and my right to receive them.

I am also deeply concerned that none of these therapies are cov-
ered by Medicare or any other insurance. We put out about $25,000
to $30,000 on just the vitamins. My husband, age 77, has to con-
tinue to work in order that I may continue my life-saving treat-
ments. We have depleted all of our life savings in order that I may
have the right to choose the course of my cancer treatment.

My concern is for those who do not have the resources to provide
them the option of choosing. These therapies allow the human
being to remain a productive person while treating. Chemo and ra-
diation do not. Each week I sit in my doctor’s office with as man
as 26 or more patients who are recipients of chelation or other al-
ternative therapies. Naturally, we are constantly discussing the
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merits of these treatments. However, we all share a sense of de-
spair that these treatments are not more easily accessible to those
in great need of them or that at some time or another they may
be unavailable to us or our loved ones altogether. Either the cost
will prohibit it or it will be made unavailable to us because of FDA
regulations.

These issues must be addressed and remedied as soon as pos-
sible. Every American man, woman, and child has the right to
choose and receive the course of medical treatment they feel best
suits their lives. It should not be the Government or the insurance
companies’ right to deem what choices a person will have. Cur-
rently, the success rate for such traditional treatments as chemo-
therapy and radiation is not exactly high. Yet, these treatments are
covered by insurance. Alternative therapy quite often allows the
patient to remain working without the need for assistance. In my
opinion, this seems a considerable cost-effective reason for covering
alternative treatments—only one of the many reasons. That is why
it is imperative that more must be done to make alternative medi-
cine accessible to the American public.

And I do thank you for giving me this opportunity to speak with
you today and share my thoughts.

[The prepared statement of Ms. Sherman follows:]



January 26. 1998

Congress of the United States

House of Representatives

Committee on Government Reform and Oversight
2157 Rayburn House Office Building
Washington, D.C. 20515-6143

Dear Mr. Chairman and Members of the Committee;

1 My name is Genevieve Sherman. 1 live in Haddonfield, New Jersey and I am very grateful to
have been given the opportunity to be present today. Grateful not only for the opportunity to
speak to you about alternative medicine but grateful to be alive. You see, I am a cancer survivor.
Not a survivor by chance, but a survivor by choice, My choice was in direct defiance of
mainstream medicine's recommendation for breast cancer treatment. My choice was alternative
treatment and it is that choice and my right as a U.S. citizen to receive it, that brings me here
today.

Please allow me to give you a brief summary of the circumstances which lead me to this choice. In
January of 1991, I was diagnosed with stage four breast cancer with lymph node involvement. My
surgeonjremoved the right breast and lymph nodes and referred me to an oncologist at Jefferson
University for follow-up treatment. He stated that inasmuch as nine lymph nodes had been
affected and given the aggressive nature of my cancer my survival depended solely on the
outcome of chemotherapy. 1 stated I would have to think about the treatment. Neither the doctor
nor medical science could assure me success, My friend's experienced and my own knowledge of
the chemotherapy was a dark prospect at a time when not only living or surviving counted but the
quality of life was essential for me. Chemotherapy is not a sure bet and it's ravaging effects on the
body and the body's immune system can be devastating.

My daughters had read about a renowned physician in New York who was a strong advocate of
alternative and complementary medicine. 1 then went to see him. We discussed the alternative
treatments that he felt would be effective in my case. He stressed that I would by an active
participant in my cure. That was the key word... active. He assured me that 1 would not
experience the debilitating effects of chemotherapy. No hair loss, no nausea, no stomatitis, no
weight loss, no chronic diarrhea or crushing fatigue. It was at that point that I made the most
important decision of my life. My oncologist was strongly opposed and more or less had washed
his hands of me when learning of my decision.
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I would now be traveling to NewYork from New Jersey three times a week initially to be
monitored and receive various alternative treatments consisting of supplements to strengthen my
immune system; 1. V.'s with cancer fighting alternative treatments, nutritional counseling and
various other herbal and plant preparations. My bloodwork was monitored on a regular basis. My
diet was addressed as well as my emotional state. It was a total and complete approach to fighting
and beating cancer. At the clinic the mood was always high. People from all over the counrty had
placed their faith in alternative medicine when mainstream medicine had failed them or turned
them away to quote "finish their personal business” People of all ages, backgrounds and life
experiences getting better with no ill effects. Yes, there were challenges and at times a set back or
two, but overall there was success for all different types of illnesses; not just cancer.

My cancer markers began to drop to within normal range and my liver and bone scans remained
negative. My spirit soared and I had hope for the first time since being diagnosed. 1 was able to
be treated for cancer and still remain a vital, active person! It has been almost eight years since I
first began treatment and I remain cancer free. Of course I continue treatment with my physician
in New York but my visits are few and far between. The treatment protocol is constantly
monitored and adjusted to address my current needs. My choice had paid off...I am alive and
enjoying family, friends and al1 that life for a 77 year old woman has to offer. Thanks to the
brave and pioneering few in medicine who choose 1o offer a safe and healthier approach to life
and health.

Now I must relate the only downsides to alternative medicine, which is,extremely bothersome to
those who have choosen this route. Recently, 1 was advised that any cancer treatment medicine
for the LV.'s I had been receiving through a local physician, who consults with my primary
physician in New York, Dr. Robert Atkins, could no longer be sent through the mail. These
treatments are crucial to the health of chose depending on them. It is already difficult enough to
receive some of the more unconventional treatments because of restrictions placed upon them. 1
truly feel it is my choice my right to receive them.

1 am also deeply concerned that none of these therapies are covered by Medicare or any other
insurance. My husband (age 77) has to continue to work in order that I may continue my
life-saving treatments. We have depleted all of our life savings in order that may have the right to
choose the course of my cancer treatment. My concem is for those who do not have the resources
to provide them the option of choosing. These therapies allow the human being to remain a
productive person while treating. Chemo and radiation to not. Each week I sit in my doctor's
office with as many as 26 or more patients who are recipients of chelation or other alternative
therapies. Naturally, we are constantly discussing the merits of these treatments. However, we all
share a sense of despair that these treatments are not more easily accessible to those in great need
of them or that at some time or another they may be unavailable to us or our loved ones
altogether. Either the cost will prohibit it or it wili be made unavailable to us because of FDA
regulations. These issues must be addressed and remedies soon as possible. Every American man,
woman and child has the right to choose and receive the course of medical treatment they feel
best suites their lives. It should not be the government or the insurance companies right to deem



what choices a person will have. Currently the success rate for such traditional treatments as
chemotherapy and radiation is not exactly high, yet these treatments are covered. Alternative.
therapy quite often allows the patient to remain working without the need for assistance. In my
opinion, this seems a considerable cost-effective reason for covering alternative treatments. Only
one of the many reasons. That is why it is imperative that more must be done to make alternative
medicine accessible to the American public. [ thank you for giving me this opportunity to speak to
you today.

Genevieve J. Sherman

828 Ceder Avenue
Haddonfield, New Jersey 08033
(609) 429-3163

Genevieve ). Sherman
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Mr. BURTON. Thank you, Ms. Sherman. You don't look like you're
77. [Laughter.]

Ms. SHERMAN. Yes, I'll be 78 April 1st. [Laughter.]

Mr. BURTON. Happy birthday.

Ms. SHERMAN. And loving it. Pardon?

Mr. BURTON. I said, happy birthday.

Ms. SHERMAN. Thank you very much.

Mr. BURTON. Ms. Nippert.

STATEMENT OF BECKY NIPPERT

Ms. NIPPERT. Yes, I'm Becky Nippert. I'm 44 years old. I'm from
Memphis, TN. I'm a single parent of three children. I became an
RN in 1975 and a nurse and anesthetist in 1982, In 1989, I was
diagnosed with breast cancer. I had a mastectomy surgery and 6
months of chemotherapy, and I got very sick and did lose my hair.
That same year I had reconstruction surgery.

In 1994, I got a recurrence in my bones. At first it was three
bones, and then they gave me a less than 1 percent chance of sur-
vival. My tumor markers were elevated, and [ went for chemo, first
of three treatments preparing me for the bone marrow transplant.
My 1 week in the hospital cost $33,000. The chemo wasn’t working
because in 7 weeks my tumors went from 3 to 13 bone tumors, and
my tumor marker was elevated. So since it wasn’t working, I
looked into alternative therapy, and I heard about a promising one
down in Freeport, Bahamas. It’s not the one that everyone knows
down there. It was another one that was just being given down
there for a while.

I went down there, and over the next few months I came home
and I'd go back down there and get some more and bring it back
home, and I was treated by a doctor here. Over the next few
months, my tumors started disappearing on the bone scans and my
tumor markers went down.

In September 1995, I called the company to order new medicine,
I was told that the FDA had raided the company and there would
be no more distribution of this therapy in this country anymore.
Confused, scared, and angry, I made several calls to the FDA. 1
wrote President Clinton a letter. I wrote the FDA several times. I
wrote the Commissioner of the FDA several times and appealed to
him on every kind of level, even sending pictures of my children,
and never heard from him. I wrote some genators. I got no answers
and no help. And to this day, 2%z years later, there has been no
explanation. I didn’t know if it was the company. I didn’t know if
it was the FDA. All I know is that no one was there for the pa-
tients.

I did get a small supply of the medicine from a nearby hospital
for a while. My doctor would not treat me. So being a nurse, I had
to start the IVs on myself. Sometimes I stuck myself up to nine
times in one night. It was pretty much of a blood bath, but this is
what I had to resort to.

In February 1996, I came into this building, to a subcommittee
of the Commerce Committee. There were four of us that testified
on this particular therapy. Two came to lend the moral support
that were also patients. Three of those patients are dead today.
One is on his death bed right now. The two of us that are still alive
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were on the medicine the longest time. We were all given the death
sentence by conventional medicine, and we were doing well when
our medicine was pulled. The only thing these patients were pro-
tected from was hope and life.

Being a cancer veteran, I'm tired of watching patients die from
conventional treatment. Being a registered nurse and a nurse anes-
thetist, I tried the conventional therapy first. Most recently, I've
been on a treatment from Germany, and I'm very thankful to God
to report that, since last summer, I've had clear scans and am can-
cer-free.

I've been working full time for over a year after being on disabil-
ity for 22 months. I'm alive today in spite of feeling restricted and
abandoned by the Government in this “free” United States, while
others have not been so fortunate. I'm alive today because of prayer
and alternative medicine.

One thing that really bothered me really bad was that none of
the doctors that treated me—and I knew them well—ever asked
what cured me. When patients are not helped by standard treat-
ment, many are glad to be guinea pigs on treatments that show
promise. I know I was. We think, what do we have to lose? And
maybe we have something to gain. We know better than anyone
el?e that we might die. We sign all the responsibilities back on our-
selves.

I was wondering, could we do clinical trials on humans in this
situation? We could advance medicine and find out what works on
different types of cancer in the process. I'm tired of mediocrity; I'm
tired of maintaining the status quo; I'm tired of falling behind, and
definitely not being on the cutting edge. We put anyone down that
has an individual idea and we don’t give them a chance. We don't
branch out into areas we don’t fully understand, and we stay in our
comfort zones, at the expense of people’s lives.

Conventional medicine has been in control for the last 50 to 100
years. More people are ‘getting cancer now than ever before, and
more people are dying from cancer now than ever before. I say,
stop the insanity. “Insanity” defined is doing the same thing over
and over, expecting different results.

Please stop giving the research grants in the same areas. The
trials are expensive and lengthy, and only the last phase of the
trials are on humans, and they’re all in the same dismal, conven-
tional bias. It's not working.

The problem summarized is: It’s hard for patients to find out
about alternative therapies in this country. The doctors don’t know
about them, and even if they did, they can't really treat the pa-
tients here because they could get in trouble or get their license re-
moved, which many have.

The patients, many of them or most of them, are too weak to
travel to other countries, and they lack followup when they get
back home. Also, as I've said, the grants are given in the same
areas. There's no branching out.

And last, but not least, what one of the others has covered:
There’s no insurance coverage. Everything is out of pocket.

I was one, by God’s grace, who slipped through the cracks. I be-
lieve God spared me to speak for those who can’t speak for them-
selves. Please don’t turn your back to the problem and neglect so
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great a need. Don’t wait until it happens to your husband, your
wife, your child, or your prostate or breast. I plead with you, help
patients get other therapies that may save their lives.

And 1 50 appreciate and thank you for giving me the opportunity
to testify.

[The prepared statement of Ms. Nippert follows:]
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TESTIMONY OF BECKY NIPPERT

My name is Becky Nippert. I am forty-four years old and live in Memphis (Germantown),
Tennessee. In ‘7S I became a registered nurse, and in '82 I became a nurse anesthetist. In '89 when
I was 35 years old, I was diagnosed with breast cancer. At this time I was married with three small
children, age: S, 3 and 5 months. 1 had a mastectomy, placement of a Hickman catheter to do six
months of intense chemotherapy and two breast reconstructive surgeries that year. I was very sick
from treatment and lost my hair. In ‘93 the cancer returned in the same area. The surgery I had
removed much of the chest muscle to prepare me for the 37 radiation treatments I received while
working full-time and raising my three children as a single parent. My marriage ended in divorce four
months before the recurrence. While I took radiation, I was put on the drug Tamoxifen, which was
short-lived because of the severe side effects. Six months after finishing radiation, I had another
reconstructive surgery.

Seven weeks later, in August '94, I went for my cancer checkup and reported to my doctor rib pain,
general loss of a sense of well-being and fatigue. He checked the tumor marker Ca 15-3, which is a
blood test that, when elevated, indicates cancer activity in the blood. Normal is 3 to 27. My previous
results had never been elevated. The test result was 49. An enlarged lymph node had come up in my
neck and my doctor ordered a bone scan which showed tumor invasion in my sternum and two ribs.
1 got a rib biopsy on the rib which was fractured by cancer activity and it confirmed metastatic breast
cancer to the bones. He recommended the only thing left, the stem cell rescue or bone-marrow
transplant. I had heard of some success with this for lymphomas or leukemias, but in all the patients
I talked to with breast cancer who had this therapy, none had a good result fromit.

All reported recurrences rather quickly after ghat or their families reported they had passed. This is
an accepted treatment covered by insurance. A second opinion was to get my ovaries out, get my
affairs in order and get the bone-marrow transplant. My original tumor was estrogen receptor
positive, which means tumor growth is aggravated and enhanced by the presence of estrogen. I had
ovary surgery, thereby cutting out most of the estrogen production in my body. [ did get my affairs
in order and this relieved me of some stress. While I was thinking about the bone-marrow transplant
and weighing what to do, I started the first three standard chemo treatments to prepare me for it. The
hospital where I went put me on the bone-marrow transplant unit. The person in the room next to
me was on kidney dialysis for shutdown of her kidneys secondary to the bone-marrow transplant.
The patient in the next room was sent to the intensive care unit for septre shock. The 32-year old
female patient next to her was rocking back and forth on her bed babbling to herself. When I asked
what was wrong with her, I was told she had been isolated 52 days and was in an isolation psychosis,
but she would probably eventually be all right. After this chemo, my tumor markers went up to 59,
and in the seven weeks since my bone recurrence, my tumor load had increased from 3 to I3 bone
tumors. My bill for one week in the hospital for chemotherapy was $33,000.00. At this point I
heard about an experimental treatment that had positive results from trials in Monterrey, Mexico.
Trials had also started in Freeport, Bahamas. Since the oncology experts had given me a less than
one percent for survival, and I didn't see how the bone-marrow transplant could help, but only harm
me further, [ decided to try the treatment. T went to Freeport and got on this therapy, which was to
be given by IV three times a week after I go back home.
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After being on the therapy two weeks, my tumor markers went down to 49 and in the next few
months they went to 41 to 29 1021 and then down in the teens and to this day have not been elevated.
My tumors started to disappear on the bone scans. [ aborted the pursuit of the bone-marrow
transplant. My quality of life was good and most of my bone pain subsided.  In September '95,
when I was trying to order new treatment from the company, I was told after repeated attempts to
reach them that the company had been raided by the F.D.A. and there would be no more distribution
of this treatment in this country again. No explanations were given. I had been cut off from the
therapy that was making me well. I wrote President Clinton and received a form letter from the
White House. 1 wrote the Commissioner of the F.D.A_, David Kessler, several times and never
personally heard from him, but got form letters from the FD.A. The last one I received said that they
were sofry that they could be of no further assistance to me. [ wrote my Senators and Congressmen.
To this day, two and a half years later, I still don't know what happened. I was able to get some extra
treatment from a nearby hospital which ad used it prior to the F.D.A shutdown.

My local doctor didn't feel like he could treat me anymore. I asked the doctor in Freeport, Bahamas,
to let me have some of the medicine. 1 knew there were about 2000 doses of the treatment in a
freezer in that medical clinic down there. I told her I would keep quiet and would move myself and
children down there. She said no. I found out that the F.D.A. had gone down to question her and
investigate. This is the same agency I called and could never get an answer that they even knew
anything about it. I was able to get a small supply and a freezer to keep in my home. Three times
a week | struggled to get IVS started on myself to administer the medicine. Many nights it was a
blood bath, sticking myself up to nine times, Thank God I was & nurse with the ability to do this.
When the medicine was gone, I still had three bone tumors.

In February '96, I came to this building and appeared before a subcommittee at a hearing of the
Commerce Committee to gain access to the treatment that had been shutdown. Four of us
patients on this specific therapy testified and two other patients came to lend moral support. We
pleaded to get our treatment back. We all were recovering and doing well on it. Nothing happened
to help us and today three of those patients are dead and one on his death bed. Only two of us are
still alive, and we were the ones that were able to stay on the medicine longer than the others. We
were all given the death sentence by conventional medicine. We tried an unconventional new therapy.
We were getting our lives back and doing well when the medicine was pulled with no explanation or
help from anyone. This negligence killed them. In my field it is called malpractice.

There was no one we could find to help us as patients. I heard on the second panel that today there
is a lawyer who represents patients to the FD.A. Why, in the run-around and phone tag with all
these important people, were we not told about him? Is this something new or something that was
not available two years ago? No one was there for us. One person on that committee said they
wanted to dono harm.  Let me tell you what goes on down in the trenches. 1 am a cancer veteran.
I have been there and done that. My friend, Rosemary, got some metastasis in her lung from breast
cancer. She got the stem cell rescue at Christmas and died New Year's eve of liver failure, not from
the cancer, but the treatment. She is dead at 42-years old. Merrilee Malcom, my friend from Atlanta,
wanted alternative therapy and begged for it after being refractory to standard therapy. She died at
age 32. She was written off and not helped after chemo. They told her she failed therapy. She did
not fail chemo. Chemo failed her. Please wake up. Many more people have died from cancer than
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in the holocaust, and we are even having to debate this? We, as a country, have failed miserably in
this area.

I have been a nurse and a nurse anesthetist my whole adult life. I tried everything conventional first.
1t didn't work and when I found something that did, my government cut it off with no provisions for
the patients that were benefitting from it. Many patients that were doing weil on this treatment have
died. The only thing they were protected from was hope and life. Since then [ have been on a
treatment from Germany. I have been totally cancer free with clear scans since last summer. 1am
alive today because of prayer and alternative treatments. At this point give us the treatments we
need. Remember we were written off and given the death sentence. Is this inhumane to do research
on humans? I was glad to be a guinea pig. Speaking as a guinea pig and cancer patient, I say no.
We have nothing to lose and maybe something to gain. We can advance medicine in the process.

We don't have a powerful lobby like the pharmaceutical companies. After we are diagnosed, cut on,
treated with poison and then radiated, most of us are worn out. We have then become victims of the
cancer industry and most can't speak for themseives anymore because they have been beaten down
in every area. Conventional therapy has had total control from 50 to 100 years. We have more cancer
and more people dying from cancer than ever before. We are not exploring the unknown or allowing
people with different opinions a chance. We only go for mediocrity and maintaining the status quo.
We are falling behind and are definitely not on the cutting edge. We put down anyone with an
individual idea or something new and original. We stay in our comfort zones at the expense of
people's lives. We don't branch out into areas we don't fully understand. How can we when the
requirement to approved treatment is $240,000,000 and ten years of trials, the last of which is on
humans.

Overseas where the medical giants are, they are allowed to use different procedures without these
almost totally impossible requirements. Many people here are too weak to travel 1o other countries
or can't afford it. 1, and many others, would like therapies with decreased side effects. Give us the
choice. Medicine can be advanced so that we can find out what works well on different types of
cancer. Why not give us our treatment of choice? Remember we are talking mainly of people here
who are at the end-stage. What do we and what do you have to lose? The patients, more than
anyone else, know they may die. They have already been written off. Open up to more than one bias
and give other types of therapies a chance. It has to come from you. The doctors just can't start
doing it unless it is approved by you.

[ have a friend in Sesttle, Washington, who is a radiation oncologist, and lost his medical license for
using alternative therapies in his practice. He gave his patients choices and they did well. When he
wanted to appeal to the Supreme Court, he was told he couldn't do that because it was against the
ruling of the American Medical Association, the American Cancer Society and the National Health
Institute. They are basically immune and have no accountability. This is where it ended. The heads
of these and the H.M.0.3, who now control medicine, make seven-figure salaries. They will keep
giving grants in the same areas, and we aren't doing anything but advancing. Please open your eyes.
1 am alive today in spite of being abandoned and restricted by the government while others have not
been so fortunate. I was on my own fighting to stay alive with no help at all from this free United
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States, only obstacles, This is the ultimate injustice.

Please spare me the cliche "that you don't want the paiients to be harmed.” Iam today cancer-free,
and have been working full-time doing anesthesia again for over a year after having been on disability
for 22 months. Ibelieve God spared me to speak for those who can't speak for themselves. By my
story, you can see the near impossibility to get anything other than conventional therapy. Please don't
turn your back to the problem and neglect so great a need. Don't wait until it happens to your wife,
husband or child, or your prostate or breast. Don't wait until your back is against the wall or your
neck on the line. I plead with you: Help patients get other therapies that may save their lives.
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Mr. BURTON. Thank you, Ms. Nippert.

I want to apologize to our panelists for not having more Members
here. I appreciate my colleague for being here. We ought to have
every Member here. We've had a number of hearings on more sen-
sational subjects, and everybody’s been in attendance. And I don’t
know of any hearing that’s as important as the one we’re having
today, because it does affect lives across this country. So I'm a little
disappointed we don’t have more Members here, but I can assure
you that we’ll make sure they all get copies of this, and I'll try to
make sure that, as an advocate for all of you, that we get the mes-
sage out to all the other Members of Congress, because I have a
personal stake in it as well.

Mr. Kunnari.

STATEMENT OF JACK KUNNARIL, ACCOMPANIED BY DUSTIN
KUNNARI, JACK KUNNARTDS 6 YEAR OLD SON

Mr. JACK KUNNARI. Hello. My name is Jack Kunnari. This is my
son, Dustin, and the lovely lady behind me is my wife, Maryann.

It is a privilege to testify here today, but it also troubles me that
we need congressional hearings and new legislation to give us back
our constitutional rights. The Declaration of Independence states
that, “we are endowed by our Creator with certain inalienable
rights.” Among these are “life, liberty, and the pursuit of happi-
ness.” This should also mean the pursuit of health. As I learned
when my son, Dustin, became sick, this is a right we have lost.

Dustin was diagnosed exactly 4 years ago, at the age of 2¥2, with
a deadly medulloblastoma brain tumor the size of a goif ball. This
is the t of tumor that can grow real rapidly and cede into the
spine. We were told that he had perhaps a year to live.

The neurosurgeon could only remove 75 percent of it. Radiation
was out of the question because of his age; we were told it would
leave him a vegetable.

We were then referred to the University of Minnesota for a clini-
cal trial. A computer would randomly put Dustin on one of two
highly toxic chemotherapy drugs. According to the informed con-
sent, the side effects of these drugs included bone pain, hearing
loss, irreversible damage to kidney and bladder, devastation of his
immune system, learning disabilities, sterility, and leukemia. In
addition, the doctors could not name a single child who had done
well following any of these treatments.

We were told by one intern that, when we asked if there were
some case histories of patients with similar type tumors as Dustin’s
and his age, if there were any case histories that they could refer
to and give us an idea of how effective their treatment was—one
intern came back and said, “I can think of one child that did well
for a while.” That was the answer we got.

When we told the doctors we would not subject him to such a
cruel treatment with so little hope, they told us they could get a
court order to treat Dustin as they wished. I told them, “You do
what you have to do, but you will not treat my son with this treat-
ment.”

In April 1994, we visited Dr. Burzynski’s clinic in Houston. The
difference between it and the hospital was like night and day. Dr.
Burzynski's patients were full of life and hope. Unlike the cancer
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ward at the university, you could talk to patients who were getting
better. Dr. Burzynski and his staff were very honest, courteous,
and professional. Dr. Burzynski made no promises, but said he had
good results with brain tumors, and agreed to treat Dustin for 6
weeks to see if antineoplastons would have any effect.

After 6 weeks, the MRI showed Dustin’s tumor was completely
gone. There was no trace whatsoever. In fact, I put the scan up on
my living room window, before he started the antineoplastons and
after, and we didn’t have a doctor’s report yet, but I called my wife
in the room, and I said, I can see that there’s no tumor; that was
so clear. That was 6 weeks of treatment.

A year later, a second tumor about 1 inch by 1 inch in size ap-
peared. Dr. Burzynski increased Dustin’s dose of antineoplastons,
and this tumor was dissolved in 5 months. Dustin continues in re-
mission today and is off intravenous treatment. The antineo-
plastons caused no side effects whatsoever, and throughout the
treatment Dustin was a healthy, happy, active child—no different
from any other children, except for the backpack he always wore
with his pump and antineoplastons.

From the time we went to Dr. Burzynski, the biggest threat to
Dustin’s life was not his cancer; it was the FDA. In February 1996,
with cold disregard for the life of my son and Dr. Burzynski’s other
patients, the FDA used legal maneuvers to stop Dr. Burzynski’s
terminal cancer patients from receiving antineoplastons. If not for
quick and compassionate action by Joe Barton and his Investiga-
tions and Oversight Subcommittee, FDA would have succeeded,
and Dustin likely would not be here today.

Why did the FDA take this action? It was not because it sus-
pected the drug doesn’t work. In fact, the current head of the FDA,
Dr. Michael Friedman, has written that Dr. Burzynski’s “human
brain tumor responses are real.” It was not because his patients
had a better treatment option available; Dustin had none. Incred-
ibly, it was because these patients did not live in Texas, and had
to cross State lines to be treated and to take the drug back home
with them. FDA claimed this was a crime, regardless of whether
or not the drug was saving people’s lives.

As a result of its actions, Dr. Burzynski can now only treat pa-
tients with FDA’s approval. The FDA Kgs final say over medical de-
cisions concerning Dr. Burzynski's patients, not Dr. Burzynski.
Some of its rules and decisions are arbitrary and against patients’
interests. It terrifies me to realize that under current rules Dustin
would have to stop treatment when the second tumor appeared.
The FDA forced Dusty to needlessly have three blood tests done
every week. Twice he was taken off treatment because his sodium
was 1 point too high. Dr. Burzynski felt that stopping the treat-
ment was more dﬂferous than his slightly elevated sodium level,
but the FDA overruled him. I would rather have Dr. Burzynski—
a brilliant M.D./Ph.D. with a lifetime experience using antineo-
ﬁlgstons—make that call than a faceless bureaucrat in faraway

ckville, MD, who has no experience with antineoplastons and
has never met, much less treated, our son.

We are in a war against cancer, and the FDA never showed up.
FDA claims that it is protecting cancer patients. We do not want
your protection. Under your protection, cancer deaths climb every
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year. In my opinion, the actions of your agency are un-American
and unconstitutional. Qur Constitution was supposed to assure
people the liberty to make choices free and independent of Govern-
ment bureaucrats. Thomas Jefferson wrote, “In questions of power
let no more be heard of confidence in man, but bind him down from
mischief by the chains of the Constitution.” He also said, “The nat-
ural progress of things is for liberty to yield and for government
to gain ground.” The actions of the FDA are precisely the mischief
Thomas Jefferson warned us against.

As Members of Congress, it 1s your duty to u;t).ﬁmld the system of
checks and balances. It is up to you to reign-in this FDA.

To the American citizens, I would say it is our duty to lead; our
leaders’ duty to follow. Perhaps we are all guilty of having not done
our part in ugilolding the Constitution of the United States, and
of letting our freedom slip.

Thank you, Congressman Burton and committee members, for
hearing our concerns. ‘

And I believe Dusty would like to say something also.

Mr. DUSTIN KUNNAR!L. Dr. Burzynski is my hero. I'm just a 6-
year-old boy. If you take away my medicine, I might die.

{The prepared statement of Mr. Jack Kunnari follows:]
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TESTIMONY OF JACK KUNNARI
FEBRUARY 4, 1998

Hello. My name is Jack Kunnari, and this is my son Dustin. It is a
privilege to testify here today. But it also troubles me that we need
Congressional hearings and new legislation to give us back our Constitutional
rights. The Declaration of Independence states that “we are endowed by our
creator with certain inalienable rights,” including “Life, Liberty and the Pursuit
of Happiness.” That should also mean the pursuit of health. As I leamed when

my son Dustin became sick, this is a right we have lost.

Dustin was diagnosed exactly 4 years ago, at the age of 2-1/2, witha
deadly medulloblastoma brain tumor the size of a golf ball. The neurosurgeon could
only remove 75% of it. Radiation was out of the question because at his age, it

would have left him a vegetable.

We were referred to the University of Minnesota for a clinical trial. A
computer would randomly put Dustin on one of 3 highly-toxic chemotherapy drugs.
According to the informed consent, the side effects of these drugs included bone
pain, hearing loss, irreversible damage to kidney and bladder, destruction of his
immune system, learning disabilities, sterility and leukemia. In addition, the doctors

could not name a single child who had done well following any of these treatments.

When we told the doctors we would not subject him to such a cruel
regimen with so little hope, they told us they could get a court order to treat Dustin

as they wished. Itold them to do what they had to, but they would not treat my son.

In April, 1994 we visited Dr. Burzynski’s clinic in Houston. The difference
between it and the hospital was like night and day. Dr. Burzynski's patients were full

of life and hope. Unlike the cancer ward at the University, you could talk to patients
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who were getting better. Dr Burzynski and his staff were very honest, courteous and
professional. Dr. Burzynski made no promises, but said he had had good results with
brain tumors, and agreed to treat Dustin for 6 weeks to see if Antineoplastons would

have any effect.

After 6 weeks, the MRI showed Dustin's tumor was completely gone. But
a year later a second tumor about one inch by one inch in size appeared. Dr.
Burzynski increased Dustin's dose of Antineoplastons, which dissolved the tumor in 5

months.

Dustin continues in remission today, and is off intravenous treatment. The
Antineoplastons caused no side effects whatsoever, and throughout the treatment
Dustin was a healthy, happy, active child — no different from other chitdren except
for the backpack he always wore with his pump and the Antineoplastons.

From the time we went to Dr. Burzynski, the biggest threat to Dustin’s life
was not cancer, it was the FDA. In February of 1996, with cold disregard for the life
of my son and Dr. Burzynski’s other terminal cancer patients, FDA used legal
maneuvers to stop them from receiving Antineoplastons. If not for quick and
compassionate action by Congressman Joe Barton and his Investigations and
Oversight Subcommittee, FDA would have succeeded. And Dustin would not be

here today.

Why did FDA take this action? Not because it thinks the drug doesn’t
work. The current head of the FDA, Dr. Michael Friedman, has written that Dr.
Burzynski’s “human brain tumor responses are real.” Not because those patients had
a better treatment option available — Dustin had none. Incredibly, it was because
these patients did not live in Texas, and had to cross state lines to take the drug back
home with them. FDA claimed that was a crime, even if the drug was saving their

lives.
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As a result of the FDA’s actions, Dr. Burzynski can now only treat patients
with its approval. The FDA has final say over medical decisions concerning Dr.
Burzynski’s patients, not Dr. Burzynski. Some of its rules and decisions are arbitrary
and against patients’ interests. It terrifies me to realize that under current rules,
Dustin would have had to stop treatment when his second tumor appeared. FDA
forced Dustin to needlessly have 3 blood tests done every week. Twice he was taken
off treatment because his sodium was one point too high. Dr. Burzynski felt that
stopping the treatment was more dangerous than his slightly elevated sodium level,
but the FDA overruled him. I would rather have Dr. Burzynski — a brilliant MD,
Ph.D with a lifetime of experience using Antineoplastons — make that call than a
faceless bureaucrat in faraway Rockville MD, who has no experience with

Antineoplastons and has never treated our son.

FDA claims it is protecting cancer patients. We do not want your
protection. Under your protection, cancer deaths climb every year. In my
opinion, the actions of your agency are un-American and unconstitutional. Our
Constitution was supposed to assure people the liberty to make choices free and

independent of government bureaucrats.

Thomas Jefferson wrote, “In questions of power let no more be heard
of confidence in man, but bind him down from mischief by the chains of the
Constitution.” He also said, “The natural progress of things is for liberty to yield
and for government to gain ground.” The FDA's actions are precisely the
mischief Thomas Jefferson warned us against. As members of Congress it is
your duty to uphold the system of checks and balances. It is up to you to reign

in this FDA. To the American citizens, I would say it is our duty to lead and our
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leaders’ duty to follow. Perhaps we are ail guilty of not having done our part in
upholding the Constitution of the United States, and of letting our freedoms slip.

Thank you, Congressman Burton and committee members for hearing our

concerns.
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A Retrer way of 10oking into the human bogy. ..
northern magnetic resonance Imaging
30 Eait Second Street « Dututh. MN 55805-2104 » (218) 722.5300

Tolt MeC US ond Conaua | 0-424-006/4

Paticnt Name: DUSTIN KUNNARI DOB: 05/21/91

OUTPATIENT

Account Number: 00718756

Refescing Physician: ROBERT T. RUTKA M.D.

Films and Additional Report To: S. BURZYNSKI M.D.
Daie of Scan; 04/07/95

Type of Scan:

Pre-Scan Information: Resection posterior fossa medulloblastoma 02/28/94 St. Luke's Hospital.
Patient is receiving experimental chemotherapy., Follow-up cxaminations ai this institution que
3 10 4 months since 03/06/94.

Technical Information: Sagittal T1; axial two echo T2; axial, coronal, and sagittal post contrast
T1 weighted images of the brain.

INTERPRETATION: The patient demonstrates rcgrowth of residual tumor in the Jett CP angle
and far lateral lateral recess of the fourth ventricle. A 25 X 25 X 18 mm. tumor nidus fills in
the caudal aspect of the left CP angle cistern posterior and inferior medial to the left intemnal
auditory canal and left 7/8 neural complex. There is now modest mass effect on the lateral
aipect of the upper medulla with a small “tongue™ of tumor extending antcrior to the left side
of the upper caudal brainstem, as seen on axial image 6 on the post contrast T!1 weighted
images and in fact better seen on non-contrast axial proton density image 9. Proton density
images suggest that the hrainstem is in fact displaced slightly to the right. Tumor emerges from
the Iateral outlet of the fourth ventricular lateral recess and presents as a CP angle mass. There
is no evidence for recurrence nor regrowth of the midline nor vermian component of the umor
and no demonstrated extension into the upper cervical canal. There is no evidence of residual
nor recurrent tumor in the right ventricular lateral recess. Interestingly, the fumor does not
enhance following contrast administration and in fact remains slightly hypointense to adjacent
gray and white matter on all Tl weighted sequences (including the enhanced phase). This
makes tumor detection difficult and the lesion is best appreciated on the proton density sequence
where it is hyperintense to white matter and iso to slightly hyperintense to cortical gray matter.

The paticats ndio‘ﬁﬂphic record is revicwed in retrospect.  Original pre-operative scan
demonstrates a midline tumor also extending laterally through the fourth ventricular lateral
recesses o catend a short distance into the cercbellopontine angle cisterns, left greater than
right. Operative note describes subtotal tumor removal with impression of extension into the
feft inferior cerebellar peduncle. It describes a “small rim” of tumor which could be visualized
along the obex extending into the left inferior cerebellar peduncle which was cauterized with
bipolar cautery.

Retrospective review of MRI studics beginning in June of 1994 through the curremt study are
reviewed with specific attention to this area. Sagittal and axial images on 06/01/94 do
demonstrate soft tissue asymmetry in this area with 2 small 7 10 8 mm. focus of tissuc
isointense with cercbellar gray maiter. Retrospective measurements on 08/08/94 are 11 X

12 mm. and 19 X 19 mm. on 12/05/94. Again, current measurcments are 25 X 25 X 18 mm.

R
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Patient Name: DUSTIN XUNNARI DOB: 05/21/91

) : 18756

Refarring Physician: ROBRFRT T. RUTKA M.D.

Films and m Report To: 5. BURZYNSKI M.D.
Date of Scan: (8/22/95

Type of Saan: MRI OF THE BRAIN

Pre-Scan Information: Recheck left CP anglc medulloblastoma. Comparison to recent study
of 04/07/9S, and previous axamigations dating beck w0 02/25/94.

Technical Information: Sagittal T1; axial T2; coromal, axial, and sugital post conuast T1
weighted images.

There is xut Luerally on the left with stight shift of the upper
medulla to the right. A small aubbin of the tumor extends into the left fourth ventricular lateral
racess. On views, (ho mor cxcads anterior © the oerebellum and lies closely appli
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) A better way of looking Info the human body. ..
northern magnetic resonance imaging
930 Ecnt Second Street s Dundh, MN 58808 2104 «(21) 720-530C

ol fre@ US. ond Canado 1-800-424-6674

Puient Name: DUSTIN KUNNARI @ DOB: 05/21/91
OUTPATIENT <

Account Number: 00718756

Referring Physician: ROBERT T. RUTKA M.D.

Films and Additional Report To: S. BURZYNSKI M.D.

Date of Scan: 09/05/95

Type of Scan: MRI OF THE BRAIN
Pre-Scan Information: Follow-up brain tumor, left CP angle medulloblastoma.

Technical Information: Images were obtained sagittaily with T1 weighting; axially with proton
deasity and T2 weighting; axially with T1 weighting followmimgmdohmum ministration;
sagittally with T1 weighting following gxdohmum administrat and coronally with Ti
weighting following gadolinium administration.

INTERPRETATION: The mass in the low cerebellar &t’m tine angle adjacent to the foramen
of Luschka has improved significantly from May 22, 1 y a small amount of residual
tumor is seen at this site, tion of the lateral third and founh ventricles is

This has remained unchanged from the previous exa.mmauon Shunt catheter is seen in the ri ht
frontal region. Probable venous angioma is seen in the left cercbellar hemisphere,
hrainstem abnormalities are seen. Pituitary, optic chiasm, and basal cisterns all appcar normal.

CONCLUSION: There has been significant regression in the cerebellar pontinc angle mass on

the left as compared to previous examination on May 22, 1995. Small amount of residual
tumor persists.

Frank J. Suslavich, M.D.
FIS/rka
D&T: 09/05/95
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CONSENT FORM

CCG-992¢
Multiagent Chemotherapy sad Deferred Radiatherspy ia Children
Lass Than 35 Months of Age Yith Malignsut Brain Tumors

You are invited to be in a rescorch study of chemotherapy for your child’s brain tumor. Your child
has been sclected as a possible participant because of hisher age and type of brain tumor. We ask
that you cead this farm and ask any questions you may have hefare agreeing ta be in the study,

PURPOSE AND BENEFITS: Young children treated with radiation theropy for brain tumors may
expericnce serious side effects from the radiation. The purpose of this study is to learn whether
{ntensive chemotherapy following surgery can be used to treat tumors and therefore delay or avold
radiation therapy, and to deteemine the toxicities of two different drug programs.

Very young children with malignant brain tumors are at high risk that their tumors will continue to
grow despite treatment with cither chemotherapy or radiation or both. In order to develop more
effective chemotherapeutic treatments, this study will randomize (assign hy chance) children 1o
receive one of two combinations of chemothcrapy initiatly. One combination uses cytoxan, vincristine,
VP 16 and cisplatin, The other regimen uses iloelamide, vineristine, VP 16 and cacboplatin. All of
the drugs in cither combination have been shown to be individually effective in some patients with
Laaii tuntors that have recucred following standad uestiment, bul we do not yet kuow how cffective
each combination of drugs is. One of the goals of the study is to dstermine which combination is
must cfiuctive.

THERAPY PLAN: If you agree to participatc in the study, we wili de the following things.

Chemotherapy will begin as soon after surgery as possible, and no later than 28 days after surgery.
Chemotherapy will be divided into two phascs. The first phusc, induction, will consist of five courses
of drug treatment, cach three weeks in duration (total of 105 days). Following the completion of the
inductivn phasc, I tumor remains and if in the judgment of your physician it can be remaved
surgically, an attempt will be made to do so. Your child will then proceed to reccive maintcnance
chemotherapy, which will consist of cight courses, cach 49 days n duration. Therefore, the total time
in this study Is approximately 1 1/4 years.

It your child has tumor persisting after the initial surgery and the induction chemotherapy, or if your
child has metastatic discase (tumor spread throughout the brain and spinal cord) at the time of
diagnosis, your child will reccive irradiation. This will occur at the time your child reaches 36 months
of age, or completes chcmotherapy, whichever occurs first. 1€ your child docs not have metastatic
discase al disgucsis and bas no apparent tumor following the comptetion of induction chemotherapy,
your child will not reccive irradiation ualess the tumor recurs.

RADIATION TJIERAPY (only if necessary): If your child docs not have metastatic tumor at
diagnosis, completes chemotherapy and has no cvidence of remaining tumor, no radiation will be
given ualess the tumor begins to grow. If your child has completed induction chemotherapy with
tumor still remaining and is aver 36 months of age, or has compleied maintenance chemotherapy it
undcr 36 months of age, irradiation will be given at that time, and your child will be withdrawn from
the study.
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Irradiation will consist of craninspinal irradistion in patients with medulioblastoma or primitive
neuroectodermal tumors or chikircn with metastascs throughout the central ncrvous system. For all
other tumor types, the primaty site only will be treated with radiation.

If the tumor grows i spitc uf Lhvimotherapy, you child will receive inudiation even if heblic is less
than 36 mooths of age.

PROCEDURES (belore treatment): All paticats, cxcept those with brain stem tumors, will undergo
8 neurosurgical procedure in which an attempt will be made to surgically remove the tumor and,
where this is not fcasible, an attempt will be made to remove as much tumor as possible without
placing the patieat in jeopardy.

Computerized tomographic scans (CT scans) or magnetic resonance imaging scans (MRI scans) of
the head with and without injection of contrast dye through 2 vein will be performed at diagnosis,
within 72 hours after surgery, after the third course of induction, at the end of induction and at the
beginning of 8 maintenance courses. After the completion of therapy, scans will be done every three
months for two ycars following completion of radiation, then every six months for two years, then
every year for six years. The location of the tumor and type of tumor will determine whether a CT
or MRI is used. :

A metrizamide myelagram (or spinal MRI), involving the injection of dye into the spinal fluid, will
be dane at diagnosis to determine if the tumor has sprcad (mctastasized) from the brain,

A lumbar puncture and bone marrow aspiratc will be doae: at the time of initial surgery to detect the
prescace of mallgnant cells in the bone marrow ot spinal luid. A bore marrow aspirate does not
need Lo be done on patients with gliomas or brain stem tumors. A lumbar puncture (spinal tap) is
done by inserting a needle in the back and rcmoving about 1 teaspoonlful of spinal fluid for
examination. A bone marrow aspirate is done by inscrilng a ncedlc into the hip bonc through the
skin and rcmoving about 1/2 teaspoonful of bone marrow for examination.

An audiogram (hearing test) will be done at diagnosis for bascline information, prior to each course
of induction, and at the end of induction.

A bone scan will be done st diagnusis on all patlents (except those with gliomas or brair stem
tumors) to tule out any bone involvement.

Blood counts and blood chemistrics (kidacy and liver function) will be done on blood obtained by
finger stick at diagnosis for bascline information and then periodically throughout induction and
maintenance therapy to manitae any side effects that might occur. The amount of tiood taken is
about 1 teaspoonful and will be repeated cvery three weeks. Neuropsychometric testing will be done
twice during the coursc of treatmont to determine your child’s development and ir.elligence.

Twenty-four hour utine cullection to meswe cieslining cearance will be undertaken at diagnosis
for baseline infuimation and will be repeated prior to cach course of cisplatin tc monitor any toxicity
that might occur. A toley catheter will be inserted into the urethra and the vrine collected into the
stiached bag. This is considercd standard therapy for children of this age. All of the above tests
would be considcred standard observations of a child undergoing chemotherapy.

In addition to conducting clinical studics to improve the treatment of childhood cancer, CCG works
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with laboratory researchers who are trying to understand why children get cancer and how cancer
cells differ rom normal cells. When a sample of your child's cancer Is obtained for dlagnosls and/or
treatment, the part of the tumor which is not required by yout child's doctors will be preserved for
rescarch studies. In some cases, when your doctor has ordered a blood test 1o help in the care of
your child, an cata tube will be vullected and saved fon wocach. Sunuples for research pusposes aie
usyally obtained when your child is having a prccedure performed that helps with his or her care.
This would happen once or twice during the treatment.

RISKS AND BENEFITS: There is potcntial for toxicity with all the drugs and treatment described.
As with any drugs, thcre may be unanticipated side effects. These drugs, however, have been in use
#0 long that by careful adjusiment of dosage and schedules, severe problems can usually be avoided.
Onc regimen has cisplatin, vincristine, ctoposide and cytoxan induction. The other regimen has
carboplatin, vincristine, ifostamide, and VP-16 for induction. Both have carboplatin, cytoxan, VP-16
and vincristine in maint¢nance. The major side cffects (rom the drugs used in thidy protucul wie listed

below.,

Vincristine: Jaw pain; constipation; hair loss; weakness, particularly in the hands and fect; local
breakdown of skin if drug leaks from injection sit¢; scizurcs and paresthesias (tingling, usually in
hands or feet).

Oyclophosphamide: Nansea and vomiting, hair loss, bone marrow depression, bleeding from the
bladder wall, 2 small but potential risk of dcveloping a secondary case of acute myeloid leukemia
(AML).

Manaitl: Loss of fuid from the body threugh urination.

Cisplatin: Hearing loss, bone marrow depression, decreased kidney function, nausea and vomiting,
wheezing, decreased blood pressure.

YP-168: Nausca and vomiting, hair loss, bane marraw depression, a small but potentinl risk of
developing a sccondary casc of acute myeloid leukemia (AML), wheezing, and decreased blood
pressure ot the time of drug infusion.

Carbopligin: Boue matrow depression, devreased kidney function, hedring loss.

llostamidg: Nausca and vomiting, hair loss, bone marrow depression, bleeding from the bladder wall,
kidncy damage.

Mesna: Abdominal pain. hcadache, joint pain. sleepiness, diarrhea, lowering of hiood pressure.

G CSF: Bone pain which can be treated with pain medication, elevation of white blood cell enzymes,
and enlarged spleen.

Radiation therapy toxicities may causc loss of appetite, some nausca and vomiting, lrritability,
tircdocss and hair loss. Growth may be diminished duc to etfects on the bones of the spine which
may be permancnt. Long lasting side cflccts of this treatment include possible acurologic changes
in intclligence or learning abilities, cataract development, decrcased height, and possible late tumor
production.
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APPENDIX I

INDUCTION - REGIMEN A

The chemotherapy schedule is 3¢ follows:

Cisplatin (CDDP): 3.5 mg/kg into a vein, Day 0.

Vincristine (VCR): 0.05 mg/kg into a vein, Day 0, 7, 14.
Cyclophnsphamide (CPM): 55 mg/kg into a vein, Days 1 and 2.
MESNA: Given Into a vein S limes per day, Days 1 and 2.

VP 16 2.5 mg/kg into a vein, Days 0, 1, and 2.

o

This phisse of testiment will continue fur 5 wurses (15 wecks). Hospitalieation i 1eyuired duting
the administration of CPM and CDDP. Vincristine can be given in the clinic on an outpaticnt basis,

6. Granulocyte colony stimulating factor (G-CSF): 5 mcg/kg/day for at least 10 days beginning on
Day 4. This is given as an Injection under the skin.

INDUCTION - REGIMEN B

c

Carboplan (CBDCA): 10 mg/kg into a vein, Day 0, L.
Vincristine (VCR): 0.05 mg/kg into a vcin, Days 6, 7, 14,
Ifosfamide S): 60 mg/kg into a vein, Days 0, 1, 2, 3, 4.
MESNA: Into a vein, Days 0, 1, 2, 3, 4

VP-16: 1.5 mg/kg into a vein, Days 0,1, 2, 3, 4.

s e

Hospitalization will be required for administration of all chemotherapy except vincristine.
6. Granulocyte colony stimulating facior (G-CSF): 5 meg/kg/day for at least 10 days beginning on
Day 5. This is glven as an injection under the skin.

MAINTENANCE CHEMOTHERAPY

Maijntenance (8 Courses)

_ 1. Carboplatin (CBDCA): 18 mg/ky into a vein over 122 hour, Day 0.

2. Cyclophosphamide (CPM): 65 mgfkg into a vein, Day 28.

3. VP-16: 2.5 mg/kg Inio a vein, Days 0, 1, 28, 29, administered over 1 hour.
4. Vincristine (VCR): 0.05 mg/kg into a vein, Days 0, 7, 14, 21.

Hospitalization will be required during the cyclophosphamide infusion only. Vincristine, carboplatin
and VP-16 can be administcred on an outpatient basis.
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There may ba no direct benefit to your participation; howaver, the aim of this research is to increase
survival and decrease side effects of the treatment.

Althuugh every precaution will be taken 10 minimize toxic effects of these treatments, their
developmcnt is unpredictable, both in naturc and severity, and may be {ife-threatening. In the cvent
of adverse side cffcets, the usual carclul medical management of your child will be undertaken to
reverse the effects, '

ALTERNATIVES: Altcrnatives to this treatment would be chemotherapy which would be similar or
potsibly the same without being enrolled on the study. Radiation therapy is also an alternative.

In the cvent that this rescarch activity rcaults in an injury, treatment will be available including first
aid, emergency treatment, and follow-up care as nceded. Payment for any such trcatment must be
provided by you or your third party payer, If any, such as health insurance, Medicare, eic. There are
no additional costs to participation in this research program.  None of the tests required are for
tesearch only, but standard obscrvations for a child undergoing chemotherapy.

CONFIDENTIALITY: The records of this study will be kept private. In any sort of rcport we might
publish, we will not include any information that will make it possible to identify any subject  Your
records [or this study may, however, be reviewed by the drug manufacturer or representatives of the
Food and Drug Administration of the National Cancer Institute. To that extent, canfidentiality is aot
absolute.

VOLUNTARY NATURE OF TIIE STUDY: Your decision whether or not to participate will not
affect your current or future relations with the University. If you decide to participate, you are free
to withdraw at any time without affecting those relatioaships or creating a danger to your child if
stopped. If during the course of this study significant mew findings are discovered which might
influence your willingness 1o eontinue, the resaarchers will inform you of those developments. The
rescarchers conducting this study arc Dr. William G. Woods and in the
Dcpurtment of Pediatrics. You may osk any questions you have now. If you have any questions later,
you may contact them at (612) 626-2778. You will be given a copy of this form.

STATEMENT OF CONSENT

1 hive read the sbove information. I have agsked questions and received answers. I consent to
participation in this study.

Signuturc of Parent or Guardian Dai

Witncss ‘ Signature of Investigator
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January 5, 19%6

RE: Stanislaw Buraynski, M.D.

TO WHUM IT MAY CONCERN:

1 am a physician practicing medicine in southern Minnasota.
Dustin Kunnari is my nephew and has been under the care of
Stanislaw Burzynski, M.D., eince Apri) of 1994. He was
diagnosed with a medulloblastoma at the age of 3. This is
a very rare and aggressive tumor with an axtremely poor
progrosis. In February of 1994 he underwent surygical
removal of most of the tumor. Some tumor remajred, however,
and treatment with radiation and/or chemotherapy was advised.
This carried with it a significant wmorbidity and/cr
wortality. Following swurgery, Dustin had nc  evident
neurologic deficits.

Against my advice, my sister, Mariawrme Kunnavi, and her
husband, Jack, elected to pursue treatment with
Dr. Burzynski. Dustin was initiated on Uerapy in Apvil of
1994. Ssvera! mcnths later, a repeat magnetic resonance scar:
showed no evident tumor remaining. Both his neurcsurgeon and
primary care doctor were amazed by the results of the MR
scan. Dustin continued to do extremely well, suffering no
evident recurtaace or newologic deficits. He is basically
a "normal” 3% year old. In Apri) of 1995, nowever, there was
recurrence of the tumor. Dr, Burzyrski increased the dose of
medication; and the tumor subsequently, over the next several
months, regresssd, again with minimal to no side effects.

As 1 understand, Dr. Burzynaki haz come¢ under investigaticn
for his work with tumors in humans. I also understand that
Dustin’s futwe treatment will he determined by the court.

Highway 61 West P.O.Box 54 Red Wing, Minnesoea §$066-0054  Phone §12-388-3503



MEDICAL CENTER Hegtwiry 81 Viest ¢ PO Box 54 @ Red VW-ng. Minnasote 55066-00354
PP PRSP JVR, (612) 388-3503

[

82

Branch Olficas Downtown Red Wiy - (€12) 388-8749 ¢
Zambrota - (§37) 732-7314 @ Edswerth. Wiscons's - (715) 2735061

January 5, 1995
Page> 2

I am requesting that Dr. Burzynski be allowed to contjnue to
treat Dustin in a conpassionate manner.  Dustin has been,
as far as can be detormined, significantly benefited from
this treatment and has remained a "npormal" child under Or.
Burzynski's treatnent. If this treatment is discontinued, the
only alternative would be standard therapies, i.e.,
chemntharapy and radiation, both of which carry significant
morbidity and mortality. The physiciane evaluating him stata=d
that he would esttainly experience considerable brain damage
and may end up incapacitated for a lifetime under these forms
of trewatments.

In surmary, to allow this treatment to continue may perhags
offer this vivacicus 4-year-old a normal lifetime and victory
over the inourmountable onemy: brair cancer. This as oppased
to a possible "cure of the tumor” but incapacitation of the
chiild, vesulting in a lifetime of inetitutional care This
would be an unforgivable and extremely unreascnahble fate in
this ers of wedival "advancement.” I am begging the court
to ¢glve him this chance.

Thark you for your ccnsideration.
Sincerely,
rorid 2 '
"nr“//’ y /) e L
Anthony F. ak, M.D.
AFN/rmhy
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Mr. BURTON. Well, that’s a pretty eloquent statement for such a
young man.

Mr. JACK KUNNARI. Those were his own words.

Mr. BURTON. Very good. Very good. You may be a politician one
day. [Laughter.]

Mr. JACK KUNNARI. I'll warn him against that. [Laughter.]

Mr. BURTON. You warned him against that? Well, I don’t know.
[Laughter.]

The politicians, for good or ill, may be the ones that will ulti-
mately make the right decisions to change some of these things.

And TIll tell you, not on this subject, but most of the people that
work in government and the Congress are pretty honorable people.
We've got a few bad eggs, but not many. [Laughter.]

Let me just start off the questioning by asking, how much money
did you have to spend on Dr. Burzynski’s treatments?

Mr. JAck KUNNARI. I believe we spent about $10,000 a month.

Mr. BURTON. About $10,000 a month? Is that pretty standard for
people who are going to his clinic down there?

Mr. JACK KUNNARI. I guess I'm not qualified to answer. I don’t
know for sure. I suppose it might vary from patient to patient.

Mr. BURTON. But that was—yes, ma’am?

Ms. SIEGEL. I think that’s about what it is right now. The cap-
sule treatment is much less than that. It’s about $2,000. But the
important thing to realize here is that chemotherapy is much more
expensive than that.

Mr. BURTON. No, I understand.

Ms. SIEGEL. Right.

Mr. BURTON. I'm not—don’t misunderstand; I’'m just trying to get
the facts here.

Ms. SIEGEL. Right.

Mr. BURTON. And the $10,000 a month is not covered by any
health insurance that you have?

Mr. JACK KUNNARI. We were fortunate that our health insurance
covered treatment for Dustin.

Mr. BURTON. It did?

Mr. JACK KUNNARI. Yes. As of May 1997, they have denied treat-
ment, and we’re going through an appeal process trying to get
them to cover it again.

Mr. BURTON. Why is your health carrier, after having made the
commitment to give you coverage for that, why have they rescinded
that coverage? Is it because of the FDA’s decision?

Mr. JACK KUNNARI. I don't know if it has anything to do with the
FDA. The reason, we were told, they weren’t covering treatment is
because Dustin is just being monitored by telephone, telephonic
services, and I've explained to them that it has been the same since
1994, and it’s the same treatment. Now he’s being monitored by a
telephone——

Mr. BURTON. But his tumor is not—he doesn’t have a tumor in
his brain? _

Mr. JAcK KUNNARI. No, he’s on a maintenance dose of capsules.

Mrh‘l’BURTON. And what does that maintenance dose cost you per
month?

Mr. JACK KUNNARI. That’s $2,000 a month.
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Mr. BURTON. $2,000 a month? Pretty expensive. That’s got to be
causing you some real problems.

Mr. JACK KUNNARI. A little more than I have, yes.

Mr. BURTON. OK. But it’s $2,000 a month now, and when he was
in the regular program down there, it was running around
$10,000?

Mr. JACK KUNNARI. Right.

Mr. BurTON. OK. Ms. Nippert, the cost that you incurred from
your treatment offshore when you went to the Bahamas, what did
that run?
aﬁl\;ls. NiIPPERT. I believe the first 6 weeks was $10,000, and then

r————

Mr. BURTON. Was that total or a week?

Ms. NIPPERT. No, that was just total for 6 weeks. After that, it
was like $3,000 every 6 weeks. It was $150 a dose, and I took it
three times a week.

Mr. BURTON. But it was very effective?

Ms. NIPPERT. It was for me, yes.

Mr. BURTON. Did the others have similar results, the ones that
you referred to?

Ms. NIPPERT. I really didn’t know. I was kind of alienated from
the patients, but I did see them and meet them, the ones at the
hearing, and they had had really dramatic results with it and were
doing well before it was taken away.

Mr. BURTON. OK. When you went to Germany, what did they
charge you over there?

Ms. NIPPERT. Initially, it was $10,000.

Mr. BURTON. Was that for what period of time?

Ms. NiPPERT. Three months.

Mr. BURTON. $10,000 for 3 months?

Ms. NIPPERT. The first 3 months, and then after that it was
$3,000 for every 3 months.

Mr. BURTON. $3,000 every 3 months? So it was running $1,000
a month after that?

Ms. NIPPERT. About $1,000 a month, yes, sir, and none of it was
covered by insurance.

Mr. BUrTON. OK. That didn't include room and board? It just in-
cluded the treatment?

Ms. NIPPERT. That’s right.

Mr. BURTON. OK. Ms. Sherman, your treatment, you said, was
$30,000, $25,000 to $30,000, for the vitamins? Is that——

Ms. SHERMAN. Just the vitamins; that wasn't the trips to the doc-
tors or the transportation to and from New York included in that.
Ande’m still—I'm taking maintenance now, and that is $200 a
week.

Mr. BURTON. $200 a week?

Ms. SHERMAN. Yes.

Mr. BURTON. And is this a chelation treatment?

Ms. SHERMAN. Chelation?

Mr. BURTON. Yes. '

Ms. SHERMAN. No. No, this is just to make sure the tumor mark-
ers don’t go up and that I stay——

Mr. BURTON. No, but I mean is it administered orally?

Ms. SHERMAN. Pardon me? No, it’s intravenous.
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Mr. BURTON. Intravenous.

Ms. SHERMAN. Intravenous, right.

Mr. BURTON. And what kind of vitamins were those? Were those
A and E, like Ms. Fonfa?

Ms. SHERMAN. Well, there are many, many—yes, there are so
many.

Mr. BURTON. You take a bunch of them?

Ms. SHERMAN. I brought my papers, but I'm sure I don't want
to——

Mr. BURTON. Well, for the committee, I'd like to, if we could,
have any information that you have, I'd like to make copies of it;
my staff will be glad to do that, unless it’s something you want to
keep confidential, because——

Ms. SHERMAN. No. I just know that one doctor wouldn’t even let
me mention his name, though, in my report.

Mr. BURTON. I understand. I understand, and I can understand
their concern, but we’d like to have that information, if we could,
as much of it as possible, because we’re going to have the FDA ap-
pearing and testifying. We're going to be asking them about your
cases, at least I will be, and we want to have as much information,
80 we can present it to them, as possible.

Ms. SHERMAN, I would be hap%y to submit that.

Mr. BURTON. OK, make sure that we get copies of that.

[The information referred to follows:]



86

GENEVIEVE J. SHERMAN
CURRENT VITAMIN PROTOCOL

Basic Formula #1 - One caksule three times a day
Beta Natural - One capsule three times a day
Ester C - One Capsule three times a day

Quercetin - 250 mg.- Two times a day

GABA 3-- mg- One four times a day

Carnitine 250 mg - One four times a day

L. Glutathione 50 mg- One three times a day

Taurine 500 mg. Two three times a day

Pancreatic Glandular Tissue (Pork) One seven times a day
Hawthorne - Two capsules twice a day

Chromium Picolinate 200 mg - One Twice a day
Magnesium Oritate 500 mg - One four times a day
Essential Oils -~ One Ehree times a day

Super GLA - One twice a day

DHEA 50 mg - One a cay

CoQl0 (Liguid) One teaspoon twice a day

Thioctic 100 mg. - Two three times a day

Cv#4 (Cardiovascular Formula) - One three times a day
Anti-Oxidant Formula- Two Three times a day

This vitamin formula is subject to change depending on next check-up
with Dr. Atkins.
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Mr. BURTON. Ms. Siegel, now you also went to Dr. Burzynski?

Ms. SIEGEL. Right.

4 Mg BURTON. And you're in California? You're a California resi-

ent? .

Ms. SIEGEL. Yes.

Mr. BURTON. What kind of cost did you incur?

Ms. SIEGEL. When I started 7 years ago, it was quite a bit less,
but it was probably about $5,000 a month then.

Mr. BURTON. $5,000 a month?

Ms. SIEGEL. Yes.

Mr. BURTON. It's more than that now?

Ms. SIEGEL. It’s more than that now, yes.

Mr. BURTON. And you have to go down to his clinic to have this
administered?

Ms. SIEGEL. Right. Because it was illegal for us to bring the med-
icine across State lines——

Mr. BURTON. Yes, I know.

Ms. SIEGEL [continuing]. We had to go every 2 months.

Mr. BURTON. But it’s running about $5,000 a month now still?

Ms. SIEGEL. No, now I'm on the capsule form of the treatment,
and it’s about $3,000 a month.

Mr. BURTON. $3,000 a month.

Ms. SIEGEL. Or two.

Mr. BURTON. $2,000?

Ms. SIEGEL. Yes.

Mr. BURTON. OK. All right, let me see here. And you were termi-
nally ill when you started taking it?

Ms. SIEGEL. I was. I was a stage four, low-grade, non-Hodgkins
lynﬁphoma. I was terminally ill.

r. BURTON. And it's gone now?

Ms. SIEGEL. I am totally cancer-free today.

Mr. BURTON. Ms. Fonfa, your vitamin was, you said, vitamin A
and vitamin E?

Ms. FONFA. Yes.

Mr. BURTON. And what does that run per month?

Ms. FONFA. Well, actually, the vitamin A and vitamin E was not
the sole treatment, but it’s the trigger that reduced chestwall tu-
mors that I had, but the vitamin A and vitamin E by themselves
is something like $35 a month—nothing. But the basic——

Mr. BURTON. That was administered intravenously?

Ms. FONFA. No, it's taken through——

Mr. BURTON. Orally?

Ms. FONFA. Yes, I drink it with my vegetable juices.

Mr. BURTON. It’s a liquid?

Ms. FONFA. Yes. But I was on the Gerson program, which I did
in Mexico, which I mentioned cost me $27,000 for a 5-week stay,
none of which was reimbursed. But my regular supplements during
the time that I was actively fighting disease were more than $2,000
a month, none of which was reimbursed. At this point I'm back
down to about $800 a month, using vitamins and supplements.

Mr. BURTON. And that’s all out of pocket?

Ms. FONFA. Correct.

Mr. BURTON. And what’s the status of your cancer now?
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Ms. FONFA. Well, I haven’t developed any tumors since December
1996. That’s about all I can say.

Mr. BURTON. So you’ve had 2 years——

Ms. FONFA. So far, so good. As I'm sure everyone here will agree,
we don’t have very good detection methods, and the only time you
know if you’re in trouble is when you absolutely know you’re in
trouble. The rest of the time you just hope everything’s OK, and
we don’t know for sure.

Mr. BURTON. In my wife’s case, they missed—on the mammo-
gram they missed her cancer for 7 or 8 years, and we discovered
it by accident, and it was already in some of her lymph nodes. So
there's a problem.

Do you have any questions?

Mr. McCHUGH. Mr. Chairman, I do not, but I did want to state
for the record, and mostly so these good folks could hear the admi-
ration I feel for them in their courage in fighting both the system
and their diseases, and for the courage of appearing here today. I
think Dustin does have a great future. He, obviously, is at great
ease, but I'm not sure it’s always that easy for these other good
people. Just to let them know we do care very deeply about your
personal experiences, and through your statements that we’ll con-
tinue to go over carefully, hopefully we can weigh-in and make a
difference to both you and the countless thousands of others, mil-
lions of others, that you're speaking for here today.

And thank you, Mr. Chairman, for caring enough to have this
hearing.

Mr. BURTON. Thank you for those comments.

Let me just say that all the members of the committee, in fact,
we’ll get a “Dear Colleague” out to all the Members of the entire
House about the bill that we’re talking about, which would allow
alternative treatments, and hopefully, we’ll get a number of co-
sponsors off the committee and throughout the House of Represent-
atives.

Mr. Souder, do you have any questions or comments?

Mr. SOUDER. No, I don’t, but I want to reiterate the words of the
chairman and Mr. McHugh. I've been working with a case in my
district of a friend, actually, the wife of a man who ran against me,
who developed a cancer, and now it looks like it’s going to be termi-
nal in the near future, but she was having similar problems with—
there was a drug that looked like it miglht be able to help her. They
had some preliminary tests, but she didn’t qualify for the expen-
ment, and they were worried about side effects. And you go, ﬁ)ﬁ)k
we’re not worried about side effects at this point; if there’s some
hope, we want to try to expand that hope as much as possible. And
I commend the chairman for that, and actually, the drug company
that we worked with turned out to be very cooperative, and hope-
fully, more will do that as we work through this with FDA, too.

It's very helpful—I know sometimes it seems frustrating to come
up and read a brief statement and wonder whether you've had an
impact here, but this is how you can move public policy and this
is how, hopefully, we can change some of the problems that we've
got in our country. Thank you for taking the time, and thank you,
Ms. Fonfa.

Ms. FONFA. Thank you.
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Mr. BURTON. Will the gentleman yield to me?

Mr. SOUDER. I'd be happy to yield.

Mr. BURTON. I have just a couple of questions for those of you
who are Dr. Burzynski's patients, Ms. Siegel and Mr. Kunnari. In
an FDA briefing that was held yesterday—and I was not in attend-
ance, but this is what I understood the FDA to say: The FDA told
members of this committee that neither you nor any other patients
were ever cutoff from your medication. Is that true?

Ms. SIEGEL. Well, that’s not quite true. They were threatening—
they have threatened many times to take us off the medication, but
because of Congressman Barton, he helped us. And so I was able
to continue to get my medication, but there are other patients who
have been taken off. A gentleman by the name of David Smith, he
had Hodgkins disease, and he was on antineoplastons treatment,
was responding well. The FDA took him off the treatments. Their
reasoning was that chemotherapy has often good results with it.
Well, he did not have good results with it. In fact, he was dying
on the chemotherapy, and yet the FDA made him go off of the
treatment.

Mr. BURTON. It was his choice to stay on it?

Ms. SIEGEL. It was his choice to stay on this drug. He testified
before Barton’s committee, asked to be kept on this drug. No. We
even—we fought for him to be able to stay on the drug. His wife
testified, pleaded, and the FDA said no.

Mr. BURTON. Yes, Mr. Kunnari, did you have a comment?

Mr. JACK KUNNARI. Well, when we first started treatment with
Dusty, we asked if Dusty qualified for any clinical studies or trials,
and we were informed by Dr. Burzynski that he did not, because
he was not quite 3 years old yet. So I guess, in reality, by the laws
set up as they stand now, we were illegally treating Dustin, and
then I mentioned in my testimony that we would have been cutoff
treatment because we didn’t live in the State of Texas, apart from
Joe Barton’s subcommittee there.

Mr. BURTON. Dr. Burzynski, as I understand it, was indicted,
and the FDA made an announcement that Dr. Burzynski was not
to treat any patients at all, in essence, cutting off all of his pa-
tients; is that correct?

Mr. JACcK KUNNARIL Unless they lived in the State of Texas or
they were involved in a clinical trial, all patients were cutoff treat-
ment, from what I understand.

Mr. BURTON. And then, of course, Representative Barton got in-
volved, and that helped solve the problem.

Let me ask one more question. The FDA also indicated that
theyre very concerned about dangerous side effects of Dr.
Burzynski's medicine. What side effects have either one of you ex-
perienced?

Ms. SIEGEL. Well, I had no side effects, maybe a little tiredness,
but I lived a completely normal life the whole time I was on his
treatment, and I had t young children at the time. And, yes,
I raised these kids. They're all in college now, which I thought I
would never see. My three kids are all in college, and I thank God
and Dr. Burzynski every day for that.

But the side effects, it's criminal for them to say that. It’s not
true.
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Mr. BURTON. And Dustin, I understand, the treatment caused a
1 percent or 1 point above normal sodium level in Dustin, and they
cited that as a reason, one of the reasons, why he shouldn’t be
treated; is that correct?

Mr.aiIACK KUNNARI. Correct. His sodium point was 1 point above
normal. '

Mr. BURTON. And you decided just to go ahead because you
thought the risk you were willing to take?

Mr. JACK KUNNARI. Right. They wanted us to take him off treat-
ment until his sodium level was stabilized.

Mr. BURTON. Let me ask you this, both of you, and then I'll yield
to my colleague, Mr. Pappas: To your knowledge, have there ever
been any complaints against Dr. gurzynski or lawsuits by patients
who were treated by him?

Ms. SIEGEL. To my knowledge, never. There has never been one
patient complaint filed against Dr. Burzynski in the whole 20 years
that he’s been treating patients.

Mr. BURTON. Mr. Pappas. Mr. Kunnari. Excuse me.

Mr. JACK KUNNARI. No, there hasn't been. In fact, everything we
hear from patients that have succeeded with Dr. Burzynski's treat-
ment, and for those who haven’t been as fortunate, there has never
been a complaint, only admiration for the man and praise for him.

Mr. BURTON. Mr. Pappas.

Mr. PAPPAS. Thank you, Mr. Chairman. I want to thank you for
holding this hearing and for your interest.

For those of you who are here who are interested in this, the
chairman has shown leadership behind the scenes with regard to
this issue. Most people don’t know about that, and I've had the op-
portunity to woriewith him. I have a friend who is a cancer sur-
vivor, and she had been involved in a program which—in another
State; I'm from New Jersey—and which she had been going to, and
the FDA had cut that off as well. A short time after that, I was
sworn in and became involved in work with Mr. Burton. So we're
all very, very fortunate, and the thousands of peoPle in our country
are fortunate, for his interest and his activity. I'm very happy to
be a part of that and trying to support him.

I just want to echo what was said, to thank you folks for coming
and telling your stories. Sometimes it’s probably not easy, but it’s
important to have us and the staff people who are here advising
the Members who are not here as to what your experience has
been, and how our efforts, hopefully, can move that ball down the
field to help other le, as well as people like yourselves. Thanks
again for coming. m luck, Dusty.

And 1 yield back.

Mr. BURTON. Excuse me. My counsel came in about another in-
vestigation we’re involved with, not of this importance, however.

I don’t have any more questions. Let me just say that we really
appreciate your being here. I know a lot of you have come a long
way, and you've expended an awful lot of money for your own
treatment. So I know this is an additional expense that you really
didn’t need to incur, but I'll try to make sure, and I’'m sure the rest
of the members of the committee—I want to inform them that we’ll
try to make sure that your expense was not wasted. We’re going
to do our dead-level best to move some legislation that will help
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other people, and the contribution that you've made today, hope-
fully, will help other people that you haven’t even had the pleasure
to meet. So t ou very much for being here, and have a safe
trip home, and good luck in the future. And God bless you all.

Ms. SIEGEL. Thank you.

Ms. SHERMAN. Thank you.

Ms. NIPPERT. Thank you.

Ms. FoNFA. Thank you.

Mr. JACK KUNNARI. Thank you much.

Mr. BURTON. Our next panel is Jonathan Emord, Charles
Simone, Ralph Moss, Arnold Eggers, and Thomas Moore. Would
you please come forward, as soon as everybody gets situated here?

Would you please stand, so you can be sworn?

[Witnesses sworn.]

Mr. BURTON. Have a seat.

OK, gentlemen, let’s see, we started at the right end last time;
let’s start at the left end. We'll start with you, Mr. Emord. And if
I mispronounce your names, please correct me. Mr. Emord. If you
could try to keep your statements as close to 5 minutes as possible,
we'd appreciate it.

STATEMENT OF JONATHAN W. EMORD, ESQUIRE

Mr. EMORD. Thank you, Mr. Chairman. Mr. Chairman and mem-
bers of the committee, such as they are, I'm an attorney who prac-
tices constitutional and administrative law before the Federal
courts and agencies. Among my clients are terminally ill cancer pa-
tients for whom the FDA’s approved treatments have failed.

To understand their plight, and what to do about it, you need to
put yourself in their situation. Imagine for a moment a horrible cir-
cumstance. Imagine that you, Mr. Chairman, you, members of the
committee, are stricken with an incurable brain tumor. Imagine
that you have undergone surgery, several rounds of chemotherapy
and radiation therapy, to no avail. Your doctors have told you
there’s nothing more you can do. They predict you will not live be-
yond 6 months to a year. In so many words, they tell you that, bar-
ring an act of God, your fate is sealed.

\5hat on earth can you do? You're left with two very basic
choices. You can accept the conventional wisdom and prepare to die
or you can fight for life against all odds and on your own terms.
If you are like my clients, you will fight with every ounce of
strength that you have; you will race against time, and the ravages
of disease, to find and try every promising, experimental alter-
native available for your condition.

Unfortunately, although it is your life, your body, your cancer,
and your future, the decision of whether you may try an experi-
mental drug is not yours. In the very last analysis, that decision
is the FDA’s. The FDA will second-guess your physician’s judgment
and your own. Your physician may recommend an experimental
drug. The corporate sponsor of that drug may agree to suppll‘y it,
and the clinical investigator may agree to administer it, but if the
FDA disagrees, you are out of luck.

It is a cruel, inhumane government, Mr. Chairman, that robs
even one terminally ill patient of a potential cure and of the free-
dom to fight for life on his or her own terms. Yet, from time to
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time, the FDA has done just that. Indeed, premature deaths have
no doubt occurred because of FDA decisions not to allow access to
experimental treatments.

Every day this Congress fails to change FDA law and policy to
afford the terminally ill access to experimental treatments free of
FDA interference, is another day that this Congress condones a
loss of hope, of life’s promise for the terminally ill. The Access to
Medical Treatment Act is before this Congress, and the time has
come to move it out of committee and pass it.

Consider one of my clients, Zachary McConnell, a boy of 8, diag-
nosed at 5 with a primitive neuro ectodermal tumor, a nearly fatal
cancer that spreads its murderous tendrils through the brain with
rapidity. At age 5, Zachary had to muster more courage and more
strength than most adults ever have to. He suffered through brain
surgery, rounds of chemotherapy, radiation treatment, seven blood
transfusions, eight hospitalizations, nausea, vomiting, deep bone
aches, high fevers, severe gastrointestinal stress, and a loss of one-
half of his body weight.

Faced with conventional treatments that were not curative for
Zachary’s tumor and treatments that produced effects worse than
did the disease, Shaun and Desiree McConnell, Zachary’s parents,
decided to fight for their child’s life on their own terms with a
promising, experimental alternative. On March 19, 1996, the exper-
imental treatments began, and on May 23, 1996, the FDA ordered
Zachary off those treatments, sending him back to the failed con-
ventional drugs.

The McConnells were devastated. They could not believe that
their Government had either the authority or the gall to deny them
the right to fight for their boy’s life. They vowed to oppose the deci-
sion through legal means with all the money and clout they and
their friends could muster. They hired Washington lawyers; they
hired a team of renowned scientific experts, and they pled their
case to the FDA, to the media, and before Congress, begging the
FDA to reverse its decision. After a month-and-a-half of constant,
costly, time-consuming effort, the FDA buckled. With the McCon-
nells’ blessing, we have supplied the relevant documents to you,
Mr. Chairman, for inclusion in the record.

The McConnells’ remarkable campaign is beyond the finances of
most terminally ill patients. Few have either the means or the
strength to wage such a campaign. For them, when the FDA says
no, the answer is final. For them, the FDA is an omnipotent force
that has the power to deny freedom to fight for life and to consign
innocent victims of disease to near certain death.

This system must change. The FDA Modernization Act that was
referred to previously fails to correct the most basic flaws that exist
in this system. We must protect patients from a force second only
in its lethality to incurable disease, the FDA's denial of a termi-
nally ill patient’s access to promising, experimental alternatives.

Thank you, and I'm available for questions.

[The prepared statement of Mr. Emord and the documents re-
ferred to follow:]
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Jonathan W. Emord, Esq.

Mr. Chairman and subcommittee members, I am an attorney who practices
constitutional and administrative law before the federal courts and agencies. Among my
clients are terminally ill cancer patients for whom FDA-approved treatments have failed.
To understand their plight and what to do about it, you must put yourselves in their shoes.

Imagine for a moment a horrible circumstance. Imagine that you, Mr. Chairman,
and you, members of this subcommittee, are stricken with an incurable brain tumor.
Imagine that you have undergone surgery and several rounds of chemo and radiation
therapy to no avail. Your doctors have told you they can do nothing more. They predict
you will not live past six months to a year. In so many words they tell you that barring a
miracle, your fate is sealed. What on earth can you do?

You are left with two very basic choices. You can accept the conventional
wisdom and prepare to die, or you can fight for life against all odds and on your own
terms. If you are like my ﬂclients, you will fight with every ounce of strength you can
muster. You will race against time and the ravages of disease to find and try every
promising experimental drug available for your condition.

Unfortunately, although it is your life, your body, your cancer, and your future,
the decision of whether you may try an experimental drug is not yours. In the very last
analysis, that decision is the FDA's. The FDA will second guess your physicians'

judgment and your own.
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Your physician may recommend an experimental drug, the corporate sponsor of
that drug may agree to supply it, and the clinical investigator may agree to administer it,
but if the FDA disagrees, you are out of luck.

It is a cruel, inhumane government, Mr. Chairman, that robs even one terminatly
ill patient of a potential cure and of the freedom to fight for life on his or her own terms.
Yet, from time to time, the FDA has done just that. Indeed, premature deaths have no
doubt occurred because of FDA decisions not to allow access to experimental treatments.
Every day this Congress fails to change FDA law and policy to afford the ten‘ninally ill
access to experimental treatments--free of FDA interference--is another day that this
Congress condones a loss of hope, of life's promise, for terminally ill patients. The
Access to Medical Treatment Act is before you. The time has come to move it out of
committee and pass it.

Consider my client, Zachary McConnell, a boy of 8, diagnosed at 5 with a
Primitive Neural Ectodermal Tumor (PNET), a nearly fatal cancer that spreads its
murderous tendrils through the brain with rapidity. At age 5 Zachary had to muster more
courage and strength than most adults ever have. He suffered through brain surgery,
rounds of chemotherapy, ; radiation treatment, seven blood transfusions, eight
hospitalizations, nausea, vomiting, deep bone aches, high fevers, severe gastrointestinal
stress, and a loss of almost one-half of his body weight.

Faced with conventional treatments not curative for Zachary's tumor and
treatments that produced effects worse than did the disease. Shaun and Desiree
McConnell (Zachary's parents) decided to fight for their child's life with a promising,

experimental altemative. On March 19, 1996, the experimental treatments began. On
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May 23, 1996, the FDA ordered Zachary off those treatments, sending him back to the
failed conventional drugs.

The McConnells were devastated. They could not believe that their government
had either the authority or the gall to deny them the right to fight for their boy's life.
They vowed to oppose the decision through legal means with all the money and clout
they and their friends could marshall. They hired Washington lawyers and a team of
renowned scientific experts, and they pled their case to the media and before Congress,
begging for help to reverse the FDA's decision. Afier a month and a half of constant,
costly and time-consuming effort, the FDA buckled under the pressure, relented, and
reversed its decision. With the McConnells' blessing, we have supplied the relevant
documents to you, Mr. Chairman, for inclusion in the record of these proceedings.

The McConnells' remarkable campaign is beyond the finances of most terminally
ill patients. Few have either the means or the strength to wage such a campaign. For
them when FDA says no, the answer is final. For them, the FDA is an omnipotent force
that has the power to deny freedom to fight for life and to consign innocent victims of
disease to a near certain death.

This system must ;:hange. We must protect patients from a force second only, in
its lethality, to incurable disease, the FDA's denial of a terminally ill patient's access to

promising, experimental drugs. Thank you. I am available for questions.
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1050 SEVENTERNTH STREET, N.W.
SuiTe 600
WasHingrow, D.C. 20036
TeLernone: (202) 466-6937
TeLECOPIER: (202) 466-6938

June 7, 1996

VIA TELECOPIER 301-594-0498
Robert J. DeLap, M.D., Ph.D.

Acting Director

Division of Oncology Drug Products
Office of Drug Evaluation 1

Center for Drug Evaluation and Research
Food and Drug Administration
Rockville, MD 20857

Re: IND 43,742; Antineoplastons Patient Zachary McConnell
Dear Dr. DeLap:

This firm has recently been retained to represent Zachary McConnell. Our letter
responds to yours of May 23, 1996, as it pertains to Zachary. Earlier today I left word
with you (on your voice mail) that we were acquiring information responsive to your
inquiries. That information, consisting of several dozen MRI scans has arrived at our
office. We are hopeful that upon your review of the scans you will be in a position to
reconsider the initial determination to disallow Zachary authority to participate in an
experimental protocol involving the administration of Antineoplastons by the Burzynski
Research Institute of Houston, Texas.

At this juncture, I can present you with the following information.

Zachary is seven (born April 2, 1989). On August 26, 1995, he was diagnosed as
having a Primitive Neural Ectodermal Tumor (PNET) by Dr. David S. Moss, a
neurosurgeon with the Phoenix Children’s Hospital. Zachary had a tumor on the right
side of his brain. PNET, particularly when present at the location of Zachary’s tumor, is
almost always fatal and involves tumor recurrence in the overwhelming majority of cases.
On August 28, Dr. Moss performed surgery to remove the tumor. A biopsy of the tumor
was taken and confirmed that Zachary was suffering from PNET. The surgery was
successful (a post surgery MRI revealed that there was a complete resection of all visible
tumor on Zachary's brain). On February 7, 1996, Dr. Moss obtained a post-surgery MRI
that showed the presence of residual tissue on Zachary’s brain where the tumor was
removed. Dr. Moss was unable to determine whether the residual tissue was scar tissue
or new cancer growth. ’



On August 29, 1995, a team of Oncologists assessed Zachary's condition and
determined that he was at high risk of a recurrence of the tumor. Because of the high risk
of recurrence and the poor prognosis, especially for someone so young, they
recommended that Zachary become a participant in a Phase Two experimental clinical
trial known as the “Groupwide Pilot Study of Neoadjuvant Chemotherapy followed by
Cranial-Spinal Hyperfractionate Radio Therapy in Patients with Newly Diagnosed High
Risk PNET.” That protocol involves five courses of aggressive chemotherapy followed
by radiation that would involve Zachary’s entire cranial-spinal area. On September 14,
1995, Zachary began the chemotherapy. Zachary experienced horrific pain as a result of
the treatments. He was subjected to 7 blood transfusions and was hospitalized 8 times.
His white and red blood count went to zero on several occasions. He suffered from
multiple bacterial and viral infections. He exerpienced total hair loss on his head and
face. He suffered severe gastrointestinal distress, nausea, vomiting, deep bone aches, and
high fevers. He suffered severe mood swings and headaches. He lost 40% of his total
body weight. Zachary began his radiation treatment program on March 4. Within two
hours of receiving the treatment, he suffered a severe headache followed by continuous
vormiting.

Mr. and Mrs. McConnell have decided not to continue this treatment because their
small child has suffered immeasurably and does not appear able to withstand more
trauma to his body. Moreover, their physician has informed them that the radiation
therapy could cause Zachary to experience a loss in IQ points and could be accompanied
by severe damage to major organs surrounding the radiated area, hearing loss, spinal
deformities, sterility, risks of secondary cancer, growth abnormalities, cataracts,
permanent hair loss, memory loss, and loss of other cognitive functions that cannot be
measured by IQ tests, loss of balance, and death due to necrosis.

On March 19, 1996, Zachary began receiving Antineoplastons treatments at the
Burzynski Institute. On April 26, 1996, an MRI revealed that the residual tissue on his
brain, present in the February 7 MRI, disappeared. Zachary has had no adverse reactions
to the antineoplastons treatments.

A copy of the affidavit of Shawn McConnell, Zachary’s father, is attached as
Exhibit A. We have also attached as Exhibit B relevant additional documents for your
review.

In your letter you request a copy of the MRIs. We have the original MRIs in our
offices and would be pleased to hand deliver them to your office for review at your
earliest convenience. Because they are the originals and may be required on short notice
by Zachary’s physicians, we will not be able to part with them and will need to be present
during your review. In your letter you request a copy of a report from Zachary’s radiation
oncologist indicating that the tumor is not potentially curable with radiation therapy. We
know of no radiation oncologist in the United States who would represent that the
application of radiation to a brain tumor would not be potentially curative. While there is
a slim chance that radiation could save Zachary, the probability is that it will not and,
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indeed, the reality is that he has suffered excruciating pain from the one radiation
treatment he did receive. Moreover, a team of Oncologists believed it in the child’s best
interests to enter an experimental protocol involving intensive and high dose
chemotherapy and radiation affer a complete resection of the tumor: on the view that
recurrence of the tumor is so likely and is so likely to be lethal that experimental
treatments were warranted. The fact is that young Zachary has not been able to cope with
the suffering brought on by these treatments and his parents believe that completion of
the current regimen could kill Zachary (not an unreasonable belief based on the scientific
evidence documenting death to necrosis as a side effect). It would therefore appear that
another experimental treatment is warranted, one that Zachary can withstand. The
treatment of choice for the McConnells is Antineoplastons and the track record thus far
has been a positive one: any potential cancerous mass present in the February 7 MRI
disappeared under the Antineoplastons treatments.

Please inform me at your earliest convenience of a time when you would like to
review the MRI scans. As soon as possible thereafter (in light of the critical need for
treatment for Zachary), we would appreciate receiving word from you of your decision on
our request for reconsideration of the agency’s May 23 decision to disallow Zachary
authority to continue receiving Antineoplastons therapy under the Burzynski treatment
program. I look forward to receiving your call.

Sincerely,

nathan W. Emord

cc: Shawn and Desiree McConnell;
Steve Siegel, President of the Burzynski Patient Group;
Kathryn Cook, Esq., Office of the Chief Counsel
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EXHIBIT A
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AFFIDAVIT OF SHAWN R. McCONNELL

1, Shawn R. McConnell, declare under penalty of perjury that the following
is true and correct to the best of my knowledge, information and belief:

1. I reside at 17107 East Calaveras Avenue, Fountain Hills, Arizona 85268.

2. On August 26, 1995, my six year old son Zachary McConnell, was
preliminary diagnosed as having a Primitive Neural Ectodermal Tumor (PNET) by Dr.
David S. Moss, a neurosurgeon with the Phoenix Children’s Hospital.

3 That preliminary diagnosis was made after a MRI taken at the Biltmore
Imagining Center showed a tumor on the right side of Zachary’s brain.

4. On August 28, 1995, Dr. Moss performed surgery to remove the tumor.
At that time a biopsy of the tumor was taken and confirmed that Zachary was in fact
suffering from PNET.

5. The surgery was successful and my wife, Desiree D. McConnell, and I
were informed that the post surgery MRI showed that there was a complete resection of
all visible tumor on Zachary’s brain.

6. On August 29, 1995 a team of Oncologists met with my wife and I to
determine what the next step in Zachary’s care should be. At that meeting we were
informed that Zachary was an appropriate candidate to follow the protocol for Phase Two
of the clinical study known as Groupwide Pilot Study of Neoadjuvant Chemotherapy
followed by Cranial-Spinal Hyperfractionate Radio Therapy in Patients with Newly
Diagnosed High Risk PNET. We were informed that therapy under this protocol would
include five courses of aggressive Chemotherapy followed by radiation that would involve
Zachary's entire cranial-spinal area.

7. On September 14, 1995, Zachary began aggressive chemotherapy under
the supervision of a team of Oncologists. That team consisted of Dr. Moss,
Neurosurgeon of the Phoenix Children’s Hospital, Dr. Etzel, Zachary’s primary
Oncologist of the Phoenix Children’s Hospital; Dr. Sapozirnk, Radiation Oncologist of the
Good Samaritan Hospital, and Dr. Kaplan, Neurologist of the Phoenix Children’s
Hospital.

8 The team of Oncologists, under Dr. Etzel's supervision, scheduled
Zachary for 5 courses of chemotherapy. Each course was to last 3-4 weeks and required
Zachary to take 5 different chemotherapy drugs.
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9. During the course of the aggressive chemotherapy Zachary experienced
several severe side-effects. Zachary was subjected to 7 blood transfusions and was
hospitalized 8 times due to the chemotherapy. His white and red blood count went to
zero on several occasions while he was undergoing the therapy. Zachary suffered from
multiple bacterial and viral infections as a result of the low white blood count. As a result
of the multiple bacterial and viral infections Zachary was required to take large doses of
antibiotics such as vancomyacin and gentomyacin which created other health problems.
Zachary lost his high pitch hearing due to the chemotherapy. Zachary experienced total
hair loss on his head and face due to the chemotherapy. During his course of
chemotherapy treatment Zachary suffered severe gastrointestinal distress, nausea,
vomiting, deep bone aches and high fevers because of the aggressive treatment. Due to
the chemotherapy Zachary suffered severe mood swings and headaches due to anemia. He
also lost 40% of his total body weight during chemotherapy.

10.  Dr. Etzel completed Zachary’s last course of chemotherapy the first week
of January 1996.

11.  OnFebruary 7, 1996, Dr. Moss ordered a second post-surgery MRI that
showed residual tissue on Zachary's brain where the tumor was removed. Dr. Moss was
unable to determine whether the tissue was scar tissue or growth of another tumor.

12. After five weeks of rest, Dr. Sapozink, scheduled Zachary’s radiation
treatment for the second week of February. Because of a reoccurring infection in
Zachary’s gastrointestinal track, the radiation treatment did not begin as scheduled.

13.  During the month of February, my wife and I met with Dr. Sapozink to
discuss the possible side effects of radiation therapy. Dr. Sapozink informed us that
Zachary could experience a loss in IQ points, severe damage to major organs surrounding
the radiated area, hearing loss, spinal deformities, sterility, risks of secondary cancer,
growth abnormalities, eye cataracts, permanent hair loss, memory loss, loss of other
cognitive functions that can not be measured by 1Q tests, loss of balance and death due to
necrosis.

14.  During the first week of February Zachary took an IQ test administered by
Dr. Wood at Phoenix Children’s Hospital. The results of the test showed that Zachary has
a superior IQ. Dr. Sapozink stated that because Zachary has a superior IQ, he could
stand to lose the few points that might occur under the radiation treatment.

15.  OnMarch 4, 1996, under the supervision of Dr. Sapozink, Zachary was
given one session of radiation treatment. Within two hours after being subjected to the
radiation, Zachary suffered a severe headache followed by continuous vomiting.

16.  Dr. Sapozink was unable to explain to us why Zachary had experienced
such a severe reaction to the radiation treatment.
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17.  After hearing the risks associated with radiation therapy and witnessing
Zachary’s reaction to the treatment, my wife and I decided against the radiation treatment
and began researching alternative means of treating our son’s condition.

18.  After extensive research we discovered Dr. Burzynski’s Clinic in Houston,
Texas. .

19.  OnMarch 18, 1996, Zachary had his first visit with Dr. Burzynski.
20.  OnMarch 19, 1996, Zachary began antineoplastons therapy.

21.  After reviewing Zachary’s health records, and giving him blood tests, Dr.
Burzynski recommended that Zachary begin his treatment by taking small doses of
antineoplastons to ensure that the drug did not cause Zachary any adverse reaction.

22. After determining that the treatment did not have an adverse effect on
Zachary, Dr. Burzynski scheduled 8-12 months of antineoplastons treatment to combat
any recurring tumors. That schedule included twelve intravenous treatments per day,
every four hours of 60cc of A-10 and 18cc of AS2-1 per treatment.

23. On April 26, 1996, Zachary was given a MRI that showed that the residual
tissue on his brain present on the February 7 MRI was no longer present.

24.  Since Zachary has been under the antineoplastons treatment he has had no
symptoms of cancer. He has returned to the young, active child we knew before his battle
with cancer. Zachary now has energy and is able to attend school and play with is friends.
He no longer suffers from bone pain, his hair has completely returned and he has returned,
to his normal body weight.

25.  OnMay 23, 1996, we were informed by the Burzynski Clinic that the FDA
stated that Zachary could no longer use the antineoplastons treatment. It is our
understanding that Zachary cannot use the treatment because he does not currently have a
residual tumor.

26.  Zachary ran out of his daily dose of antineoplastons therapy on May 25,
1996.

27.  We would like to continue the antineoplastons therapy for Zachary because
of his positive response under the therapy. We are also concerned about the possibility of
a recurring tumor. When Zachary was first diagnosed with cancer the Oncologists
repeatedly told us that without aggressive follow-up treatment the brain tumor would
return.
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21 The team of Orcologiats informied us that they beuisve that Zachary only
had a 20-40% chance of sucviving anorher five vears, and thay by was (0o g<or & 1k for
thern to reabtically sssuse us of a long teom cure witis conventional therapics.

29 | wasicpeatedly infhemed by Zachary s Socturs thas the primasy goal of
any cancer Laeiapy 18 10 ext:rguish tamor cells the firw ime vut and that 2 recustent luuwr
18 noterioush: mose tenacious, sl thus more deadly tha the oi:ginal tvmor

30 Aner being informed ot the r13ks accorapanying the radituca volume,
wrget (Zachary's entize cranio-sp.nai area) and adjuvast cnemothesapy fucior fu:
Zachary, my wife and | dc not heheve he risi/henefit ratio 10 be sccepsable

31 Dr Moss. Zuchary's neurosurweor, “1pports out desision (¢ Thase M: own
udorined decisicrs regarding Zachary's contwwuing therepy wptioes.

Execuicd on __4 - !'1‘_-.___.

Shawn MzC
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EXHIBIT B
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PATIENT CONSENT, AUTHORIZATION, WAIVER, AND RELEASE

I, the undersigned, whose full name is "

being either the Patient or the authorized representative of the Patient (heremaﬂer ‘PATIENT')
hereby REQUEST, AUTHORIZE AND CONSENT TO treatment of PATIENT'S medical condition
by Stanistaw R. Burzynski, M.D., Ph.D., and such other assistants, agents, servants, and
employees as he may designate; and | hereby fully RELEASE Stanislaw R. Burzynski, M.D.,
Ph.D., the Burzynski Research Institute, and such other of his assistants, agents, servants, and
employees as he may designate, from all liability which may be alleged or adjudged against them
in connection with PATIENT'S treatment, and, in connection herewith, 1 specifically understand
the following, to-wit:

The treatment REQUESTED, AUTHORIZED, and CONSENTED TO is the administration
to PATIENT of the Antineoplastons referred to as A1, A2, A3, A4, A5, AS2-1, AS2-5, and A10,
or any other drugs or medicines, such as conventional chemotherapy drugs (possibly in
combination with Antineoplaston drugs), In either liquid or capsule form, as either a natural or
synthetic product, and with the same to be administered, at Dr. Burzynski's discretion,
intramusculary, intravenously, orally, and/or toplcally.

Dr. Burzynski has explained to PATIENT the nature of these substances and that these
substances and their use In treating cancer or other conditions such as that which PATIENT has
been diagnosed as having, Is purely experimental. PATIENT specifically understands that the use
of such substances as a prescriptive drug has not yet been approved by any State or Federal
regulatory agency, nor has its use been approved or adapted by any single or group of Medical
Institutions at this time.

Under Federal Law (as determined in a prior legal proceeding between Dr. Burzynski and
the Food & Drug Administration), Dr. Burzynski Is only permitted to treat patients with
Antineoplastons In the State of Texas. Neither he nor anyone associated with him Is permitted
to ship his medication out of the state. PATIENT understands and agrees that in the event
PATIENT permanently moves out of the boundaries of the State of Texas, Dr. Burzynski and the
Burzynski Research Institute will not ship or send PATIENT Antineoplaston drugs.

Dr. Burzynski has explained o PATIENT, and PATIENT understands, the risks associated
with the use of the substances and any allernative treatments available to PATIENT. No
assurances have been made to the PATIENT by anyone as to any resulls expected to be
obtained from such treatment. PATIENT hereby DENIES that any assurances or warranties were
made pertaining to results or successes of the treatment. PATIENT has been told, and specifically
understands, that neither success nor Improvement in PATIENT'S condition is warranted or
guaranteed by such treatment. PATIENT undarstands that the reverse may be true and that
PATIENT'S condition may worsen as a result of the treatment, or that PATIENT may react
adversely to the treatment.

PATIENT understands that Dr. Burzynski makes no claims that Antineoplaston drugs will
cure or stabilize cancer or any other medical condition. PATIENT also understands that the U.S.
Food and Drug Administration and the National cancer Institute claim that this drug is not yet
proven to be effective in the treatment of cancer.
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PATIENT CONSENT, AUTHORIZATION, WAIVER, AND RELEASE

PATIENT Agraees to deposit the sum of § é"pﬂz ¢ as an Initial deposit with the
Burzynski Clinic to start treatment with Antineoplastons, which sum of money will be retained by
e Clinic_until treatment Is complet ven_jf PATIENT'S Insuran arrier determines_in
advance that it will pay 100% of the cost of this treatment. PATIENT understands that the reason
for this Is in the unfortunate event that PATIENT'S insurance carder Initially detenmines it will pay
100% for the treatment and then decides thereafter that it will not pay. PATIENT understands that
if Dr. Burzynski and-the Burzynski Research Institute ars not paid for their services and drugs,
they will have the sole authority and declsion to terminate this treatment, no matter how cruel or
unfortunate this may seem.

In signing the CONSENT, AUTHORIZATION, WAIVER, AND RELEASE, and in requesting
this treatment, PATIENT agrees and SPECIFICALLY STATES that he does RELEASE Dr.
Burzynski and all of his agents, servants, employees, associates, affiliates, and parent or
subsidiary companies, including the Burzynski Research Institute, from any and all liability for ali
claims for damages which PATIENT, anyone on PATIENT'S behalf, or anyone on the behalf of
the PATIENT's estate may have because of, arising out of, or related to the Antineoplaston
treatment herelnabove described, or any other treatment or drugs prescribed to PATIENT by Dr.
Burzynski.

In connection with the treatment hereinabove described, PATIENT consents to the
publication and re-publication of information and/or photographs relating to PATIENT'S case in
professional joumals or medical books and to the use of such Information for any other purpose
Dr. Burzynski may deem proper in the interest of medical education, knowledge, or research;
provided, howevaer, that it is specifically understood that in any publication or use, PATIENT shall
not be identified by name.

I, the undersigned, eithar as a PATIENT or legal representative of a PATIENT, am over
tne age of eighteen (18) years and do certify that | am of sound mind and | have read this form
In its entirety, that the statements contained herein are frue, and that | authorize and request
those individuals .above to render such treatment to PATIENT.

PATIENT acknowledges that no publication, media event, or reprasentation mace by any
person or entity, has induced PATIENT to undergo the treatment to be rendered and that this
agreement Is entered into by PATIENT'S own free act and will.

This PATIENT CONSENT, AUTHORIZATION, WAIVER AND RELEASE is being executed
not as a prerequisite for treatment, nor as a raesult of any representations to the contrary, but,
rather, to acknowledge PATIENT'S understanding of the experimental nature of the treatment; and
that, hope and prayers notwithstanding, no promises, guarantees, nor waranties for success of
the treatment have been mads.
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PATIENT CONSENT, AUTHORIZATION, WAIVER, AND RELEA

oateo tis _J__aay o _MAnC L 19 78

PATIENT NAME:
X ﬁw o ol 7

Printed Name Patient's Signature

Patient's Permanent Address: Patient's Texas Address While Undergoing
. / 0, A iy /75 Ar_\tineoplaston Treatment:

Levenileinn //-; A //: 215 frp A ’

_So0L9 fiewoan Led Ausp F

Tve: 520 a.mj@ Relationshipz_//:12 Ll

WlU‘less )

_z/(v (lu. Aowara

SUBSCRIBED AND SWORN TO before me, the undersigned authority, by the said
[L(LM//\, MGG@}ULCU on this the l@‘”" day
: V)
of w{ﬂ(/ék . 19 q 0/ to certify which witness my hand and seal of olfice.

éélu/uf é; (/wmw/

Notary Public Tn and for the Statf of TEXAS

TR A, OWFTS.
M!‘:’hE < joN DONRES
1, 1900

My Commission Expires: Typed o Pnnted Name of sz
Wens

&L-11-9 ¢ tmL A
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BURZ Y NSKI

RESEARCH INSTITUTE, INC.

May 10, 1908

Mr. Paul Zismerman, CSO

FOOD AND DRUG ADMINISTRATION
CDER Oncology Group (HFD~150)
Attn: 3rd Floor Document Room
1451 Rockville Pike
Rochville, MD 20852

Send by Federal Exprass

RE: IND 943,742
Dear Mr. Zimmerman,

In respomse to your fax of April 26, 1908, please find
attached the listing of an additional patient with his diagnosis
and description of the treatment. The patient is MCCONNELL, Zachary
and is six years old. The patient is already in complete response
and wve feel that this is extremely important to continue his
trestment because he may develop early tumer recurrence.

Sincerely,

%

S. R. Burzynski, M.D., Ph.D.
SRB/ef

12000 RICHMOND AVENUE » HOUSTON, TEXAS 77082-2431 « (713) 592.0113 « FAX(713) 597-1166
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SUMMARY
Patient's Name: NCCONNELL, Zachary
Diagnosis: Primitive wnenroectodermal twmor of the

rvight cerebral hemisphere of the brain
(PWET)

Treatment: Antinecoplastomn A16 and Antimeoplaston AS2-1
injections began on March 19, 1006 and are administered daily.

dosage of Antineoplasten Al® was gradually increased to
$.48 g/kg/day and AS2-1 to 0.44 g/kg/day. Mo other antieancer
trestmant has been given te this patient since March 15, 1998,

May 10, 1006 _——%A‘_——
s. R. Bur ®i, M.D., Ph.D.

SRB/ef
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BURZ Y INSKI

X w RESEARCH INSTITUTE, INC. !

May 17, 1996
YIA FEDERAL EXPRESS
Paul Zimmerman, C.S.0.
FDA/CDER Oncology, HFD~150
1451 Rockville Pike
Rockville, MD 20852
RE: IND 43,742
Dear Mr. Zimmerman:
[ am providing you additional information regarding the following patients:
Susan Dubin
Albert Frolander
Zachary MeConnell
Patricia McPherson
Janice Miller
Patricia Petroski
David Smith

Sincercly yours,

e YWY

Stanislaw B. Burzynski, M.D, Ph.D

12000 RICHMOND AVENUE « HOUSTON, TEXAS 77082-2431 » (711) 597-0H11 « FAX-(713) 597-1)68
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June 13, 1996

P
! i

:
!
1
Fisdiage 1adiad
I .m
{
;
HHE R (1 IS

Re: IND #43,742; Amtincopiastons Patient Zachary McCosguell
a copy
& copy L
; patient
tespoad %0 Mr,
becme .
deadline  for
conciuds
exweaded
Mr. Emond
reaponse
the atached
o
Emord

RESEARCH INSTITUTE, INC.
Esq
the rogent (sec Mc. Esord's lefier for ;uus).

:
N
>

§. R. Burzyaskd, M.D., P&.D.

.IZMlWDAVBUUE ¢ HOUSTON, TEXAS 77082-2431 o (713) $97.011) o FAX (11) 597-1)66
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BURZYNSKI

RESEARCH INSTITUTE, INC.

July 10, 1996

Robert J. DeLap, M.D., Ph.D. .
Director, Division of Oncology Drug Products
Office of Drug Evaluation I

Center for Drug Evaluation and Research
Food and Drug Administration

Rockville, MD 20857

RE: IND 43,742; Antineoplastons Patient Zachary McConnell

Dear Dr. DeLap:

This letter responds to the agency's of June 24, 1996. In the June 24 letter, you asked us to
supply two kinds of information: (1) "a letter from a physician with specialized training and
experience in the treatment of brain tumors who has reviewed the latest literature on
treatment of PNET of the brain in children and the details of Zachary's case (indicaring that
failure to administer the radiation therapy to this child as previously planned would not
significantly affect his chances of being cured, considering the surgery and chemotherapy he
has already received)® and (2) the "radiologist's" reports interpreting all of the brain scans
performed between February 7 and June 21, 1996."

Attached asExhibit A is the analysis of Dr. Charles B. Simone, M.MS., M.D., an internist
(trained at the Cleveland Clinic 1975-1977), medical oncologist (trained at the National
Cancer Institute 1977-1982), tumor immunologist (trained at the National Cancer Institute
1977-1982), and radiation oncologist (trained at the University of Peansylvania 1982-1985).
We selected Dr. Simone based on his recognized achievements in the field of oncology and
radiation oncology. Dr. Simone's work is recognized by Sloan Kettering and NCI. He
served as oncologist to former President Ronald Reagan, to former Vice President Hubent
Humphrey, and to several prominent members of Congress. We believe Dr. Simone well-
qualified to assess the extent to which the failure to administer radiation therapy will affect
Zachary's chance of being cured, considering the surgery and chemotherapy he has already
received. Following a thorough review of the patient’s clinical history, his MRIs, and his
medical reports, along with all published scientific literature on treatments of juvenile
PNETs, Dr. Simone finds no scientific basis for concluding that failure to administer
radiation therapy may adversely affect Zachary's chance of survival, based on his initial
adverse reactions to two fractions of radiation. Dr. Simone concludes that:

12000 RICHMOND AVENUE » HOUSTON, TEXAS 77082-2431 ¢ (713) 5970111 « FAX (713) 597-1166



115

...[Flailure to administer the madiation therapy to this patient as previously
planned cannot be shown by amy available scientific measure to affect in any
significant way Zachary McCennell's chances of being cured (considering the
surgery and chemotherapy he bas already received). Given my detailed
assessment of this child's clinical history and of the scientific literature
concerning PNET survival, I find no appropriate scientific basis for the
conclusion that radiation therapy would be curative or would even improve his
chance of survival. Iam convinced that if the child suffers as adverse a
reaction to continued radiation therapy as he did the first two fractions, his
chance of survival may be reduced.

Exhibit B includes copies of all MRIs from February 7, 1996 until the present. Those reports
reveal that following the complete resection of Zachary's PNET on August 28, 1995, one
event of significance occurred in a February 7, 1996 MRI. That MRI was taken subsequent
to Zachary's receipt of all sessions of chemotherapy but before commencement of
Antineoplastons treatments. The MRI included evidence of a minor enhancement in the
location of the original tumor, which was interpreted as either scar tissue, blood vessels, or a
possible tumor recurrence. Subsequently on March 4, 1996, Zachary received two fractions
of radiation therapy. From March 29, 1996 until the present, Zachary has received
Antineoplastons treatments. None of the two subsequent MRIs (April 25, 1996 and June 20,
1996) has revealed the presence of the minor enhancement found on February 7, 1996.
Indeed, none has revealed any tumor recurrence whatsoever.

Now that the requested information is before the agency, we respectfully request a response
at the earliest possible moment. If consideration of our request requires more than twenty-
four hours’ time, please confirm that during the pendency of your review we may continue to
supply Zachary Antineoplastons’ treatments.

Sincerely,

TR

S. R. Burzynski, M.D., Ph.D.

cc:  Shawn and Desiree McConnel}
Steve Siegel, President, Burzynski Patient Organization
Jonathan W. Emord, Esq.
Kathryn Cook, Esq.
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EXHIBIT A
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SIMONE

Protective Cancer Institute
123 Franklin Comer Road Suite 108 Lawrenceville, NJ 08648
609-896-2646 Fax 609-883-7173

July 3, 1996
Shawn and Desiree McConnell
17107 East Calaveras
Fountain Hills, AZ 85268

Dear Mr. and Mrs. McConnell,

I am an Internist (trained at the Cleveland Clinic 1975-1977), a Medical
Oncologist (trained at the National Cancer Institute 1977-1982), Tumor
Immunologist (NCI 1977-1982), and Radiation Oncologist (University of
Pennsylvania (1982-1985) with expertise in nutrition, cancer and other discasc
prevention.

| am the author of Cancer and Nutrition, A Ten Point Plan to Keduce Your Risk
of Getting Cancer (325 pages, 1982 McGraw-Hill, revised 1992 and 1994 Avery
Publishing). I also authored Breast Health (410 pages, 1995 Avery Publishing),
and Shark Cartilage and Cancer (1995 Paradigm Press).

I am investigating lifestyle changes, including nutrient supplementation, with the
use of shark cartilage in the treatment of advanced cancers. The study protocol is
sponsored by the National Institutes of Health and approved by the Food and Drug
Administration.

I have testified as an expert witness in the areas of cancer and lifestyle for the
State of New Jersey 1995. T have also testified for the United States Senate and
the House of Representatives in 1995, 1994, and 1993 as an expert in the ficlds of
cancer, nutrition, cancer prevention, the benefits of food supplementation, and
medical care costs reduction. [ have testificd as an expert in a deposition
cencerning the benefits of food supplements in relation to discase and disease
prevention recently (Sheri Liebenman, Ph.D. vs American Dietician Association).

STATEMENT:

1 was asked to review and comment on Zachary McConnell, who is 7 years old
diagnosed with a rare brain malignancy, Primitive Neuroectodermal Tumor
(PNET) located in the right frontal temporoparietal region. On August 28, 1995, a
complete resection of all visible tumor was performed and a post surgical MRI
scan done on August 30, 1995 revealed no visible tumor,

The patient was placed in a Phase Il non-randomized clinical wrial, CCG-9931,
Groupwide Pilot Study of Neoadjuvant Chemotherapy followed by Cranial-Spinal
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Hyperfractionated Radiotherapy in Patients with Newly Diagnosed High Risk

" PNET. From September 14, 1995 to carly January 1996, the patient underwent
and completed the prescribed five cycles of chemotherapy consisting of
vincristine, etoposide, carboplatin, cisplatin, and cyclophosphamide. Because of
the severe side effects of these agents he had seven blood transfusions, was
hospitalized on cight different occasions for side effects (thrée times for
administration of chemotherapy and five times for side effects), was put on both
oral and intravenous antibiotics for sepsis and other infections, had profound
neutropenia, permanent loss of some hearing, and loss of considerable body
weight for him (weight before chemotherapy was 18.8 kilograms, weight after the
five cycles of chemotherapy, 16.8 kilograms), and also experienced nausea, high
fevers, vomiting, gastroenteritis, and mood swings.

On September 7, 1995, October 31, 1995, and November 30, 1995, follow-up
MRI scans were performed, cach of which revealed no visible tumor. On
February 7, 1996 another post surgical MR! scan revealed the presence of a minor
enhancement in the location of the original tumor, which was interpreted as either
scar tissue, blood vessels, or a possible tumor recurrence.

The first radiation ueatment of this investigational protocol did not begin until
March 4, 1996 at which time Zachary suffered a severc headache and continuous
vomiting. The parents decided to terminate Zachary's participation in the study
due to all of the side effects that he experienced with the one fraction of radiation
and the prior chemotherapy. The parents then did their own investigation on other
treatiments, went to Dr. Burzynski, and began on Antineoplastons on March 19,
1996. The patient received reduced doses of Antincoplastons for the first ten days
followed by standard doses March 29, 1996 and thereafter. On April 25, 1996 an
MRI scan revealed no visible tumor mass. The mass seen on the February 6, 1996
MRI was not present on the April 25, 1996 scan. Zachary has received
Antineoplastons treatments from March 19 until the present. On June 20, 1996, 2
follow-up MRI was done. It again showed no visible tumor mass.

1 am asked to comment on whether standard therapy, i.e. radiation therapy, would
be beneficial to the patient rather than have the patient continue on the
Antineoplastons protocol.

The first point is that there is no standard therapy for PNET. In fact, the
Groupwide Pilot Study is an unproven investigational protocol. That study and
others like it are experimental, performed in an attempt to determine what
treatment(s) could most benefit patients with PNET.

It is my opinion as a medical oncologist, tumor immunologist, and radiation
oncologist, that there is no scientific way to predict whether the failure to
administer radiation therapy to Zachary McConnell will have a "significant” effect
on his chances of “cure.” " As we know, the word "cure" as applied to cancer care
denotes a contrived definition - the number of patients alive at the end of a certain
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period of time; the worse the tumor, the shorter that period of time is simply to
make our statistics “look good.” If, for instance, a person lives five years and onc
day, that person is considered "cured” but js dead nonetheless.

Zachary McConnell was enrolled in an investigational protocol and received
experimental chemotherapies and one fraction of radiation therapy. The radiation
therapy was never completed. He then received Antineoplastons. These events
make an estimate of "affect on [his] chances of being cured” with radiation
impossible to determine with any certainty. There are several reasons for this.

First, the original investigational protocol (above) that Zachary was scheduled to
receive was terminated by his parents after he completed all the chemotherapy and
after he received only two fractions (a single day: one in the morning and one in
the afternoon) of a hyperfractionated (two radiation treatments per day) schedule
over several weeks. Therefore, one cannot rely upon the percentage rate of "cure”
associated with the Groupwide Pilot Study due to the fact that treatment has been
interrupted for over three months. Moreover, another variable, Antineoplastons
treatment, in the intervening three months since the cessation of radiation therapy,
further complicates the picturc, making prediction impossible.

Hence, it is thus necessary to consider radiation therapy as a new treatment and
independent of the original investigational chemotherapy protocol.

Second, the Groupwide Pilot Study is itself an experimental investigational
protocol, not “standard” therapy. It has neither been proven safe or efficacious
and, thus, it is not predictably curable as a treatment for juvenile PNET.

Third, Zachary had severe reactions to the chemotherapy and unusually severe and
adverse reactions to the two fractions of radiation treatment administered. Those
reactions make it extremely difficult to predict whether the continuation of
radiation would prove to be curative or would result in either death from the side
effects of treatment or from complications associated with them.

Fourth, radiation treatments to Zachary now must be considered as an independent
modality and as a salvage modality since there was evidence of possible tumor
recurrence after chemotherapy. Therefore, radiation therapy, when administered
to children under age 10 with recurrent PNET, will not change survival.

Through CANCERLIT, I have reviewed the literature for PNET clinical trials.
The pertinent studies will be briefly discussed. The only randomized published
peer-reviewed study I found, which is the best type of clinical study, was that of
Dr. Cohen and others from the Cleveland Clinic Foundation in Ohio. They
randomized 55 patients to receive either: (1) craniospinal radiation therapy
followed by eight cycles of CCNU, vincristine, and prednisone; or, (2) two cycles
of "cight drugs in one day" chemotherapy foliowed by the same radiation therapy,
followed by eight additional cycles of “eight drugs in one day™ chemotherapy.
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There was no difference in survival in either group. (Cohen, BH, et al. 1995,
Prognostic factors and treatment results for supratentorial PNET in children using
radiation and chemotherapy: a Children's Cancer Group randomized trial. J Clin
Oncol 13(7):1687-96).

At a meeting presentation, Dr Boyett (et al) reviewed 203 children who were
randomized to receive either: (1) "eight drugs in onc day” chemotherapy before
and after radiation therapy; or, (2) vincristine during radiation followed by
vincristine, CCNU, and prednisone after radiation therapy. Group one's treatment
("eight drugs in one day" before and after radiation therapy) was less effective
with regard to progression-free survival. (Boyett, J, ct al. 1995. Progrcssion&gec
survival and risk factors for PNET of the posterior fossa in children: Report of the
Childrens Cancer Group {CCG) randomized trial CCG-921 Meeting Abstract.
Proc Annu Meet Am Soc Clin Oncol 14:A283).

At another mecting presentation, Dr. S Skapek (et al) presented findings of a
retrospective review of 20 children treated for PNET. One patient had surgery
alone, one paticnt had surgery and chemotherapy, cight paticnts had surgery and
radiation therapy, and ten patients had surgery, chemotherapy, and radiation
therapy. The median overall survival was 64 months. The group that was slightly
better had surgery, chemotherapy, and radiation therapy in sequential order.
However, cheomotherapy did not change survival when it was used 10 salvage a
tumor recurrence. (Skapek, et al. 1994. Clincial outcome in children with CNS
PNET outside of the posterior fossa. Meeting Abstract. Proc Annu Meet Am Soc
Clin Oncol. 13:A497).

Zachary is now not the typical patient. He had chemotherapy, possible recurrent
tumor after the chemotherapy, two fractions of hyperfractionated radiation
therapy, and Antineoplastons. A patient with PNET should participate in an
investigational protocol so that information could be utilized for future patients.
Generully any treatment will produce a response or not in a period of about 2 to 2
1/2 months. Therefore, if Antineoplastons fail the patient, conventional radiation
therapy could always be utilized. Antincoplastons treatment were begun on March
19, 1996 and have continued to the present with varying dosage levels.
Nevertheless, during this three month period there has been no visible sign of
tumor recurrence. In addition, it is significant that the MRI enhancement observed
on February 6, 1996 before the Antineoplastons treatments began, is no longer
present following Antineoplastons administration.

Based on all of the foregoing, 1 conclude that failure to administer the radiation
therapy to this patient as previously planned cannot be shown by any available
scientific measure to affect in any significant way Zachary McConnell's chances
of being cured (considering the surgery and chemotherapy he has already
received). Given my detailed assessment of this child's clinical history and of the
scientific literature concerning PNET survival, [ find no appropriate scicntific
basis for the conclusion that radiation therapy would be curative or would even
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improve his chance of survival. I am convinced that if the child suffers as adverse
a reaction to continued radiation therapy as he did to the first two fractions, his
chance of survival may be reduced.

Executed on July 3, 1996. ew ﬁﬁ"‘”‘( M

Charles B.?ﬁnonc, M.D.
Director
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CURRICULUM VITAE

Simone, M.MS., M.D.

16 Balsam Court
Lawrenceville, New Jersev 0B&4¢%
€05-853-4147

Zzte ané Place of Birth: June 21, 1945 in Trenten, N.J.

Status: Married, two children.

1977-19€2 Commander, U.S. Navy, Public Health Serwiczs

1687-1€71 - B.A., (Biological Sciences) - Fu
University, New Erunswick,

1671-1¢73 - M.MS. and M.D. - Rutgers Medical Ccliegs
Piscateway, K.J.

1667-1971 Research Assistant to Ralph J. DeFalce,
of Immunology, Rutgers University, New

1€76-1972 Consultant for criminal investigations
immunological corroborations.

1871-1972 Acting Chairman of Rutgers University Sercl
Museun.

[h)
"
)

1675 Research Appointment with Robert E. Good,
Fn.D., President ancd Director cf Memoriel
~ Kettering Cancer Hospital, New Yorxz City.

1875-1¢76 Internship, Department of -Medicine, The Clevsla::
Clinic Foundation, Cleveland, Okric.

1676-1977 First Year Assiscant Resident, Departmen: <?
Medicine, The Cleveland Clinic, Cleveland, {n:iz.

1€77-1¢7¢ Clinical RAssociate, Immunology Branch, Nat:
Cencer Institute, KIH, Bethesda, Marylanc.

1578-1580 Clinical Assistant Prcfessor of Medicine, Csz:ze
Washington University School of Medicine,
Washington, D.C.

16¢79-1980 Clinical Associate, Medicine Branch, Natiorz_
Cancer Institute, NIH, Bethesda, Marylanc.

1680-1982 Investigator, Clinical Pharmacology Oncoloc:
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Branch, National Cancer Institute, NIH, Bethsed:z,
1550-pres Founder, Simone Protective Cancer Center

§2-198% ERadiation Therapy Department, Hosoital
University of Pennsylvania, 340C Spruce
Shiladelphia, Fennsylvania 16102,

19584-1589

1584-1987

N

[V
[a0]
s
1
'0
"~
(1]
(2]

Speaker for the 2Zmerican Cancer Society

-.98% lesocilate Prof
tedicine Deca

-
Hospital, Prniled

1585-1988 Chnief Breast Section, Radiation Therapy &anc
University Hospital, Philadelphia, PA.
1985-1989 Consultant, Immunobiochemistry for BASF

1682-1938 Chairman, Departmentzl Publications Review
Committee

1588-1551 Consultant for Hoffmann-LaRoche, Nutley, KZ

1965-1966 Member, Jefferson Hospital Nutrition Commit:ess
8

1986-1988 Speaker for Jefferson Educational Progranm
1585-pres Mediqal Advisor to N.J. Governor - Substancs f:oiss
18Z¢-pres Consultant te Spu:r

LSES-gres  Consultant to Camood.la
1Ge5-pres Consultant to Russia

1990-pres Medical Advisor to Netional Alliance of Brezast
Cancer Organizations

of the National Bozré of Medical Examiners 1377
American Board of Internal Medicine, Eligible 1576
Medical Oncology Subspecialty Board, Eligible 1980

Allergy and Immunology Board, Eligible 1980
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Radiation Therapy Subspecialty Board, Eligible 1S9€3

-

Honorable Mention Awarcd - SAM: Research forum (April 197

Visiting Professor in Rheumatology, Cleveland Clinic (l¢7:

Visiting Professor in Clinical Immunology, Univers*ty cf
Hawaii (197%)

cteZ into New Vork Ecadem» =7

fie

Zlecred inte Rmerican College of
knerican Ecademy of Sciences 15384

Elected, Wno's Who in Frontiers of Science and Technolcsw
1984

1987 and 1989

Invited/Special Lectures:

Lectur ¢ Rzdfation Therapeutic Oncology Group 15632

a
[

[§7]

XKevnote Speaker - lBth Annusl longress, BRTIE 1684

Keynote Speaker - Annual Cancer Symposium, Universicy of
Louisville 1985

Speaker - New Jersey State Justice Department 1983
Speaker - United States Arsenal, Picattiny, NJ 1985

Keynote Speaker - New Jersey Superintencents’ and Prirci.o_:
Convention 1685

Keynote Speaker - New York Open Center 1986

Keynote Speaker - New Jersey Superintendents’ and Princizels’
Convention 1986

Keynote Speaker - New Jersey State Kiwanis Club
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Speaker for Jefferson Outreach

Kevnote Speaker - NJ Superintendents’ and Principals’
Convention 1589

New Yorn ERczldemy o

"y

Sciencex
Arerican College of Immunologists
tmerican Academy of Sciences

Zontemporary RAuthors

Licensed to Practice Medicine:

New Jersey

Pennsylvania

Ohio

Maryland 4
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April 9, 1996

Michasl M. Exzl, Jr.. M.D
Phocaix Children’s Hospital
909 East Brill Street
Pboenix, Arizona 85006

RE: MC CONNELL, ZACHARY
MRS: €7-28-4)
DOB: 04/02/89

Dear Ds. Eul:

I saw Zachary in follow up in Neurosurgery Clinic today. Zachary underwent
craniotomy for resection of primitive neuroectodertoal tumor and has bees doing
exceptonally well since surgery.

He underwent a follow up MRJ scan in February which demonstrates 3 smab cyius
area in the sylviaa region on the right sids where the tumor had been resected  The
brain ussue has reconstiruted itsclf in the surTounding areas with a very good
appcarance. There is & minor amount of echancing membrancus sppearing Ussue
in the deptha of the twaor bed which may very well represent scar tissue or blood
vessels in the piarschnoid surface. These arc the same vessals that I felt I saw at
surgery and | have not seen anything to indicate that there s say tumor growth.
The spine Was negative on the MRI w well.

With his neurologic coudition belng back to normal and no focal deficits ane ro
worsening of his coodition since that tirue, | am very pleased to note how weli he
has done and (0 note the good course which has followed since surgery. He inlisted
chemotherapy. but did not do well with the initial dosss and seemed to have
number of side effects. i family has chosen another avenue for treatment with
doctors ia Texas regasding antineoplastics.

The recommendstion I have made today I3 that follow up MRI scan with and without
conmast be performed. If we sce any increase in the enharcement or any sigos of
tumor regrowth in the tumor bed, ] would at least stress the importazce of focal
radiation io that apea. After this MRI scan, If It remsins pegative, our rext
survelllance would be somewhere between four and six months altcs that

PwOENIX, ARtZONA BS50068

909 Eag? BriLL STREET
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April 25. 1996

Michael Eul, M.D.
909 East Brill Street
Phoenix, Arizona 85006

RE: MCCONNELL, ZACHARY
MR#: 67-28-43
DOB: 04/02/89

Dear Dr. Etzl:

I appreciated seeing Zachary in follow up in Neurosurgery Clinic todey. His MR!
scan was obuained to get a follow up of the previously enhancing part of the wrawt
bed which [ felt was possibly cither scar tissue or collection of blood vessels and
hopefully would dissipate. The MRI today is clear. There is no evidence of any
kind of enhancement in the tumor cavity. There is no evidence of any kind ef
recurrence. The entire cerebrum looks good with no enhancing lesions and the
tumor cavity bas diminished to the point where it is almost nonvisible.

Neurologically Zachary is doing very well. They are rcturming w Texas for
continuation of his antineoplastic therapy. 1 would like to obtain another MR! stur
with and without contrast in four months from now. 1 will make the arangements

and will have my office contact the family

1 greatly appreciated the opportunity of seeing Zachary. 1 will keep you posted as
to his progress.

Sincerely,

A o Pt ) .
S. David Moss, M.D.

-~ Pediatric Neurosurgeon

i
|

ct;: Michae} D. Sapozink, M.D.
1111 East McDowell Road

Phoenix, Arizona 85006

The Parents of Zachary McConnell
16507 East Fayette Drive
Fountain Hills, Arizona 85268

909 EAS? BRiLL SYREET . PHDENIX ARIZANE BARuCA
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FAX (§32)95< 8014
PATIENT NAME: McConnell, Zachary R.

NEURORADIOLOGIC CONSULTATION: 6/20/96¢

MRI OF THE BRAIN WITH GADOLINIUM:

MR SEQUENCES: The exam is dated 04/25/96. A series of Ti,
intermediate and T2-welghted axial series were obtained, as vsll as
a pre-contrast sagittal Til-weighted sequence. Post-contrast scans
were obtained in the coronal, sagittal and axial planes.

FINDINGS: There has been {intarval postsurgical resection and
treatment for the rignt-sided tumor. There is residual hemosiderin
in the external capsule and minixal encephalomalacia. There is no
abriormal enhancement following the intravencus administration ot
contrast material. There is an incidentally empty sella. There
are no drop metastasis demonstrated in the upper portion of the
csrvical spine down to the level of C4.

CONCLUSIONS:

1. Exam from Good Samaritan dated 04/25/96 i3 overread at the
request of the patient ac a courtesy and no charge to the
patient,

2. Postoperative séction of the right-sided mass and post therapy
changes.

3. Residual hemosiderin deposition in the external capsule

consistent with postoperative findings or prior hemorrhage
related to the tumor.

4. No abnormal enhancexent demonstrated, and no apparent recur-
rent mass.
S. No evidence of hydrocephalus or apparent drop metastases

throughout the ventricular system, uppar cervical spine, or
floor of the anterior fossa.

Boar. ¥ Bwd

Bruce L. Dean, M.D.

adi  06/20/96 dt; 06/20/96 bys emc/bk
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Biltmiore agvancee Lmagmg Ceuter
RADIOLOGY FINAL REPORT
PATIENT NAME' McConnell, Zacbary R.
PATIENT ¢ 0167-0C
oGB 0eQ2¥5  AGE M7

<ESERRING PHYSICIAN  Stassiiaw Burzynax, Sl

oSt T TS
SR OF THE BRAIS WITH GADOLI.’\'!U{./OG-E().% .

——
——

CLINICAL HISTORY: Perqeative neurcectode:mal rutnor

intermediate and T2-weighted daiy scuns wees 00tsincd, & well &y o .

Post-contzast ssdas were 00M3ined in (e axial and coronal planes

SE(\L’ ENCES: T
GRU sagintal segueale.

SINDINGS Skl base and masticator spuces apped 16 0 wiremarkable.  therz we pid
fewropharynged nodes consistent with patiect's age. Priot postoperative changes are demonsieated ¢n
rigat. There [s a regico of hemosideria deposition in the externa capsule wa the cight. Thero iy n2
evidence of recurrent mass or adcormd enhancement. The coronal scans reveal no apparent recurren:
mass o lesion. The orbits appear 1o be symmeUic without evidence of mass, a0y there is 00 evidense

of 3 pineal tumoc.

UONCLUSIONS:
Hemoidenn Jepositive 10 e right externai Siyae,

No abnormal enhiocement Or Mgy

K Ng evidence of tecurtent tumor 01 mass

B K. Foan)

s i Dean, MO

vy emabx
Duiene Code: 2C

2:43 E Comelback Roed. Suide 110 Phosnis, AZ $3Q16 (0U2) 734 0934
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Biltmore Advanced imnging Center
RADIOLOGY FINAL REPORT
PATIENT NAME: McConancll. Zachary R.
PATIENT #: 016700
DOB: 0402-8¢ AGE: M-

REFERRING PHYSICIAN: Carol A Foster, M.D.

BRAIN MAGNETIC RESONANCE SCA@J D

HISTORY: Milgrains. Dirziness.

PROCEDURE: Sagittal and axidl T1-weighted imaging, as well as axial, intermediste and T2-weiginise
imaging +ad a FLAIR imags.

FINDINGS: There is a mixed signal mass In the right frontal lobe, which has a rather discrete core of
dacressad signal Intensity laterally and & larger core medially that is of higher signal intensity. There iy
also perilesiondl edema of the white manee, resulting in 3 mass of approximately 6 x 8 cm. Shif i
midiine right to leRt, approximately 1.5 cm. No bydrocephalus. The remainder of the signa) intensity
of the braln are normal. No abnormal vascular flow voids. The chasactar of the leslon wuuld suggest
a primary brain tumor and in view of the mixed signal intensities and the presence of & rather weii-
demarcated rim roisas the possibility of ganglioglioms.

SUMMARY:
1 Mixed signal mass, right frontal lobe with sublaleial herniation.
2. Dr. Foster cotified and patient referred to Good Samaritan Hospital.

Peds B Hpm, 4D,

Richard A. Flom, M.D.

<4 08/26/95
2t 08126/95
by: emc/dd
Outcome Code: 3C

2143 B. Camelback Roed, Suils 110 Phoenia. AZ 85018 (802) #54-0954
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September 7, 1995

Michael Etzl, Jr., M.C.
909 E. Brill Street
Phoenix, AZ 8500€

Rs: WCCONNELL, ZTACHKARY
DOB 04/02/88
oA $7-28-43

Dear Doctor Eczl:

1 sav Zachary McConrell in follow up in the Neurosurgery Clinic
today. Ha has been diagnosed with a primitive neuroectcderTal
tumor with some neuzroblastoma and rhabdosacroma like elemente
within the tumor.

I believe that our follow-up MRI today skows that

the cavity

where the tumor was located is decompressing fins. There a:z
some enhancing areas irn the medial wall of the tumor border
This area had 3 disCinct capsula: membrane with tumer eacily

dissected anc removed from the surrcunding brair.
down deep in this area is negative for tumor.
be related to a post decompression
enhancement and probably results in some scar tissue formaticn.
I do not necessarily believe that this is malignant tumor.
Observation will be our only way of telling at this point.

Tre biopay
1 believe it
infarction area

We need to go ahead and proceed with our radiaticn and
chemotSerapy protoccia, We shouid follow up this tuiur wizh
anotrer MRI 6can it six weeks with contrast. FKis staplee ‘werTe
removec. recovery is excellient and he appears
reurolsgically ace. There s a armall subgaleal

collection which will resolve in the next
office will make arrangements for fcllow up.

couple of weeka.

1 appreciated the opportunity of sasing him today. 1 will see

809 EasT achg STABET + PHOENIX A= 0Nz 8
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Michael Etzl, Jr., M.D.
Re: MCCONNELL, ZACHARY
Eeptember 7, 1995

Page 2

him ae he is readmitted to the hospital and appreciste work:ing

with you.

Sincerely,

S. David Moss, M.D.

Pediatric Neurosurgery

SDM/TL987

909 Eau BuiLy Stupg1

PrODEN® AMIZGNA BLOUN
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Michsel Btil, Jr., M.D.
909 Bast Brill Street
Phoanix, Arizoms 95006

Res MCCOMMELL, ZACKARY
DOB:1 U4/03/89
WN: 67-28-43

Dear Doctor Etzl:

I appreciated the opportunity of seeing Zachary in follow up 1=
Weurosurgery Clinic today. Zachary has had a ressction cZ a
right tesporal parietal primitive neurocectodermal tumor that may
have had some P 8 of rhabd coma involved. I an
axtremeoly pleased to note that the MRI scan is totally clear of
sny enhancement consistsnt with any kind of tumor. The cavity
is conpletely cbliterated and the brainc has reassumsd its normal
position. I am extrssely plessed to wsee the postoperstive
configuration of the brain. 7 am aleo noting a emall subduval
chronic effusics over the kigh right parietal convexity whica
may @t some point be & centimeter thick. This may be causing
him msome irritability in changing his baekavior. It mey alsc
cause headaches. Some of the will resolve on their owva, but
many may need drainaga and a shunting procedure. I would like
to set him back in four veeks with another CT scan ©of thae tead
to see 4f this effusion 14 enlarging or {f it has remaized
stable. I will Xkeep you posted as to our progress azd
appreciates working with you.

f8incerely,

At P 3,

S. Davis Moss, M.D.
Pediatric Neurosurgery

SDM/TL909

€c: Mr. and Mrs. McConne!l:
16507 East FaysCte Drive
Pountain Hills, Arizons B8SI69
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Michael Erzl., M.D.
909 East Brill Street
Phoenix, Arizona ¥500¢

Rei MCCOMNELL, ZACUARY
DOB:  04/02/89
WM 67-38-43

Dear Doctor Etzl.

I appraciated sseing Zachary ir lollow-up in Neurosurgery Clin
today. His subdural effusicn is completely resolved with and
without comtrast CT today. 1 gses nothing of any concera with
any kind of tumor enhaacement and the cavity whers the tumor was
ramoved is completely collapsed. Overall I am thrilled to saa
how well Zachary is doing. I am anxious to wsee him again :n
three mooths after his radiaticn and chemotherapy are complezed
%0 that wa can assess the contrast scan at that time. He hae o
naurologic cdaficite cthat I caz diacarn and I an pleased to &
him again. I wish him well over the holidays snd follow-
arrangemenca will be made. Thank you very much.

Sincerely,

,wn..(?n..v }'-’-"/_"
8. David Mosas, M.D.
Pediatric Neurcsursery

SCM/TL909

cc: Mr. and Mrs. McConnall
16507 East Fayetta Drive
Pountain Hille, Arizona 85268
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Mr. BURTON. Thank you, Mr. Chairman.
Dr. Simone.

STATEMENT OF CHARLES B. SIMONE, M.D., ONCOLOGIST AND
CANCER RESEARCHER

Dr. SIMONE. I have a graph that ¥'d like to review, if that’s pos-
sible. It’s supposed to be put up on the screen.

Mr. BURTON. Sure.

Dr. SIMONE. Good. I may have to get up and—they have the
wrong graph, but I'll use this one.

Mr. BUrTON. No, that’s all right. Just a second; we'll get the
right graph. Do you have the other graphs there? Are they num-
bered in any way, Doctor? Just 1 second. Just 1 second; we’ll get
it correct.

Well, let me just give you some of my background.

Why don’t you pick that up from the counsel here? OK? Thank
you. Careful, you might become a Member of this place, walking up
that close. [Laughter.]

Dr. SIMONE. I want to thank you, Chairman Burton and the
other Members of the Congress here, who are here——

Mr. BURTON. Well, let me just say, I know that it’s disconcerting
not to have all the Members here, like you've seen on television
when we have these scandal hearings, but I will tell you this, that
they will be informed about this. I give you my word.

Dr. SIMONE. That is important.

Mr. BURTON. I want to make sure that everybody knows about

it.

Dr. SIMONE. Good. .

I'm a medical oncologist. I trained at the National Cancer Insti-
tute. I'm also an immunologist, trained there as well, and I'm a ra-
diation oncologist, having trained at the University of Pennsyl-
vania. So I'm very well-grounded in conventional medicine, as you
know.

But billions of dollars have been invested in cancer treatments
over the years, and since 1971, when President Nixon declared war
on cancer, the incidence of cancer actually went up. Cancer will
emerge the No. 1 killer of people in this country by the year 2000,
and two of every five people in this room will get cancer.

The key thing with any cancer treatment, whatever it is, is
whether it’s going to cure a patient—that is, extend the life of a
patient. Let's just concentrate a little bit on the graph. You can see
one line dramatically going up. That’s the death rate from lung
cancer. So since 1930 to the present time, we’'ve made little or no
progress in that, obviously. Only one cancer has come down, and
that’s stomach cancer, the line going down from left to right. Be-
cause of refrigeration, less food additives, less stomach cancer.

But the important, salient feature of that graph—and it’s a very
" busy graph—but the important thing about this whole conference
today is that all the other lines are horizontal, which means one
thing: Since 1930, we made little or no progress in the treatment
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of adult cancers, and that is despite surgery; that is despite radi-
ation therapy in the twenties and thirties; that’s despite combina-
tion chemotherapy that began in the sixties, and immunotherapies
in the seventies.

[The chart referred to follows:]
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Dr. SIMONE. All the fancy MRI scans, CAT scans, all the treat-
ments, all the diagnosis we’ve made and done, we've made little or
no progress, which means a couple of things.

There are people here talking about prostate cancer and breast
cancer. A person who gets breast cancer today will live essentially
as long as a woman who got it in 1930. A person who got prostate
cancer today will live essentially as long as a person who got it in
1930. That’s the cold, hard facts that we have to deal with. And
despite all the hoopla, the lobby groups, the media, there are the
facts. Because of that, we really need to turn our attention to other
forrl?s of treatment, whatever they are, and that’s what we need to
ook at.

There’s been a number of issues. I think the Honorable Waxman
talked about that we should not pay for treatments that don't
work. Well, we've done lots of treatments there, as you can see,
from the thirties to the present, and little or no effect has been
made on lifespan. So maybe we shouldn’t pay for those treatments
either, if we’re being consistent about what we talk about.

Efficacy is required, and I think we should all adhere to scientific
method. I firmly agree with that. I'm a rigorous scientist in every-
thing I do, and we’re doing a current study now, sponsored origi-
nally through the Office of Alternative Medicine, but also permitted
through the FDA. So we’re rigorously looking at a few treatments
and complying with all the regulations.

There are a number of issues that I think the FDA should look
at. First of all, in the USA Today it is reported that the FDA dis-
covered a new drug, licensed it to another group, a pharmaceutical
group, and now that pharmaceutical group has determined that
they probably will have saved $100 million, and the taxpayers are
due those moneys.

I think other things that the FDA should look at, there should
be easiet access, as you pointed out, Chairman Burton, for termi-
nally ill patients, no matter what the issue is. Whatever drugs are
currently available under study in this country, they should be
available, as other people have pointed out, too.

I think all physicians should have access to off-label provisions
of drugs. That will help them use the drugs that are currently
available for any types of treatments that they wish.

There should be a new time limit for FDA review of new applica-
tions, provided that the drug had prior approval in the United
Kingdom or in the European Medicines Evaluation Agency. These
are two key things. If drugs have passed muster in other well-con-
trolled countries, there should be little entry problems into this
country. There’s lots of data out there to support that.

I think we should discontinue the FDA’s discovery research be-
cause we have many other governmental agencies that look at this.
If there’s a big backlog, as it says there is, let's hire some addi-
tional staff in the short term, a few million bucks, whatever it
might be, to hire the staff to clear the backlogs to start anew.

I think we need to rescind the FDA’s regulatory authority within
a single State that was just broadened in its scope in the new bill.
I think, also, informed consent should really be part of everybody
who's getting cancer treatment. 'm a cancer doctor. So I'm talking
about cancer care. If informed consent were truly given to a pa-
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tient, they might think twice or three times about these treatments
that produce those lines in the graph.

And misinformation abounds. We constantly hear about misin-
formation all the time. In fact, the New York Times reported a phy-
sician who was interviewed from Memorial Sloan-Kettering saying
misinformation about certain vitamins and minerals in the treat-
ment of cancer, that they interfere with chemotherapy; folic acid
interferes with a particular chemotherapeutic agent, and these are
simply not true. This is wrong information.

I ran out of time, and I went over hastily. So I just wanted to
go through the key points——

Mr. BURTON. How much more time do you need?

Dr. SIMONE. Well, I've actually truncated my talk. The whole
talk really explores all these issues in detail.

Mr. BURTON. Well, maybe when we get to questions and answers,
ou can elaborate a little bit more, but what we’d like to do is we'd
ike to have any information you have for the record, so we can re-

view them, condense them down. We'd like for you to condense
them down as much as possible, because Members of Congress,
when we submit this to them—and we’ll try to get it out to as
many Members as possible—when we submit this information to
them, I can tell you, because we have huge volumes of things to
go over——

Dr. SIMONE. Sure.

Mr. BURTON [continuing]. With our staffs on a regular basis, that
I like to use the KISS method; you know, keep it simple, so that
we can make sure that they digest as much as possible.

Dr. SIMONE. I think the simple thing is that we have done lots
of treatments in the last 7 years—minimal effects as far as lifespan
promotion. We need to look at other issues, whatever they may be,
wherever they are.

[The prepared statement of Dr. Simone follows:]
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Brief Background of Charles B. Simone, M.MS., M.D.

Charles B. Simone, M.MS., M.D. graduated from Rutgers Medical College (1971-1975).
He is an Internist (trained at the Cleveland Clinic 1975-1977), Medical Oncologist (trained
at the National Cancer Institute 1977-1982), Tumor Immunologist (trained at the National
Cancer Institute 1977-1982), and a Radiation Oncologist (trained at the University of
Pennsylvania 1982-1985). Working with Senator Harkin, he helped to shape the Office of
Alternative Medicine, National Institutes of Health. In addition, he also helped to organize a
Department of Alternative Medicine for Columbia and Mt. Sinai in NYC.

While at the NCI, his basic science research uncovered the fundamental mechanism of
how human white blood cells kill, helped show how “complement” proteins aid in killing,
demonstrated how adriamycin works, and developed direcfed effector cells.

One of the first patients he consulted with at the NCI was a senior statesman who was
dying of malnutrition secondary to his cancer. Later, a man his own age with a newly
pregnant wife came to him at the NCI and asked to be kept alive for the birth of his child. An
intensive course of chemotherapy cleaned out the cancer cells, but the patient failed to
improve. “I decided at last resort to put him on high doses of vitamins and minerals that
quickly produced a temporary recovery..” The man lived to see the birth of his son.

He began devoting some of his time investigating the effects of nutrition on cancer and the
possibilities of cancer and disease prevention. The result was Cancer and Nutrition, A Ten
Poins Plan to Reduce Your Risk of Getting Cancer (1981 McGraw-Hill, revised 1994
Avery). He also wrote Breast Health, Shark Cartilage and Cancer, Prostate Health,
KidStart, and Sports and Nutrition.

He has testified as an expert in the fields of cancer, nutrition, nutritional supplementation,
disease prevention, and medical care cost reduction before the United States Senate and the
United States House of Representatives of 1993, 1994, and 1995.

THE NEED FOR CHANGE

Billions of dollars have been invested in cancer research and treatment since 1971
when President Nixon declared War on Cancer. Each month, it seems, new therapies
are trumpeted. Some show promise, most fizzle quickly.

Cancer will emerge as the number one cause of death in the United States by the
year 2000. Despite the enormous effort to combat cancer, the number of new cases
of nearly every form of cancer has increased annually over the last century. Still
worse, from 1930 to the present, despite the introduction of radiation therapy,
chemotherapy, and immunotherapy with biological response modifiers, despite CT
scans, MR scans, and all the other new medical technology - life spans for almost
every form of adult cancer except cervical cancer and lung cancer have remained
constant, which means that there has been no significant progress in cancer treatment
(Figure 1 attached, data from the National Cancer Institute SEER Program, published
by the American Cancer Society each January).

“Cure” is largely elusive or statistically disguised. “Cure” means surviving 5
years after treatment - if death occurs at 5 years and one day, the “cure” is unaltered
in the statistical record.
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The chilling prospect remains - by the year 2000, two of every five Americans
will develop cancer. And most will die.

Because of these dismal survival statistics with existing conventional treatments,
we need to redirect our attention to two important areas. Prevention of cancer and
other diseases; and pursue totally New Substances or New Modalities that show
scientific merit for treatment even though they may not yet be approved by the Food
and Drug Administration for widespread use.

FDA REFORM ??

Because FDA funding must be used for more food safety work, it has been
estimated that there will be a 60% to 70% reduction in funds that would otherwise be
assigned to tenure-track scientists in the Division of Viral Products, Center for
Biologics Evaluation and Research (Feinstone SM, Lewis AM, Markoff LJ, Carbone
K, Golding H.[all lab chiefs in that Division) Science. January 9, 1998; 279:157-159.

We certainly do not want to lose excellent scientists, however, the dollars
earmarked for research should be used only for evaluation of. Other
governmental agencies are organized for research.

Henry L. Miller, from the Hoover Institution, Stanford University, writes about FDA
Reform in the same cited Science article:

*First, it calls for “promptly and efficiently reviewing clinical research” “in a
timely manner.” But these words will not have any impact on the agency’s 30
year tradition of risk aversion and foot-dragging.

Second, it calls on FDA to develop a plan by the year 2000 to clear the
legendary backlog of products awaiting approval. Congress here makes itself
8 hostage to an endless series of demands for additional resources the FDA
will say it needs to do this.

Third, it codifies many policies that are already in place, giving the impression
of a lengthy list of improvements.

The most important provision offers drug companies grester latitude in
supplying scientifically sound information to doctors about drugs’ “off label”
uses (those not yet approved by FDA). Companies are currently prohibited
from distributing such critical information. But even this improvement comes
at a high price: substantial additional paperwork to convince FDA that formal
applications for approval of the new uses are forthcoming.
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[This provision of “off label™ uses is very valuable for the patient. CB
Simone, M.D.}

A welcome provision permits manufacturers to submit “health care economics
information,” such as data on a drug’s cost-effectiveness, to hospitals and
HMOs.

The bill contains other minor improvements, such as loosened restrictions on
health claims for food products and expanded use of third party, including
academic institutions, to review medical devices.

However, one provision actually increases the scope of FDA’s regulation by
expanding its jurisdiction to activities that occur completely within a single
state — small-scale research by an academic or a practicing physician testing an
innovative therapy.

Many critical reforms recommended by blue-ribbon panels are absent. These
include reducing the redundancy of regulation of early-stage clinical trials and
a binding reciprocity provision that, for example, would limit the duration of
FDA review of a new drug to a maximum of, say 60 days after its approval in
the United Kingdom or by the European Medicines Evaluation Agency
(thereafter, the FDA would have to show cause why the drug should not be
marketed in the United States, or it would automatically be approved).

Following Congress’s failure to accomplish significant FDA reform, the costs
of drug development (already averaging more than $500 million to bring a
single product to market) will continue to rise, fewer drugs will be developed,
and market competition will erode. Patients will suffer higher prices and
benefit from fewer breakthrough drugs.’

FDA Should Not Be In The Drug Discovery Business
“FDA finds potential cancer treatment” (USA Today 12-12-97)

The Associated Press reported in USA Today on December 12, 1997 that the FDA
“found a promising new treatment for cancer and licensed it” to Neopharm Inc, an
Illinois biotechnology company. The private firm will need FDA approval to sell it.
Obviously, the FDA has a conflict of interest for this approval. The chief executive
of Neopharm, William Govier, said “his company may have saved $100 million in
drug-development work by merely licensing the FDA’s discovery.”
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The FDA Reform Bill passed by Congress includes requirements to speed the
review of new vaccines and drugs and to reauthorize the Prescription Drug User Fee
Act. To accomplish this, the FDA will tap “user fees” that are charges to companies
that submit products for FDA review and approval.

However, the FDA uses about $10 million a year (USA Today article) in industry
fees to fund their research labs. The biotechnology industry protested the new drug
discovered by the FDA. “It should stick to regulation and leave discovery to
industry.”

The taxpayer has essentially funded a private company’s Research and
Development. That company will have saved over $100 million. The taxpayer
should be compensated and the FDA should deal only with regulation and not
discovery. There are many other Federal research labs that are in the business of
discovery.

The Dietary Supplement Health and Education Act of 1994

Having helped to write some of the key language for the Dietary Supplement
Health and Education Act of 1994 with Senators Harkin and Hatch, I was very
disappointed in the proposed statements of the President’s Commission on Dietary
Supplement Labels. The Commission issued a draft report for public comment
before it made its final recommendations to the President, Congress, and the FDA.

The report was a disaster. It completely ignored the subject Congress created the
Commission to address: namely, “how best to provide truthful and non-misleading
information to consumers so that such consumers may make informed health care
choices.” Instead, the Commission simply placed its stamp of approval on the FDA's
current prior restraint on all health claims, except those pre-approved and
recommended the adoption of safety, reporting, and OTC botanical regulations that
are beyond the scope of its delegated authority. The tragedy is compounded by the
fact that the Commission’s recommendations are required, by law, to be published by
FDA as proposed rules, making it possible that the agency will adopt one or more of
the suggestions.

Government Interference With Choice of Treatment by Informed Patients

I have been called upon many times by patient advocates to determine whether the
treatment outcome desired by the patient’s guardians or patient will equal or be better
than the outcome of existing conventional treatment. Often times, these patients or
their guardians find themselves entangled with legal issues because the physician
wants to impose the conventional treatment indicating “it will save the patient’s life,”
or “it will cure you.” Or, the patient has received all conventional treatment without
success and then wants to try an Investigation New Drug approved by the FDA for

]
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research purposes. The patient attempts to obtain this drug but finds himself or
herself ineligible according to the strict research criteria.

In these instances, when a patient has an unwanted treatment imposed upon him
or her by a governmental agency, or when he or she desires an Investigational New
Drug, I review the medical records to make a determination of the various effective
treatment options, and whether any one option is superior to another, and
importantly, whether a particular treatment option will increase life span. Remember
that a critical measurement in cancer care is whether a specific treatment will
increase the life span of the patient. Examples:

You have already heard the eloquent and heart wrenching story of Zachary
McConnell by Jonathan Emord, Esq. Zachary, age 5, had a rare brain tumor
and was enrolled in a FDA approved Investigational New Drug protocol.
While under this treatment the FDA decided to stop the protocol. His parents
fought this decision legally.

An eleven year old girl, EU, diagnosed with non-metastatic high-grade
osteosarcoma of the left distal femur was treated with three cycles of
appropriate chemotherapy with adequate doses for osteosarcoma. Her mother,
with whom I spoke, wanted no further chemotherapy and wanted her daughter
to proceed to surgery. Her physicians wanted her to have several more months
of chemotherapy before the surgery. After reviewing all the data, including
the patient's records and imaging scans, I was convinced from the published
medical journal articles that the patient should proceed with surgery because
no benefit in lifespan or loca! control is achieved when more than three cycles
of chemotherapy is administered before surgery. Any delay in surgery brought
a higher risk for distant metastasis. The judge in the case overturned the court
order requiring the patient to have more chemotherapy.

TRUE FDA REFORM SHOULD INCLUDE

o Easier Access 1o Drugs for terminally ill patients and once a patient is enrolled in
an FDA approved protocol, never stop that treatment.

o Allow physicians to have access to “off label” information.

e Assign New Time Limit for FDA Review of Applications, and limit FDA review of
a new drug to 60 days if that drug has prior approval in United Kingdom or
European Medicines Evaluation Agency.

o Discontinue FDA s Discovery Research, and Recover for the American taxpayer
the $100 million saved by Neopharm, Inc., and other monies possibly gleaned in a
similar fashion by other companies.

e In the short term, hire additional siaff to clear the backlog of products that await
approval.

® Rescind FDA's regulatory authority within a single state.

6
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® Answers 1o the Following:

1) How many applications per year are submitted for protocol approval
(Investigational New Drug, New Drug Approval, etc)?

2) How many of these are approved and in what period of time?

3) How many potential applicants stop the process after attempting to complete
the paperwork for the application.

4) How many applications are submitted by "professional” application writers -
attorneys, past FDA people, etc.

5) To how many potential applicants does the hiring of these "professionals”
present an impediment?

6) What is the average cost of getting an application ready for submission to
FDA?

7) What is the average length of time needed to complete an application by the
applicant?

8) How effective is the FDA at helping potential applicants to complete the
application if an applicant requests help from the FDA?

9) How many patients request from the FDA an “off-label use” treatment or one
that has an IND for which they may not be eligible?

10) How many of those patients receive such treatment?

o Informed Consent could be a very powerful tool for the patient. If the concept of
Informed Consent was truly enforced and fully explained, patients would then
understand the limitations of many treatments.

e Misinformation is sometimes given to patients. A glaring example is found in a
Sunday front page New York Times article on October 26, 1997 entitled ‘Vitamin
Mania, Millions Take a Gamble on Health." Larry Norton, M.D., a staff person
from Memorial Sloan Kettering, a highly regarded institution, was interviewed
and stated:

“Research at his institution showed that large doses of vitamin C could blunt
the beneficial effects of chemotherapy for breast cancer. The research showed
that breast cancer cells had large numbers of receptors, or docking places, for
vitamin C, suggesting that the vitamin acted like a tonic for cancer cells.

And a recent experiment showed that free radicals, chemicals that damage
cells in ways that may lead to cancer, are also necessary for some of the
mechanism that stop cancer once it gets going. So a substance like vitamin C,
in large doses, could have unpredictable effects. It is also known that folic
acid can negate the effects of methotrexate, a drug used to treat cancer.”

This “information” is absolutely incorrect. Over 200 peer-reviewed scientific articles
have been published in medical journals in the 1970s, 1980s, and 1990s. Summarized
in books and medical journals, the correct information shows that nutritional
modification, including the use of certain nutrients, and proper lifestyle can

7
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dramatically decrease the morbidity and side effects of chemotherapy and radiation
therapy as well as increase response rates. There have even been some reports that
nutritional and lifestyle modification actually increase survival.

Simone, CB. Cancer and Nutrition (1992 revised Avery Publisher).

Simone, CB. Breast Health (1994 Avery Publisher)

Simone CB, Simone NL, Simone CB II. Oncology care augmented with
nutritional and lifestyle modification. J Ortho Mol Med. 1997,
12(4):197-206.

Simone CB, Simone NL, Simone CB II. Folic acid does not interfere with
methotrexate. Lancet. 1997; 350:1556.

Simone CB, Simone NL, Simone CB II. Lifestyle modification in oncology
care. In: Prasad, KN ed. Cancer and Nutrition. 1997. Amsterdam,
Netherlands, IOS Press.

Simone CB. Nutritional and Lifestyle Modification in Oncology Care. In:
Torosian M. Integrated Cancer Management: Surgery, Medical
Oncology, and Radiation Oncology. 1998. Marcel Dekkar, New York.
(University of Pennsylvania)

Summary

The patient’s well being must come first in all instances. Patients need to have
access to treatments and information that potentially may benefit them. The FDA
should serve the public and not be an obstruction.

Charles B. Simone, M.D.
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Mr. BURTON. Thank you, Doctor. Dr. Moés. If you could hold the
microphone as closely as possible, it would be helpful.

STATEMENT OF RALPH W. MOSS, Ph.D., JOURNALIST

Dr. Moss. My name is Ralph Moss. I want to thank you, Mr.
Chairman, and members of the committee, for allowing me to
speak here today.

Mr. Chairman, Congress was deceived when the war on cancer
was launched in 1971. Experts swore under oath that they would
deliver a cure for cancer in time for the Bicentennial. Well, that’s
ancient history, but Congress continues to be fooled by a new gen-
eration of “experts” who testify that the war on cancer is being
won, and that all we need to do is to trust them to conquer this
terrible disease.

Recently, Richard Klausner, M.D., the Director of the National
Cancer Institute, appeared before this Congress and claimed that
we have turned the corner in the fight against cancer. He promised
advances in genetics were ushering in a golden age of research.
However, I believe that the rosy picture he paints is misleading,
and I think that the statistics that Dr. Simone has shown you
prove that.

There are many, many things that are wrong with the war on
cancer. 1 have submitted nine pages of single-spaced testimony,
and I'm just going to touch very briefly on some of the areas that
I cover in that testimony.

For one thing, we know that about half of all cancers are still in-
curable by conventional methods, and the best that conventional
medicine has to offer in those cases is palliation. So what are pa-
tients supposed to do?

The National Cancer Institute and the Food and Drug Adminis-
tration—in fact, a whole industry—tries to get patients to enroll in
clinical trials of chemotherapeutic agents, but we know from stud-
ies that there’s very little chance of therapeutic benefit to patients
in such trials. Studies in both the United States and Japan have
shown that only about 1 percent of patients in Phase One clinical
trials have a complete response to the treatment, and only about
5 percent have any response at all. You may think, “Well, 5 per-
cent, that’s not so bad,” but a response is simply a shrinkage of a
tumor for 1 month or more; a complete response is a complete
shrinkage for 1 month or more. So you cannot correlate a complete
response of cancer with a cure or significant increase in life. This
is a kind of sleight of hand that’s practiced all the time in the field
of oncology. The doctor says “response” or “remission,” and the pa-
tient hears the word “cure” in their head and thinks that they’re
going to get some extension of life.

In addition, there is great danger for patients in some of these
clinical trials. There’s one clinical trial I know of in which 42 per-
cent of the participants were killed by the treatment itself, and this
went unnoticed by the media or in public debate.

Another regimen called ICE, 13 patients, 8 percent of the total,
died as a consequence of the treatment, so-called “treatment
deaths.” The scientists in charge had the nerve to conclude that
this regimen was “well-tolerated with acceptable side effects and
predictable organ toxicity.” Acceptable to whom? Not to the pa-
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tients who died after contracting raging bacterial infections, cap-
illary leak syndrome, bleeding inside the brain, or irreversible kid-
ney failure.

we need alternatives, and there are alternatives. There are
over 100, possibly 200, different treatments with some substan-
tiation in the medical literature. On a recent trip to Germany, I
was astonished to see the scope and freedom with which many pro-
gressive oncologists there treat cancer. They use a combination of
the conventional apf)roaches with such things as tumor vaccines;
mistletoe therapy; local, regional, and whole-body hypothermia;
thymus and other organ extracts; fever therapy; orthomolecular
and antioxidant therapy; psychoneuroimmunology, and many,
many other things. And their government not onlf' allows such ap-
proaches, but encourages and pays for them as well.

We have a fiasco goin%tl)n in this country, and that is the Na-
tional Cancer Institute. The National Cancer Institute does some
good things, of course, but also is in charge of disseminating infor-
mation to the public on the nature of these nontoxic alternative
treatments, and they issue statements on each of these treatments,
and the statements are filled with error. They have not been peer-
reviewed, and we don’t know who has written these and we don’t
know what lprocess they were created under. I served on the Advi-
sory Council to the Office of Alternative Medicine, and at that time
the OAM tried to find out simply who writes these things and
what’s the process by which theyyre vetted and made to be sure
that these are accurate, and we never could find out.

And these statements, Mr. Chairman, must be immediately with-
drawn, and new statements should be drawn up that are factual
and unbiased. There is a good model for this: the University of
Texas School of Public Health has posted such statements, excel-
lent statements, on the Internet, which could be used.

But my big request to you, Mr. Chairman, and to the Congress
and to the committee, is that you will focus your attention on some-
thing that happened last August, and it happened at the NIH, and
was called POMES, P-O-M-E-S, which stands for the Practice Out-
comes Monitoring and Evaluation Systems. This was a meeting of
over 100 leaders of the cancer field, and there were heads of com-
prehensive cancer centers there and chairmen of departments at
Memorial Sloan-Kettering, and the head of the American Health
Foundation. I was proud and honored to be, myself, included in
that group of 100. The National Cancer Institute paid for this
meeting, and some of their representatives were there, although
sadly, Dr. Klausner did not see fit to come.

And after days of heated debate, we arrived at guidelines by
which alternative or complementary cancer treatments could be
evaluated. People from orthodox medicine, people from nonconven-
tional medicine were there, and it was, believe me, very heated. We
needed mediators to come in and solve some of our problems, but
we did hammer out certain guidelines, including an oversight board
that could oversee the way in which these clinical trials of nontoxic
treatments would be conducted.

This POMES process is being blocked by the National Cancer In-
stitute. It’s being bureaucratically stopped, and now we have gone
through 6 more months, and we’ve seen another 270,000 people die
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in this country from cancer, while they sit on their hands and
refuse to do anything.

So I know that Dr. Klausner makes a nice presentation, and he
came here and he asked for $2.2 billion, and Vice President Gore
has said that he wants to increase the funding to $4.7 billion by
the year 2003 simply for cancer research at the National Cancer
Institute.

We, as citizens, have no power to make the FDA or the National
Cancer Institute do anything; the power is with you, our elected
representatives. My request, m{Iurgent request, to you is that you
block the appropriations to the National Cancer Institute until they
agree to implement the POMES process. All we want is to have
fair, impartial, unbiased evaluations done through the rigorous sci-
entific method of the alternative treatments, and that will solve the
ﬁ;oblems that Mr. Waxman alluded to and that the other people

ve alluded to.

We want science, but we want the science to be applied to, and
appropriately applied to, the methods that show the test prom-
ise for conquering cancer, which are, in fact, the alternative and
nontoxic treatments. Thank you.

[The prepared statement of Dr. Moss follows:]
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Ralph W. Moss, Congressional Testimony 2/4/98

TESTIMONY TO THE HOUSE COMMITTEE ON
GOVERNMENT REFORM AND OVERSIGHT
DAN BURTON (R-IN), CHAIRMAN

By Ralph W. Moss, Ph.D.

2/4/98
Mr. Chairman and Members of the Commiittee,

Congress was deceived when the war on cancer was launched in 1971. Experts swore under oath
that they would deliver a cure for cancer in time for the Bicentennial (1976). That is ancient
history. But Congress continues to be fooled by a new generation of “experts” who testify that the
war on cancer is being won, and that all we need to do is trust them to conquer this terrible
disease.

Recently, Dr. Richard Klausner, M.D., director of the National Cancer Institute (NCI), appeared
before this Congress and claimed that we have tumed the corner in the fight against cancer. He
promised that advances in genetics were ushering in a golden age of research. However, I believe
that the rosy picture he paints is misleading.

Back in 1962, 278,000 Americans died of cancer.

Last year, cancer deaths were over 560,000, double the figure of 35 years ago. Certainly, part of
this increase is due to the growth and aging of the population. But even when one adjusts for
these factors, the overall U.S. mortality rate from cancer increased aver 10 percent from 1950 to
1991. And the incidence rate during that time increased nearly 50 percent.

There has been a leveling off in recent years. But we have still witnessed a tremendous worsening
of the cancer situation throughout this century. In particular, the rates of lung cancer have risen
astronomically, more than 500 percent among women. There has been & tripling in the incidence
of melanoma, and nearly a doubling of cases of prostate cancer and multiple myeloma. 1

BREAST CANCER STATISTICS

Many of us are understandably alarmed at the prevalence of breast cancer in America today.
When Pres. Nixon launched the war on cancer in 1971, a woman’s lifetime risk for contracting
breast cancer was one in fourteen. Today, it is one in eight. Between 1973 and 1992, the
incidence of breast cancer rapidly increased by 34 percent, and among black women by 47
percent. And the chances of being cured have not improved very much. Since 1960, nearly one
million American women have died of breast cancer. Dr. Klausner has made much of the recent
leveling off or even downturns in some of the cancer statistics. These are encouraging.

However, a slight downtumn in mortality does not make up for millions of personal tragedies.
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WHEN THE DIAGNOSIS IS CANCER
Let us consider what happens to a person who is diagnosed with cancer.

First of all, there are the so-called “proven” methods, surgery, radiation therapy and
chemotherapy. Sometimes these are brutal methods, that involve the loss or damage of body parts
and functions. Surgery is an ancient approach, known to the Egyptians, Greeks and Romans. It is
a sad commentary that this is still the mainstay of therapy. New ideas are urgently needed in the
treatment of even so-called “curable” cancers.

But what about those patients whose tumors are inoperable or widespread at the time they are
discovered? Similarly, what about the patients whose tumors have returned after being
“successfully” treated with “curative” therapies?

Such cancers are, by and large, incurable with today’s conventional methods. The best that
conventional medicine has to offer is palliation. And despite the war on cancer about half of all
cancer patients will eventually find themselves in this deplorable position.

What are they supposed to do?
THE PITFALLS OF CLINICAL TRIALS

If you read the statements of the NCI, they urgently appeal to cancer patients to join their clinical
trials. This message is picked up and amplified by all the beneficiaries of the war on cancer. You
can even see it on billboards in airports. A “clinical trial” is made to sound very attractive to
cancer patients. However, as the President’s Commission for the Study of Fthical Problems in
Medicine stated (in 1983), “Patients who are asked to participate in tests of new anticancer
drugs” should “not be misled about the likelihood (or remoteness) of any therapeutic benefit they
might derive.”

In fact, there is little chance of therapeutic benefit to patients in such trials. Studies in both the

United States and Japan have shown that only about one percent of patients in Phase I clinical
trials have a complete response to the treatment, and only about 5 percent have any response at
all.

You may think that five percent is not bad odds when you are in a desperate situation. But here
you have to understand some of the peculiar terminology of the field. For a “response” is not a
“cure.” Far from it. The FDA defines a response as the shrinkage of 50 percent or more of the
measurable tumors for a period of one month or more.

It is a change in size of a mass. This might be important, if the tumor is painfully pressing on a
nerve or another vital structure. But usually such shrinkages are absolutely meaningless to the
patient. It is essentially a numbers game played among oncologists - who can shrink tumors the
most. In the majority of cases, these temporary shrinkages do not correlate with an increase in
median overall survival, which is the most meaningful measurement of patient benefit in such
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trials.

Sometimes, in fact, a high response rate actually correlates with a lower period of survival. It may
do more harm than good.

“TREATMENT DEATHS”

I want to call your attention to the fact that these trials can be very dangerous for patients. The
drugs approved by the FDA for treating cancer are all toxic. Some of them have astonishing
toxicity, especially when given in combination. In one clinical trial of drugs on patients with the
leukemia-like myelodysplastic syndrome, 42 percent of participants were killed by the treatment
itself.

In another study, of a three-drug regimen called “ICE,” 13 patients (8 percent of the total) died as
a consequence of the treatment itself, so-called “treatment deaths ” But the scientists in charge
had the nerve to conclude that this regimen was “well tolerated, with acceptable...side effects and
predictable organ toxicity.”

Acceptable to whom? Not the patients who died after contracting raging bacterial infections,
capillary leak syndrome, bleeding inside the brain, and irreversible kidney failure - all caused by
these drugs. And certainly not their families.

This is the “scientific” approach of the NCI. Not surprisingly, there is tremendous resistance
among patients and doctors to such trials. Only three to five percent of cancer patients go into
them. Many oncologists want nothing to do with them. In fact, just 10 percent of all oncologists
enroll 80 percent of the patients in clinical trials.4 In New York, oncologists have given their
patients small doses of standard chemotherapy to make them ineligible for useless clinical trials.

LOOKING FOR ALTERNATIVES

Drugs that don’t work, clinical trials that measure meaningless shrinkages, doctors who think that
horrible side effects are perfectly acceptable...no wonder cancer patients today are desperately
looking for alternatives. They are exploring the realm of unapproved, complementary, non-toxic
treatments in record numbers.

You can be sure that one of the reasons the NCI and FDA so hate these alternative treatments is
that they siphon away “adventurous” patients who might otherwise go into clinical trials.

Historically, all of the agencies involved in the war on cancer have lied about the nature of these
alternatives. They have painted a distorted picture of them as quackery. They have pre-judged
them, refusing to carry out the most basic tests that could evaluate their efficacy. Tests were only
performed under duress (often because the Congress insisted) and these tests were at best
ill-conceived and at worst marked by outright fraud.

Yet the history of medicine tells us that many treatments and techniques once considered
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“alternative” or “fraudulent” later became an established part of the mainstream. Radiation and
chemotherapy themselves started out on the fringe. Acupuncture was derided as
“quackupuncture” for decades. But a recent Consensus Conference of the Nationa! Institutes of
Health endorsed its use for such conditions as pain and nausea related to cancer. The Office of
Alternative Medicine (OAM) was established by Congress at the National Institutes of Health
precisely because of the historic failure of the NCI to fulfill its mission and examine all possible
options in the fight against cancer. But little progress has been made because of the intransigent
attitudes of the cancer establishment.

Are there frauds among the alternatives? Certainly. How can we separate the wheat from the
chaff? We need good research, with open-minded attitudes and adequate funding, to carry out
studies of these alternatives. The OAM is ready to perform these studies. But the NCI stands in
the way. Along with its police partner, the FDA, it is the great roadblock to the examination of
promising new ways of treating cancer.

GREAT PROMISE

Dr. Klausner is betting on the genetic revolution to produce a cure for cancer. Even some
geneticists warn that cancer breakthroughs, if they do come from this field, may be decades away.
I believe there is enormous potential in the various alternative and complementary approaches to
cancer.

In my book, Cancer Therapy (1992), I discuss over 100 such methods. One could add another
hundred or so of promise. These include vitamin and mineral regimens, herbal formulas, unusual
drugs from land and sea, immunological techniques, electromagnetic treatments, and utilization of
the mind-body connection.

On a recent trip to Germany I was astonished to see the scope and freedom with which many
progressive oncologists treat cancer. They use a combination of the conventional approaches with
such things as tumor vaccines; mistletoe therapy; local, regional and whole-body hyperthermia;
thymus and other organ extracts, fever therapy, orthomolecular and antioxidant therapies;
psychoneuroimmunology, music and art therapy; sports and physical therapy; and many, many
others. Their government not only allows such approaches, but encourage and pay for them as
well.

It is astonishing that the average American oncologist knows little or nothing about any of these
approaches. The FDA has done everything in its power to block their development over here. The
NCI has not seriously examined a single one of these. Our war on cancer has fallen woefully
behind developments in other parts of the world, not just Germany but Japan, China, and many
other countries as well.

The approach of the war on cancer has been relentlessly that of chemotherapy. Reliable estimates
put the sales of cancer therapeutics at over $12.3 billion this year.5 Most of that is controlled by
American firms. And so it has been a big business success story, with double-digit growth rates
every year for over a decade. But it has done little for the cancer patient.
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The FDA has approved approximately 40 drugs for the treatment of cancer. But it has never
approved a non-toxic agent or one that was not patented by a major pharmaceutical company.
The approved drugs are all toxic and many of them cause second cancers in those who are lucky
enough to survive the treatment. And the NCI, FDA, and comprehensive cancer centers are tied
by a thousand strings to the multi-billion dollar pharmaceutical industry. Recently, a top FDA
official went to work for Elan Pharmaceuticals. But this is nothing new. Two past directors of the
FDA became drug company officials, as did Dr. Klausnerrs predecessor at the NCL Itisa
time-honored tradition, the “revolving door.” ’

Meanwhile, the FDA spends a good deal of its resources hunting down and harassing those who
use innovative methods in treating cancer.

They have carried out a vendetta against Dr. Stanislaw R. Burzynski, MD, PhD, a Texas
physician who has used non-toxic peptides in the treatment of brain cancer and other kinds of
malignancy. They have repeatedly raided his clinic, seized his records, harassed his patients. In
1995, they instigated charges that would have put him in federal prison for life. Luckily, the jury
saw otherwise and Dr. Burzynski is a free man. When I publicly objected to this harassment I
nyself was slapped with a subpoena for all my information regarding Dr. Burzynski. When 1
pointed out the illegality of this request, and indicated my willingness to fight the FDA, the
subpoena was just as suddenly quashed by the U.S. Attorney.

FDA has also impeded the work of Dr. Georg Springer of the Finch Medical School, who has
developed a promising vaccine for breast cancer. It has hindered the work of Amold Eggers,
M.D., of Downstate Medical School, who has a promising treatment based on concepts first
proposed by William B. Coley a century ago. And it has used its resources to attack the
distributors of non-toxic medications. The most recent victim was a distributor of the non-toxic
drug hydrazine sulfate, who was raided by FDA enforcement agents on January 16, 1998.

The approach of the NCI and FDA is overwhelmingly in support of toxic chemotherapy. They
have abrogated their duties as the defenders and protectors of the cancer patients. They function
today on behalf of the industry they were supposed to challenge and oversee. They are the drug
testing and law enforcement arms of a vast $100 billicn a year business, the cancer industry.

C.LS. FIASCO

The promotion of toxic treatments and the venomous hatred of alternatives is not restricted to
court battles. Both FDA and NCI are active in the court of public opinion, trying to destroy
confidence in any non-toxic or less-toxic treatment.

Their main vehicle in this regard is the Cancer Information Service of the NCI. Their reckless
attacks on alternative and complementary treatments are disseminated at taxpayer’s expense via
print, fax, and especially the Internet.

Their statements are filled with prejudice, errors and innuendo. Each one contains an
“advertisement” for NCI's clinical trials. When I was an advisor to the Office of Alternative
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Medicine, I tried to find out exactly who wrote these erroneous statements and what sort of “‘peer
review” they possibly could have undergone before being released. I never could find out. It is
clear that no bona fide experts were involved in their creation, and that the proponents of such
methods were not consulted or even interviewed before these statements were drawn up and
released.

These harmful, hateful statements have become an integral part of the “war on cancer” which,
quite frankly, more often looks like a “war on alternative practitioners” than a war on any disease.
Treatment approaches that threaten the hegemony of the drug industry are prone to vicious
attack.

The NCI’s statements on alternative and complementary cancer treatments should be immediately
withdrawn. New statements that are factual and unbiased, should be drawn up for release by the
Cancer Information Service.

The statements that have already been prepared by Dr. Mary Ann Richardson and her group at the
University of Texas School of Public Health could provide a good starting point for these new
statements.

REFORM OF FDA

In addition, the FDA should be reformed so that it no longer exerts a stranglehold on innovators
in cancer treatment and diagnosis. That is why I strongly support passage of the Access to
Medical Treatment Act and urge you all to cosponsor this important legislation.

The FDA does little to protect citizens from the ravages of chemotherapy, which is
overwhelmingly given without any proof of patient benefit. In the past, FDA at least paid lip
service to the idea that anticancer drugs should extend life or improve quality of life. But in 1996,
they caved in and agreed that new drugs could be approved based on partial remissions in clinical
trials. Such partial remissions are nothing but the shrinkages of tumors. As we have shown, such
temporary and partial shrinkages do not necessarily lead to improvements in survival or quality of
life.6

POMES
Finally, Mr, Chairman and members of the committee, I have an urgent request.

In August, 1997, the Office of Alternative Medicine (OAM) in conjunction with the National
Cancer Institute (NCI) convened a meeting in Bethesda, MD to consider how they could evaluate
the practices of doctors who use unconventional methods to treat cancer. The name of this
meeting was POMES, which stands for “Practice Outcomes Monitoring and Evaluation Systems.”
Over 100 leaders of the cancer field attended, including not just alternative researchers and
practitioners, but the director of the Comprehensive Cancer Center of the University of
Wisconsin, the president of the American Health Foundation, two department chairs from
Memorial Sloan-Kettering Cancer Center, representatives from major food companies, and many
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others.

There were great hopes for this meeting, since we were told that it was funded by Dr. Klausner's
office at the NCI. Perhaps this signaled a change in attitude at NCI, the change we have all been
waiting for. But not only was Dr. Klausner unable to attend, but his key deputy, Robert Wittes,
M.D., Director of the Division of Cancer Treatment, Diagnosis and Centers, also failed to put in
an anticipated appearance. The FDA and NCI scientists who did appear lacked decision-making
power in this area.

After several days of heated discussion, the participants finally hammered out statements that
could lay the basis for future evaluations of altemative cancer treatments. It felt like history in the
making. These guidelines called for the creation of an Oversight Board, a body of experienced
people who could guarantee a “level playing field” in the evaluation of alternative practices. No
longer would NCI have complete power to serve as lawyer, judge and jury in every case.

Most of the participants left that meeting excited by the prospects before us. Then, silence. Since
August, we have not received a single official communication regarding POMES. Has POMES
died a natural death...or did someone kill it?

1 know for a fact that the problem does not lie with the Office of Alternative Medicine, whose
leaders remain enthusiastic about the prospect of fairly evaluating such treatments. I can only
conclude, therefore, that the roadblock is the top leadership of the NCI and possibly the NIH as
well.

You have to ask yourself why these high-placed medical leaders so fear an impartial test of
unconventional approaches to cancer? Why do they hate the idea of an impartial Oversight Board,
which could detect fraud or malfeasance on either side of the cancer controversy?

Perhaps they are afraid of the competitive threat such non-toxic and less-toxic methods might
pose to the cancer industry? Do they fear the ridicule of prejudiced colleagues? Or perhaps they
fear the repercussions in Congress, if it tumns out that an effective treatment for cancer was
overlooked - or even suppressed - by NCI and FDA?

Mr. Chairman, T urgently appeal to you to help revive POMES.

I am sure you agree that patients and their caregivers need reliable information about the safety
and potential effectiveness of alternative and complementary cancer treatments.

Many American citizens are impatient with the foot-dragging at NCI and the obstructionism of
the FDA. Yet we as individual citizens have no way to force these agencies and individuals to act
properly or fairly. It is up to you, our elected representatives, to do that. There is no time to
waste. Since August, another 270,000 Americans have died of cancer. Many of them were
desperately seeking reliable scientific information on alternatives at the time they died.

The Congress created the OAM to bring about the fair evaluation of alternative methods. We
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appreciate the fact that you have increased OAM’s funding to $20 million this year. It is a
heartening vote of confidence in the future of this field. And, in some respects, under the
leadership of Wayne Jonas, M.D., it has done a brilliant job. But OAM by itself does not have the
political clout to force the testing of alternative cancer treatments. That is the main reason that
OAM has not carried out a single evaluation of a controversial cancer treatment. It has not and it
will not, because at every turn, the NCI has been there, insisting on a major role. It now turns out
that the role NCI wanted was to block and obstruct such trials from taking place.

BLOCK NCI'S APPROPRIATIONS!

Just one month ago, Dr. Klausner appeared before the Appropriations Committee and requested
$2.2 billion for his agency for fiscal year 1998. This is an increase of $61 million over last year. 1
am here to ask you to do everything in your power to block that appropriation until NCI changes
its attitude towards alternative and complementary treatments. As a first step they should actively
implement the POMES process.

In his speech to Congress, Dr. Klausner stated that “there is no one intervention or even one type
of intervention that will successfully conquer the many diseases we call cancer. Our approach
must be open and broad-based.”

Fine words! But it happens to be the exact opposite of the course that NCI is actually pursuing. It
is only an aroused Congress that can make Drs. Klausner and Wittes open the doors of NCI to
alternative treatments. They must not be allowed to serve as a branch of the pharmaceutical
industry, but must be convinced to test a wide variety of treatments, as they are currently
practiced around the world. If these individuals will not comply, they should be replaced by
open-minded scientists who will.

Mr. Chairman, for the 1.2 million Americans and the 9 million people worldwide who will develop
cancer this year, such reforms cannot come a moment too soon.

1 Ries, LAG, et al. SEER cancer statistics review. 1973-1991, Tables and Graphs, Bethesda,
NCI, 1994,

2 J Clin Oncol 1996;14:287.

3 J Clin Oncol 1995;13:323

4 J Clin Oncol 1994;12:1796

5 Frost & Sullivan, World cancer therapeutics markets [executive summary]. Mountain View,
CA: Frost & Sullivan, 1993. Cited in Moss, Questioning Chemotherapy, p.75.

6 Stout, H and McGinley L. Cancer drugs to get speedier FDA review. The Wall Street Journal,
March 29, 1996.
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Mr. BURTON. I will tell you right now that we will talk to, and
probably have before the committee, the people who are sitting on
that proposal over at National Cancer Institute.

Dr. Moss. Thank you.

Mr. BURTON. I've already instructed our staff to have them ap-
pear before the committee, and we will, do that. I will ask them
why they are sitting on their hands.

Dr. Moss. Thank you very much.

Mr. BURTON. If they dont give us a satisfactory answer, I'll sic
you on them. [Laughter.]

I'm not being flippant. We will look into it.

Mr. Eggers.

STATEMENT OF ARNOLD E. EGGERS, M.D., CANCER
RESEARCHER

Dr. EGGERS. Yes, thank you. I have worked for the past 25 years,
with some interruptions, on a study of tumor immunology with a
view to developing a vaccine treatment for cancer. I began this
project as a medical student at Columbia University, took residency
training at a New York Hospital, which is Cornell University, and
then at the Hospital of the University of Pennsylvania, went to
NIH in the National Cancer Institute for 3 years, came back to Co-
lumbia to finish residency, and have worked as an attending, first
at Columbia and now at SUNY-Health Science Center at Brooklyn.

The purpose of describing my training is to emphasize that I
have good academic credentials and that this is my life work. It is
a long-term commitment to one idea: reproducing the spontaneous
remissions which are sometimes seen in cancer patients following
bacterial infections. My vaccine is a kind of nontoxic immune stim-
ulation, a kind of alternative medicine, if you like. The final version
of the vaccine treatment has produced good results. There’s a CT
scan of a response of a brain tumor patient included in the paper-
work I submitted, which shows a brain cancer shrinking from a
large ring-shaped lesion down to a small dot. Three out of four
brain cancer patients who received the final version of the treat-
ment went into remission. Out of 180 injections of this and pre-
vious versions of the vaccine, there was only 1 patient with a side
effect, 1 case of an allergic reaction, which was not fatal.

Now the man on the street might say that this looks like a prom-
ising, new treatment which should be supported by our Govern-
ment in the war on cancer, but the man in the street does not
know how the system works. Having already received approval
from the FDA in 1989 to treat brain cancer patients, I applied in
1994 for permission to treat other kinds of solid tumors as well,
and was put on clinical hold. It is now almost 4 years later; the
clinical hold is still in effect, and we are still dialoging.

Most of this time has been spent discussing technical minutiae.

Mr. BURTON. Excuse me. I missed it—how long did you say, Doc-
tor, that this has been going on?

Dr. EGGERS. Almost 4 years now, 4 years in April.

Mr. BURTON. And you're dealing with——

Dr. EGGERS. The FDA.

Mr. BURTON. The FDA,

Dr. EGGERS. Yes.
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Mr. BURTON. Can you give this committee—] hate to interrupt
you—can you give this committee the people that you have been
contacting over there who have not been responding? We’d like to
have that.

Dr. EGGERS. Yes, I can supply that. I will.

Mr. BURTON. Thank you.

Dr. EGGERS. The FDA inspected my records and issued a warn-
ing letter which said, quote, “Deviations in the conduct of this
study appear to be the result of your lack of understanding of the
procedures and requirements that govern the use of investigational
new drugs.” It is important to emphasize that their citations were,
in general, appropriate and correct from their point of view. They
found valid deviations from their rules.

Just to give one example, they cited me for incorrect patient con-
sent forms. It turns out there are 17 elements of informed consent
which require one-and-a-half pages of small print just to list. My
consent forms, although approved by the local hospital ethics com-
mittee, were equivalent to a violation of statutory law. As you
know, the FDA has sent at least 16 people to Federal penitentiary
in the last 10 years for violations of their rules, which have the

ower of statutory law. I appealed to an ombudsperson at the FDA.

he told me that if I wanted to have any hope of meeting regu-
latory requirements, I needed to hire a professional FDA consult-
ant, one of the people drug companies hire to interface with the
FDA. This is way beyond my means financially.

In all of this, no one has acted with malice. On one side, you
have a university scientist approaching the regulatory process with
good with, and on the other side, professional bureaucrats ap-
proaching their jobs with good will. Yet, between us, we could not
make the system work in 4 years.

The man in the street might want to know what went wrong?
But I think the problem lies with the system, and not with individ-
ual bureaucrats, who are only doing their job, and in most cases
doing it well.

As everyone knows, the FDA was established in its current form
by the Kefauver-Harris Drug Amendment in 1962, as a response to
the thalidomide tragedy in Europe in which 2,000 to 3,000 mothers
who took this particular sleeping pill gave birth to children with
serious birth defects. An FDA employee, Frances Kelsey, became a
national hero by blocking legal entry of the drug into the United
States. It is important to note that the drug was a sleeping pill,
and no one dies from insomnia. The mistake in thinking behind
Kefauver-Harris is that it fails to distinguish between fatal and
nonfatal diseases. In the case of nonfatal diseases like insomnia or
acne, you want to protect people from unnecessary side effects.
This was what thalidomide was all about.

In the case of fatal diseases like cancer, the situation is more
complicated. In deciding if Government regulation is worthwhile,
you have to compare the number of people who die from toxic side
effects of inadequately screened new medicines against the number
of people who die waiting for the release of successful new medi-
cines. The bureaucratic process saves on the one hand by scream-
ing for toxic, but takes lives on the other hand by delaying access
to treatment.
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Cancer kills 500,000 people a year in the United States. A 1-year
bureaucratic delay in releasing a cure for cancer would necessarily
kill 500,000 people. These are the people who would still be alive
}ff the Government hadn’t blocked their access to treatment in their

ifetime.

These days, toxic side effects of drugs are quickly discovered and
publicized or extremely rare, and it is inconceivable that 500,000
people could be killed by a dangerous new treatment before the
alarm was called. I believe this arithmetic or statistic argument
shows the error of the current system, which guarantees that there
will be a vast, unnecessary loss of life if ever cancer is cured.

I had submitted suggestions about how to change the current
system, which are actually very parallel to Congressman Bedell’s
thoughts, and I fully support his ideas.

Thank you.

[The prepared statement of Dr. Eggers follows:]
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Mr. Chairman and Members of the Committee:

I have worked for the past twenty-five years, with some interruptions, on a study of tumor
immunology with a view to developing a vaccine treatment for cancer.

I began this project as a medical student at Columbia University, took residency training at
New York Hospital, which is Cornell University, and at the Hospital of the University of
Pennsylvania, went to NIH in the National Cancer institute for three years, came back to Columbia
to finish residency, and have worked as an attending first at Columbia and now at SUNY-Heaith
Science Center at Brooklyn.

The purpose of describing my training is to emphasize that I have good academic credentials
and that this is my life’s work. It is a long-term commitment to one idea: reproducing the spontaneous
remissions which are sometimes seen in cancer patients following bacterial infections. My vaccine is
a kind of non-toxic immune stimulation. The final version of the vaccine treatment produced the
results which you see before you. Three out of four brain cancer patients who received the final
version of the treatment went into remission.

Out of 180 injections of this and previous versions of the vaccine there was only patient with
aside-effect--one case of an allergic reaction which was not fatal. Now the man in the street might
say that this looks like a promising new treatment which should be supported by our government in
the war on cancer, but the man in the street does not know how the system works. Having already
received approval from the FDA in 1989 to treat brain cancer patients, I applied in 1994 for
permission to treat other kinds of solid tumors as well and was put on clinical hold. It is now almost
four years later, the clinical hold is still in effect, and we are still dialoguing. Most of this time has
been spent discussing technical minutiae. The FDA inspected my records and issued a warning letter
which said "deviations in the conduct of this study appear to be the result of your lack of
understanding of the procedures and requirements that govern the use of investigational new drugs."

It is important to emphasize that their citations were in general appropriate and correct from
their point of view. They found valid deviations from the rules. Just to give one example, they cited
me for incorrect patient consent forms. It turns out there are seventeen elements of informed consent
which require one and a half pages of small print just to list. My consent forms, although approved
by the local hospital ethics committee, constituted a violation of statutory law. As you know, the
FDA has sent at least sixteen people to federal penitentiary in the last ten years for violations of their
rules, which have the power of statutory law. I appealed to an ombudsperson at the FDA. She told
me that if ] wanted to have any hope of meeting regulatory requirements, I needed to hire a
professional FDA consultant, one of the people drug companies hire to interface with the FDA. This
is way beyond my means financially.

In all of this, no one has acted with malice. On one side you have a university scientist
approaching the regulatory process with good will and on the other side professional bureaucrats
approaching their jobs with goodwill. Yet between us we could not make the system work in four
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years. The man in the street might want to know what went wrong. I think the problem lies with the
systern and not with individual bureaucrats, who are only doing their job, and in most cases doing it
well.

As everyone knows, the FDA was established in its current form by the Kefauver-Harris Drug
Amendment in 1962 as a response to the thalidomide tragedy in Europe, in which 2000-3000 mothers
who took this particular sleeping pill gave birth to children with serious birth defects. An FDA
employee, Frances Kelsey, became a national hero by blocking legal entry of the drug into the US.
It is important to note that the drug was a sleeping pill, and no one dies from insomnia. The mistake
in thinking behind Kefauver-Harris is that it fails to distinguish between fatal and non-fatal diseases.
In the case of non-fatal diseases like insomnia or acne, you want to protect people from unnecessary
side-effects.

This was what thalidomide was about. In the case of fatal diseases like cancer, the situation
is more complicated. In deciding if government regulation is worthwhile, you have to compare the
number of people who die from toxic side-effects of inadequately-screened new medicines with the
number of people who die waiting for the release of successful new medicines. The bureaucratic
process saves lives on the one hand by screening for toxicity but takes lives on the other hand by
delaying access to treatment.

Cancer kills 500,000 people a year in the U.S. A one-year b atic delay in releasing a
cure for cancer would necessarily kill 500,000 people. These are the people who would still be alive
if the government hadn't blocked their access to treatment in their lifetime. These days, toxic side-
effects of drugs are quickly discovered and publicized, or else extremely rare, and it is inconceivable
that 500,000 people could be killed by a dangerous new treatment before the alarm was called.I
believe this arithmetic or statistical argument shows the emror of the current system, which guarantees
that there will be a vast unnecessary loss of life if ever cancer is cured.
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RESPONSE OF BRAIN
CANCER PATIENT TO
IMMUNE STIMULANT
VACCINE

The top CT scan of the
brain is pre-treatment
and the bottom scan is
post-treatment.

The single arrows
show the tumor itself,
which collapses

from a large
irregularly-shaped
ring into a small
nubbin of residual scar
tissue. The double arrows
show a section of the skull,
the post-operative "bone
flap", which is elevated from
a pressure effect before
treatment but goes down
flat after treatment.
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Intralymphatic immunotherapy of glioblastoma

ARNOLD E. EGGERS. MD: JOHN I. MILLER, MD: SALVATORE SCLAFAN. MD

Patients with salid tumors have been re-
ported to undergo remission with immuno-
therapy. either after treatment with autolo-
gous tumor cefl vaccine or after
administration of lvmphokines.' Another
example o immune re;ecuon of tumars
be:

prepared from aulologous tumor cells grown
in tissue culture. inactivated with mitomycin.
and linked sequentiaily to 3 glycylglycylcysta-
mite spacer and the adjuvant muramyl dipep-
tide. ay according 10 the methods of Egers et
al* The vaccine was administered intralym-
via dorsal pedal lymphatics. as de-

occurs in renal ar-
ing non-major h|>|ncompanblhlv complex-
matched tumors, Cessation of i immunosup-
pression leads to immune regression of the
tumor in the majority of these patients.” In
the case of glioblastoma. an extract of
Servatia arcescens was tound 0 induce
remission in 3 of 19 patients with recurrent
tumors.” This report describes a patient
with recurrent glioblastoma who under-
WenAl more or iess complete remission of 3
begin tumor atter immunatherapy: how-
ever, spinal cord metas developed,

CasE REPORT

A d6-sear-ofd man was admitted o Unner-
sity Hospital of Brooklyn for evaluation of
recutrent glioblasioma. He had undergone
undergone subtotal removal of a right rempo-
ral lobe tumor four and 2 hailf months previ-
ously. Because of early recurrence at the end
of radiotherapy {5000 cGy}. he underwent a
second subtola) removal 60 days after the first

scribed previously by Wiseman et al.* Th
patient’s only other medication was pheny-
10in. He was not on steroids,

Within wo weeks of starting treatment, the
pauent became mare alert, and the bulging
Iree None plate covening his craniotomy site
began 10 recede inte place. A CT scan taken
at mine weeks showed signiticant Jdecrease in
the size ot the wmor: the ring-enhancing
lesion having collapsed into a small nubbin of
residual contrast-cnhancement at the site of
~urgicai debulking on the medial aspect of the
middle fossa (Fig i) A repeat sean at 14
weeks showed no change in this pattern. with
the patient remaining alert and nteraciwe,
No side eifects of treaiment were seen.

During the course of immunotherapy. pro-
gressne spinal cord compression develaped.
A magnetic resonance imaging { MR1) scan of
the spinai cord showed 2 very faintly gadolin-
ium-¢nhancing tumor extending Imm Coto

in a munne fibrosarcoma mode). in which
animals were immunized against syngeneic
tumor cells linked covalently through a
spacer molecule to the adjwam muramyl
dipeptide. a simplified form of the mono-
mer of the mycobacterial celi wall." Cvto-
toxic lvmphocytes were detected with a
short-term, chromium release assay. and
the growth of small tumors could be slowed
or reversed with immunotherapy. Prelimi-
nary data from human glioblastoma pa-
tients innoculated subcutaneously with a
simitar vaccine have demonstrated the abil-
ity to immunize patients against tumor-
associated antigens. as delected with 4
short-term. chromium-release assay per-
formed with peripheral blood lvmphoites
and autologous tumar cefl targets. but no
detinite therapeutic ¢ffect.* Cytatosic vm-
phocytes appear w have T-cell markers
and require major histocompatibility com.
plex (MHC) matching at the sensitization
but not etfector stage ot immuniy. The
presence of T-cell markers does not prove
that cytolysis occurs via the T-cell receptor,
This kind of adjuvant-induced immunity

bles the MHC-unrestricted “promis-

T2 tFig 1). Surgicat an
miramedullary tumor with a large :wphvn:
which was

cuous™ killing by T cells described by other
workers." No toxicities have been associ-
aced with except i urti-

revealed it to be

Pathologic findings i the
presence of recurrent glioblastoma. He was
given an additional 1.000 cGy. and four weeks
ater completion of lhe second course of
radiotherapy or 139 days affer the Srsi opera-
tion, he was started on immunotherapy. at
which time he had a second relapse confirmed
by clinical und computed tomography (CT)
crhetia,

Informed consent was obtained. and ail
procedures were approved by the hospital's
Institwtional Review Board. The patient re-
ceived three treaiments (days 4. [4. and 42
average dose of 0.3 x 10" cells) of vaccine

From the Depantments o1 Neurokgy (Dr Eggen).
Newrosurgery ¢ Dr Mlillery. and Radiwlogs (Dr Sd-
fanil. State Unmeowny of New Yoek Health Science
Cemter at Bravkhn, XY,

Address Correspomsence tn Dr Eggere. Boy
SUNY-Health Science Cenicr 2t Brookhn.
Clarkson Ave., Bravkhn {1203

This was interpreted as a metastasis. although
4 second primary tumor could not be ruled
out. The patient succumbed to pulmonary

U growing
spinal cord tumor <hor||\ after the [4-week
scan.

Discussion
lmmuno«henp\ of ;hobla.uomn hasbeen

caria around the injection site. which has
been treated successtully with diphenhydra-
mine. The putative advantage of intrakvm-
phatic versus subcutaneous administration
of vaccine is probably a dose etfect because
injection into dorsal pedal lymphatics di-
rectly accesses the largest lymph node chain
in the body. Intralymphatic injection of
tumor vaccine has been reported to induce
of solid tumors out-

cases
with limited success. as revmved by Could-
do

sldg of the central nervous system.*
issue in this case is whether

well et al." Bloom ¢t al” described a

ized controlled swdy with wndmed auto-
fogous tumor ceiis i ;ecled subcutaneoushy.
which led 1o negative results. There are
apparently no reports of glioblastoma re-
gression induced by active specific immuni-
zation,

xhe observed partial regression (ie. the
regression of the brain tumor only} can be
explained as a delayed effect of radiother-
apv of the brain. Graeb et 2l reported that
three out of 47 glioma patients undergoing
radiotherapy e¢xperienced transient CT
on CT scan loffowed by gradual

The approach to & illus-
trated in this case report is based on work
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improvement occurring over a period of



FIGURE 1
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seven to 1S months. This kind of delayed
radiation effect cannot be rafed aut in this
cuse. but it seems unlikely becatse ol
surgical documentation of eurly twmor re-
vurrence. which implicd radioresistiace,
and because of the rapiduy of chinwal
improvement atier the initistion of immu-
notherapy. On the vther hand. it cannot he
stated on the basts of one case that this is
an etficacious treatment for glioblastama.
and further studies are warranted betore
any claims can be m:dc in this regard.
An b vpothetical alternative oxpl
for the mixed clinical response in this case
may relate 1o the concept of “immunologic
privilege.” The central nervous system is
said ta be an “immunologically privileged
site.” a place where gratt or wmor repec-
tion is impeded. where lymphatic drainage
is poot. and \vhcrt lymphocytes do not
Lymph €TSS
is thought 10 be r:eulaled hv the blood-

reaied an incact blood-heain hareer. One
<an ayputhesize thae breakdown of the
blood-brain barrier un neureimagy
Lites with ipiprined hmphocite acgess.
aithvough the fatter may require mare thun
Justopening of 3
thefiat cells in dilferent purts of the centrai
nervous sistem should have reacted didfer-
endy o the sume tumor is unknown. The
alternative explanation that the spinal tu-
mor was 4 second primary with ditferent
tumor-specific antigens that were not ex-
pressed onvaceine cells prepared from the
first tumor 1s unlikely because immunity in
this system has heen shown to have lintle
specificity. ar feust as measured by in vitro

ussis.t
Another noteworthy feature of this case
was the spingd cord lesion. Clinically appar-
ent spinal cord metastasis is a rare comph-
<aaon of gliohlasioma'*—umor spread via
P ﬂmd bemq more uhnmuens-

brain barrier. which is d by tight
junctions between endothelial ceils. as well
as by special physiologic properties at the

tic of med and ! "
Climeal spinal cord mmlw-mm has been
P d in tour vuc of 35 patients with

dothelial cells and sur ding pericytes
and astrocytic end-ieet. In this patient.
the prmarny tumor. which showed marked
contrast enhancement on acuraimaging,
signifiing breakdowa of the blood- brain
barrier. regressed simultaneously with
growth of a spinal cord metastasis. which

intracranial glivblastoma. all of these cases
having imvolved a priman tumor in the
pasterior 1oya. ™ However. it caa be ar-
ued that this patient outlived the natural
history of his disease and that il immuno-
therapy had not been eifective against the

CT scans of bran tumar. Sectons af s¢an taxen four «weeks atter comoieton af secona course of raaictnerapy (1.00Q cGy). it “Te ume of s@aming
SeCHONs of SCaN ‘axen nine vaeks later (B8.0.M

primany (umor. the sgifii vord lexion woutd
not have had time o deselop

REFERENCES

1 ML Cane
Sctence [989:

Harves L. Fux M Transtertal of matignan
> 3 COMPICILION oF O7gan IRIMNDLRGGON 4B psu-

¢r how promise it

Jaeckle KA. \||u\Im.m A Hlll FH: (‘h.h( il
rial o Sermta \tmrnunx UEICT 1N fecurrent
malignant astroeyioma. b Oneol 1990; $:130%
818

4. Eggers AE. Tormun I_G.Amboa ET. Invno
againyg
avsoctated antigens. Cancer lotmunol brmtewiscr
1985 Gd e,
5. Wiseman CL. Rao VS. R, Kennedy PS, ot
Fiy Clnmul fesponses with active specilic intrahm-
phatic immunothcrapy for cancer o phase {11
el (bexe J Med 1954 131:283-2
6. Couldwell WT, chell MS. Mazumder A.
et al: Immunoleey snd immunotherapy of ininnsic
tumors, in Apuezo MJ redn: Vobwnant Corebral
Glivenw. Pack Ridge. \merican Association ot Ney-
mlog-:al Snlgen g, pp =57
. Peckham M. Richardson AE.
el Glublumu multiforme: A controlled thal 10
assess the valuc 0l <pecific actne immunotheraps in
paticats (ru(:d r-\ radwal ~urgery ymd ratiher-
Brl

armin L Gansburg S: L o
¢ pepuide [0 incredse tu-
Cimees memuiol Temanner

1eT-172

Thele DL. Lipsky PE: The role o ceil
3ce fECOYNILON SUFUCTUEs i the initiatun i
AHC- um..umed | promiscus” & g by T vells.

JUNE 1982 NEW YORK STATE JOURNAL OF MEDICINE 73



10. Gracb DA Slembul P. Roberuon WD:
Transienm earty

mimucking tumor pmpeuicn after
wradiation. Radiology 1982: 144:813-812.
11. Medawar PB: tmmunity 1o ha-)h'!ﬁ
prafied skin. [IL The fate of skin
planted 10 braia, 10 suboiancous trssue, mdlolhe
uummnhrﬂmqe.hl&hbll"&
5869,

ic changes
brawn 1umor

p20.
4 CothA.Yo-mJl‘L Glial and newral
tumors of the brain in adul, in Youmans JR (ed)

Newvilogical Swgers, Philadeiphia. WB Saunders
Co. 198 ed 3, p 2805.

15. Zuich KJ: 8run Tumors. Their Bislogy: and
hwedlkﬂm.WergCo 1%4. p

lﬂ Salazar OM. Rubin P. McDonald JV. e1 al:

Panemms of failure in intracranial astrocviomas afier
irradiation: Analves of dose aad feld {acors. Am /
Roergenal 1976: 136:779-292.

27¢  VOL 92 NO 6/NEW YORK STATE JOURNAL OF MEDICINE

1



171

Mr. BURTON. Thank you very much, Doctor. And I apologize to
Dr. Simone and you, Doctor, because they've got “Mr.” up there,
and I don’t know how that happened. We’ll have to shoot somebody
on the staff. [Laughter.]

Are you a doctor or are you not a doctor, Mr. Moore?

Mr. MOORE. No, health policy is my field.

Mr. BurTON. OK. Welﬁo then I iave you correct. Mr. Moore,
you're recognized.

STATEMENT OF THOMAS J. MOORE, SENIOR FELLOW, HEALTH
POLICY INSTITUTE, GEORGE WASHINGTON UNIVERSITY

Mr. MOORE. Mr. Chairman, the basic issue today is whether con-
sumers, especially those with serious or life-threatening illnesses,
ought to have the right to any drug or alternative medicine, even
though that drug had not been proven safe and effective, and had
been approved by the Food and Drug Administration.

I'd like to tell you a story of what might happen if that should
be the case. In this age of media hype, it's quite plausible that lit-
erally millions of Americans could be persuaded to take a pill every
day that they hoped would prevent cancer, especially if it included
a natural substance or a vitamin. Suppose that long after millions
of people were popping this cancer-prevention pill the proper, ex-
tensive, expensive, randomized clinical trials were finally con-
ducted to see if the hoped-for benefits in fact existed. Now suppose
that those clinical trials showed that these anti-cancer pills either
didn’t work at all or they actually caused lung cancer. Millions of
Americans would be spending their hard-earned money on a rem-
edy that at best was ineffective and at worst might give them can-
cer,

Am I telling you a fanciful, alarmist story? This is a true story.
The natural chemical was the beta carotene supplement, and like
s0 many new ideas, it sounded promising, but proved to be worth-
less or harmful when actually tested.

We have dreamed of having powerful medicines since the dawn
of human history. But the sad history teaches us that, for most of
the last 7,000 years, most of the drugs were hazardous, poisonous,
or at best, merely unpleasant. Real progress began only when we
- began to use randomized clinical trials to separate the beneficial
drugs from those that were ineffective and harmful. Qur current
regulatory scheme, our current law, and the FDA are built on that
vital principle.

This morning you have heard some dramatic stories from individ-
uals who believe they were greatly helped, perhaps even saved, by
a treatment that is not available in the United States. The ques-
tion is, therefore, should Americans have access to a medical treat-
ment if there are individuals who can personally testify that it is
valuable?

The most simple test case might be a remedy for obesity. Here
seems to be a treatment that every consumer can judge. You either
lose weight or you don’t. Suppose that for our test case the FDA
had approved these drugs. they had been subject to at least
modest levels of safety testing. Should not then the consumer, rath-
er than Government regulators or health authorities, be the judge
of this treatment? You all ought to know the answer to this ques-
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tion because this episode also happened. It is popularly called the
fen-phen debacle, and the result may turn out to be one of the
greatest drug disasters our Nation has ever experienced. :

Last September, the diet drugs Pondimin and Redux were hastily
withdrawn after the FDA received evidence that an astonishing 31
percent of the people tested showed some evidence of damage to
their heart valves. Did the consumers notice? Could they judge for
themselves? They could not. Until it became very severe, the heart
damage had no symptoms. Did their doctors notice? They did not.
Pondimin was on the market for more than 20 years before two
alert medical workers in North Dakota spotted something sus-
picious.

What is the lesson, what is the first lesson of this drug debacle?
It not only takes systematic, scientific testing, but continuing sur-
veillance to discover serious adverse effects that may already, as
we speak, be harming millions of people. This is exactly why soci-
ety and this Congress has erected the safeguards that are now
being examined in this hearing.

Another aspect of this issue is much more difficult. Should people
with an advanced cancer or Parkinson’s disease have the right to
any treatment they choose? Some of these people might not live
long enough for the kind of druitesting that I believe is so impor-
tant to protecting the public. Should not they be entitled to take
any risks they choose? On the surface, I believe the case for indi-
vidual liberty seems compelling. However, another example will il-
lustrate the dark problems underlying this seemingly straight-
forward idea.

Suppose you are dying of cancer, and I offer you this ghoulish
shell game. In one of my hands, I have hidden a treatment that
might save your life. In the other hand is a quack treatment that’s
probably going to make you so sick you can’t get out of bed; it will
actually shorten your remaining days of life. And I'm giving you a
free choice here; pick which hand you want; go ahead. Pick. Do
some research. Check me out and see which hand you would like
to choose. This is not a meaningful choice. Without extensive drug
testing, we just can’t tell which hand holds the dangerous poison
and whi:h conceals the life-saving drug.

I want people to have choices, too, but they should be real choices
involving scientific data about how much harm and how much good
various treatment alternatives can be expected to achieve. We real-
ly have only one solution to the problem that is of concern to people
who have testified today. We need policies that will promote and
pay for more drug testing, not new loopholes that would endanger
the safety of millions of people. I agree with the testimony that
there are important alternative therapies that are falling through
the cracks of our system as we have designed it today, but I don’t
think the answer is to repeal the safeguards that are so important
to public health.

[The prepared statement of Mr. Moore follows:]
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Prepared Statement of Thomas J. Moore

Mr. Chairman, members of the comunittee.

The key issue today is an important one. Should consumers, especially those with a
serious or life threatening illness, have the right to any drug or alternative medicine even though
it has not been proven safe and effective and approved by the Food and Drug Administration?

Let me tell a story of what could happen if that were the case. In this age of media hype, it
is plausible that literally millions of Americans could be persuaded to take a pill every day that
they hoped would prevent cancer—especially if it included some natural ingredient or a vitamin,

Suppose that ong after millions of people were popping this cancer prevention pill,
proper, expensive randomized clinical trials were finally conducted to see if the hoped for benefits
in fact existed.

Now suppose that those clinical trials-the only real scientific evidence we have whether
drugs work or not-showed that these anti-cancer pills either didn’t work at all-or actually caused
lung cancer. Millions of Americans would be spending their hard earned money on a remedy that
at best was ineffective-and at worst could give them cancer.

Am I telling you a fanciful, alarmist story? This is a true story. It already happened-and
the treatment involved was beta-carotene supplement. Like so many new drug treatments, it
sounded promising but proved to be worthless or harmful when tested.' ?

Humans have dreamed of powerful medicines since the dawn of history. But for most of
the last seven thousand years consumers were mostly victims of hazardous, poisonous, or merely

unpleasant drugs. The era of modern beneficial drugs began only a few decades ago when society
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began to insist that drugs be tested for safety and efficacy in well controlled clinical investigations.
Real progress began only when we used randomized clinical trials to separate beneficial drugs
from those that were worthless or harmful,

This morning you have heard some dramatic stories from individuals who believe they
were greatly helped-perhaps saved--by a treatment that is not available in the United States. The
question therefore is should Americans have access to a medical treatment if there are individuals
who can personally testify that it is valuable?

The most simple test case would be a remedy for obesity. Here seems to be a treatment
every consumer can judge. Either you lose weight or you don’t. Suppose for our test case that
the FDA had approved the drugs—so they had been subject to at least modest levels of safety
testing. Should not then the consumer—and not government regulators or health authorities—be
the judge this treatment?

You all ought to know the answer to this question. This episode also happened, and the
result may turn out to be one of the greatest drug disasters that our nation has experienced. Last
September the diet drugs Pondimin and Redux were hastily withdrawn after the FDA received
evidence that an astonishing 3] percent of the people tested showed some evidence of damage to

34

their heart valves. At the time, more than 5 million Americans were taking these drugs.
Did the consumers notice? Could they judge for themselves? They could not. Until it

became very severe, the heart damage had no symptoms. Did their doctors notice? They did

not. Pondimin was on the market for more than 20 years before two alert medical workers in

North Dakota noticed something suspicious. What is the first lesson of the diet drug debacle?

Not only does it take systematic testing 10 discover whether drugs work, it also takes
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systematic scientific study to discover serious adverse effects that are potentially harming millions
of people. If we don’t have the proper safety system in place, people will be harmed for years or
decades. In their potential to harm millions of people there are few rivals for drug
treatments—whether they are mainstream prescription drugs or altemative remedies. This is
exactly why society has erected the safeguards now being examined in this hearing.

Another aspect of the issue today is more difficult. Should people with advanced cancer,
or Parkinsons Disease or full-blown AIDS have the right to any treatment they choose? Some of
these people might not live long enough for the kind of drug testing I believe so important to
protecting the public. Should they not be entitled to take any risks they choose?

On the surface, the case for individual liberty seems compeliing. However, another
example will illustrate the dark problems underlying this seemingly straightforward idea.

Suppose you are dying of cancer, and I offer you this ghoulish shell game. In one of my
hands, I have hidden a treatment that might save your life. In the other hand, is a quack medicine
that will make you so sick you can hardly get out of bed, and will hasten your death. 1 can give
you a free choice. But which hand holds the lifesaving drug? The left hand? Or the right hand?

This is not a meaningful choice. Without extensive drug testing we just can’t tell which
hand holds a dangerous poison, and which conceals the life saving drug. Without proper testing
even a potentially life saving treatment may be harmful if given in the wrong dose, or to the wrong
patients. I want people to have choices too. But they shouid be real choices, involving scientific

data about how much harm and good various treatment alternatives can be expected to achieve.

We have a only one proven solution. We need public policies to promote more drug
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testing, not still more new loopholes that could endanger the heath and safety of millions of
people.

Some may ask, “But aren’t people going denied a life-saving treatment for the several
years it takes for human testing and drug evaluation” My answer is that we don’t know that it is
a life-saving drug until it is tested. Even if proven life-saving, we can't truly hope to save lives
until we have done enough testing to know how to use it properly. The history of modern drug
treatment includes many cases of valuable drugs that proved ineffective or harmful because they
were used in the wrong patients, or at the wrong time in the progression of a disease. > © Unuil it
is tested, and we know how to use it, a drug cannot properly considered a life-saving treatment.

Alternative medicines pose special problems that deserve the attention of this committee.
They are falling between the cracks of the system we have devised to search for new medicines.
Large drug companies are expected to invest millions of dollars in the elaborate drug testing we
wisely require. In return they are granted patents that are so lucrative that a single blockbuster
drug can sustain an entire multinational pharmaceutical giant. This system has provided many
beneficial medicines, but at a price. Only large firms can afford the extensive testing required by
law. Large organizations tend to follow conventional thinking; daring innovators ofien work
alone or in small firms. It is certainly possible there are neglected therapies that involve common
molecules or natural ingredients that cannot be readily patented. Also there may be promising
scientific avenues of advance that were ignored or abandoned by mainstream medical research and
its partners in the pharmaceutical industry. The tiny office in the National Institutes of Health
devoted to alternative therapies doesn’t have even a fraction of the resources needed to

investigate the most promising leads.
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What is needed is money and a structure to target research and assign priorities. The
funds could be come from general tax receipts—as do the funds for the National Institutes of
Health. Or the research could be financed by a small tax paid by industry. I believe that
consumers would be willing to pay an extra amount to insure they got a product that might
benefit their health rather than harming it. The policy problem is to figure out how to get the
necessary scientific testing done. The solution is not to expose more Americans to untested and
possibly ineffective or harmful compounds.

Finally, I would like to address the issue of the FDA and experimental cancer treatments.
My main concern is that there is already too much experimental treatment of cancer patients--
rather than not enough.

A survey by the General Accounting Office showed that 23 percent of all cancer patients
receive an experimental treatment; another GAO study estimated that about 56 percent of cancer
patients receive a drug for off-label use—which can be considered quasi-experimental use of an
approved drug.” * Despite the billions we spend on research and treaiment, the mortality rate
from cancer is higher today than it was in 1970, despite dramatic declines in most other major
causes of death. ° The use of so much experimental treatment may be one important reason we
have had such disappointing resufts. Does the U.S Congress want to expose more patients (o
experimental cancer agents without the safeguards required for formal National Cancer Institute
protocols or human drug testing studies under FDA supervision?

Finally, some people seem to believe that heartless FDA bureaucrats are somehow keeping
valuable drugs away from people in life or death situations. I have published articles and books

filled with criticism of the FDA, detailing many failings and numerous ways it could do a better
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job. "' But I also am here to testify that after 20 years in Washington I have not found a group
of more capable public servants more sincerely dedicated to protecting the American public. By
the large, they work at a thankless task under very difficult circumstances, and I for one, have
great respect for their efforts.

In conclusion, I believe the central issue before the committee today is not access to
treatment, but assuring that the proper and necessary drug testing is conducted to insure that both
mainstream medical therapies and alternative medicines help rather than harm people. That is
easier said than done. But with sound public policies, we can move towards this goal. However,
if Congress abandons the essential safeguards of drug testing, there is no limit to the harm that

may occur.
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Mr. BURTON. Thank you. Mr. Moore, there’s going to be a half
a million people die of cancer this year. That’s statistics. It’s accu-
rate, I think, and you can see that year after year, and we had a
graph to show that pretty clearly on the screen.

You held your hands up with two different alternatives. One was
quack therapy and one was one that might work. Those half mil-
lion people who are terminally ill and have been given no hope,
shouldn’t they have a right to choose or should they just die?

Mr. MOORE. I believe that the job of the Congress is to pursue
policies that will create meaningful choices. A meaningful choice is
not to embrace desperately a treatment about which little is
known. Even if 5 years from now that treatment proves to be bene-
ficial, but it was in the wrong news, that won't help anyone.

Mr. BURTON. Have you read the bill that we’re talking about?

Mr. MOORE. Yes.

Mr. BURTON. Have you?

Mr. MOORE. Yes.

Mr. BURTON. And you take issue with that bill?

Mr. MOORE. The bill, as I read it, would basically make FDA ap-
proval essentially optional as long as the patient was notified, and
second, the only bar on unapproved treatments would be advertis-
ing and marketing, but in a media era one national TV show would
q}t:ickly bring these treatments to expose thousands of people to
them.

Mr. BURTON. I want to tell you something you may not have
heard before. You may not have been here; I'm not sure; I didn't
see you in the audience.

But there was a fellow who was, when I was a State legislator,
who was a leading medical authority who later became a leading
medical authority in the whole United States of America, and he
fought a number of pieces of legislation in the Indiana General As-
sembly and vetoed them. He was overridden, incidentally. And he
later, after he fought anything that was not approved by the AMA
and the conventional treatment that was approved by FDA, his
wife developed cancer, and he used drugs that were not approved
or legal, and it was because—and I don’t criticize him for it because
it was his loved one who was dying—because there was no hope,
and hg wanted to try to save her life. Do you think that was
wrong?

Mr. MOORE. What I think would be wrong would be to legally au-
thorize practitioners and organizations to prey on the desperate
hopes of dying people by holding forth some treatment with a plau-
sible hope on the surface, but that hadn’t been tested. What if that
person had 10 treatments to try and each one cost $10,000? That’s
the kind of world this bill might create.

Mr. BURTON. No, I understand what you're saying, but when
there’s no hope, and the FDA shuts off every avenue to people—
and we've had some witnesses here today who have had those ave-
nues shut off—it’s pretty inhumane.

I want to ask you another question, though, because you and I
don’t need to get into a long dialog and debate. I think you know
how I feel, and I know how you feel.

In your book, “Deadly Medicine,” you talk about the National In-
stitutes of Health and the FDA as bureaucratic institutions that



181

are infested with vicious politics and are greatly influenced by big
money medical lobbies. In fact, your book talks about a drug re-
leased by FDA because they were pressured by physician groups,
and this drug killed a lot of innocent people. This is your book. Yet,
today, you're here to tell us that the FDA should be trusted to over-
see the testing of all pharmaceuticals and that they have the best
interests of the American people at heart. I don’t understand that
difference. Can you reconcile that for me?

Mr. MoOORE. Well, certainly, and I would expand it, because I'm
publishing a new book that’s filled with even more criticism of the
FDA.

Mr. BURTON. Oh, really?

Mr. MOORE. Yes.

Mr. BURTON. I'll look at that with interest.

Mr. MOORE. But, in fact, I have probably written more pages of
criticism of the FDA—now that may not be true—than anybody in
this room, but I am a prominent critic of the FDA and its short-
comings. That does not mean, however, for a minute that I don’t
find that its personnel are well-trained, sincere, and dedicated; that
I don’t believe that FDA—it also means that I believe they work
very hard and conscientiously to do a very difficult job making tor-
turous choices. Mistakes get made——

Mr. BURTON. I understand.

Mr. MOORE [continuing]. And very serious ones get made.

Mr. BURTON. My wife, you may have heard, had breast cancer,
and she was in a program that I read about in a national publica-
tion, and there are 70-some women in that, and many had been ad-
judged terminally ill, and they went into the program and their
lives have been extended, at least in their minds, for a long period
of time. It's an immune-stimulating therapy. The FDA shut that
down arbitrarily and left these women without hope. We were able
to get it reopened through some discussions, some information
being given to the FDA.

But it was a program that was proven to be somewhat effective,
and it gave them hope. And, yet, arbitrarily, they shut it down be-
cause we had asked them to expand it to include other people, and
they said, oh, my gosh, there’s several things they have not yet
complied with, and so we’re going to shut the program down.

What do you think about that?

Mr. MOORE. Well, not only do I think it could have happened, I
have chronicled many other mistakes that have occurred, many
which involve thousands of lives. You felt one was at stake. So I'm
not here to say that we have an agency that is shining perfection.
What we have done is to create a set of guidelines, and most of
those guidelines and laws make quite good sense, and we need to
find better ways to make them work better.

Mr. BURTON. Well, let me finish my time. Have you ever held a
position at the National Cancer Institute?

Mr. MOORE. No.

Mr. BURTON. The Food and Drug Administration?

Mr. MOORE. No.

1\;[11‘; BURTON. Have you ever taken part in conducting any clinical
trial?

Mr. MOORE. No,
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Mr. BurTON. OK. Mr. Souder.

Mr. SOUDER. I know it’s a little difficult; Mr. Moore’s represent-
ing kind of one side, and all the other witnesses have been the
other. Having been in the minority as a staff person, not as a Mem-
ber of Congress, and us used to having one or two witnesses under
that pressure, I appreciate the difficulty, and I think it adds to the
debate to have two different viewpoints with this. It’'s one that I
find intriguing.

I wanted to ask some followup questions, because to me there
seem to be some differences in how serious an illness a patient has,
obviously, and second, whether there’s been any preliminary re-
search on the drug, and whether it’'s a controlled experiment,
where there is some knowledge of the patient, versus something
that we have no idea what’s going to happen with it.

In that process, one of my—because I've talked to a number of
drug companies who have said that they have dropped research on
certain AIDS drugs because of the prolonged cost versus the small-
ness of the market, and that part of the problem here is that, while
I see some merit to the research, in some of these highest-risk dis-
eases that cost of the research may be prohibitive from even get-
ting an extended experiment.

Maybe I could start with Dr. Simone, with your background, and
then anybody else who wants to comment on it, too. How much of
a problem is this, and how much of it could be solved by expanding
the eligibility of those in controlled tests versus just going mass
market?

1, too, believe that there’s probably not a parent or a husband or
a wife of a patient who, if they had to fund whatever cost it was
to have the hope of extending the life of their child or spouse,
wouldn’t do it, even if that was a false promise and bankrupted
and affected the rest of the family for the rest of their lives. So we
do have, I believe, some responsibility to work through this. On the
other hand, it seems kind of perverse to say, “but you don't have
that option,” if you want to take it. Is there some room in between
here to maneuver?

Dr. SIMONE. Yes, I think there is a lot of room in between. One
of the things that Dr. Moss mentioned was the POMES convention
that we had a few months ago, and I think we can work through
that. Scientific guidelines need to be met, not anecdotes. Anecdotes
are fine to give us the springboard to scientific guidelines, but more
appropriate, when a pharmaceutical company decides what area to
look at for drug development and research, they look at areas that
there are lots of people involved per year. There’s 1.2 million people
per year of cancer, a little more for cardiac disease, a little less for
pulmonary disease. So they look at the places where there are lots
of numbers for people to have drugs, because the investment varies
anywhere from $100 million to $500 million per drug to come out
on the market, depending on what you read and what sources you
look at. So they want to make sure they are going to get that in-
vestment back. So that do that.

For instance, very few drug companies ever look at any tropical
medicine illnesses. It doesn't involve us, but there’s also not a big
market in the tropical areas for them to do any issues about.
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So I think that’s what they do. They look at the issue of numbers
of people—it’s a numbers game—how many people are out there
that are going to have this illness, and how can we recoup our
R&D investments.

Mr. SOUDER. Are the drugs involved in most of these cases very
expensive or is it the research that’s expensive?

Dr. SIMONE. I think it’s a combination of the research, but also
the process of getting the drug ushered and shepherded through
the FDA issues.

I got an IND, to give you my own personal experience, I got an
IND, which is an investigational new drug approval, permission
from the FDA. It took some help from some key people in the Sen-
ate to do that. Without that help, it would have cost at least 2
years and many, many, many dollars. Essentially, I got mine
through in about 7 or 8 months.

So if you have help, people who are looking after you, I think it
can help. But, otherwise, if you have to hire the attorneys, hire the
geople within ‘as agents for you at the FDA, not mrt of the FDA

ut as agents to work through the FDA, if you have to hire all
those people and work through all those groups, it costs a great
deal of money to do that.

Mr. SOUDER. Dr. Eggers, you've talked about your particular
case. I wondered if you coulcf' talk a little bit about the question
and some followup to Dr. Simone, and also you've stated that they
had cited you for incorrect patient consent forms. I assume there
were some things that were more substantive that, too. Could you
give me some idea of other types of things?

Dr. EGGERS. Well, there have been endless, endless discussions
of technical questions. You see, from my point of view, the problem
with dealing with the individual bureaucrats is that no one looks
at the individual case. From the point of view of most of the people
who wrote the letters in my case that I dealt with, they have been
people who were either nurses or people with pharmacy training,
although I had some access to M.D.’s and Ph.D’s. Basically, it’s the
job of the individual bureaucrat to document your deficiencies.
That’s the job of that person, and that’s how they do a good job.
Likewise, when the enforcement people get involved, it’s their job
to try to send people to jail. That’s how that bureaucrat advances
his or her career.

So I think it's inherent in human nature that bureaucrats are
really going to do things which delay the whole process, and I don't
see that tinkering with the system is going to change it.

Also, the process, obviously, is very difficult for an individual at
a university without the money of a drug company to deal with the
FDA. And if you're talking about an alternative medicine which is
nonpatentable, no one in the world is ever going to bring that be-
fore the FDA to ever be tested.

Mr. MooORE. Could I just speak to the drug testing issue, because
I think he makes a very important point? Things that cannot be
patented under our present system are unlikely to ever be tested,
and therefore, may not become available. It includes treatments
today that literally millions of people are probably taking. I would
urge that the committee consider some alternative methods for
funding the kind of drug testing that needs to be done. It’s not only
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alternative therapies. Long-term testing of mainstream drugs is
usually not done because it is not found profitable or is too costly
for drug companies to undertake. So we have very important unan-
swered questions about drugs, approved drugs that millions of peo-
ple are taking.

But a very small charge on every prescription and nutritional
supplement and natural remedy, on the order of 1 to 4 percent,
would probably pay for most of the testing that needs to be done.
I believe that trying to arrange a method to do the testing is a
much better solution for the public over the long run than just say-
ing, because it’s difficult or too expensive, let’s just forget about it.

Mr. SOUDER. In Mr. Shays’ subcommittee of this committee, one
of the more fascinating hearings I've ever sat through, which I
didn’t think was going to be fascinating when we started, was on
the second use of drugs. It’s clear that one of the primary funding
mechanisms that any drug company is going to calculate in any-
thing they develop is what are the second and third uses that phy-
sicians are goinF to do, individuals are going to pass through, par-
ticularly in children’s medicine. It’s an area that’s just floating
around out there, that nobody really knows quite what to do with,
because the danger is that, if we do too much of that testing, we
then drive out the second use of drugs or make it prohibitive to get
at the first use.

Dr. Moss. Not all of the things that we're discussing here are
drugs, and some of them are mind/body techniques; some of them
are electromagnetic techniques; or herbs that are traditionally in
use for millennia. I think that the Congress set up the Office of Al-
ternative Medicine at NIH in order to carry out this sort of testing.
Having served for almost 5 years as an advisor to the OAM, I'm
deeply disappointed in the failure of OAM to carry out these tests.
I think Dr. Simone has worked with the OAM and worked with me
on many of these things, and he can testify to this.

The problem, as I see it, does not lie with the OAM. I think there
is an entrenched cancer establishment in this country that does not
want to see a fair evaluation of a lot of these alternative treat-
ments, and I think there is an economic motivation because the
Food and Drug Administration, the National Cancer Institute, the
NIH are economically linked to the pharmaceutical companies that
have no interest, and to put it mildly, they have no interest in an
herbal treatment that would be extremely inexpensive.

I would fault the manufacturer of the herbs as well, and I have
said this many times in public in their presence. You take an herb-
al mixture like Essiac tea, which is composed of four different
herbs, they probably make about somewhere between $8 and $15
million a year, in various formulations selling this tea. There’s
never yet been a single study done on Essiac tea. One very small,
flawed study in 1977 at Sloan-Kettering Institute, but aside from
that, they haven't put one nickel into the testing of these treat-
ments. I would like to see some mechanism brought to bear on the
purveyors of alternative treatments that, either with moral suasion
or through law, requires them to kick back some of the profits that
they make to doing these kinds of studies.

But I think Congress has to intervene at this point into this situ-
ation over there at NIH and OAM, and look into this, and make
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sure that they get this process rolling. I agree with Tom Moore
that, in the end, it’s only good science that’s going to answer the
pressing, burning question, which is: What works and what doesn’t
work? I mean, I differ from Mr. Moore in that I think side by side
with this we have to liberalize and open up the process by which
patients have access to nonconventional treatment. I think that’s
only humane, because when it’s you and it's your family, you want
ami' you need, and you have to have, choices. If you illegalize those,
those avenues, people are going to go ahead and do it anyway, but
they’re tioing to have to flee the country in order to do it.

But the essence of it is, let’s get that testing process going over
there at NIH. Let’s break this logjam, so that we really can get the
kind of data that we need to make informed choices.

Dr. SIMONE. I have a real quick comment, if I may. Chairman
Burton mentioned this morning helicobacter pylori, a bacteria that
causes stomach ulcers. The only way to treat it properly is to use
a few dollars’ worth of antibiotics and bismuth. I-?owever, the drug
companies, because they've invested lots of R&D dollars and lots of
money upfront with these other antacid medications, continue to
persuade the public that on advertising, television advertising, that
that’'s what you need if you have stomach indigestion. You see
tﬁese advertisements all the time. I think there might be a role for
that.

We know that it’s a very inexpensive treatment to cure ulcer dis-
ease, and by the way, this same bacteria causes stomach cancer.
So we have another prevention there. Most doctors don’t know
about it, even today after about 15 years in the literature, they
simply continue prescribing these antacids and these very expen-
sive antacid é)ills. That’s one point.

The second point is, apropos the herbal medicines, we know that
saw palmetto, a very inexpensive herb, went head-to-head with cer-
tain studies in the urological literature for prostate problems with
the existing medications used for prostate problems, and it came
out equal to, if not more effective than, the prescribed medicines.
So in their own literature, in the urological literature, they talk
about saw palmetto as being efficacious and equal to the prescribed
medications, but very few of the urological doctors prescribe it or
recommend it. So we have those issues as well.

Mr. BURTON. Do you think, Mr. Moss—Dr. Moss, is it?

Dr. Moss. I have a Ph.D. So either one is fine,

Mr. BURTON. We'll call you “Dr. Moss”; a Ph.D. is hard to get.

Do you think this POMES study or issue would solve a lot of the
problems, if we could get that on track?

Dr. Moss. Well, you know, we've had a history of many, many
years of contention between proponents of alternative treatments
and the cancer establishment over the efficacy and safety of dif-
ferent treatments. We had the Krebiozen controversy in the fifties
and the sixties. We had the Laetrile controversy, hydrozine sulfate,
vitamin C, Burzynski—these are the main ones. In each case, ini-
tially, the National Cancer Institute refused to carry out any test-
ing on these things, saying they were beneath contempt, and it was
generally the Congress that forced them to seriously start to look
at these things. But in every case that they carried them out—and
we could go into the details on this—there was at the end of the
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dispute more acrimony, more questions, more disbelief in the sys-
temn than there was when they went into it. People have very
strong feelings one way or the other who'’s fault this was.

What POMES has proposed is the establishment of an oversight
board, and the oversight board would contain people like chairmen
of departments at Memorial Sloan-Kettering, like heads of com-
prehensive cancer centers, as well as patients and informed con-
sumers, journalists, whatever. I mean there would be a broad spec-
trum of people on that panel, all of whom were distinguished by
their knowledge of the disease and by their fairness and their non-
commercial involvement, if you will, with the treatments that are
being discussed.

This would be a kind of arbitration panel and oversight commit-
tee, so that as the protocols are being set up for the testing of a
new treatment, and as the clinical trials unwind, if either side has
a complaint with the behavior of the other side, then they can
bring that problem to the oversight board.

So, for instance—and TI’ll give you a very quick instance—in the
course of trying to do a clinical trial on Burzynski’s medicines with
brain cancer, the people at the NCI and the FDA and Memorial
Sloan-Kettering decided that not enough people were being admit-
ted into the trial. So they changed the protocol midstream. They
felt that they were doing this because they could recruit more peo-
ple into the trials. So it actually was for the benefit of the trial.
But you could see how, from Dr. Burzynski's point of view, to
change the protocol is to change the terms under which he had
agreed to participate. He felt that the patients would no longer re-
spond because they were using people with lower performance
scores and more complicated and difficult tumors. He said, to me
at least, that he could devise a protocol that could treat these more
advanced patients, but the protocol he had agreed upon was not it.
NCI went ahead with this, and he objected, and then they canceled
the test, saying he was uncooperative.

Now that situation would not have occurred if an impartial,
broadly based oversight board existed, because NCI would have
had to come to the oversight board and say, here’s our problem: not
enough people. We want to change the protocol. And Burzynski
could come to the oversight board and it could be hashed out in
that way, instead of the arbitrariness of the way in which it’s done
now.

Many times it looks as of NCI wants to be the judge, jury, and
executioner of the nonconventional treatments, and that’s the situ-
ation that has to stop. So that’s the core——

Mr. BURTON. We will ask the people at FDA and NIH about the
POMES program——

Dr. Moss. Thank you.

Mr. BURTON [continuing]. And see if we can’t get that on track.

One more thing, Mr. Moss, and if you’d keep your comments as
brief as possible——

Dr. Moss. OK, sorry.

Mr. BURTON. You had a story about Laetrile. My colleague, Mr.
Waxman, made some comments about that, and a lot of people
have said that that was just a crazy product that really had no ef-
fect, although in Indiana when we had hearings on that years ago,
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we had hundreds and hundreds of cancer patients that came for-
ward and said it did have some helpful effects.

Dr. Moss. My involvement with this field started in 1974. I was
the science writer, hired as a science writer, and then later assist-
ant director of public affairs at Memorial Sloan-Kettering Cancer
Center, and we were carrying out very extensive studies on
Laetrile in animals, and those studies at Memorial Sloan-Kettering
largely were positive in nature; that is to say, Laetrile quite dra-
matically stopped the spread of cancer in experimental animals.

I, as the assistant director of the public affairs department, was
told to tell the public the opposite, that Laetrile was totally ineffec-
tive. This was the party line, and I was told to put that out. To
make a long story short, after almost 4 years of this, I got up at
a press conference and said that, “I cannot do this in good con-
scious,” and was fired on the next day for, as they put it in the
New York Times, “failing to carry out his most basic job respon-
gibility,” which was to lie on behalf of your boss, if your boss tells
you to lie. So——

Mr. BURTON. So the tests at Sloan-Kettering on this particular
substance——

Dr. Moss. Yes.

Mr. BURTON [continuing]. In laboratory animals proved that
Laetrile did have a positive impact on some cancers?

Dr. Moss. Well, it was an animal model, in that in three dif-
ferent animal systems, especially in one breast cancer model, there
was a dramatic reduction in the——

Mr. BURTON. Why was that the case? Why did Sloan-Kettering,
a leading cancer institution, why would they condone misleading
the public like that? '

Dr. Moss. Well, up until 1975—1974-1975—they were very, very
excited and enthusiastic about Laetrile, and the top leaders of the
center came to Washington in 1974, made a very strong presen-
tation on behalf of Laetrile, and basically, between that time and
the time they came back in 1975, a lot of pressure was brought to
bear on them to change their mind about this.

Mr. BURTON. Was it pharmaceutical companies or——

Dr. Moss. Not directly. The pressure came from the FDA, the
American Cancer Society at that time, the National Cancer Insti-
tute, although there was ambivalence at National Cancer Institute,
and Dr. Dean Burk, who was one of the founders of NCI, shared
the views of the Sloan-Kettering scientists. But I saw them change
their minds as they realized that this was getting so hot on a per-
sonal level. As one of the officials said, “I don’t want to die on the
barracks for Laetrile. It's not a cure for cancer. It’s only a pallia-
tive.” And he didn’t want to give up his career, which is what it
would have meant, essentially. I've covered this, by the way, very
exlt.ensively in my book, “The Cancer Industry,” talked about this
a lot. T

Mr. BURTON. How much is it? I might buy a copy. [Laughter.]

Dr. Moss. For you, nothing. [Laughter.]

Mr. BURTON. No. Can we accept books? I don’t know whether we
can or not. We can’t accept some books.

Do you have any more questions?
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Mr. SOUDER. I want to make one additional comment for the
record, because—and I think it’s an important warning for every-
body with this as to how Members of Congress react to this issue,
and that is that, many of us want to be as receptive as possible
to giving people options, but we also want to be cautious in some
areas.

I remember a number of years ago when I worked as Republican
Staff Director of the Children and Family Committee, and we were
holding some hearings with some Indian tribes, and one of the
leaders of the Utes was arguing that our health funds that go to
their tribe should be able to be used for Indian medicine men, be-
cause he said their cure rate is as effective as hospitals because so
much is psychosomatic, because a lot of people catch other disease
in hospitals. There it became extra complicated, because once you
give it to an Indian tribe, the people in some of those Indian tribes
didn’t want to go to the medicine man; they wanted to go to a hos-
pital. But these questions come up in many parts of our health
?olicies, and there’s not a lot of basic public support at this point
or necessarily giving somebody’s tax money to an Indian medicine
man as opposed to a hospital.

A second element with this is that we’re having a huge national
debate, which I believe is inappropriate, about the so-called medici-
nal use of marijuana, where you have a component in marijuana
that can have some impact, but that, in fact, it has other public
policy implications, and in fact, can be used by people who want
to get in the public policy debate as a backdoor way to change drug
laws in this country. That is a huge issue that’s going to be devel-
oping and get hot in this debate.

Like I say, many of us who are receptive to trying to broaden
this and to make sure there’s a scientific base also want to make
sure that we’re not just opening the door toward every t, of ex-
periment funded by the taxpayers of somebody who says they have
some kind of instant solution. It’s got to be a scientific-oriented-
type thing, as much as possible controlled, because we already have
enough budget problems without chasing everything that comes up,
and getting into other public policy areas that inevitably cross this

issue.
© Mr. EMORD. May I speak to the safety point?

Mr. SOUDER. Yes.

Mr. EMORD. I think it's an extraordinarily naive assumption that
the Food and Drug Administration is the source of protection for
the health of the American people, as if it is exclusively the only
source for that protection. The protection, in fact, is extraordinary
at the State level. The real situation here is a patient who is termi-
nally ill, seriously ill, going to their physician, receiving conven-
tional treatments that, unfortunately, fgil in the case of cancer, and
then looking for an alternative. In the first instance, the person
who has the disease is extremely self-interested. They want to do
what’s best for themselves, and they would take a drug if it would
cure them, but it won’t. So they’re cautious.

Now the argument that they throw caution to the wind has been
made, and I think in some instances some people may do that if
they’re desperate. But the point is they can’t act alone. What do
they do? They go see the physician. The physician’s under the State
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medical board. He has to meet his standard-of-care requirement in
order to be licensed and to function. He pursues his best interest.
If he can’t protect himself from being charged with not meeting the
standard of care, he’ll be out of business, and the medical boards
are very effective in doing that, all too effective in certain in-
stances.

Now that doctor protects the patient and provides a safety net
for the patient. Then if we're talking about an experimental drug,
the physician is going to the manufacturer or to the clinical inves-
tigator and asking that person to evaluate the patient’s chart and
determine whether or not they should be a candidate, either for an
emergency exception or what have you. They, then, conduct an
evaluation. What pressure is there? Well, they have to worry about
being sued if they were to give it in a circumstance that would be
grossly negligent. They have to worry about the Food and Drug Ad-
ministration second-guessing their judgment and questioning them
about the propriety of their judgment somewhere along the line.
They also have to worry about the results of their clinical trial and
whether or not this will prejudice those results.

Now there are disincentives in the current system that are pro-
found and that prevent these drugs from reaching people who seri-
ously need it. The clinical investigator or the sponsor of the drug
has to worry about the fact that the FDA will take any information
from an emergency patient who gets the drug outside of the proto-
col and use that in determining efficacy. And what does that do?
That creates a huge disincentive for the company or the clinical
sponsor, because they don’t want to lose control. They want to have
the precise patients who meet the criteria of the protocol being the
only ones, because all the millions that they’ve spent on drug devel-
opment will rest in the FDA’s determination in the end.

So, to make a long story short, the safeguards are there. You've
got doctors who are protecting patients, and they do this on a day-
to-day basis, not with experimental drugs; 80 f)ercent, 70 to 80 per-
cent of approved drugs are used for off-label indications—experi-
mental indications. We have that happening right now.

So the question is, why are people not dying right and left from
doctors giving out drugs? The reason is that the primary safety is
not the FDA, which very rarely interferes with the doctor’s prac-
tice; it is the doctor. When you have a desperate situation, when
you have a person who's terminally or seriously ill, and they need
an alternative, they need an alternative today; they can’t wait until
the completion of clinical trials. They need an alternative. If that
alternative is comparatively safe, in the judgment of the profes-
sional who is caring for that patients, then if the Federal Govern-
ment stands in the way of that patient getting that treatment, it
is an outrage. You're denying that person. If tomorrow the cure is
substantiated, but today it’s not, and in the professional judgment
of that physician, who knows the clinical history of that patient,
knows it better than anybody else, that that patient should be
given that alternative, then wiy should we have the FDA serve as
a super-M.D.?

And the FDA, by the way, in making these judgments, has
maybe two or three pages of information about the patient. They
make that judgment in a couple of hours. They might hand it off
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for professional review, but within 24 hours usually they’re making
this judgment. They’re oncologists, some of them; they’re not spe-
cifically trained in that cancer. They’re not scientists who under-
stand the specific drug interaction, the specific cancer that's in
issue. They’re not experts. They’re doctors. They’re not scientific ex-
perts, and we are letting them make the judgment about life-or-
death issues.

Better to leave it with the doctor who’s studying that for year
after year after year, struggling with the patient’s life, trying to
make a determination. We shouldn’t let someone in Washington
second-guess the professional judgment of oncologists, hema-
tologists in the field, trying desperately to make a judgment to
keep someone alive. It seems to me to be an outrageous scenario
when we allow that to happen.

Mr. BURTON. [ yield to Mr. Mica, but before that, Mr. Moss, you
can make a brief response.

Dr. Moss. If I could, I’'d like to make a brief comment about
quackery.

Mr. BURTON. Any of you on the panel that want to respond is
fine. There’s not that many of us here, and Mr. Mica will be with
us.

Dr. Moss. A couple of the Congresspeople brought up the issue
of quackery, and whether the Access to Medical Treatment Act
would encourage quackery. I do think that quackery exists in the
cancer field, and it is a problem, although I think oftentimes it’s
exaggerated as a problem, but I do see treatments for which there
is virtually no substantiation and little rationale, and that are mar-
keted, heavily marketed, in unethical ways that oftentimes cost a
lot of money for people. They’re probably throwing out their money.
So it is a problem.

But my feeling is that the intransigence of the medical establish-
ment toward alternative treatments is what creates a fertile cli-
mate for quackery; that the more treatments that are brought into
the mainstream, the more options that people have, the less likeli-
hood it is that people are going to turn to these so-called quack
treatments, and that is because they will have a chance to have
choices when they've been given a diagnosis of terminal cancer, for
instance, that otherwise they would have to go to Mexico or some
other country to get.

I think also the intransigence of the medical establishment, the
cancer establishment, gives credence to the idea that there is a sin-
gle suppressed cure for cancer that you can only get down in the
Dominican Republic or some other place, and that, therefore, it's all
a conspiracy against the patient.

If we can break through and allow some of the treatments that
are used in countries like Germany or Japan to be done in a clini-
cal setting here in the United States at good medical centers, as
experimental treatments, then I think we cut the ground out from
under the wholeN}) enomenon of cancer quackery.

Mr. BURTON. Mr. Mica.

Mr. MicA. Thank you, Mr. Chairman. I had a couple of questions
for Mr. Emord.

I guess you're an attorney who has specialized in representing
patients who are trying to get access to investigational drugs, and
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you've had experience, specific experiences, in that regard. You're
familiar with the FDA Modernization Act and how it approaches
resolving some of the problems you've seen. Where are its strengths
and weaknesses, or how woulcf you approach this as an attorney
recommending us in drafting legislation to deal with the problems
you've seen?

Mr. EMORD. Well, thank you for that question. The FDA Mod-
ernization Act, section 561, is the provision that purports to expand
access to alternative therapies—drugs and medical devices. There
is, in fact, no significant, substantive change from existing law and
this codification. Why is that?

The present disincentives for a drug company or clinical inves-
tigator to supply a drug on an experimental basis are unchanged
by this law. What are those? The clinical investigator or the spon- -
sor of a drug puts together the patient group for the protocol and -
the protocol design to maximize the chance that the FDA will ap-
prove the drug. The FDA takes into account all information on
treatment, including that which occurs as a result of an emergency
use. So long as that emergency use information is made a part of
the evaluation of efficacy, drug companies will fear supplying the
information because they have patterned—they have done their
studies and research on specific patients who meet certain design
criteria and not the other ones.

In addition, they're regulatees, and they fear offending the FDA.
They fear offending the scientists on the staff of the FDA. The
don’t want to do anything that can jeopardize the millions invested.
This doesn’t affect that at all.

What would affect it is if we said, in every instance where an ex-
perimental use of a drug is to take place, that the sponsor of the
drug or the investigator need only receive, for example, from the
patient, or the patient’s physician actually, an informed consent
that says, look, I as a doctor, I've informed the patient of the avail-
able conventional alternatives; the patient has exhausted those al-
ternatives or has refused to take them, for whatever reason; an ex-
perimental alternative seems appropriate to me as a professional;
I recommend your drug.

This informed consent, with known risks and benefits of the con-
ventional treatment that would have to be explained, could go to
the clinical investigator sponsor; they could then immediately send
the drug and notify the FDA that they had done so, but that infor-
mation on the treatment used would not go into the efficacy deter-
mination. Now that would ensure more availability to drugs.

The second disincentive: economic disincentive. Currently, a com-
pany that’s invested massive sums of money can’t recoup that in-
vestment until after the drug is approved, basically. Nevertheless,
if there are large numbers of peopl% who physicians think should
have access to this experimental drug, they can’t afford to make
these drugs available over a long period of time because of the ex-
traordinary cost. They've got to be able to recoup some of that
money back.

So if we allowed payments to go to the companies for those
drugs, it would ensure that they could be made available. If we
Koluld allow them to recoup some of the profit potential, that would

elp.
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The third thing is the FDA’s final say-so here. The FDA, in the
section 561, maintains the final say-so, just as it does currently.
They can say no. If a physician seeks to use an IND or an emer-
gency exemption or a treatment IND, the Secretary of HHS, and
by delegation the FDA Commissioner, will second-guess that judg-
ment, has the right to second-guess that judgment. We've got to get
the FDA out of the business of second-guessing clinical judgments.

We all fear fraud. I just as much as anybody else do not want
to see patients taken advantage of. But we have a Department of
Justice that prosecutes fraud and that uses specific criteria to de-
termine the presence of fraud. We have States’ attorneys general
that do the same thing. In this area where we don’t have scientific
certainty, this is all experimental.

Dr. Simone has told you that approved drugs don’t work for can-
cer. They're experimental. In this experimental area we have to
allow people access, and if we have a charlatan out there who’s
selling something that does not work and is profiteering off of it,
we have the Department of Justice and others who can prosecute.

Notice this one thing: The present system, I would argue, ex-
pands fraud, actually promotes it. Why? Because the FDA has so
narrowly prevented physicians from getting access to experimental
drugs; they tell the patient there’s nothinil can do for you. What
does the patient then do? The patient, who doesn’t have any sci-
entific background usually, will go and try anything they can get
their hands on to see if it will work. So theyre duped by frauds
who prey upon them.

If we would, instead of doing this, allow the system where you
go to the clinical investigator, you go to the sponsor of the drug,
you have the physician say, “I think he needs this drug”; you let
the drug be given to them, and you cut it out of the approval proc-
ess. Then you're going to have a situation where fraud is dramati-
cally decreased, because people will not be as vulnerable.

Mr. MicaA. Well, you've taken some time and explained your re-
smse. So you're saf'ing that section 561 basically is not any
change from existing law, that you’re recommending that we allow
an informed consent process. I s‘uess we do that to a degree. I think
my wife had an operation, and I signed some papers, or she did,
and they did this procedure dozens of other times—or thousands of
other times—but they still tell you that there may be risk. So in-
formed consent is missing from—or this level is missing and is
needed, you think something of that nature.

Then you said payment to drug companies, and you had a third
recommendation.

Mr. EMORD. The third one would be the disincentive on——

Mr. Mica. Right.

Mr. EMORD [continuing]. That the clinical trial data that would
come from an emergency use or an experimental use would not go
to the FDA.

Mr. Mica. Well, I have a couple of questions, if I may, Mr. Chair-

« man. How’s our time? Do I have time to proceed?

Mr. BURTON. Yes, go ahead.

Mr. MicA. Thank you.

I don’t know if I've seen a specific legislative proposal that would
alter this, and maybe you have that that you can provide the com-
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mittee. I don’t know that much about the process, but I'm con-
cerned that we just allow anyone to have the ability to say sign an
informed consent. I'm wondering if there is some level on which
FDA does look at these drugs or these treatments. Right now the
problem seems to be getting past all of the trial and approval time,
where we’ve seen some initial results that seem to be promising
and where you have someone in a cancer or terminal situation or
ready to grasp it, and anything and everything else is excluded. Is
it possible to have some level of approval by FDA to where this in-
formed consent kicks in?

Mr. EMORD. Well, I think that so long as we are talking about
existing clinical trials that the FDA is supervising, getting patients
to have access to that is what we’re talking about. The FDA, re-
member now, has basic control over the existence of the clinical
trial. Now this doesn’t solve the entire problem because the FDA
does not allow some drugs to go into the clinical trial process, and
that’s a separate problem. But taking the universe of drugs in clini-
cal trials, and most of the drugs we've heard from today are in
those clinical trials, so that all we're talking about is giving one
more person that drug on a doctor’s recommendation with informed
consent. There are people already taking it. If it was a hazard to
health, the FDA would shut the thing down, and they have the
power to do so. So there’s your safeguard.

Mr. MicA. Well, then, the other question that I have is, in pay-
ment to drug companies, are you talqking about the individual seek-
ing the treatment paying the drug company?

Mr. EMORD. Well, yes.

Mr. MicA. The other problem you have is folks who are terminal,
who want this experimental drug treatment, are willing to pay
anything, and now we do force them into going to Mexico or some
bizarre treatment that is off, totally off the charts. The most expen-
sive time to develop a drug is probably in its experimental use ver-
sus when it’s marketable, because then you have a much broader
area. What's to prevent the drug companies from gouging folks to
get into this experimental routine?

Mr. EMORD. Well, we should prohibit gouging, and we can re-
quire that they would tpublish or make publicly available the
amount they’re charging for it.

A drug company, recognize, has to rely upon several things: good
will. They have to rely on the good will associated with their prod-
uct. They have to prove their product works over the long run. In
addition, if youre talking about access for terminally ill patients,
any company that would charge an extraordinary sum of money to
make a product available beyond that which was justified, based on
the cost of investment in it, would be, if that information had to
be publie, publicly excoriated, and the FDA wouldn’t take too kind-
ly to them either. Remember, these are within clinical trials.

One other point: The access bill is actually the bill that would
provide the greatest source of relief, and the details I'm talking
about now could be either made a part of FDA regulations in im-
plementing it, and should be, or could be discussed here in Con-
gress and made a part of the legislation.

Mr. MOORE. May I speak just for 1 minute on this issue?

Mr. BURTON. Go ahead, Mr. Moore.
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Mr. MOORE. Well, I just wanted to note for the record that the
existing provisions of the FDA Modernization Act have some very
sound logic behind them. You would certainly want to modify those
with considerable care,

For example, one of the concerns he mentioned was that people
do indeed have to report on how the treatment worked. If we have
thousands of people who are getting, under compassionate use, a
drug, that is valuable safety information that could teach all of us
something about the safe use. And I would hate, on behalf of soci-
ety, to lose that information.

We have also traditionally prohibited charges for the drug——

Mr. MicA. So would you require that they be reporting or——

Mr. MoOORE. That's what the current law requires, and I think
it's wise.

Mr. Mica. OK.

Mr. MOORE. Second——

Mr. BURTON. Let me just ask a question there on that subject.
As | understood it from the counsel, though, that might prohibit or
discourage the drug companies from providing that needed remedy
or possible remedy to a patient who is terminally ill because they’re
afraid that that information would be put into the record, and it
would long term hurt their investment. Is that not correct?

Mr. EMORD. That’s true.

Mr. MOORE. Actually, there is evidence that drug companies are
reluctant to provide investigative drugs, but I think I would state
it a little differently than he did. He may have actual cases where
he’s seen this, but a normal efficacy trial may only include specifi-
cally enrolled patients who meet the enrollment criteria. So it
would be very unusual—he may know of some cases—but it would
be very unusual where it would affect the efficacy of the drug.

Where the concerns he expresses are more real, however, are
this: You have a group of high-risk patients, many of them termi-
nally ill. So the drug company would be reporting a significant
number of patient deaths, especially if the drug treatment involved
wasn’t very effective and said, the study you’ve been hearing about,
cancer drug treatments, most of them aren’t terribly effective; we
wish they could do better.

So there is some concern about that, but that issue, if we have
information, can be isolated by analysis, and I know of many
cases—in fact, heart drugs that I wrote about in my previous book,
the FDA received many, many, many reports of patients who died
with compassionate use. In fact, about 30 percent of the patients
who received one drug by compassionate use died, and this did not
interfere with the approval of the drug. It was part of the safety
data, and the experts understood, or thouﬁht they understood, that
it was because these were very seriously ill patients that they died.
It turned out the drug had a role in it, too, but, by normal analysis,
we do have protections from this.

So the provisions of the law were carefully thought out to bal-
ance society’s interest against the patient’s interest, and I think it
represents quite an interesting and important compromise, and I
would tinker with that balance with great care.

Mr. EMORD. The law does nothing substantively to change the
status quo. The issue about patient safety, a physician who has a
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patient who is using an experimental drug, experiencing adverse
reactions, will stop that patient from taking it. That might not be
true within the context of a clinical trial if devious minds are at
work, attempting desperately to get those millions of dollars re-
couped in a drug approval.

Furthermore, once the drug is approved for a specific indication,
it can be used for any other indication, and will by physicians,
based on the clinical data they gather during their experience in
the use of the drug. The point is it is a bugaboo to suggest that
only the FDA will protect the public. The people who protect the
public every single day, and we trust to protect the public, are the
physicians who care for them. The FDA is very rarel{l involved in
these circumstances, and thus far, if the history of the testimony
that’s been presented to this committee and other committees is in-
dicative, the FDA has done a damned poor job of protecting seri-
ously ill patients because it has let them die rather than try an ex-
perimental alternative.

Some experimental alternatives will be risky. Some of those al-
ternatives may not work, and the person will die. But compare that
opportunity to succeed and a doctor’s belief that there’s a good
chance that it might work with the FDA’s position that, until we
have established the clinical efficacy of this thing, you shouldn’t be
able to be given a chance to use it—and the problem with this in
the end is that the FDA decides, second-guesses the judgment of
the physician and decides, based on very limited information.

You wanted a specific example. I had a patient who had cancer.
David Smith was his name. We went through the whole process.
The FDA wouldn’t allow him to have an experimental treatment,
but he had Hodgkins disease. We had MRIs to show, before he took
an experimental treatment, what his condition was; after he took
the experimental treatment, what the condition was. We could not
get the FDA to review the MRIs, and the answer was, “We have
a backload of cases. We've got to go through these thin?s rapidly.
We have to do it in 24 hours. We can only look at a couple of pages
of information. We don’t have time to examine the MRIs. We don’t
have time to examine the entire clinical history of this patient. We
don’t have time to consider all the drugs that have been given to
this patient or treatment that was given to this patient. You just
sum}rlnarize for us what happened, and we’ll base our determination
on that.”

Now that’s not science, and that’s not sound medicine. And, yet,
the super-M.D. here, the FDA, is basing its judgment upon it. This
system does not work. It is not adequate, and it’s hurting people.
It’s resulting in the loss of life, and it’s causing enormous stress to
the American people.

Mr. BURTON. Do you have any more questions?

Mr. MicAa. Well, just to concl{lde, the problem we have, and I've
dealt with this on a personal level with folks—I know one of my
best friends just had gﬁs 30-year-old daughter diagnosed with ter-
minal—well, inoperable brain cancer, and they are doing every-
thing they can to try and find every treatment possible. Because
of the restrictions you just described, and because now it looks like
what’s being proposed isn’t going to really solve the problem, we
forced these people—I mean, this man, these people will do any-
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thing to save their daughter. So we force them into Mexico or these
bizarre treatments, and give them no other alternative. It appears
we've also created a career for you to do the alternative, which is
sue to get access. It’s not acceptable, and I'm saddened to hear that
what’s proposed isn’t going to change this at this time.

you, Mr. Chairman.

Mr. BURTON. Yes, sir.

Let me just end up by saying, first of all, this has been a very
informative day for me. I am not a medical expert, as you could
probably tell. But we on this committee I think will be committed
to trying to help find solutions. I know that there’s another com-
mittee that’s charged with the responsibility of moving legislation
in this area, and that’s the Commerce Committee. Chairman Bliley
and I are pretty good friends. So if we can come up with some rec-
ommendations, I will sit down with him and make those rec-
ommendations. And we will continue to have hearings on this to
try to force the issue, because we have oversight over the entire
Government, including the FDA and NIH and every place else.

Let me just ask you to do me a favor, though, alrlyof you, and this
includes the patients who are still here. If you have recommenda-
tions that you think we ought to consider as a Congress to make
this system work better, in addition to what we’ve already heard
today, I wish you would get those to me in writing as quickly as
possible, because I'm going to be meeting with people from the FDA
in the next week or two. Make them very simple, so that I can un-
derstand them, so that I can communicate those to the FDA. If you
will do that, we’ll see if we can’t do something to help streamline
this system and make things a little bit better, and maybe help a
few people live a better quality of life, live a little bit longer.

With that, I want to thank you very much. Mr. Moore, Mr.
Emord, Dr. Simone, Dr. Moss, and Dr. Eggers, thank you very
much for being here. Thank all of you patients as well. [Applause.]

The committee stands in recess.

[Whereupon, at 2:17 p.m., the committee adjourned subject to the
call of the Chair.]

[Additional information submitted for the hearing record follows:]
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EMORD & AsSocCIATES, P.C.

BURKE PROFESSIONAL CENTER
5282 LYNGATE COURT
BURKE, VIRGINIA 22015

1050 SEVENTEENTH STREET, N.W.
: Suite 600
WaSHINGTON, D.C. 20036

PHONE: (202) 466-6937 « Fax: (202) 466-6938
E-MAIL: WWW.EMORD.COM

February 2, 1998

VIA FEDERAL EXPRESS

Laurie S. Taylor, Esq.

Committee Counsel

House Committee on Government
Reform and Oversight

2157 Rayburn House Office Building
Washington, D.C. 20515-6143

Dear Laurie:

As we discussed, | have attached a letter for inclusion in the hearing record
identifying the principal deficiencies of FDA's current treatment use protocol and IND
process and recommending an alternative. I look forward to seeing you on February 4.
When should I arrive?

Best regards,

v

Jgnathan W. Emord

V

Attachment



198

EMORD & ASSOCIATES, P.C.

1050 SEVENTEENTH STREET, N.W.
Surte 600
WasHingToN, D.C. 20036

PHONE: (202) 466-6937
Fax: (202) 466-6938
E-MAIL: WWW.EMORD.COM

February 2, 1998

The Hon. Dan Burton

Chairman

House Committee on Government
Reform and Oversight

2157 Rayburn House Office Building
Washington, D.C. 20515-6143

Re: Federal barriers to patient access to treatment

Dear Congressman Burton:

This letter supplements my written testimony before the House Committee on
Government Reform and Oversight and is offered for the hearing record. It focuses on
federal regulations now in place, explains how those regulations are interpreted by the
Federal Food and Drug Administration (FDA), and recommends a legislative reform that
would remove barriers that impede competent, fully informed patients (diagnosed as
terminally or chronically ill) from exercising freedom of informed choice in the selection
of promising experimental treatments.

I start with a bias in favor of the terminally and chronically ill. As a matter of
principle, I believe a terminally and chronically ill patient's right to life and liberty
encompasses the freedom to accept or reject any treatment recommended for disease. [
believe each such patient rightfully the master of his or her own body, possessing a
property right in that body, a right the state may not deprive without a compelling interest
and due process of law. Actions that make premature death inevitable, such as FDA
decisions to disallow a terminally il patient access to an experimental drug when
approved drugs fail, constitute arbitrary deprivations of life without a compelling interest
and without due process of law.

In Cruzan v. Director, Mo. Dept. of Health, 497 U.S. 261, 278 (1990), the
Supreme Court recognized a constitutional liberty interest in a patient's rejection of
unwanted medical treatment, even if that decision contributed to the death of the patient.
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In Washington v. Glucksburg, 117 S.Ct. 2258 (1997), the Supreme Court refused to
recognize a constitutional interest in taking life-ending medication for the purpose of
alleviating the pain and suffering of chronic or terminal illness. The Court found no
historical recognition of a suicide right in Anglo-American jurisprudence. Several
members of the Court did indicate, however, that were the case one of state denial of
palliative care for the chronically or terminally ill, a constitutional liberty interest would
be implicated.

Surely a liberty right that protects a patient's decision to reject treatment (and
thereby hasten death) cannot logically be limited to a freedom to die through rejection of
life support. That right must also protect a patient's decision to fight for life when FDA-
approved drugs have failed (through the ingestion of experimental drugs). In the case of
a terminally ill patient who fights for life, the right to liberty becomes inextricably
intertwined with the right to life (the freedom to control one's biological destiny and fight
for survival through promising, experimental therapies). A government violates the
liberty and life rights of its terminally and chronically ill when it effectively compels
them to rely on failed treatments by denying them access to experimental alternatives.

Under its statutory mandate, the FDA starts with a legal bias in favor of
preventing the distribution of any unapproved drug until it has determined whether that
drug is both safe and efficacious. The avowed purpose is to protect the public from harm
by ensuring that no drug is marketed that is either unsafe or inefficacious. That purpose
would appear served for illness that is curable with approved drugs, but it is disserved for
iliness that cannot be cured with such drugs. Indeed, rigid adherence to the position that
only approved drugs can be used to fight illness is a death sentence for those patients
whose illnesses are presently deemed incurable. In the case of the chronically and
terminally ill, the aim of protecting against harm is best served by a frank recognition that
in the absence of an approved cure, experimental drugs provide the only hope and should
not be withheld. If our government truly values life, it will not stand in the way of a
chronically or terminally ill patient's access to experimental alternatives but will craft its
laws to make such access convenient, when based on fully informed consent.

In apparent recognition of the need to afford limited access to experimental
alternatives, the FDA has adopted regulations that permit investigational drugs to be used
under either a "treatment protocol” or a "treatment IND" (21 C.F.R. §§ 312.34; 312.35).
The acronym IND stands for "investigational new drug” application. Under this system,
the patient may only use drugs that are, in the first instance, made available by a
corporate sponsor or clinical investigator and, in the second, approved for the use by the
FDA. Through one route, a sponsoring company can file a treatment protocol with the
FDA under an existing Investigational New Drug application. Implementation of the
protocol must receive FDA approval. Through another route, a clinical investigator or
licensed practitioner can submit his or her own Investigational New Drug application and
receive a drug from a sponsoring company or clinical investigator for treatment use.
Under what is frequently termed a "compassionate use exemption,” FDA will authorize a
treatment use outside IND protocols if certain criteria are met.
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To start, only the corporate sponsor or the clinical investigator may file a
treatment protocol, a treatment IND, or seek a compassionate use exemption. As a
consequence, a terminally or chronically ill patient or his or her physician must first
convince a corporate sponsor or clinical investigator to agree to make the drug available.
There is a natural disincentive for the sponsor or investigator to do so. They seek
ultimate approval of their experimental drugs from FDA and generally do not want to risk
losing control over trials involving the drug. They have expended enormous resources in
designing protocols that include patients who are the best candidates to establish the
efficacy of the drugs. When patients outside protocol requirements are given access to
the experimental drug, they increase the risk that data collected from their use of the
drugs will be negative and will jeopardize overall drug approval, thus forfeiting all
money expended for the drug’s development. In addition, investigational drugs are
expensive and sponsors and investigators cannot charge a market rate for the drugs
distributed to patients. As a consequence, many corporate sponsors and clinical
investigators routinely deny terminally and chronically ill patients access to their
investigational drugs. While a licensed practitioner can file a treatment IND, that IND is
of no use if a corporate sponsor of a drug refuses to make it available fearing the effect
clinical data will have on drug approval.

In addition, even if a sponsor or investigator will file for FDA approval of the use,
the FDA will, in the last analysis, decide whether that use is approved. In exercising its
discretion FDA can, and frequently does, second guess the judgment of highly trained
practitioners with specific expertise in the disease concerned as well as the judgment
informed by years of clinical experience with the patient of the attending physician. If
FDA is not satisfied that there are no comparable or satisfactory approved drugs or
therapies, it will deny access to the drug. It will do so even if it finds, contrary to the
expert's advice and counsel, that a chronically or terminally ill patient may benefit from
continued treatment with an approved drug or therapy that has previously failed to cure
the patient's illness. It will do so even if the patient is fully informed of known risks and
benefits of the approved treatments and seeks an alternative treatment, aware of the
potential risks of that treatment. It will do so even if the patient refuses the approved
drug or therapy and indicates that he or she will choose death over continued use of the
approved drug or therapy. In short, in the last analysis, FDA substitutes its judgment for
that of the patient, attending physicians, and medical experts. It has the power to (and it
has in fact) overruled the recommendations of attending physicians and medical experts
and refused access to experimental drugs on three occasions in my experience.

Moreover, those who review treatment use requests, examine a comparatively
small amount of data before making their decision and lack specific education, training,
and experience in the precise kind of disease under review. It would be virtually
impossible for FDA to hire and retain scientific experts conversant in the science and
latest findings on every kind of terminal and chronic illness. They do not do so. Instead,
they rely on a few skilled professionals to make life or death decisions on all manner of
terminal and chronic illness, despite the fact that they frequently lack a thorough review
of the scientific literature, clinical experience in the treatment of the disease in question,
and any detailed scientific understanding of the active constituents in the investigational
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drug in question. They lack the time to review the entire clinical history of the patient
and, so, do not do so. They lack the time to review MRIs and other best evidence of the
patient's condition, and, so, do not do so. They frequently only have sufficient time to
examine a limited, paper submission filed by the sponsor or investigator and make a "go -
no go" determination on that. Incredibly, the FDA makes life and death decisions based
on this limited review and there is, effectively, no recourse for a patient denied access.

Based on my experience and that of my colleagues, I believe the process heavily
influenced by political, rather than scientific, factors. Indeed, a patient who has
connections in Congress, can afford to hire attorneys to wage a battle with the FDA, and
can acquire media attention for his or her plight is more likely to receive approval from a
reluctant FDA than one who has neither the contacts nor the money to pay for such a
campaign. The process thus discriminates against those who are least able to defend
themselves, the chronically and terminally i1l who lack financial resources. For the poor,
the system is a cruel one, affording no alternatives.

To correct the deficiencies of the present system, Congress should: (1) remove the
disincentive from sponsors and investigators' supplying investigational drugs to attending
physicians for use in the treatment of chronically and terminally iil patients who fall
outside protocol requirements by prohibiting FDA from evaluating data obtained from
such uses unless requested by the sponsor or investigator; (2) allow attending physicians
to administer investigational drugs acquired from sponsors and investigators upon (a)
establishing that the patient is chronically or terminally ill; (b) attesting to the fact that
approved drugs and therapies have either been tried unsuccessfully or refused by the
patient; and (c) obtaining a written, fully informed consent from the patient that specifies
known risks and benefits of approved drugs and therapies, perceived risks of the
investigational drug, and patient signed approval for administration of the investigational
drug; (3) remove FDA from the business of approving treatment uses for chronically and
terminally ill patients who fall outside protocol requirements by instead allowing
sponsors and investigators to make that decision and merely report treatment use
distributions of the drug to FDA,; (4) deny FDA authority to halt such treatment uses to
instances in which the Department of Justice through the United States Attorneys' offices
has instituted criminal proceedings in federal court against a sponsor or investigator on
grounds that the sponsor or investigator has engaged in fraud against the United States or
against the treatment use patient or patients during the clinical investigation; and (5)
permit sponsors and investigators to charge patients for drugs distributed for such
treatment uses.

The new system described here is effectively brought about through the Access to
Medical Treatment Act. The envisioned reform would dramatically decrease the ability
of the FDA to block patient access to promising investigational drugs. All requisite
safeguards would still be in place. In operation, the system described in the paragraph
above would work as follows. A chronically or terminally ill patient, on the advice of his
or her physician, would execute a consent form. The form would describe the approved
drugs and therapies for the patient's disease and their known risks and benefits. It would
also describe the known risks associated with the investigational drug, and it would
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include the patient's consent to administration of the investigational drug. The physician
would send a copy of the consent and other clinical information to the sponsor or
investigator, as the case may be, and seek access to the investigational drug. The sponsor
or investigator would then determine whether to make the drug available and would
report to FDA any distribution of the investigational drug to a physician for
administration based on a treatment use. The sponsor or investigator could charge the
patient for the drugs distributed for treatment use outside approved protocols. The FDA
would be barred from taking into account for drug approval purposes any treatment use
by patients outside approved protocols unless the sponsor or investigator wanted FDA to
do so. In those rare instances when a sponsor or investigator perpetrates a fraud against
the government or the patient, FDA would not handle the matter in the first instance but
by the Department of Justice through the United States Attorney's office. 1f a USA were
to file suit alleging fraud against the government or a patient by a sponsor or investigator,
the FDA could then order a halt to the treatment use.

This revised system provides appropriate safeguards against unlawful marketing
of unapproved drugs at the same time that it disarms FDA from abusing its power by
denying chronically or terminally ill patients access to experimental drugs when FDA-
approved alternatives have failed. It also removes FDA from the business of second
guessing the judgments of patients, attending physicians, and medical experts and,
instead, commands FDA to honor their requests unless the United States institutes actions
against the sponsors or investigators from whence the drugs come.

The Committee's attention to this matter is long overdue. A resolution that will
cause the FDA to respect, instead of flout, the wishes of the chronically and terminally ill,
their attending physicians, and medical experts is sorely needed.

Sincerely,

oA
/\/kidmh; W. Emord



203

DONAN KNIEZ



204

BURZYNSK][

RESEARCH INSTITUTE, INC.

June 25, 1996

YIA FEDERAL EXPRESS
Paul Zimmerman, CS.0.
FDA/CDER Oncology, HFD-150

1451 Rockville Pike

Rockville, MD 20852

RE: IND #43,742

Dear Mr. Zimmerman:’

I am bereby subsmitting three copies of the application for Compassionste Exception to the
Protocol in IND #43,742 for Roman Knier. In the attached documents you will find a short
pmunhmarymdannondeﬁonhommwnh»ﬂwopluhmmdunplmumwhyﬂn
patient does not fit under the original protocols under the IND.

This patient's trestment will be conducted according to Protocol BT-21. The Informed Consent
Form will be the same as required by Protocol BT-21.

The patient will receive treatment under my care.
Sincerely yours,

Kia oY

Stanislaw B. Burzynski, M.D., Pb.D

12000 RICHMOND AVENUE + HOUSTON, TEXAS 77082.2431 « (T13) $970U11 « FAX (713) 971166
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BURZY NSKI

RESEARCH INSTITUTE, INC.

APPLICATION FOR COMPASSIONATE EXCEPTION
TO THE PROTOCOL IN IND #43,742

Patient's Name: KNIER, Roman

Dhgnont Glioblastoma multiforme.

Sponsor: Burzynski Research Institute, Inc.
Principal Investigator:  S. R. Buizynski, M.D., Ph.D.

Short Patient History

The patient is a 63 year old white male who has been diagnosed with left fromtal lobe
glioblastoma multiforme confirmed by biopsy. The diagnosis was confirmed by Dr. Lucy Rorke
at Children's Hospital of Philadelphia. On May 3, 1996 z left frontotemporal craniotomy was
performed. The patient has siguificant aphasia with no atteqnpt to converse, impabrment in
reasoning and short~term memory loss. The patient has decided to first pursue conventional
means of treatment with BCNU and radiotherspy which will be completed ou July 5, 1996. The
total amouat of radiation at the time of completion will amount to 5940 ¢Gy. An interim CT
scan pexformed on June 6, 1996 halfway through the radiation therapy hes indicated stable tumor
size in spite of further clinical deterioration of the patient. It is proposed that the patient be
admitted to take the treatment with Antineoplastons according to Protocol BT-21.

Rationale for. T ith Antincosl 10.a0d AS2-1

The patient is suffering from a highly aggressive form of a neoplasm for which no established
curative protocols are available. I have been informed that the patient’s son, Mr. Steve J. Knier,
has consulted with three employees at the FDA and he has been informed that Compassionate
Exception will be granted to his father, Mr. Roman Knier as-soon as the application is submitted.
This application is being submitted based on the information obtained from the patient's son and

at the patieat's roquest.
Jupe 25, 1996 .

S R Buﬁki, M.D, Pu.D.
T:cm . .

12000 RICHMOND AVENUE » HOUSTON, TEXAS 77082-2431 » (713 597-0111 « FAX (713) 597-1166
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FOOD AND DRUG ADMINISTRATION
OFFICE OF DRUG EVALUAT!ON |

DIVISION OF ONCOLOGIC DRUG PRODUCTS
CDER Oneslogy Gronp (HFD-150), Parkiawn Inllllu
5600 Fishers Lane, Rockville, MD

THIS DOCUMENT I8 INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT I8 ADDRESSED AND
MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL AND PROTRCTED FROM
DISCLOSURE UNDER APPLICABLE LAW. Iyos are aot the addrvases, or & parsos authoriasd 10 detiver the
docurasnt 10 the addreasss, you ars haveby notified that any reviow, disclosare, disssminetion or other action basad on
G contant of the ecasoumicetion is wot ashorized. If you have reccived this dooumont in ervor, ploass immedietsly
oolify us by tlephans md revarn i 10 we ot the showe sddrass by meil. Thesk you.

TO: Or. Burzynskl FROM: Dienns Spliman

{for Peul Zimmerman}
PHONE:  (713) 897-0111 PHONE: (301) 5694-8770
FAX: {713) 887-11868 FAX: (301} 584-0498

4}

DATE:
Total number of pages, including cover shest: _1_

COMMENTS: oswssre
Spacia) axception trestinent request
Surayneld Resserch instinse

Regending your June 28, 1908 request (raceived by Us on Juna 38) cencaming Romen Knier, we heve the
following comments:

R i3 not paseible to digtinguieh oliniost detsriorstion dus te chemetheragy end/or radiotherepy side
mmmuummwnwmumnmmnm
' gt the chamotherapy andior radiothersgy. We de n0t heve information at present 10 8000es the patient’s
wWner satus. i the gatient is demenstrated % heve progressive Tmar, wa will agpreve ths application for
COMPOssIensId saopption. -

.
‘ l
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% BURZY NSKI

RESEARCH INSTITUTE, INC.

November 18, 1997

FEDERAL EXPRESS AND FAX
Paul Zimmerman, CSO
FDA/CDER Oncology, HFD-150
1451 Rockville Pike

Rockville, MD 20852° .

RE: IND #43,742
Serial #868

Dear Mr. Zimmerman:

1 am hereby submitting three copies of the application for Special Excepéion to the Protocol in IND
#43,742 for Richard D, Klatzco. In the attached documents you will find a short patient history
and a rationale for the treatment with Astineoplastons and an explanation why the patient does not
fit under the original protocols under the IND.

This patient's treatment will be conducted sccording to Protocol HIN-2. The Informed Consent
Form will be the same as required by Protocol HN-2.

The patient will receive treatment under my care.

" Sincerely,
Stanislaw R. Burzynski, M.D., Ph.D.

SRB/cf

-

12000 RlCHMOND AVENUE o HOWISTON, TEV AS 77082 7431 (2313 6070001 @ AV (281 A97- 1 {68
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% BURZYNSKI

RESEARCH INSTITUTE, INC.

APPLICATION FOR SPECIAL EXCEPTION
TO THE PROTOCOL IN IND #43,742
SERIAL #868

Patient's Name: KLATZCO, Richard D.

Diagnosis:  Squamous cell carcinoma of the pyriform suuu stage 111
' Sponsor: Burzynski Research Instinute, Inc.

Principal Investigator: S. R. Burzynski, M.D., Ph.D.

Short Patient History

Tbepautmxu46yearoldwbnemdewhmwdalumpnwthemgleofthnnglnpwimﬁptﬂof
1997. Fine needle aspiration was performed on August 22, 1997 and the pathology was consistent
with grenulomatous inflammation. On August 29, 1997, he underwent excision biopsy of the right
mkmuﬂmﬁndmpmshow:gmcpoalydm‘uenﬂmdlqmowaum
The xize of the mass was 6 x 3.5 x 2.5 cm. It was an encapsulated and irregularly shaped nodule. The
ENT examination at this time was grossly normal. His staging was T1 N 2b MO, Stage IV. On
September 4, 1997, be had an MRI scan of the neck showing right neck adenopathy with several
enlarged up 10 2.2 cm in length right neck lymph nodes in the spinal accessory and internal jugular
nodat chains. On' September S, 1997, CT scan of the chest showed no evidence of chest mass or
metastases. The possibility of chemotherapy and radiation therapy was discussed with the patient,
but declined. On September 10,1997, he underwent direct microlaryngoscopy with random blopsics
of right pyriform and right bass of the tonge and pasal endoscopy with biopsics of the nasopharynx.
He tolerated the procedure well. The pathology report showed poorly differentiated predominantly
non-keratinizing squamous cell carcinoma in the right pyriform sinus. No evidence of malignancy
a1 the base of the tougue. No sbnormality of the tongue. No evidence of malignancy in the
nasopharynx. On October 3, 1997, MRI of the brain, face and neck showed pathologic
lymphadenopathy with large right jugulodigastric node. No primary tumor mass was ideatified in
the soft tissue of the neck. The size of the jugulodigastric node was 2.4 x 1.6 cm in the transaxial
dimension and 3.3 cm in craniocaudal dimension. On October 22, 1997, the patient had CT of the
head with normal ventricles. No abnormal intra or extra-axial masses or fluid collections were
visualized. No abnormal enhancing lesions were present. CT of the neck revealed soft tissue fullness
in the left fossa of Rosenmuller suspicious for neoplastic process and further workup was suggested.

Thmmnlngelymphmdemthenghtmudwwhmhmmued 1.8 cm x 1.0 em. Bone scan
of October 22, 1997, showed no scintigraphic evidence of metastatic disease. There were some
benign loft distal femoral lesions which were 8ot compatible with metastatic discase. Chest x-ray on
October 22, 1997 showed no evidence of intrathoracic metastases. Clear lungs and normal heart were
identified. An MRI of the neck performed on November 5, 1997 showed an enhancing soft tissue
mass in the right pyriform sinus which messured approximately 0.8 x 1.9 co and right jugular
sdenopathy. The node measured approximately 2.0 2.7 em. Otherwise, there was no significant
adenopathy within the neck.

12000 RICHMOND AVENUE » HOUSTON, TEXAS 770812431 o (2801 5970151 » FAX (381) S97-1166
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APPLICATION FOR SPECIAL EXCEPTION

TO THE PROTOCOL IN IND #43,742, SERIAL 7868
Patient's Name: KLATZCO, Richard D.

Page 2

Rationale for Treaument with Antineoplaston A10 and AS2-1

The paticnt has a pathology confirmed squamous cell carcinoma of the pyriform sinus. The
enhancing mass in the right pyriform sinus measures less than 2cm in diameter and there is also
one internal jugular lymph node which measures 2.0 cm x'2.7 cm. The patient was offered to
receive radiation therapy, but he declined that option. The patient does not qualify for the
admission to the smudy becausc his disease is not advanced enough to mect entrance criteria.
Therefore, we are applying for Special Exception on behalf of the paticnt to be able to receive
treatment according to Protocol HN-2.

s B Va V2 U
S. R. Burzynski, M.D., Ph.D.

SRB/cf
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND ORUG ADMINISTRATION
INVESTIGATIONAL NEW DRUG APPLICATION (IND)
(TITLE 21, CODE OF FEDERAL REGULATIONS (CFR) PART 312}

Form Approved: OM8 No. 09100-0014.
Expiration Date: March 31, 1998.
See OMDB Statement on Reverse.

NOTE: No drug msy be sbipped or clinjcal
Investigation begar until sa JND for that

1. NAME AND ADDRESS OF INVESTIGATOR.
STANISLAW R. BURZYNSKL MD. Ph.D.

3 4

CODE)

12000 RICHMOND AVENUE, SUITE 260
HOUSTON, TEXAS 77082-2431

ton Is in effect (1 CFR 312.40)
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Jisro7
L TELEPHONE NUMBER
(inchude Arse Code)
(281) 597-0111
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FOOD AND DRUG ADMINISTRATION
OFFICE OF DRUG EVALUATION1

DIVISION OF ONCOLOGY DRUG PRODUCTS

CDER Oncology Growp (EFD-150), Parkiawn Building

$600 Fishers Lane, Rockville, Marylxnd 20887

THIS DOCUMENT 18 INTENDED ONLY FOR THE US8 OF THE PARTY TO WHOM IT IS ADDRESSED AND
MAY CONTAIN INFORMATION THAT IS PRIVILBGED, CONFIDENTIAL, AND PROTECTED FROM
DISCLOSURE UNDER APPLICABLE LAW. If you srs niot the addrasses, or 8 person suthorized to doliver the
documeat 1 the addresscs, you &ro hereby notiSied thet sy review, dlscioars, dissomimation, copying, or other action
besed am the content of this communication s not szhorized. if you have recelved this docunsent in evror, plesse
tmmediately actify us by velephone and relum i to us st the above sddross by mail. Thank you.

COMMENTS:

PHONE: (301) 594-5775
TO: Dr Buzynski.

{(281)597-1166 (or 493-5088)
FROM:_ Paul F. Zimmeonan, CSQ
Total numbor of pages, incinding cover shoet:_2__
Date: Noveroher 25,1997

IND 43,742 (SN 874)

Special exception request
Burzynski Research institute

Regarding your request dated November 24, 1997 (received by us on November 25),
conceming Richard Kiatzco, we have the following comments.

mm-nummmmmmmmmunwmofmmo
w8s gvalusted. Our consultants, including and ENT surgeon and an oncologist,
both with extensive experience in head and neck cancer, concur with the
assessment provided, that this patiert has a better than 50% chance for long
term cure if therapy is initiated immediately. To delay for sven g few waeks
couid lead to further tumor growth end 8 dramatic reduction in the possibility for a
~naitive lona term result. On that hes!s, it would neither be fair nor ethicat to
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. Page 2

permit this patient to enter onto an experimental study with and agent that has

not been reportad 10 ever result in a tumor response in a patient with head and

neck cancet. The request therefore cannot be granted. The patiant is most

strongly encouraged to reconsider his opposition to the treatment being offered

at the University of Chicago, and begin therapy at once. it should also be noted

gt;tmoropliubthh request were providad within 24 hours of receipt by the
ision.
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FOOD AND DRUG ADMINISTRATION
OFFICE OF DRUG EVALUATION I

DIVISION OF ONCOLOGY
DRUG PRODUCTS
CDER Oncology Group (HFD-150), Parkiawn Building
5600 Fishers Lana, Rockville, MD 20857

TH]S DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND
MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL AND PROTECTED FROM
DISCLOSURE UNDER APPLICABLE LAW. If you tre aot the addreasec, or a person suthorized to dativer the
docanant to the addressce, you are heyeby notified that any review, disslosurs, disssminstion or other actiog based ca
the content of the commimiostion is got suthoriged, If you heve received this document in efror, ploass immediately
notify us by telephone snd rebem it t0 us st the sbove address by mail. Thank you

PHONE: (301) 594-2473 FAX: (301) 594-0498

TO: Dy. 3. 3uv#uki
Buv gyaght  Rejesveln T wrbitull

2.2 S®2-Me

FROM: Dtei Pasnga Lo Parl Bilawirease

Total number of pages, locluding cover sheet:

“Date L~/ -6

COMMENTS: Sen  atreibed




N

e

218

DEPARTMENT OF HEALTH & ITUMAN SENVICES Public Heglth Service
Feod and Orug Administation
Rockvile MD 20887
IND 43,742
CERTIFIED MAIL

RETURN RECEIPT REQUESTED

’ Burzynski Research Institute, inc. .
12000 Richmond Avenue, Suite 260 N 14 100
Houston, Texas 77082-2431

Attantion: S.R. Burzynski, M.D., Ph.D.
Dear pr. Burzynskl:

| am writing regarding Zechary McConnell, a patient you geek to enroll on
Antineoplastons Injectione under your IND 43,742. This request was
previously addressed in our letter to you dated May 23, 1986. In thet letter,
we advised you that bused on the limited information you submitted, we could
not conclude whether the sdministrstion of antineoplastons in this patient was
appropriate. Howsver, we permitted administration of the drugs to continue
for 18 days, provided that you submitted to us specified additional information
regarding the patient,

Those fifteen days expired on June 7, 1998; but we did not recelve any
additiona! information from you. Wae did recsive limited information on the
afternoon of June 7 from Mr. Jonathan Emord, an attornoy represanting the
patient. We informed Mr. Emord that we must receive information directly
from the IND sponsor seeking permission to administer the drug; and that the
information we neaded to make a finul decision on this request was specified
in ouy letter to you of May 23, 1896. We further informed Mr. Emord that wa
would extend the date by which we must receive the required additional
information regarding this patient until June 24, 1996, Wa stated that
"Administration of antineoplastons may not continue beyond that date unless
we recsive from the Burzynski Research Institute the information requested in
our letter of May 23, 1986.”

We acknowladge your June 13, 1998 communication to Catherine M. Cook,
Esq., of the Food and Drug Administration, that was sent to her by facsimile
on June 12, 1986. You identify this communication as your official reeponse
to our May 23, 1996 letter. Your June 13, 1988 communication contains the
information that was previously provided by Jonathan W. Emord, Esq. in his
June 7, 1996 facsimile communication to Dr. Delsp. We willl include this
communication in your IND 43,742. Howaever, all future correspondence
regarding IND matters must be sent by you to the IND, in accordance with
regulations, as we have previously ldvh!d you.
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IND 43,742
Page 2

The information provided in these submissions is not what we requested
conoerning Zachary McConnell, and Is not adequate for us to conclude
whather continued administration of Antineoplastons to this patient may be
permitted. Our greatest concern is that if thers is a standard therapy available
that has a significant likellhood of curing this child, this standard therepy
should not be abandoned in favor of sdministration of unproven investigational
products. Your submission of the letter signed by Mr. Emord, and the affidavit
of the pstient’s father regarding his understanding of his child’s condition, has
given us some further insight into this patient’s iliness but does not give us the
information we need to addreas this concem.

Please ba advised that if you wish to pursue your request to continue to
administer antineoplastons to Zachary McConnell under your IND, you must
provide us with additional information regarding this patient, no Jater than June
24, 1996. After considering the information you have provided to date, the
additional Information we require includes: (1) a statement from a physician
with specialized training and experience in the treatment of pediatric hrain
tumors, indicating that failure to administer the radistion therepy to this pstient
as previously planned would nat significantly affect his chances of being cured
{considering the surgery and chemotherapy he has already recsived); and (2)
copies of raporta (signed by the attending radiologist) of the MRI scans that
were perfarmed on February 7, 1996 and April 26, 1998, and rapartg of any
other MRI scans or CT scans that may have been performed between February
7 and April 26, 1996,

We sppraciate the urgency of this situation, and we hope that you will
promptly provide us with the informetion we need to ensure that this patient’s
cars Is not being compromised by the administration of Antineoplastons.

If you do not provide us with the information we need by June 24, then
administration of antinaoplastons to this patient must cease on that date.

Once again, we want to emphasize that this letter does not excuse any
violations of law or failures to comply with the IND regulations that may have

occurred.
Sincerely yours, ﬂ ; 9@6 :

Robert J. DeLsp, M.D., Ph.D.

Director, Division of Oncology Drug Products
Office of Drug Evalustion [ -

Center for Druq‘Evohmion and Research
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IND 43,742
Page 2

The information provided In these submissions is not what wea requasted
soncerning Zachary McConneil, and Is not adequate for us to conciude
whether continued administration of Antineopisstons to this patient may be
permitted. Our greatest concern is that if there is a standard therapy available
that has a significant likellhaod of curing this child, this standard therapy
should not be abandoned In favor of administration of unproven investigational
products. Your submission of the letter signed by Mr. Emord, and the affidavit
of the petient’s father regarding his understanding of his child’s condition, has
given us some further insight into this patient’s ilinass but doss not give us the
information we need to address this concem. .

Please be advised that if you wish to puraue your request to continue to
administer antinsoplastons to Zachary McConnell under your IND, you must
provide us with additionel Information regarding this patient, no later than June
24, 1896, After considering the information you have provided to date, the
additional Information we require includes: {1) a statement from a physician
with specialized training and experience in the treatment of pediatric brain
tumors, indicsting that failure to administer the radistion therapy to this patient
as previously planned wouid not significantly affect his chances of being cured
{considering the surgery and chemotherapy he has already received); and (2)
copies of taparts (signed by the attending radiologist} of the MRI scans that
were performed on February 7, 1996 and April 26, 1998, and rapors of any
other MR! scans or CT scans that may have been performed between February
7 and April 28, 19986,

Wae appreciate the urgency of this situation, and we hope that you will
promptly provide us with the information we nesd to snsure that this patient’s
cars is not being compromised by the administration of Antinaoplastons.

If you do not provide us with the information we need by June 24, then
administration of antineoplastons to this patient must cease on that date,

Once again, we want to cfnphuizo that this letter does not excuse any
violations of isw or fallures to comply with the IND reguiations that may have

occurred. 3incor0"V yours, Ry&ajg 964'1‘—

Robert J. DeLap, M.D., Ph.D.

Director, Division of Oncology Drug Products
Offica of Drug Eveluation {

Center for Drug Evaluation and Research
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DEPARTMENT OF REALTH & HUMAN SERVICES Publia Health Service

Food and Drug AdmiisTation
Rockville MD 20857

IND 43,742

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

‘Burzynski Research Institute, inc.
12000 Richmend Avnue, Suite 260 Jn zd 1596
Houston, Texas 77082-2431

Atwention: S.R. Burzynski, M.D., Ph.D.

RE: Special axception request for patient Zachary McConnell

Dear Dr. Burzyneki:

We have received your June 20, 1996 letter (sent to us by facsimile
trensmiegion on June 21, 1986), which responds to our June 14, 1396 jetter
concerming Zechary McConnell. Your latter states that it will not be possible fcr
you to provide the additionsl informstion we have requasted by June 24; but
you expect 10 be able to sddress our requests by July 10, 1898, You further
state that it may not be posuible to obtain an opinion from a physician
specinfized in the treatment of pediatric brain tumors, but you may be abie to
get the opinion of a neurc-oncologist who has raviewad the litarature on PNET
and has reviewsd Zachary's cass.

Again, our primary concern is that this child should receive the best possible
care, to minimize the chances of racurrence of his malignancy.

We understand that PNET invalving the brain is a rare mallgnancy, and it may
take some edditional time for you to abtain an suthoritative opinion regarding
the importance of radlation therspy In the treatment of this child. However, we
are sigo concerned that if radiation therapy is needed to control Zachary’s
cancer, then withhoiding this treatment may not be in his best interest. In
other forms of cancer, radiation therapy works best to sradicate cancer cells
when the cancer is very smsll or microscopic. The worst posaibility is that if
Zachary’s tumer has not baen cured by the treatment he has alrsady received,
then withhoiding radiation therapy until there Is evidence of tumor progression
could substantially reduce his chanees for cura. It is unclear why the opinion o
an experienced radiotherapist was not obtained by you prior to beginning
antineoplastons.
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IND 43,742
Page 2

Sinoe you are actively attsmpting to obtain the information we have requested,
we will agree to the extension you have requestad (to July 10, 1996). As you
proposs, we wiil accept a statement from a physician with specialized tralning
and experisnce in the traatment of brain tumors who has reviewad the latest
fiterature on treatment of PNET of the brain in children and the detatls of
Zachery’s case (Indicating that failure to administer the radistion therapy to this
child as previously planned would not significantly affect his chances of being
oured, considering the surgery and chemotherspy he has aiready received). We
will also look forward to receiving the radiologist’s report you have promised,
interpreting all of the brain scans performed between Februsry 7 and June 21,
19896,

If you do not provide us with the information we need by the new dste of July
10, 18886, then administration of antineoplastons to this patient must cease on
that date.

Sincerely yours,

Rebut) Bedos-

Robert J. Delap, M.D., Ph.D.

Director

Division of Oncology Drug Products
Office of Drug Evaluation |

Centar for Drug Evalustion and Research
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BURZY NSKI

RESEARCH INSTITUTE, INC.

IND # 43,742
Serial# 304

'VIA FEDERAL EXPRESS
October 25, 1996

Paul Zimmarman, C.S.0.
FDA/CDER Onoology, HFD-150
1451 Rockville Pike
Rockville, MD 20852

RE: MCMILLAN, hiia
Deer Mr. Zimmerman:

1 am, hereby, submitting three copics of the application of compessionate exoeption to the
protocol in IND # 43,742 for Jukia McMillan, In the attached documents you will find a short
patient history and rationale for the trestment with Antineoplastons and an explanation of wiry
the patient does not qualify for the original protocol under the IND. This patient’s trestiment
will be conducted according to Pratocol BT-9. The informed consent form will be the ssme as
provided by Protocol BT-9.

The patient will receive trestment under my care.

12000 RICHMOND AVENUE « HOUSTON, TEXAS 770822431 mum&rﬂw
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® BURZYNSKI

RESEARCH INSTITUTE, INC.

APPLICATION FOR COMPASSIONATE EXCEPTION

TO THE PROTOCOL IN IND # 43,742
Scrial # 3¢

Patient’s Name: MCMILLAN, Julia
Disguoses: 1. Lot frontal lobe gliama,

2. Diabates mellitus.

3. Porphyria.

4. Glaucams
Principal Investigstor: SR. Burzynsid, M.D., Pa.D.
Short Puticnt Histoey
Julia is 8 71-year-old Caucasian female with multiple medical problems inchuding brain tmor, disbetes

The patient fill in December of 1990 having & closed head mjury. Thore was no loss of conscioumness
discovered to have both adult cnset disbetss mellits eventually requiring isulin therapy for
menagenaz. Her concurrent visuel disturbences led o & recormmndation for MRI of the brain which
revealed a loft frontal lobe lesion in March 1993. Her oncologiat did not recommend chemotherapy or
mdistion at this time and instesd she went %o Holland to use homecpethic cellular balancing therapy
consisting of ssoorbic acid, amino acids, nicotinic acid, and Confom.  She did well snd repested the
therspy eight months Inter o April 1994. Har most recent MRI of the brain from Septamber 16, 1996,
revenled a Large complex mass with both solid and cystic components in the left frontal Jobe which
sppean to arise fram the fioor of the antecior cranial fesa near the midtine. Theve is cousiderable
edoma and mess effect with this lesion and marked deformity of the veotricular system snd auterior
sspect of the corpus collosan end significant subfhicine hemiation to the right. She has had no surgary,
biopsy or chematherapy.

1t is proposed thet the patient will receive trestment according to Protocol BY-9.
Ragionale for Treatwent with Antinegoiagton A10 snd AS2-]

and glaucara, The protocol is exclnsive of socepting patients with chronic disovders and for this reason
i Exception.

request is mads for Campassionste

SR ™MD,
October 11, 1996
Tude

12000 RICHMOND AVENUE « HOUSTON, TEXAS 77082-2431 » (713) 597-0111 » FAX (713) 597-1166
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November 15, 1996

Dr Burzynski:

1 spoke with Julia McMillan this morning. She said she do¢sn’t remember anyone
telling her she needed to do anything to follow-up on her compassionate
exception. However, I told her what the FDA requested. She asked me to relay to
yondut
1. She has reports in her charts from 4 neurosurgeons as well as the MRI’ s
concerning her diagnosis of brain twmnor.

2, She has Porphyria which restricts her from having anesthesia in order to have a
biopay. She has been told it would be deadly for her to have anesthesia. She is
extremely semitive regarding chemicals in her system.

3. She knows her brain tumor is malignant snd she doesn’t want to have surgery
or biopsy as it may metastasize.

1 told her I would give this information to you. She still wants to have treatment.
These reasons are why she came here for your treatment.

Cheryl
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Please refer to your October 28, 1988 requests (received by us on October 20,
1998} concarning Edwaerd J. Flowers (303) snd Julls MoMillan (304). See attached
notes. i ,

Sdwerd J. Flowers (303) |
We request indepsndent i supporting your assertion in your facsimile
transmission datad October 2B, 1980, that the 1996 lesion is consistant with

malignancy (i.a. from a neurologiat or neurosurgeon).

Julls McMilen {304) ’

1) Why has the lesion nat besn blopsied?

2) We require s bilopsy or indepandent consultation from & neurclogist or
meurosurgecn that confirms the ourrent lasion represents 8 malignant brain tumor.

Plaase remamber that patients approved by the FDA to recaive Antineoplsstons ss
special exoeptions to yaur study pratocols ars still under your IND{s}). As the
sponsos end the olinical investigator, you must insure that they sign informed
congent (21 cmmem;mqmwmmmmuw.pﬁw
to treatment, by the (RB that is responsible for review of these clinical
investigations (21 CFR Part 58); end all other IND regulations must be fellowed.
Also, thess patients cennot be cherged for the Antineoplestons without prior
written FDA epprovel,

w1970 - UeI's
" aom,wﬁ(dafﬂ Yoo Puk{- @
Wy o OUA-
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FOOD AND DRUG ADMINISTRATION
OFFICE OF DRUG EVALUATION I

DIVISION OF ONCOLOGY DRUG PRODUCTS
CDER Oucolagy Groap (HFD-150), 5600 Fishars Lane
Rockville, Maryland 20857
THIS DOCUMENT IS INTENDED ONLY POR THE USE OF THE PARTY TO WHOM [T IS ADDRESSED
AND MAY CONTAIN INFORMATION THAT I3 PRIVILEGED, CONFIDENTIAL, AND PROTECTED
FROM DISCLOSURE UNDRR APPLICABLE LAW. If you zre oot (he addretses, o7 a person authorized w
deliver the docnmens t0 the addressos, You ars hezeby gotified thar apy revisw, disclosure, dissemination,
copying, or other sction basad on the content of this communication is not suthocimed. 1f you kave recaived this
documment tn sx70r, pleast immedistsly norify us by selephans and reurn it 10 us at the above address by mall.
Thank you. ‘

PHONE: (301) §94-2473  FAX: (301) 594-0499
TO Dr. Burxynski
713 897-1166
FROM:__Patrick Guinn, CSQ/Projact Manager
Totsl number of pages, including cover sheet:_2
Dats:_November21,1986

COMMENTS: IND 43,742
Speaial sxcnption treatment request (338)
Burzynski Research institute
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Please refer to your November 18, 1998 request (received by us on November 20,
1086) conceming Julia MoMillan (338). Sea sttached notes.

1. What type of pomhvdt?i
¥

2.  As stated in our fecsimile transmission dated October 28, 1998, we require
independent consultation from a naurologist or neurosurgeon that confirms
that the current iesion represents a malignant brain tumor,

Plesso remember that patients spproved by the FDA to recelve Antineoplastons ag
special axceptions 10 your study protocols are still under your IND{s). As the

- epansor and the clinicel investigator, you must insure that they sign informed
congent (21 CFR Part 50); sach special exception patient must be approved, prior
to treatment, by the IRB that is rasponsible for review of thess clinicel
investigations (21 CFR Part 66); and sll other IND regulstions must be follawad.
Also, thess patients cannot be chsrged for the Antineopiastons without prior
written FDA approval,
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;' . DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heatrh Servics
[
L)
S . - Food and Drug Administration

IND 43,742

CERTIFIED MAIL

RETURN RECEIPT REQUESTED MAY 23 10

“Burzynski Resaarch Institute, Inc.

12000 Richmond, Suite 260
Houston, Texas 77082-2431

Attention: S. R. Burzynskl, M.D., Ph.D.
Dear. Dr. Burzynski:

Please refer to your Investigational New Drug Application {IND) submitted
pursuant to section 505(i) of the Federal Food, Drug, and Cosmetic Act for
Antinsoplestons A10 & AS2-1 Injections.

Please alao refer to your April 22, 28, 30, May 2, 7, 8, 10, 13, 14, 15, and
17 1986 submissions and our April 16 and 26, 19986 letters.

We are concamed about the iarge number of new patients that you have now
revealed were started on Antineoplastons between February 24, 1996 and April
16, 1996 outside your INDs and outside of the many new protocols you had filed
to your INDs. At that time, while we were doing our best to work with you on
your many new IND protocols, you did not advise us that you were also
continuing to start new patients on Antineoplastons outgide of your INDs.

This letter responds to your requests regarding some of these patients. We want
to emphaslze that this letter does not excuse any violgtions of law or faifures to
comply with the IND regulations that may have occurred.

1. Regarding Susan Duban:
Antinsoplastons may be continued In this patient with Stage IV
neuroendocrine carcinoma of the lung provided the infusions are
toleratad and the patient is monitored carsfully for toxicity.

2. Regarding Albert Frolander:
Antineoplastons may be continued in this petient with carcinoma of

the prostate provided the infusions are toleratad and the patient is
monitorad carefully for toxicity.
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Page 2

3. Eegardlng Zachary McConnaell:

According to the information submitted, this pstient with a PNET
invalving the right cerebral hemisphere of the brain recsivad
chemotherapy followed by anly ane day of radiation treatment. The
parants of the patient decided not to continue radistion because the
peatient became “very sick” from the radiation therapy and there were
“symptoms of incraasing intracranial pressurs”. Antineoplastons were
bagun on March 19, 1996, only 14 days following the radiation
therapy. No information is provided regarding the status of the brain
tumor following surgery, following chemotherapy, or following
radiation therapy.

-Basged on the limited information submitted, we cannot conclude
whether the administration of Antineoplastons In this patient is
appropriate. However, Antineoplastons may be continued in this
patient provided you submit the following information within 15 days
of this notification: the age of the patient, s copy of CT scan and/or
MRI! report providing evidence that the patient has a regsidual malignant
brain tumor and a copy of a report from the patient’s radiation
oncologist indicating the tumor is not potentially curable with radiation
therapy.

4. Regarding Patricia McPherson:

This is @ woman with Stage IV breast cancer who had previously
received CMF chemotherapy and is currently receiving tamoxifen
which was started on January 4, 1996. The status of this patient’s
breast cancer prior to beginning Antineoplastons on April 2, 1996 is
not adequately described in the submission.

Based on the submitted information, we cannot conclude whether the
administration of Antineopiastons in this patient is appropriate.
Howaever, Antineoplastons may be continued provided you submit the
following information within 15 days of this notification: reports of

. appropriate diagnostic studies, including radiological studies, providing
objective evidence that the cancer in this patiant was progressing on
tamoxifen prior to beginning Antineoplastons.,



IND 43,742
Page 3

5. (}'Regarding Janice Miller:

6.

7.

-

This patient has squamous cell carcinoma of the head and neck region
with involvemant of the cervical lymph nodes and oral mucosa.
Resection of the primary lesion at the base of the tongue was
performed on April 3, 1996, “followed by the development of
metastatic nodule on the right buceal mucosa”. Antineoplastons were
begun on April 15, 1896, only 12 days following surgery. The patient
evidently had not received chemotherapy or radiation therapy. Itis
unciear from the scanty amount of submitted information whether or
not this patient is potentially curable with standard therapy Including
radiation therapy.

Continuad administration of Antineoplastons in this patient is not
acceptablo. However, we would reconsider 8 request to continue
Antineoplastons If you provide the following information: a detailed
deacription of the tumor and metastases prior to beginning
Antineoplastons, including measurements and location of each lesion;
and a written report by a certified radiation oncologist indicating that
this patient is not potentially curabls with radiation therapy.

Regarding Patricia Patroski:

This is a patient with breast cencer who underwent a lumpectomy and
axillary node dissection in February 1996, Twenty-two axillary nodes
were “inspected and reported for cancer”; the number of iymph nodes
that waere positive is not provided. The patient has been on tamoxifen
since April 1, 1996 and Antineoplastons were administeraed orally
beginning on March 19, 1996.

The administration of Antineoplastons as adjuvant therapy in patients
with breast cancer is not acceptable. The administration of
Antineoplastons in this patient should not be continued.

Regarding David Smith:

This is a patient with Hodgkin‘s disease who previously received
“curative” radiotherapy but now has recurrent disease with
involvement of bone and bone marrow. He has not received
chemotherapy,
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-

IND 43,742
Page 4

The administration of Antineoplastons to patients with Hodgkin’s
dissass who have not received potentially curative chemotherapy is
not acceptable. The administration of Antineoplastons in this patient
should not be continued.

8. Regarding Devin Frable:

Administration of Antineoplastons may continue, if the patisnt had
documented residual, recurrent or metastatic disease at the time
administration of Antineoplastons was initiated.

9.  Regarding Jagson Homer:

Administration of Antineoplastons may continue, if the patient had
documented residual, recurrent or metastatic disease at the time
administration of Antineoplastons was initiatad.

10. Regarding Patrick McLoughlin:

Administration of Antineoplastons may continue, if the patient hed
documented residual, recurrent or metastatic disease at the time
administration of Antineoplastons was initisted.

11. Regarding Adela H. Koffman:
Administration of Antineoplastons may continue,

As you are aware, you muist obtain writtan informed consent from all
patients receiving Antineopisstons; and you must obtain IRB approval, prior
to treatment, for each patient who raceives Antineoplastons as a single-
patient protocol exception (including the patients listed above). As the IND
sponsor, you must notify each of the subinvestigators of our
recommendations regarding the patients listed above.

As sponsor of this IND, you are responsible for compliance with the Federal
Food, Drug, and Cosmetic Act and the regulations promuigated thereunder.
Those responsibilities include reporting any unexpected fatal or life-
threatening experiences by telephone to this Agency no later than three
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working days after receipt of the information and the submission of annual
progress reports.

If you have any questions concerming IND 43,742 please coi.tact:

Paul Zimmerman
Project Manager
(301) 594-6776

Sincerely yours,

RhbasfRude

Robert J. DeLap, M.D., Ph.D.

Acting Dirsctor

Division of Oncology Drug Products
Office of Drug Evaluation |

Center for Drug Evaluation and Research

ce:

Carlton Hazlewood, Ph.D.
Chairman

Institutional Review Board
Burzynski Research Institute, Inc.
12000 Richmond, Suite 260
Houston, Texas 77082-2431
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PATRICIA C. WALTER
3183 WESTON STREET

PHILADELPHIA, PA 19136-1811

215-3384374
215-332-8849 fax

March 30, 1998

Congressman Dan Burton
US House of Representatives
Washington, DC 20510

Dear Congressman Burton:

I am following up on a letter I sent to you on January 30, 1998 regarding my husband who has
had stage [V renal cell cancer for 9 months. Thanks to Dr. Stanislaw Burzynski of Houston,
Texas:

My husband is alive and well, when he was given 6 months to live in June 1997.
As of November 17, he no longer is taking 60 mg of morphine three times a day.
He has few side effects.

The tumor is reduced by 50%.

He has had no occurrence of metastases eisewhere.

He has not been ill or hospitalized once in all these months.

1 have been a medical editor for years, and therefore, | kmow no cure exists for stage [V metastatic
kidney cancer. Yet, it seems my husband is being cured. Therefore, I believe these results are
profound. Furthermore, my husband has not had chemotherapy or radiation therapy. The only
treatment he has had is Dr. Burzynski’s antincoplaston therapy. All of these things have been
documented in an FDA-approved clinical trial in which my husband is enrolled.

L am writing to ask that you support Dr. Burzynski’s drugs for a fast track approval by the
FDA.

Antineoplastons have far exceeded the 10% response rate required for fast tract approval.
However, the FDA is still stonewalling Dr. Burzynski. I am very concemed that antineoplastons
will never be available to the public if someone such as yourself, who truly can make a difference,
does not step forward. Please encourage the FDA to put these drugs on a fast track for approval.

As you can see by the enclosed information, Dr. Burzynski has 18 years of clinical proof of the
effectiveness and safety of antineoplastons. He is currently conducting 71 clinical trials using
antineoplastons to treat only terminally ill cancer patients. It is common practice for the FDA to
approve drugs despite clinical trials being incomplete, especially drugs for cancer and AIDS. One
recent example is xeloda for breast cancer. This is the purpose of the fast tract approval process.

Approval of these drugs will also remove the financial burden from dying patients and their
families. My husband and [ have been fighting our insurance company since September. We have
spent over $75,000 for treatment and travel expenses.



March 30, 1998
Congressman Dan Burton
Page 2 of 2

Personal Choice is willing to pay for chemotherapy, which does not work, and for radiation
therapy, which does not work However, it will not pay for a therapy that is working. Dr.
Burzynski’s treatment is one-third the cost of chemotherapy and radiotherapy.

Furthermore, despite the fact that renal cell carcinoma is refractory to chemotherapy and radiation
therapy, doctors offer both, without regard to the serious medical consequences for and
debilitating effects on the patient. Although all the textbooks state that these treatment modalities
do not work, doctors disregard the advice of the most reputable men in the field.

No one is questioning the needless and harmful use of these therapies, not to mention the
astronomical costs incurred by insurance companies and the families of dying patients. It is time
1o stop torturing cancer patients and look in a new direction for an altemative treatment for cancer.

My husband deserves better than this from his government, that is, the FDA. He is a decorated
Vietnam combat veteran. He fought in an unpopular war and has suffered the consequences for his
entire life. He served on the Philadelphia Fire Department for 20 years and experienced a heart
attack while fighting a fire, thus ending his career. During his carcer, he saved lives and millions
of dollars in personal and commercial property. Now, no one will help him.

Please support Dr. Burzynski's efforts to cure patients the medical establishment has given up on.
Thank you.

JM O Wit

Patricia C. Walter

enclosures
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1970s-  Over 100 papers published on antineoplastons by Dr. Burzynski (Dr. B) in peer-reviewed

1990s

1977

1984

1980s,

1990s

1991

1997

journals, Hundreds more published in peer-reviewed joumnals by independent investigators.

Dr. B published the results of his first group of terminally ill patients treated with injections of the
original broad-spectrum peptide, Antineoplaston A, in the peer-reviewed journal Physiological
Chemistry and Physics. Most of the 22 patients achieved either significant tumor reduction or
stabilization; 4 had complete remissions; 2 had reductions of 50% or more; and in 4 patients the
cancer progressed.

The FDA met with Dr. B in their Rockville, MD, headquarters and brought in 10 doctors to
evaluate slides and laboratory analyses in regard to how well the drug worked in the test tube
and in mice. They were shown the patient case histories. All 10 were amazed.

Successful tests of antineoplastons were performed at the University of Kurume in Japan, where
the drug has been used for years to treat liver and kidney cancers, including a cure of liver cancer
in that university’s president.

Dr. Nicholas Patronas, chief of the neuroradiology scction at the NIH, a specialist in reading
scans and radiographs of cranial tumors, was sent as part of a panel from the NCI to
evaluate some of Dr. B’s patient case histories. Of the cases he examined, Patronas testified,
“It’s amazing, the fact that they are living and doing so well.... These particular individuals
not only survived, but they dida’t have major side effects. I think it is impressive and

unbelievable.” Patronas also said that he had never seen any treatment work so well against
brain cancers.

Dr. Robert E. Burdick, a Seattle oncologist and faculty member of the highly respected
University of Washington Medical School, evaluated both conventional treatments and 17 of
Dr. B’s patients who were undergoing treatment for brain tumors. He said, “It is rare, currently, to
ever get a complete remission or cure in... malignant brain tumors, using our standard modalities
of surgery, radiation, and chemotherapy.... As a rough estimate, neurosurgeons do well to cure
one in every 1000 patients.... Radiation therapy slows the growth in tumors in adults, gaining
perhaps 1 month of life, and again may result in a cure in only one in 500-1000 patients, those
cures being in the pediatric age group. Despite 30 years of clinical trials, chemotherapy has not
resulted in the development of a single drug or drug combination that elicits more than an
occasional transient response in primary brain tumors.”

Against this dismal background Burdick evaluated Dr. B’s cases. Of the 17, there were 7
complete remissions. There were 9 partial remissions of 50% or more, and one case of stable
disease. Burdick summarized that “The responses here also are far in excess of any prior
series of patients published in the medical literature...the response rate here is an astounding
81%, with an equally astounding 35% complete remission rate. Such remission rates are far
in excess of anything I or anyone else has seen since research on brain tumors began. It is
very clear the responses here are due to antinoeplaston therapy and are not due to surgery,
radiation, or standard chemotherapy.”
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1996  Among brain tumor patients in Dr. B’s CAN-1 tria), of 45 patients 19 achieved reductions of
50% or more in their tumors, 19 displayed smaller tumor reductions or stable disease, and only 7
had tumor growth. Most of these patients had already failed conventional therapy and had been
told that there was no treatment available that could stop their tumors from growing. That is,
they were terminally ill.

1996  Dr. B sent scans and X-rays from 28 patients with brain tumors for independent evaluation by Dr.
Bruce Dean, a partner in the widely respected radiology firm, Southwest Neruolmaging in
Phoenix, Arizona. Dean confirmed a complete response in 13 of 28, found a partial response of
50% or more tumor reduction in another 3 patients, and initial improvement but later recurrence
in 5 patients. Eight patients suffered continued, progressive disease, with no apparent benefit.
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Michael Nussbaum, M.D., FA.C.S.
General Surgery » Surgical Oncology
6116 Bustieton Avenus Jeansa Prysiciang’ Office Bidg. - Sute 102 Office: {218} 742-9822

Penne. 19152 7800 Centrat Avanue Fax: 216) 745-8278
Phiiadeiphia. Penns. 19111

January 14. 1998

MEDICAL DIRECTOR
PERSONAL CHOICFE

BLUE CROBS BI.UE SHIELD
CAMP HILL. PA

RE: CHARLES R. WALTER

DEAR DOCTOR:

I INITIALLY SAW MR. WALTER IN JUNE OF 1997 AT HOLY REDEEMER
HOSPITAL AND A RETROPERITONEAL EXPLORATION WAS PERFORMED ON JULY 1,
1997. THF DJIAGNOSIS ON DISCHARGE WAS RENAL CELL CARCINOMA.

SINCE CONVENTTIONAL TREATMENT DID NOT OFFER THE PATIENT MUCH PROMISE
HE CHOBE TO SUBMIT TO AN ALTERNATE TREATMENT.

FROM HIS TFST RFSULTS IT WOULD APPEAR THAT HE HAB HAD A POSITIVE
RESPONSE FROM TH1S MUDE OF TREATMENT. I WOULD RECOMMEND THAT MR,
WALTER CONTINUFE THIS TREATMENT.

S8INCERELY

MICHAEL NUSEBAUM, M.D.
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Cancer: Principles and Practice of Oncology, 5th edition
Edited by Vincent T. deVita, Jr., Samuel Hellman, and Steven A. Rosenberg
Philadelphia: Lippincott-Raven, 1997

This is the definitive book on cancer therapy in traditional medicine. Steven A.
Rosenberg is a prominent scientist at the National Cancer Institute who is treating
patients with renal cell carcinoma, and with malignant melanoma, using interleukin-2
immunotherapy. There is only a 3% response rate with IL-2. More patients die from the
treatment than are cured by it. My husband, who has stage IV renal cell carcinoma, is
ineligible for the trial for two reasons. First, he has an abnormal stress cardiac
examination owing to a heart attack he suffered fighting a fire while employed as a
firefighter by the City of Philadelphia. Second, he has tumor involvement of the central
nervous system.

In Chapter 65 entitled “Kidney and Ureter” by Simons and Marshall of Johns
Hopkins University Hospital, the authors state the following conceming renal
cell carcinoma: ;

“The very best approach to the fully informed patient with metastatic
disease is to recommend an investigational treatment protocol whenever
possible.”

«...the poorly differentiated and sarcomatoid tumors have a particularly
unfavorable prognosis...and large, high grade tumors and particularly
sarcomatoid variant tumors have an exceptionally poor prognosis.”

These features describe my husband’s tumor type.

From Current Practice of Medicine published by Current Medicine in
Philadelphia:

“Various systemic treatments have been used for this disease [renal cell
carcinoma), including standard chemotherapy and biologic response
modifiers. Clinical benefits are uncommon, and the impact on disease control
rates and survival is minimal at best. This tumor is usually relatively
radioresistant, and radiation therapy is mostly used for palliative purposes
(pain control, brain metastasis).”




244

TABLE 1.

Cost-to-Benefit Analysis of Conventional Therapy vs
FDA-Approved Clinical Trial of Antineoplaston
Therapy in Renal Cell Cancer

COSTS

Admuinistration of drugs

Hospitalizations during drug
administration

Hospitalizations for life-
threatening treatment-
related side effects, along
with testing, medications,
consultations, and so on

Cost of drugs to counteract
the many side effects of
chemotherapy and radiation
therapy

Cost of long-term side- .
effects

Costs of nursing care at
home

Costs of hospice care

CHEMOTHERAPY

$2000+/day

$2000+/day

$2000+++/day

$3$

$3$

$33

$58

ANTINEOPLASTON
THERAPY

$450/day

0
(Not necessary)

(None)

Minimal (for water pills, drug
therapy for high cholesterol,
and mineral supplements)

0
(There are none)

0
(We provide care for
infusions and Hickman
catheter)

0
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TABLE 2.
Cost-to-Benefit Analysis of Side Effects of Traditional
Therapy and FDA-Approved Clinical Trial of
Antineoplaston Therapy in Renal Cell Cancer

Vinblastine is the recommended chemotherapeutic agent. Combination therapy is not
recommended outside of a new clinical trial.

CHEMOTHERAPY ANTINEOPLASTON THERAPY
Minor Side Effects: Side Effects:
Nausea Fatigue

Vomiting Water retention

Pain at the IV site High cholesterol levels
Hair loss

Headache

Mouth sores

Loss of appetite

Stomach pain

Skin rash

Mental depression
Deep ache in jaw or throat, resulting
from facial nerve being affected

Serious Side Effects:

Neurological damage*:

Constipation

Tingling and numbness of fingers
and toes

Inability to complete sentences

Inability to do simple arithmetic

Inability to recall words

Hearing loss

Loss of deep tendon reflexes and increased
motor weakness causing foot or wrist
drop, difficulty walking, difficulty
arising from chairs, clumsiness, and
loss of coordination
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RADIATION THERAPY
Minor Side Effects:

Fatigue

Skin burms

Loss of appetite

Wasting

Depression

Nausea

Diarrhea

Serious Side Effects:

Low leukocyte and low platelet counts,
resulting in susceptibility to life-
threatening infections

Radiotherapy can actually stimulate
tumor growth

*Signs of neural drug toxicity, a potentially serious and nonreversible condition when allowed to

progress.

NOTES:

Because current radiosensitizers face the same inherent drug-resistant phenotypes as do
chemotherapeutic agents, radiation is offered for palliation of specific symptoms, for example,

Chemotherapy with vinblastine can last up to 2 years, if the patient survives. In some patients,

the neurological defects are permanent.
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TABLE 3.
Traditional Chemotherapy and Radiotherapy vs
Antineoplaston Therapy

Over the course of the disease (cancer)
CHEMOTHERAPY and RADIATION
THERAPY, including repeated hospital-
izations and medications to counteract their
detrimental and often life-threatening effects,
can cost over $1 million.

Millions of deaths have occurred from short-
and long-term effects of chemotherapy and
radiotherapy.

As a medical editor, I know studies exist to
show these therapies have no permanent
effect on solid tumors in most types of
cancer and, in fact, do not prolong life.
Moreover, these therapies have been shown
to destroy the quality of life. However,
doctors continue to offer both without making
patients aware of these facts.

Not only are doctors recommending these
therapies that do not work, that make patients
weaker and sicker, and that are proved not to
extend life, but insurance companies pay for
these therapies. Not only do they pay, but
they pay without question, despite the
published evidence that these therapies do
not work.

Medical journals are financed by drug
companies, as are the societies that publish
the journals. These prestigious joumnals
routinely publish articles touting the minor
improvements in various regiments of
chemotherapy and radiotherapy. These peer-
reviewed journals cannot be impartial
because they are directly funded by large
pharmaceutical companies.

Drug-company and federal funding is
available for FDA-approved clinical trials into
new harmful chemotherapy drugs (based on
the theory of destroying cells), or new
combinations of old, harmful drugs.

ANTINEOPLASTON THERAPY costs
$470/day. Over 2 years, the cost is
under $350,000.

Not one person has been injured or killed by
antineoplaston therapy in 18 years of use in
humans.

Antineoplaston therapy improves the quality of
life for patients with terminal cancer, reduces
pain, and extends life. Yet doctors do not tell
their patients of this alternative therapy.

Insurance companies will not pay for so-cailed
investigational trials involving antineoplaston
therapy, although Dr. Burzynski has been
treating patients with antineoplastons for over 18
years. The US government has admitted that
these drugs are safe and effective, the two
criteria that are used to judge drugs for FDA
approval All insurance companies in the
United States and the FDA are well aware of
these facts.

Dr. Burzynski has no funding and never has had
funding outside of his position at Baylor College
of Medicine and being offered a position, which
he turned down, at MD Anderson Cancer
Center. The costs of antineoplaston therapy
are borne by his sick and dying patients and
their families.

Dr. Burzynski has no funding for his FDA-
approved clinical trials because FDA tactics,
such as raiding dying patients’ homes, have
frightened away investors. Investors know of the
FDA’s retaliatory tactics.
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Table 3, continued

The result of chemotherapy and The result of antineoplaston therapy is good-
radiotherapy is death, quality life.

Lawsuits are routinely filed against doctors In th'e over.ls years that Dr Bmﬁ has been
and hospitals for malpractice on behalf of treating dying patients with antineoplastons, he
cancer patients. has never been sued by a patient.

Traditional research into new The FDA is forcing some patients who show
chemotherapeutic agents has lower standards improvement off of treatment in order to skew
for approval than do antineoplastons. the results against antineoplastons.



PATIENT ACCESS TO ALTERNATIVE
TREATMENTS: BEYOND THE FDA

THURSDAY, FEBRUARY 12, 1998

COMMITTEE ON GOVERNMENT REFORM AND OVERSIGHT,

HOUSE OF REPRESENTATIVES,
Washington, DC.

The committee met, pursuant to notice, at 1:18 p.m., in room
2154, Rayburn House Office Building, Dan Burton (chairman of the
committee) presiding.

Present: Representatives Burton, Mica, Davis of Virginia,
LaTourette, Sessions, Snowbarger, Waxman, Condit, Sanders,
Maloney, Norton, Kucinich, and Tierney.

Also present: Representative DeFazio.

Staff present: Kevin Binger, staff director; Daniel Moll, deputy
staff director; William Moschella, deputy counsel and parliamen-
tarian; Judith McCoy, chief clerk; Teresa Austin, assistant clerk/
calender clerk; Laurie Taylor and Carolyn Hicks, professional staff
members; Will Dwyer, director of communications; Ashley Wil-
liams, deputy director of communications; Robin Butler, office man-
ager; Ashley Godwin, staff assistant; Phil Schiliro, minority staff
director; Phil Barnett, minority chief counsel; Cherri Branson, mi-
nority counsel; Karen Lightfoot, minority professional staff mem-
ber; and Ellen Rayner, minority chief clerk.

Mr. BURTON. Representative Waxman is recognized.

Mr. WAXMAN. Mr. Chairman, I know you're going to proceed to
opening statements, and I have an opening statement which I'd
like to have inserted in the record by unanimous consent.

Let me apologize to those who are going to be testifying at the
hearing today. I, unfortunately, have a conflict on a similar and re-
lated matter. The Health and Environment Subcommittee, which I
once chaired, of the Commerce Committee is holding a hearing
today on the question of human cloning, what legislation would be
appropriate and whether such legislation might stop very promis-
ing health research that could lead to new therapies. So, I will cer-
tainly examine the testimony of all the Members, and I look for-
ward to learning about the discussion. This is an important hear-
ing that you're holding and I appreciate your willingness to let me
make my statement now.

Mr. BURTON. Thank you, Mr. Waxman.

[The prepared statement of Hon. Henry A. Waxman and the pre-
pared letter of Hon. Eleanor Holmes Norton follow:}

(249)
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Statement of Rep. Henry A. Waxman
February 12, 1998

Mr. Chairman, today we are going to hear from a number of witnesses, some of whom
have fought hard battles against cancer. I know my collesgue Jim Moran has experienced the
devastating impact of this disease on his family when his youngest child was struck ill with cancer,
and I know how hard they have fought for her recovery. I have the greatest sympathy for his
family and for all families who have fought against cancer. 1 appreciate their willingness to share
their stories and I hope that they will succeed in defeating the disease.

I understand that cancer patients need a variety of medical treatments and that they desire
not only conventional treatment but also experimental drugs. But cancer patients need more than
simply access to experimental drugs. They need to have those drugs property tested and to learn
whether or not they work. No one wants to waste money on treatments that don't work. No one
wants to forego treatments that might be more effective. And if something does work, it should
be made available to as many patients as possible.

The issue of access to unapproved drugs has far reaching implications -- not only for those
who are ill today but also for those who become ill in the future. And that is why this issue was
taken so seriously and studied so extensively by another committee of Congress, the Commerce
Committee, which has primary jurisdiction over the Food and Drug Administration. The issue of
access to unapproved treatments was considered by the Commerce Committee as they worked
over the last three years to craft bipartisan legislation to reform the FDA — legislation that was
signed two months ago. As part of that process, some of the witnesses here today testified before
the Commerce Committee.

I am disappointed that this Committee is now holding a second hearing on FDA issues
without giving FDA the opportunity to testify. 1 would like to hear how they would respond to
many of the issues that will be raised by witnesses today. 1 think it would have been appropriate
to have had an opportunity to hear from the agency and get a full perspective of the issues.

I would like to welcome the witnesses and apologize for not being able to be present for
the whole hearing. Unfortunately there is a concurrent hearing at the Commerce Committee
which I must also attend.
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Mr. BURTON. A quorum being present, the Committee on Govern-
ment Reform and Oversight will come to order.

Our first panel will be Representative Peter DeFazio, Represent-
ative Jim Moran and Georgia State Senator Ed Gochenour, I hope
I pronounced that correctly.

As I understand it, the first panel is on its way so we’ll proceed
with opening statements and then we'll get to the panel as they ar-
rive.

Today is the second in a series of hearings examining issues and
problems related to alternative medical treatment for millions of
desperately ill Americans. Last week we heard from panels of pa-
tients and experts who discussed what they saw as the failures of
the Food and Drug Administration and the National Cancer Insti-
tute. Today, we will hear potential solutions to the problems that
have been brought before us, one in the form of legislation that
would give all ericans the freedom to choose their own medi-
cine.

As I stated last week, the purpose in holding these hearings is
to lay the issues out on the table and deal with them in the most
reasonable and balanced way. I want to stress that in no way is
this a partisan issue. Dedicated Members from both parties have
raised concerns about patient access. We owe it to the millions of
patients, their families and loved ones who are not satisfied with
conventional treatments to give our time, our energy and attention
to this important issue.

It was mentioned last week by members of this committee that
these hearings are not necessary, that these issues have been
heard before and that the FDA Modernization Act has been passed
to fix these problems. However, we heard last week also that seri-
ous problems still exist, that these issues are still tremendously im-
portant to Americans and that the FDA Modernization Act fails to
properly address patient access to medicine.

America is perhaps the world leader in allowing its citizen indi-
vidual liberties, but sadly we continue to deny our citizens the
guardianship of their own health. Without health, all other lib-
erties become meaningless.

Medicine is often a matter of individual choice. We know from
modern science that what works for some does not work for others.
Last week we heard testimony that some of our country’s top Gov-
ernment scientists are not promoting thstrogress of medicine but,
instead, are holding it back. Today, we will hear from a highly es-
teemed doctor, researcher and advisor to the German Congress on
the medical advances that have taken place in Germany in the past
20 years that further illustrate how American medicine is, in some
ways, behind the times.

he meager advances by conventional medicine in the treatment
of most chronic and deadly diseases has made alternative and com-
plimentary therapies overwhelmingly popular. But we learned last
week that our system needs significant change so that these thera-
pies are given the opportunity to be tested in scientific but rational
ways. Not too many dying cancer patients want to be a part of a
test where they will end up with a placebo and no chance for sur-
vival. Today, we will hear testimony about different but reliable
means of testing alternative and complimentary therapies.
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Defending good science and weeding out fraud are the reasons
bureaucrats use to closely monitor independent researchers and
doctors who use alternative therapies. However, we heard from pa-
tients and doctors last week who felt that the FDA interference is
often unnecessary and unwanted. Americans do not want the Gov-
ernment, in this case the FDA, telling them how to treat their ill-
ness, especially when State level protections are already in place
to safeguard the public from those who might do harm to patients.
Today, we will hear from a doctor who sits on the Michigan State
Medical Licensing Board who will tell us about those State level
protections.

The FDA process for patient access to unapproved treatments in
a good example of the nature of the Federal Government to micro-
manage the lives of individual Americans often unnecessarily.

Access to a treatment in the development process that is not ap-
proved by the FDA generally requires participation in a clinical
trial. But if a patient does not qualify under the strict guidelines
of a trial, the FDA then makes a life or death decision as to wheth-
er a patient can have the treatment under a special exception. If
the answer is no, their access is shut off with no appeal, and many
times they’re just told go home and die.

Today, we will hear from a young girl with little chance of living
because of her illness. She has undergone the most painful rituals
of conventional medicine; chemotherapy, massive radiation and a
full bone marrow transplant that nearly killed her. Now she wants
to take a nontoxic treatment to keep her cancer from coming back,
but the FDA will not let her. This little girl if a perfect example
of why Americans want change: compassion.

These hearings will explore ways to help those hundreds of thou-
sands who get left out of the FDA sponsored experimental treat-
ments and, therefore, are left out in the cold. We have some highly
esteemed Members of Congress who will continue the discussion of
last week about the legislation entitled, The Access to Medical
Treatment Act, and how that legislation can assist American citi-
zens in accessing the treatment they and their physician believes
is best for them.

Seriously ill patients want options. I have stated before that the
terminally ill should have access to any potential cure available.
But chronic illnesses can be just as bad. If conventional medicine
does not offer a cure, the chronically ill should have the right to
try an alternative without the headache of bureaucratic red tape
and Government officials who think they know better. The Govern-
ment ought to be helping them find new alternatives, not throwing
up roadblocks. It’s time for the Congress to show true leadership
in providing greater access to new and promising treatments. Good
health and medicine require it.

And I'll just add as a final note that I believe anybody who is
terminally ill, who is suffering chronic problems, ought to have the
right to try any therapy that they think is necessary. And one of
the things that was so startling to me last week was a chart that
showed in the case of cancer, I believe it was breast cancer or was
it just all forms of cancer, that all forms of cancer since the 30’s
there has not been any real improvement in the survival rate with
all the so-called new technologies and treatments we have. And if
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that’s the case, if there’s no more hope than there was 40 or 50 or
60 years ago, then why are we denying these people alternative
methods of treatment when their lives depend upon it?

And with that, I yield to the gentleman from Connecticut.

Mr. SANDERS. Close.

Mr. BURTON. Massachusetts.

Mr. SANDERS. A little northeast.

Mr. BURTON. Vermont. Vermont. Forgive me, I'm sorry. I know
it's Mr. Sanders from Vermont.

Mr. SANDERS. All right, you're halfway there. OK. Thank you,
Mr. Chairman.

I find these hearings much more positive than many of the other
meetings that we hold on this committee, and I agree with much
of what you have said.

1 think there is no question but that in the United States of
America there has been an explosion of interest in alternative and
complimentary medicine in the last several decades, and frankly no
matter what the U.S. Congress does, that explosion is going to con-
tinue. We are not leading the effort, we are as they say, the tail—
well, I don’t know what they say, but we are following the country.
We're not leading, we're following. The American people want alter-
natives, they want change and we’ve got to listen to those requests.

In the State of Vermont, we held a hearing I remember a couple
of years ago, 500 people came out to discuss alternative health. The
U.S. Congress established several years ago the Office of Alter-
native Health, which is being swamped with requests. And frankly,
Mr. Chairman, I would hope that we would take a look at whether
or not the Office of Alternative Health is getting the kind of atten-
tion and respect from the NIH that is deserves. I think it was es-
tablished, I think they are trying to do a good job and I don't know
that they’re getting the support from the NIH that they require,
and I would hope that we would take a look at that and I would
support your efforts to do that.

I think everybody knows that many of the ideas that were in
fashion 20 or 30 years ago about health care problems and cures
no longer stand the weight of time. We had doctors on television
advertising cigarettes 30 years ago, we had people laughing that
nutrition was an important aspect of health care, chiropractic ap-
proach was thought to be fraudulent, herbs and vitamins just
quacks were talking about these issues and now all of those ideas
are part of mainstream thinking.

So I think that I want to congratulate Representative DeFazio
for introducing his important legislation. I think, as you said Mr.
Chairman, there are a lot of problems out there which establish-
ment medicine has not yet come up with appropriate answers and
I think this Congress should be looking at all of the alternatives
that are out there, many of them which are less expensive, many
of which have far less, if any, severe side effects than some of the
cures that are being brought forth by the establishment medicine.

So, I thank you very much for holding these hearings and look
forward to hearing from our witnesses.

Mr. BURTON. 1 thank the gentleman from Vermont for that very
elegant statement.
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Does any other Member have an opening statement theyd like
to make? If not, then Mr. DeFazio and Senator Gochenour, would
you please stand.

[Witnesses sworn.]

Mr. BURTON. Mr. DeFazio, do you want to start with an opening
statement?

STATEMENT OF HON. PETER A. DeFAZIO, A REPRESENTATIVE
IN CONGRESS FROM THE STATE OF OREGON

Mr. DEFAZI10. Thank you, Mr. Chairman. I've provided copies of
written opening statement to the committee. T'll depart from that,
but I would draw people’s attention to it that it’s been entered in
the record. '

Mr. Chairman, in the opening remarks both you and Mr. Sanders
have made points that I'd like to amplify upon.

I think the question before the Congress; some people have said
to me, “Well, why is the hearing in Mr. Burton’s committee and not
over in Commerce,” and quite frankly because we've run into the
same stonewall over there that we've run into many other times
when advocating for alternative treatments and for people’s right
to in an orderly and safe way access alternative treatments. So, I'm
velc—ly pleased that this committee has chosen to show the leadership
and begin to open this subject to discussion.

This subject has not been discussed in any comprehensive man-
ner before any other committee of the U.S. Congress, and it is far
past time.

The New England Journal of Medicine a few years ago said more
than about a third of the people in America had accessed alter-
native health care. A recent survey that was done by a group called
Interactive Solutions, a polling firm, showed that over 42 percent
of Americans have used some form of alternative care, and 67 per-
cent think it should be a part of every health insurance plan. And
the minority document from last week, which I read, said that at
some point in their lives 80 percent of the people in America had
accessed alternative care.

So I think the question before us is: Are we going to go forward
in a reasonable manner of building in the protections people need
but allowing them to make the health care choices that they have
a right to make as individuals, in protecting them from fraud and
abuse and adulterated substances, or are we going to continue to
stonewall and, in effect, protect the pharmaceutical giants and the
status quo? Because I think part of the bias at the FDA is you can’t
err by not approving something, and that’s unfortunate. I think it
grows in great part out of the thalidomide tragedy and other things
where something was kept out of the country, rightly so, and did
save lives and prevent tragedy. But we’ve moved well past that,
and I would particularly direct people to the German model.

Just a few points I'd like to make here. The Germans have set
up a two-track process. They have an allopathic base approval
process for pharmaceuticals, which is akin to ours; it’s expensive,
it’s elaborate, it takes years and drugs do go through that process.
But they also have set up a separate listing for natural based and
alternative products which are approved on the basis of recent lit-
erature and clinical practice and not through 8 years of double-
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blind clinical studies with a $500 million expenditure, and there’s
a reason for that. The products in question are natural products.
They're not under German law or United States law or inter-
national law patentable. They can’t be patented so nobody is going
to take one of those substances, no matter how effective, even if it’s
the cure for cancer or something else, through the approval process
because at the end anybody can manufacture it and sell it. They
don’t get the same exclusive rights that an allopathic pharma-
ceutical drug company gets after it goes through a $500 million
process. We recognize the expense, we allow them to recapture
their investment.

We need a two-track system minimally to deal with this and
then also the catastrophic and compassionate use things that the
chairman raised, whicg I'll get to at the end of my testimony. And
I'd just like to mention a few substances, because I think they’re
very relevant.

In Germany, Prozac is prescribed, but only for really severe cases
of depression and mental illness. But St. Johns Wort is prescribed
7 times as often at a fraction of the cost with a fraction or none
of the side effects that Prozac has. Yet St. Johns Wort in this coun-
try if you were to say take this as a physician or a health care pro-
vider, the FDA could prosecute you because that’s not an approved
substance. It’s a natural substance. Nobody can patent it, we know
it works, it works in Europe, it would work on Americans but it’ll
never be on the shelf here accompanied by data and literature that
says this is an effective treatment for your depression or your sea-
sonal affective disorder.

Since most of my colleagues are male, think of prostate problems,
something that effects basically 1 out of 10 American men particu-
larly as they age, benign prostate enlargement and the problems
that come with that. Now, there’s a nifty drug out there, Proscar,
very expensive, has a few potential side effects; impotence, liver
damage, and a few other things, but it works to some extent or you
can take a natural substance, saw palmetto particularly in com-
bination with Pygeum Africanum and pumpkin seed and some
other things. They've found in Europe that actually it’s as effective
or more effective in terms of dealing with the benign prostate en-
largement, and it doesn’t have any side effects.

But can that happen here in the United States of America? Well,
it can happen if you or someone who goes out and does your own
research and then goes to the health food store and buys it without
any claims attached to it, you can buy those substances, yes, de-
spite some past efforts on the part of the FDA to keep people from
buying those things. They are available. But you can’t go to your
physician and have them prescribe it or your health care provider
and have them prescribe it. In my State, you can go to a naturo-
path and they’ll tell you that. But, again, they’re at risk; they are
exposed to the FDA process at some point because those products
were not solely manufactured within my State and they are sub-
ject, theoretically, to Federal regulation and FDA overview.

One other simple example would be sleep disorders. When I first
came to Congress and went on a few trips a ghysician would say,
“Here, take these things, they're really nifty.” And I said what’s
that, he says Halcyon. I said OK, so take some Halcyon for your
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jet lag when you go to Europe or somewhere else. Well, it turns
there’s some problems with Halcyon; among them there seem to be
some problems with agitation, even people who use it very fre-
quently with some pretty severe psychological problems. It can
cause problems of nausea, it’s been implicated perhaps in the infa-
mous incident of President Bush and the Prime Minister of Japan
in terms of the problems President Bush had. But that was the
standard treatment.

Now it turns out if you were in Europe you can go into any drug
store without a prescription and say, “I'm having trouble sleeping,”
and they would say, “Well, here’s some Valerian,” and I've done
that in France and in Portugal on my own.

Now in America no one can claim that Valerian will help you
with a sleep disorder because the FDA hasn’t approved it. But in
Europe it's widely recognized, widely used and effective. There are
other substances which do similar things.

And then I would go to something that has finally received some
acceptance in this country, acupuncture. Many of us remember
when the first people went to China and said, “Oh, this can’t work,
can’t possibly work. You can't operate on that person and use acu-
puncture for anesthesia. You've got to give them these substances
that essentially suspend their life and put them on life support
while you operate on them because that’s the way we do it and
that’s what science says works and what—you’re sticking needles
in somebody. That can’t work.” Well, it turned out they watched,
it worked and then it turned out there was wider applicability. And
finally after decades of being denounced by the so-called quack
busters and others, acupuncture has been accepted by a panel
under the auspices of the NIH to treat a number of conditions.

So, we don’t know everything we need to know, and we do need
a more open process and a process that recognizes the fact that
there are things out there that don’t fit into our medical model. In
fact we've actually got a quote from Dr. Michael Friedman, a Com-
missioner of the FDA, he essentially said this. He said, “Collec-
tively we need to address how to promote research on possible ef-
fective remedies where market incentives may not work.” Yes, he’s
right, our process not only doesn’t work, it locks them out and
leads FDA bureaucrats to attack what we know are effective rem-
edies elsewhere. That’s my spiel on naturopathy.

The other issue that’s been raised by the Chair is very much on
point. There was a panel, which I believe the chairman discussed
in the last hearing about the practice, outcomes, monitoring and
evaluation system, POMES, where the OAM and NCI convened a
group of people to come together and begin to look at unconven-
tional treatments for cancer. Because, as the chairman said, we
have made scant progress in terms of life expectancy, even quality
of life, for people suffering the horrible scourge of cancer, despite
our commitment as a Nation of billions of dollars. Maybe we should
look outside the box a little bit. But I don’t believe that there is
real commitment on the part of OAM, FDA or NCI to really follow
through on that process. I would just say that I think the chair-
man’s very much on the right track there.
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And also the Reform bill that passed last year in terms of com-
passionate use exemptions and that was not adequate and needs
to be further addressed.

Mr. BURTON. Mr. DeFazio, I think your time has expired.

Mr. DEFAZ10. Yes. Thank you.

Mr. BURTON. Let me just say that we intend to work with you
to try to make sure that we get some results from the FDA and
try to get your bill passed. And I will be talking to Chairman Bliley
about your bill. I intend to be a co-sponsor of your bill, if I'm not
already, so we’re going to be working on that.

What we need to do today and in the future hearings is get as
many facts as possible so we can lay all that before the chairmen
of the relevant committees in both the House and the Senate and
then push like the dickens to get the FDA to move as well.

Mr. DEFAzI0. Thank you, Mr. Chairman.

Mr. BURTON. Yes, sir. And thank you for that very comprehen-
sive statement.

(The prepared statement of Hon. Peter A. DeFazio follows:]



259

Thank you, Mr. Chairman, Mr. Waxman and members of the committee for giving me the
opportunity to testify before you this morning. I would like to state for the record that I am not here to
discredit or undermine the mandate of the FDA, NIH or the NCI. Nor am I here to advocate for a particular
medical modality or interest group.

To me, the issue is very clear. Patients all over this country are being denied access to beneficial
health care treatments by our government despite significant ¢ d d. These treatments are readily
available in Europe and elsewhere. In 1993, the New England Journal of Medicine found that one out of
every three Americans are using some form of alternative medicine.

A recent nation-wide study conducted last November by Interactive Solutions on behalf of Landmark
Healthcare Inc, an HMO found that over 42 percent of American consumers use some form of alternative
medicine. 67 percent surveyed believe that the availability of alternative care is an important factor when
choosing a health plan. The background memo prepared by the minority staff of this committee stated that
over 80 percent of American consumers have used some form of alternative medicine at least once in their
life-time.

A wide range of treatments are being used by millions of American consumers but will not be
researched or certified in an official manner. Most of these products are not patentable in the U.S. because
they are made from essential nutrients and other natural substances.

Sadly, none of these products are compatible with the current FDA approval process because the
system is only designed to give approval to pharmaceuticals. Natural medicinal products should be offered a
separate approval track similar to the one used in Germany, where manufacturers submit their product for
approval and undergo a different set of scientific reviews for safety and efficacy. American consumers in
growing numbers are using these products regardless of whether they are approved or not. Its time for the
FDA to develop a two track approval system — one for natural medicine and one for commercial
pharmaceutical products and devices to meet consumer demand.

THE GERMAN MODEL FOR APPROVAL OF HERBS AND NATURAL SUBSTANCES.

* Commission E in Germany uses an approval process for medicinal herbs and phytomedicines that is
separate from the conventional medical process. It is used to approve medicinal herbs and phytomedicines.
Manufacturers and medical researchers are able to get approval for their plant-based medical products without
having to submit to the extraordinary rigors, requirements, conditions and huge expenses needed for the
approval process for pharmaceuticals.

* The Commission is composed of an expert panel of physicians, pharmacists, pharmacologists and
biostatisticians. It is the German government’s equivalent of the FDA and is charged with reviewing plant-
based products based on bibliographic literature that is actively gathered. This bibliography contains
information on chemical data, pharmacology, toxicology, clinical studies, traditional and historical use,
epidemiological studies and patient case records. Members of the Commission assess this data on a doctrine

of absolute certainty for safety but reasonable certainty for efficacy.
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* This bibliography is used as a guide to consumers, doctors, pharmacists, professors and practitioners.
Over 70 to 80 percent of general practitioners prescribe herbal medicine approved by the German
government.

* Statutory language contained in the Dietary Supplement Health and Supplement Education Act (DSHEA)
authorized the creation of a Presidential commission on dietary supplements. This past November, the
commission recommended that the FDA review herbs for possible approval as over the counter drugs (OTC),
which alluded to the Commission E model in Germany.

THE BENEFITS GARLIC IN TREATING HIGH CHOLESTEROL LEVELS.

* A recent study published in the American Journal of Clinical Nutrition demonstrated that cholesterol levels
may be reduced when taking both fish oil and garlic. This basic nutritional combination contains significant
health benefits to individuals suffering from high blood cholesterol levels. For centuries garlic has been used
as a natural antibiotic and a powerful immunostimulant. This simple and low cost combination has the
potential for preventing curable conditions and could be used as an alternative to commercial products.
Unfortunately, it will never be approved under the current process.

TREATMENT FOR BPH: THE COST AND SIDE EFFECTS OF SAW PALMETTO VS. PROSCAR.

* There is a significant amount of evidence indicating that saw palmetto, pumpkin seed extract and an herb
called Pygeum Africanum are far safer, less costly and more effective that the current, FDA-approved
allopathic treatment for an enlarged prostate due to benign prostatic hyperplasia (BPH).

* This condition afflicts one in every 11 American men per year. The current FDA approved treatments for
BPH are Proscar or finasteride. Both treatments costs around $75 per month and can cause dangerous side
effects such as impotence, insomnia, urinary track complications and urogenital birth defects.

* According to Lanh Green, Diane Wysowsi and Jean Fourcroy of the FDA, Proscar also causes
gynecomastia, which is excessive development of the male breast. This condition is also known to cause
breast cancer in men. Merck, the manufacturer of Proscar grosses more than $1 billion in sales annually for
the product.

* Numerous medical studies conducted throughout Europe demonstrate that the extract of saw palmetto
(serena repens) is far safer and more effective in reducing pain and swelling in the prostate than both
allopathic treatments approved by the FDA. There are no known side-effects associated with saw palmetto
and it is widely used around the world. It was rejected by the FDA even after its efficacy was proven
through numerous clinjcal trails. The FDA reported that these results were staristically significans but denied
the health claim because the results were not medically significans.

THE BENEFITS OF TREATING DEPRESSION WITH ST. JOHNS WORT OVER PROZAC.
* St. Johns Wort is the preferred therapy over pharmacological medication for mild depression in Germany.

It is reported to enhance the immure system, increase antiviral activity and relieve seasonal affective
disorder. The British Medical Journal published an overview of 28 clinical trials in 1996 conducted by
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Ludwig-Maximilian University in Munich which confirmed that in 1,757 patients St. Johns Wort was as
effective as commercial antidepressants. The studies also noted that the herb produced minimal side effects.

* Prozac, the preferred alternative to St. Johns Wort in the U.S., is known to cause nausea, anxiety,
insomnia, diarrhea, dizziness, headaches, sexual dysfunction, and difficulty with concentration. St. Johns
Wort also costs about $10 per month whereas Prozac costs, on average, $80 per month. In Germany, the
leading St. Johns Wort product outsells Prozac by seven to one.

* NIMH in conjunction with OAM will be conducting a four-month double-blind study of 330 patients on the
effectiveness of St. Johns Wort in treating clinical depression compared to Zoloft and a placebo. The
coordinating research site will be Duke university. The study will cost $4.5 million and it will come out of
the OAM budget.

THE BENEFITS OF USING VALERIAN ROOT OVER HALCYON.

* Valerian root is commonly used all over the world as a sleep aid. It is also used to treat fatigue, jet lzg,
nervousness and is an approved therapy in France, Germany and the U.K. Valerian has also been listed in
the European pharmacopeia since 1973 and has been proven safe and effective in numerous pharmacological
studies. Several double-blind clinical studies have proven the benefits of Valerian root in improving sleep
quality.

* In 1994, the European American Phytomedicine Coalition submitted a citizens petition to the FDA for
approval of Valerian as a night time sleep aid. To date, their petition is still pending and they haven’t
received a response from the FDA regarding the status.

* Halcyon, the FDA approved, pharmaceutical counterpart to Valerian, contains benzodiazepine which is
known to cause nausea, dizziness, insomnia, panic, depression, headaches, anxjety, and deprives patients of
REM sleep which disrupts normal sleep patterns.

* When I came to Congress in 1986, Halcyon was commonly prescribed to Members of Congress for jet lag
and sleep disorders. Halcyon was also the substance that was implicated in the incident where former
President George Bush vomited at an official dinner hosted by the Japanese Prime Minister.

ACUPUNCTURE — ONCE CONSIDERED “QUACKERY" NOW A LEGITIMATE MODALITY
ENDORSED BY A GROUP OF PHYSICIANS SPONSORED BY AN NIH COMMITTEE AND
CHAIRED BY DR. DAVID RAMSEY, PRESIDENT OF THE U. OF MARYLAND MEDICAL
SCHOOL.

* The history of acupuncture in the U.S. demonstrates the inflexible bias of the mainstream medical
community even after it was widely accepted by American consumers. Acupuncture has been used by one
fourth of the world’s population for the last 2500 years. However, in the U.S. it was considered "quackery”
by a majority of physicians and surgeons until recently.

* In a recent NIH consensus development meeting, a 12-member committee of independent doctors and
scientists determined that acupuncture was a satisfactory treatment for chronic pain, vomiting and nausea
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related chemotherapy, nausea from pregnancy and postoperative dental pain, back pain and post stroke care.

* A report published by the NIH committee on acupuncture stated that “while conventional medical practices
are often thought to be utilized b there is sub ial research evidence to support them, this is
frequently not the case. But this does not mean that these treatments are not effective. The data in support
of acupuncture are as strong as those for many accepted Western medical therapies.”

* According to the American Cancer Society information database, acupuncture is described as "simple and
often works. It has few side effects or complications and the cost is low. For these reasons, it can be a good
choice for some problems that have no underlying cause which can be treated.

A CALL FOR ACTION ON THE PRACTICE OUTCOMES MONITORING AND EVALUATION
SYSTEM (POMES).

* This summer, the OAM and the NCI convened a meeting called the Practice Outcomes Monitoring and
Evaluation System (POMES) to consider how to better evaluate the practices of doctors who use
unconventional methods to treat cancer. However, most of the participants of the meeting were puzzled and
somewhat discouraged by the lack of attendance among the top FDA and NCI officials, especially since the
meeting was sponsored by NCI. Dr. Klausner, Director of NCI and his Deputy, Dr. Wiltes were both absent
from the meeting.

* A consensus was developed at the meeting that called for the creation of an Oversight Board led by a body
of experienced medical professionals that would help guarantee a level playing field for research in the area
of alternative practices. Unfortunately, since the mecting, NCI and NIH has done nothing to facilitate the
consensus decisions that were made. I urge the committee to put pressure on the NCI to follow through with
the POMES meeting.

GENERAL FACTS ABOUT CANCER.

The NCI has spent over $10 billion in research over the past five years, yet cancer patients are still
left with the same limited treatment options such as radiation, chemotherapy or surgery — all very costly and
physically debilitating, and there has been little increase in life expectancy during that time period. Very
little has changed in the last 20 years. Let’s take a look at some well-known facts:

* Roughly 1.5 million Americans are diagnosed with cancer each year.
* By the year 2000, two out of every five Americans will be diagnosed with some form of cancer.

* I ask my colleagues, why are we spending so much taxpayer money exclusively on conventional medical
research when we have so little to show for it. I would urge my colleagues to request the NCI to begin to
conduct studies on alternatives that are being used by practitioners and doctors in the U.S. and around the
world. It seems to me that we aren't being fiscally responsible in our fight against these deadly cancers.
BREAST CANCER

* In 1962, over 63,000 women were diagnosed with breast cancer
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* In 1971 when President Nixon launched the "war on cancer,” this number reached 69,000, and a woman's
lifetime risk of contracting breast cancer was one in fourteen.

* Since 1960, nearly 2 million American women died from breast cancer. This is an outrageous figure and
yet the NCI and the NTH still spend billions of taxpayer dollars. This level of mortality is not acceptable and
the NCI and the NTH should spend a portion of their research funding on researching promising alternative
therapies

WHAT IS WRONG WITH THE CURRENT FDA DRUG APPROVAL PROCESS.

* According to a report by the Office of Technology Assessment (OTA), the FDA approval process costs an
applicant over $500 million dollars and about 8 to 12 years before a new drug receives approval.

* 1 ask my colleagues, does it make sense for a medical researcher who is not affiliated with a multinational
pharmaceutical company to seck FDA approval for a product if they cannot obtain a patent for it? If their
product is non-patentable they are unable to recoup the financial losses involved with seeking approval. How
could they ever expect to obtain FDA approval if they cannot obtain the amount of capital involved? The
answer is that many manufacturers and medical researchers do not seek approval due to these cost barriers.

* In his testimony before the House Commerce Committee on September 23, 1997, Dr. Michael Friedman,
the Lead Deputy Commissioner of the FDA expressed the same concerns. He said that “collectively we need
to address how to promote research on possible effective remedies where market incentives may not work.”

* Qur current system still forces many Americans to seek treatments outside the U.S. Patients are also
forced to obtain medications without any official monitoring or content review. This leaves chronically-ill
patients with no other choice but to circumvent the law by obtaining treatments which are unapproved.

WHAT IS WRONG WITH THE FDA REFORM BILL THAT PASSED LAST YEAR?

* Despite claims to the contrary, the FDA modernization act provides no new mechanisms for expanded
patient access to investigational drugs and therapies. Instead, the Act continues to let the FDA make the final
word on whether a seriously-ill patient receives access to an investigational drug despite the pleas of doctors,
scientists and other medical professionals. Specifically, Section 561 of the Act:

1) requires FDA to conduct a detailed and time-consuming administrative review for chronically ill patients
seeking alternative treatments in emergency situations.

2) permits the FDA to second-guess the judgement of attending physicians and scientific experts regarding the
safety and efficacy of an unapproved treatment, thus enabling the government the last word in denying
patient access.

After reviewing the provisions in this Act, I am amazed that my colleagues remain convinced that this
bill provides all the access necessary to critically ill patients and their families. I choose to stand with
patients and families who are fighting for fairness and low cost, effective treatment options that are currently
absent from our health care delivery system. It is time for our government to defend the rights of American
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P and cc s. The di jon of a c( bill of rights, which is not within this committees
jurisdiction, should correct the flaws of the FDA modemization bill.

1 urge you all to remember the words of one of our great leaders, a crusader for faimess and freedom,
Abraham Lincoln when he said "the legitimate object of government, is to do for a community of people
whatever they need to have done, but cannot do for themselves in their separate individual capacities. In all

that the people can individually do as well for themselves, govemnment ought not to interfere.” (Collected
Works of Abraham Lincoln July 1, 1854)

I look forward to working with this committee and the FDA in making patient access to medical
breakthroughs a reality for millions of Americans.
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Mr. BURTON. Mr. Moran.

STATEMENT OF HON. JAMES P. MORAN, A REPRESENTATIVE
IN CONGRESS FROM THE STATE OF VIRGINIA

Mr. MORAN. Thank you, Mr. Chairman.

This is an important issue and we ,are very appreciative that
you're using this committee to focus attention on the need to re-
examine our policies with regard to alternative medical treatments.

I support access to alternative medical treatments, and the rea-
son is attributable to my own experience with our daughter. She
had diagnosed when she was 3 years old with medulloblastoma,
which is a very aggressive form of brain cancer. She had a 20 per-
cent chance of surviving until her 5th birthday and that was as-
suming that she used all of the conventional treatments, the radi-
ation, the chemotherapy and, of course, as much surgery as could
be performed.

Like all parents who face that kind of a situation, we reacted out
of desperation. We spent thousands of hours, particularly my wife,
learning about all the alternative things that we could do and what
the impact of chemotherapy and radiation would be upon our
daughter. My wife must have bought several hundred books, every
book that she could find and she seemed to read them all while I
was trying to go through the functions we have to perform here at
work. And she put together a vitamin and supplement program
that was designed to strengthened her while our daughter under-
went chemotherapy. That did buy us time. The doctors had rec-
ommended that we go under radiation immediately just almost si-
multaneously with her taking the chemotherapy. But having met
a lot of chilg;en who had gone through that, while the cancer may
have been killed, the child’s Fersonality was dead as well.

Dorothy is now 6 years old. She has been cancer-free for many
months. We don’t know what worked. We don't know why she is
alive and virtually all of the children that we met in similar situa-
tions at Children’s Hospital are now dead. We know that she would
not be alive if he she hadn't had radiation and chemotherapy as
well as the surgery, obviously. But we also think that one of the
factors that contributed to her health today is the vitamin and min-
eral supplement that we put her on, and that's why we think that
every family facing a situation like this needs to be able to make
that choice.

We’re not proposing that they do what we did, but we certainly
think that they ought to have the choice. Obviously, we don’t know
what the future holds. The likelihood is that our daughter is still
alive because we were such aggressive health care consumers, if
you will. The basic premise that we went on was that while you
can cut or burn, or poison the cancer within the body, it’s going to
come back again unless you deal with the underlying cause, which
is a compromised immune system; an immune system that is not
strong enough to ward off the cancer in the first place. And I think
that the way you buildup that immune system is through these,
what we're calling alternative complimentary medicine. It’s really
nontoxic vitamins and minerals and related things that strengthen
fih?‘ immune system. That’s the purpose. Build up our own natural

efenses.
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I don’t think our story is unique. I know it’s not because we've
heard from thousands of people around the country who have read
about our situation, but there are some States that where families
have not been as fortunate as we have been. And I read about Cali-
fornia, for example, where it’s illegal for a doctor to treat cancer
with anything but chemotherapy, radiation and surgery and I don’t
think theyre supposed to talk about any alternatives, so that the
person is really on their own. Fortunately, we had doctors who
when we asked were willing to tell us everything they knew, and
that was critical in our approach to it. But there are a lot of fami-
lies who don’t get that information. And they wind up essentially
being pushed to the sidelines watching their family member suffer
and really not being able to use their emotional energy in a posi-
tive way, in a constructive way. They need to be able to do that,
and sometimes our laws preclude them from being able to do that.

I think State governments really do a disservice to their citizens
when they restrict access to alternative treatments, particularly
complimentary alternatives. I think the Federal Government may
be disserving individuals that face life threatening illnesses when
they really don’t provide a choice of treatment even when it is ex-
perimental or hasn’t been approved by the FDA. We really have an
obligation to speed up that process of approval. We can’t let people
die because of any kind of bureaucratic itinerary or unwillingness
to, I guess, be aggressive. I don’t want to say the desire to avoid
all risk, because I think that they assume some risk, the profes-
sionals do, but we need to make the information available to the
public just as soon as we can and in as full a manner as possible.
And I'm not sure that that is being done now, although I do have
great respect for the FDA and the professionals within the FDA,
and we want them to continue to use their professional expertise
and continue to be the credible source that they are, but it seems
as though they can perhaps speed up the process without a com-
mensurate loss of their credibility.

I know my time is up, let me just try to sum this up.

People are now doing it anyway. People are finding alternative
treatments. About half of all cancer patients use an alternative
cancer therapy in treating their illness, so it’s going to happen any-
way. The Government really should be helping them in making
that kind of a decision. I think that’s what we’re looking for. And
I would rather, and I know you would as well, have the FDA and
professionals at NIH and so on giving information than people get-
ting their information from whatever they see at the grocery store
checkout line. And that’s where many people are getting their in-
formation. While some of it may be true, I think we take a real risk
in that being the principal source of information. So I support Con-
gressman DeFazio’s bill, the Access to Medical Treatment Act, and
I appreciate your promoting it, Peter.

I very much appreciate, Mr. Chairman, your holding the hearing
on it. Thank you.

[The prepared statement of Hon. James P. Moran follows:]
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Testimony of Congressman James P. Moran
Committee on Government Reform and Oversight
Oversight Hearing on Patient Access to Alternative Treatments
February 12, 1998

Mr. Chairman:

Thank you for holding this hearing today on patient access to alternative medical
treatments. This is an important issue, and I hope that this hearing will help focus attention on
the need to reexamine our policies with regard to alternative medical treatments.

Like many of the people who are involved with this issue, 1 support access to alternative
medical treatments. My views on this have been supported by the experience that my wife and [
have had with our daughter Dorothy, who suffered from medulloblastorna, a very aggressive
form of brain cancer. When she was first diagnosed, she was 3 years old and was given a 20
percent chance of surviving until her 5™ birthday. Dorothy’s 20 percent chance of survival was
contingent upon undergoing all available conventional treatments, including chemotherapy and
radiation.

Like all parents who face this unbelievable, horrific news, my wife and I spent every
moment that we could learning about the effects of chemotherapy and radiation. We examined
what other treatments we might be able to pursue for Dorothy that could help her beat the terrible
odds she was facing. My wife, after literally hundreds of hours of research and assistance from
medical professionals, developed a vitamin and nutritional supplement program for Dorothy that
not only helped her withstand chemotherapy, but also bought us some time to strengthen Dorothy
and wait until she was a little older before undergoing radiation treatments, which can have very
detrimental impacts on young children.

Dorothy is now 6 years old. She is cancer-free and has been for many months now. I
can’t say for sure what part of Dorothy's treatment worked and helped her beat those initial odds.
1 don’t think she would be alive today without radiation and chemotherapy, and I strongly believe
that no patient should ever forego conventional treatment. But, I do think that the vitamin and
nutritional supplement program helped Dorothy, and I think every parent of a child facing a
serious illness should be able to make the kinds of choices we made about pursuing alternative
and complimentary therapies.

1 don’t know what the future holds. But I do know that we’ve gotten this far by being
vigilant and aggressive health care consumers, by pursuing alternative therapies to help
strengthen our daughter, improve her health, and help her endure the battle against cancer.

1 am here today, because I know that our story is not unique. 1have heard from thousands
of people across the country who face similar situations, but who are not fortunate enough 1o
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have access to physicians who can help them seek alternative treatments, or who live in states,
like California, where it is illegal for a doctor to treat cancer with anything except chemotherapy,
radiation or surgery. These people are desperate because they are fighting a terminal illness and
conventional treatments are failing them, and so is the medical establishment.

State governments that restrict access to treatment fail their citizens. The federal
government also fails to help these individuals by refusing to allow those facing life-threatening
illnesses to choose a treatment that is experimental or has not yet been approved by the FDA. We
fail themn by restricting the ability of physicians to discuss alternative treatments with their
patients.

I appreciate the incredibly difficult job that the FDA has in approving drugs and medical
devices. The time that is taken to review these products helps to ensure that, once approved, they
are completely safe for human use and live up to their promises. The length of the approval
process, however, also has negative consequences. Individual practitioners, scientists, smaller
companies and others who do not have the financial resources or the expertise to complete the
arduous FDA approval process are prevented from gaining access to the market.

Does that mean that individuals facing a life-threatening illness, who learn of a potential
effective treatment, should be denied access to this treatment because it has not yet been
approved by the FDA? 1don't think so. I think people facing life-threatening illnesses should be
able to consult with their physicians and make an informed choice about alternative treatments.

Several surveys show that individuals facing life-threatening illnesses already do this,
despite roadblocks and barriers. A recent survey showed that about half of all cancer patients use
an alternative cancer therapy for the treatment of their illness. Finding and using these options is
difficult and risky. A child or adult with advanced cancer will often seek out advice from
popular magazines, friends, health food stores, and go to foreign countries in a haphazard and
expensive manner in order to seek effective treatment.

Despite the fact that the United States leads the world in exceptional medical care, the
current system excludes the development and utilization of non-harmful alternative medical
treatments that may help patients and generate new approaches to treating illnesses. I support
Congressman DeFazio’s bill, the Access to Medical Treatment Act, because it will help to open
up the system to the utilization of new alternative treatments and allow physicians to discuss
these treatments openly with their patients.

As a parent and a legislator, I believe that this is the appropriate direction to take to help
benefit individuals who face life-threatening illnesses and who desire access to all possible
treatments and potentially lifesaving cures.

Thank you again for holding this hearing and giving me the opportunity to participate.
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Mr. BURTON. Thank you, Mr. Moran. And I'm very happy to hear
that your daughter’s doing well. I know that you went through
some tough times and I don’t think any parent or any family can
appreciate what you went through unless they've gone through it
themselves. They may say they understand, but they don’t. So I'm
real happy she’s doing well.

Mr. MORAN. Thank you.

Mr. BURTON. And I want to tell you one more thing. We are com-
mitted, I and I think a majority of this committee, to doing every-
thing we can to open up the process and we’re going to work with
both your gentlemen to try to get that done.

They have Representative on there, you know he’s a Senator. Do
you know why they call a senator the upper house? It's because
they had no room for them on the first floor.

Senator.

STATEMENT OF ED GOCHENOUR, STATE SENATOR FROM
GEORGIA

Mr. GOCHENOUR. Thank you, Mr. Chairman.

I'm honored to be here before you today and even more honored
to be sitting here with these two Congressmen, who are obviously
very knowledgeable from what they’ve already said.

I am a State Senator from Georgia, and in my third term. In No-
vember 1996, I was diagnosed with a brain tumor myself. Obvi-
ously it was shocking to me, and went to three of the best neuro-
surgeons in Georgia trying to make a determination how to ap-
proach this. Obviously, not being familiar with the situation and
cancer, but we went to the neurosurgeons. And basically they had
all contradicted themselves after I got through talking to them all,
and they obviously didn’t know exactly what in their opinion was
the best approach because they all said different things and they
all said the other one wasn’t saying the exact same thing. So I had
to make a decision on what I was going to do; what neurosurgeon
I was going to go to or exactly what was going to happen.

So after talking with my wife, even though everybody was trying
to push us real hard, we backed off a little bit and started looking
at alternative treatments and talked with a number of people. And
after a significant amount of time we decided to go with Dr.
Burzynski out in Houston, TX, which I know you've had some other
patients from Texas here. I chose Dr. Burzynski, started treatment
December 1996. After 3 weeks of treatment, 50 percent of the
tumor was gone and after months the complete tumor was gone.

He has two types of treatments; an IV initial treatment and I
was on an IV treatment. Had to wear 2 IV bags and a pump
around nearly 24 hours a day during my General Assembly session
in Georgia for a whole year. And then this past December, I was
able to get rid of that stuff and start taking capsules now for the
next 3 or 4 months.

But basically in a nutshell that’s my situation, my personal situ-
ation, how I became involved with alternative treatments and al-
ternative medicine. And because of that and finding out that alter-
native doctors, and specifically Dr. Burzynski, was having tremen-
dous trouble not only with the FDA but the local State medical ex-
aminers and State doctors and stuff, I actually got a copy of Con-
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gressman DeFazio’s Alternative Access to Medical Treatment Act
and revised it for the State of Geor%ia. Georgia became on April
22nd the 12th State to have that bill signed into law. And so in
Georgia if a doctor wants to practice alternative medicine, if he
meets just two simple requirements that he actually discusses oral-
ly with the patient the potential side effects and what the outcome
is, and he gets a written statement from that patient that he can
practice alternative medicine without the fear of the State medical
examiners harassing him.

And I'm here to testify and hope that you at the Federal level
can do the same thing so that doctors like Dr. Burzynski and other
doctors can practice also without the harassment of the FDA.

My bill passed in a short time of 3 weeks, in Georgia that’s a
pretty quick time of passing a bill, with nearly no dissension at all
on the bill. Once I was able to discuss with the people, the General

»Assembly, what was going on and gave them my situation, they
overwhelmingly supported the bill and saw that there was need to
open up this access to doctors and alternative treatment.

In the past year now, since this bill has been signed, there are
doctors now just beginning to practice alternative treatments. And
my hope is that Dr. Burzynski, who has a tremendous treatment
for cancers of all kind, will be able to get his treatments approved
or at some point where they can be accessed easily. Because what’s
ha;txgening is, is that 1people can’t get to his treatments and because
of the low number of people that are accessing his treatment, his
price is high on his treatment. He’s not a large pharmaceutical
company and doesn’t have the money himself and so very few peo-
ple can actually access his treatment because insurance doesn’t
cover it. My insurance didn’t cover it and I was fortunate, one of
the people that was able to raise the money, nearly $100,000 to
this point to take his treatment and still have to continue to raise
the money to finish out his treatment, although we are fighting
with our insurance company and hopefully that they will at some
point in time see the wisdom in covering this type of treatment.

You know, the politics of this issue is not on a partisan basis, ob-
viously. All you’ve got to do is look at the situation and I think you

. got to follow the dollar. There isn’t a large constituency of people
out there that are going to be here supporting the bill, but there
will probably be {leople here opposing it. And I think that once

ain that the dollar is driving that, and I think that the large
pﬁarmaceutical companies don’t want access where people have ac-
cess to alternative treatments. And Dr. Burzynski's is one of those
treatments, his patent, and he can pursue his treatment and peo-
ple can pursue it.

vIw,iusl; want to thank you for this time before your committee and
I will be glad to answer any questions.

[The prepared statement of Mr. Gochenour follows:]
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** Proprietary **

Testimony of State Senator Ed Gochenour of Macon, Georgia.

Feb. 12, 1998
Thank you Mr. Chairman and committee members.

My name is Ed Gochenour and | am a State Senator from Georgia. |
have a wife, Ginger, and we have been married 21 years. We have
two boys ages eight and eleven.

| have to run every two years just as you do and on the same cycle.
One week before this past election | had an incident that caused me
to believe something was wrong with my health. My initial reaction
was that it was stress related because it was in the final days of the
campaign. | called a doctor friend of mine and she got me into see a
neurologist the next day. The neurologist thought | had a mini stroke
based on his examination. He sent me for some test including an
MR just to see if | had had any previous stokes. Well, the MRI came
back showing a 2 inch brain tumor in the right front side of the brain.

| went to three of the best neurosurgeons in Atlanta and they seemed
to contradict themselves in what the best options for treatment were
for me. The last doctor was one of the best neurosurgeons at Emory
University in Atlanta. This doctor suggested chemotherapy and
radiation and said this might control the growth of the tumor for a
while but eventually it would come back and be a iot worse and at
that time we would have to see what options were available.
Obviously this was not a very good option in my opinion. | decided
against chemotherapy and radiation because of the toxic side affects
and the increase chance of other cancers they themselves caused.
A person that takes chemo and radiation is 25 times more likely to
have another form of cancer than the average person.
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| talked it over with my wife and we decided to look at an alternative
type of treatment. | looked and studied the options for several weeks
and decided that Dr. Burzynski had the cure for brain tumors.

| began treatment in the middle of December and three weeks later
50% of the tumor was gone. After five months the cancerous part of
the tumor was completely gone. | have to remain on the IV part of
the treatment until the end of this year and then will take the
antineoplastons for several years by capsule.

After learning of alternative treatments and the problems they were
having with the FDA, this past January during the Georgia General
Assembly | introduced and was successful in getting passed an
Access to Medical Treatment Act. The citizens of Georgia believe
that patients ought to have the access to the treatment of their choice
when their lives are threatened.

Because | am a State Senator my name has been in many stories
nationwide associated with Dr. Burzynski. This has led many
potential patients to call and ask me about the treatment and for help
getting into a protocol.

The most disheartening thing about the whole ordeal with the FDA is
that while the FDA is allowing the antineoplastons to go through
clinical trials to test their efficacy, they are making patients take
treatments they do not want to take before they can become a part of
a clinical trial. One reason we choose Dr. Burzynski is that his
medicine is nontoxic. For the FDA to make a patient take radiation
before they can become part of a clinical trial for antineoplastons is
unreal.

The FDA will not allow patients that don't fit the protocols to take the
antineoplastons without a fight. One gentleman from Texas had high
blood pressure and because the medicine is a sodium based
medicine taking the normal dose the way the protocol requires would
have caused him more problems. This gentleman needed a special
treatment unique to him. It took six weeks of fighting with the FDA
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and getting his Congressman involved before he could take the
treatment.

When the FDA was created it was with good intent. The citizens of
this country needed help with determining whether drugs were safe
or not. Butif | allowed my two boys to grow up without supervision
they would become something different than they are now. They
would be arrogant, belligerent, undisciplined and uncaring much like
the FDA has become. | believe it is time that Congress steps in and
brings some discipline to this department and restore some integrity.

Thank you for your time.
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Mr. BURTON. Thank you, Senator. '

You said that your treatment has cost roughly $100,000?

Mr. GOCHENOUR. That’s correct.

Mr. BURTON. And did Dr. Burzynski indicate to you if there were
a large volume of people taking these treatments and how that
would effect the cost? Have you ever talked with him?

Mr. GOCHENOUR. Well, economics tells you that if he’s got 200
patients now and all of them are not paying—are not able to pay
as I have paid. If he’s able to sell this medicine and give it to other
doctors that could use it, obviously the price of that medicine would
come down.

Mr. BURTON. So some of the patients don't have the ability to pay
and they treat them anyhow?

Mr. GOCHENOUR. That’s correct.

Mr. BURTON. That is correct. OK.

How much money did you have to spend, Representative Moran,
in addition to your normal treatment? Was it a substantial amount
of money for the other treatment for your doctor?

Mr. MORAN. Several thousands of dollars. We didn’t keep an ac-
tual count, but it was several thousand. It wasn't close to a
$100,000, it was some fraction of that, but it was certainly in the
thousands.

Mr. BURTON. Any of my colleagues have any questions?

Mr. KUCINICH. I just want to say thank you, Mr. Chairman for
having this hearing. And also, I understand, as I'm sure many of
the people do in the Congress from a personal standpoint, how im-
portant the message which you are bringing here today is, how it’s
affected you personally, how it’s affected your family. And this bill
that Mr. DeFazio is bringing forward is an important first step in
bringing recognition to those millions of Americans who are already
aware of how alternative therapies can improve their chance not
only for living but their quality of life.

So I wanted to say, and I know we're going for a vote in a
minute, but I thank each of you for coming to this committee and
also for sharing with us something that is to you sacred. Because
it is sacred when someone comes in and talks about how something
affects their family, how it’s affected their own lives, and so I take
that sanctity of a message with the importance of consideration it
iieserves and pledge to you my wholehearted support for the legis-

ation.

Mr. BURTON. Mr. Sanders, do you have any questions?

Let me ask one more question of Representative DeFazio and
then we’ll let you folks go and we’ll go to vote.

A lot of people have said that this bill is going to open the door
to charlatans and people who are going to take advantage of inno-
cent citizens who don’t understand. How do you respond to that?

Mr. DEFAz10. Well, Mr. Chairman, that certainly is a problem
that's been ongoing in medical treatment for centuries. My bill ac-
tually builds in new protections against fraud that aren’t currently
available.

Well, first off, this would have to be a practitioner practicing
within their scope of licensure within a State. States license health
care practitioners. Se you couldn’t have a chiropractor doing some-
thing that was outside of that, like surgery or whatever. So it
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would be within the scope of their practice. That’s the first protec-
tion.

Second, they would have to disclose that it was unapproved.
They would have to get a written consent form that was signed by
the patient. They would have to immediately suspend treatment
and report any unanticipated and undue side effects, counter-indi-
cations, problems with the treatment that imperiled the patient.

It provides that they could not have a financial interest, they
could not advertise the treatment nor could the manufacturers ad-
vertise the treatment.

And then people would say, “Well, then what are you doing?”
What we're doing is allowing practitioners who have inquisitive
minds who are capable of just reading what’s going on in Europe
and elsewhere to inform their patients about those treatment or al-
ternative treatments that are available here without worrying that
someone might break down their door or try and lift their license,
which is an actual fact to fear.

Mr. BURTON. And there have been prosecutions for this?

Mr. DEFAZIO. Yes.

Mr. BURTON. Let me just say to all three of you, I really appre-
ciate your being here. This committee is committed to trying to
make sure that everybody has access to alternative treatments,
whether it’s through the bill Mr. DeFazio is sponsoring or some
other mechanism, and we're going to be having the FDA before this
committee on a regular occasion until we get some answers.

And with that, thank you for being here. And Representative
DeFazio and Moran, if you choose to come back and want to sit on
the panel, we'd love to have you.

The Chair stands in recess until this vote is concluded.

(Recess.]

Mr. BURTON. The committee will reconvene our second panel and
I hope my colleagues or I hope those in the room will not be dis-
couraged by the lack of attendance at the hearings. This happens
sometimes when there’s a lot of things going on but we make the
record available to all Members and our pursuit of the FDA in try-
ing to bring about fairness will continue and will be resolute, so
don’t be discouraged because there aren’t a lot of Members here at
this point.

So we’d like to have Dr. Lyle E. Cheadle. Am I pronouncing that
correctly?

Mr. CHEADLE. Yes, sir. You are.

Mr. BUurTON. Come forward and bring your guest with you. Have
a seat. You have an opening statement, sir?

Mr. CHEADLE. Pardon me?

Mr. BURTON. Do you have an opening statement you'd like to
make?

Mr. CHEADLE. Yes.

Mr. BURTON. Would you pull the microphone real close to you so
we can hear you?

Mr. CHEADLE. I guess my opening statement Congressman Bur-
ton is that we are enraged at what’s going on.

Mr. BURTON. Pull it closer, please.
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STATEMENT OF LYLE E. CHEADLE

Mr. CHEADLE. We are enraged at what’s going on with the FDA,
and 1 think the testimony that I'm about ready to give kind of
shows that. We've been trying to get the FDA to do something now
since September 15th. They haven’t even responded officially to my
correspondence and the testimony that I have here will kind of out-
line what transpired since September 15.

Mr. BURTON. OK, sir.

Mr. CHEADLE. And I'll just go ahead with my testimony, if you
don’t mind.

Mr. BURTON. Sure.

Mr. CEBEADLE. Mr. Chairman and members of the committee, my
name is Dr. Lyle E. Cheadle, Ph.D.

This is my daughter, Janet Isabella Cheadle. She is 7 years-old
and has been to hell and back. She has been diagnosed as a Stage
IV Neuroblastoma cancer patient. Over a period of 17 months, be-
ginning on February 28, 1996, she has suffered through 10 months
of very aggressive chemotherapy, 6 days of ablation chemotherapy,
3 days of total body radiation therapy, twice each day and then a
very gruesome bone marrow transplant resulting in the doctors
telling us on Februa& 17th and 18th that our daughter had only
hours to live. With God’s will, many prayers and tears, the good
Lord brought her back from the brink of death.

She was discharged in remission, only to incur three life-threat-
ening secondary infections. She has been in relatively good health
since August 1997. That may sound like good news, but this dis-
ease has a 93 percent rate of recurrence which results in death.
Most medical journals do not give survival rates after 2 years. They
know what happens.

After seeing what the damage standard protocols have wreaked
on our daughter, Janet, we began research for an alternative treat-
ment. We came across the Burzynski Clinic in Houston, TX. We
contacted the clinic and we were told the Oncology Division of the
Food and Drug Administration had to approve the treatment. On
September 15, 1997, I wrote a letter to Mr. Paul Zimmerman, the
Consumer Safety Officer, requesting that my daughter be allowed
treatment at the Burzynski Clinic. While awaiting an answer, we
gathered all the medical records on Janet and sent them to the
Burzynski Clinic for evaluation.

After waiting approximately 3 weeks for an answer from Mr.
Zimmerman, I called his number and via voice mail asked if he had
any intentions of responding to my letter. As a result of my phone
call, JoAnn Minor called me and said we’d have to wait for Dr.
Burzynski’s treatment protocol before we can do anything. The pro-
tocol package was sent to the FDA via fax. It was returned to the
doctor’s office disapproved in less than 5 duty hours. The doctor’s
office called and said the FDA had disapproved the protocol and
would not allow the doctor to treat Janet prophylactically.

I was shocked by this response from the FDA.

The same evening I tracked down Mr. Zimmerman at his home
phone and called him. He could not recall reading the letter. It
amazes me that I wrote the letter and sent it express mail directly
to him, “personal for.” He could not recall reading the letter. He
seemed confused. Several days before my call I had Dr. Reginald
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Moore, MD, call Mr. Zimmerman. He also seemed to be confused
when Dr. Moore called.

The morning after I called Mr. Zimmerman at his home, I re-
ceived a call from Mr. David Banks, also from the FDA. I cried and
begged both of these men to at least give my daughter a fighting
chance. My pleas fell on deaf ears. Mr. Banks sent me a write-up,
apparently from the “Journal of the American Medical Association”
by a Dr. Green. It was dated 1992, as I recall. It was a smear of
the treatment I was seeking and the doctor who invented it.

I called Mr. Banks back. He told me to call a Dr. Blaney at the
Texas Children’s Cancer Center. I was referred to a Dr. Stacey
Berg. We discussed Janet’s cancer. Dr. Berg stated that a patient
in remission was not eligible to participate in this clinical trial for
obvious reasons—nothing to measure. I spoke of the Burzynski
Clinic. Dr. Berg stated she was familiar with the clinic. She agreed
Janet had nothing to lose and everything to gain. She could not un-
derstand the logic behind the FDA’s decision to refuse Janet treat-
ment in view of the very, very poor prognosis of Janet by three
highly qualified oncologists.

I wrote four letters to the President, a letter to the First Lady,
every member of the Texas Delegation to Congress. Unfortunately,
only Senators Phil Gramm, Kay Bailey Hutchison and Representa-
tive Chet Edwards responded. The FDA responded to Phil Gramm.
They have not responded to Senator Hutchison because she has
sent me three letters apologizing for the delay. I have received
nothing back from Representative Chet Edward except a letter tell-
ing me that he cannot change a policy, procedure or regulation of
a Government agency. The FDA tells me their hands are tied by
laws that Congress has passed. I just wonder, who is in charge?

The FDA’s reasons for not approving the treatment I seek for
Janet are that it is inherently dangerous or there is no evidence
the treatment would work. How in God’s name do they know
whether it works, if they don’t try? When I asked the FDA why the
treatment is dangerous, they tell me to reveal that information
would violate the doctor’s proprietary rights. I wrote a letter to the
doctor, asking him to refute the FDA’s statement, which he did in
a letter dated December 12th, which is attached to this testimony.

Mr. Chairman, it appears to me that the only patients allowed
to be treated by this doctor are terminally ill. What chance does
any treatment process have which has only basket cases to work
with? This gives the FDA ample opportunity to say, “See, we told
you it wouldn’t work.”

Mr. Chairman, my family feels like trapped rats. We do not know
from one day to the next if this cancer is going to return with a
vengeance and kill our child but we know that there is a 93 percent
chance that it will do so. We feel like screaming and lashing out
at those who would sit and pass a death sentence on our daughter.
Mr. Chairman, what the FDA is doing is tantamount to murder.
That is the only word that I can come up with to describe their ac-
tions.

The FDA is the most arrogant agency of Government I have ever
encountered. They are drunk with power over the life or death of
cancer patients. They are vindictive and spiteful of anyone that
does not adhere to their perceived norms. Mr. Chairman, we have
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had a long war on cancer. The FDA needs to get on board to help
conquer this terrible disease that kills 600,000 Americans every
year. They apparently despise individual researchers when they
should be acting in concert with them. They are a thorn in the side
of finding a cure for cancer. Why should I have to fight the FDA
to save my child? They should help me, not hinder me.

We wonder why our Government is locking themselves behind
secure doors, metal detectors, armed guards and et cetera. We have
forgotten that our government is of the people, for the people. We
do not need bureaucrats setting up their little kingdoms in our
Government agencies.

I also strongly feel that the GAQ needs to conduct an exhaustive
audit of the FDA to find out if they're working for the American
taxpayers and not the big pharmaceutical companies.

That concludes my testimony, Mr. Chairman.

[The letter referred to follows:]
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STANISLAW R, BURZYNSKI, M.D., Ph.D,
. INTERNAL MEDKCINE Nm
) 12000 RICHIMONIY AVE,, SINTY: 260 N (g4
HIOUSTON, TEXAS T7082-2431 AN (o

W
n!:: '{'la

Fax: 817 547 2670

December 12, 1997

Lylc Cheadle, M.D.
826 Cliffside Drive
Harker Heights, TX 76548

Dear Dr. Cheadle,

Thank you for your fax of December 8, 1997 which I received tog 1
comments in the letter from the FDA which needs (o be '“nu.:? <1000 only twa

1) Effectiveness of antineoplastons in neuroblastoma
2) FDA suggestion that “these drugs can be barmful.”
The following is my response to these two lssues:

1) In our Phase 1l study of Antineoplastons A10 and AS2.} ¢, Patien
Neuroblastoma, we treated enly one patient who obtaineg partia) i wity
(more than 50% decrease in tumor size). 2 pong,

2) The FDA requires us to file safety reports on all firss pegy, con
and on adverse reactions that are uncxpected and serioy,, o e ‘ol gy toxgeyy v
during administration of antineoplastons, regardiess if angneq hreatening
or contributed to the adverse sxpericnce. We are in the proee..pl:"“' s
1998 Annual Report to the FDA, which will include all such, qgyer P *PAratloy o
veporicd to the FDA since the previous Annusl Report of 199y ,;"- Teaction,
experiences of this type reported to the FDA and all of g¢y co'..::'" " flvy
hypernstremia (lncreased concentration of sodium fn Serum), f of
availsble informaution, it is our conclusion that four eages of hyn"" on thy
caused by the brain tumor. Io an additions] casc, high mun:‘".“""h wer,
in serom was most likely caused by low fluid intake, [n (hree o tion of todiyy |
hypernatremia was completely or partially resolved, Op, mh‘.”"‘ Sangy,
bieeding from the tumor and another from extensive eapcer ang fAleg fryp,
treatment for hypernatremia. refining the
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I hopt this information will be useful to you. Plet:e do not besitate to contact us
again if you require more information.

Sincerely,

e =72 Ny

S. R. Burzynski, MLD,, Pb.D.

SRB/cf
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Mr. BURTON. You have a lovely daughter, there, doctor, and I in-
tend to talk to the gentlemen you talked about today.

Mr. CHEADLE. OK, sir.

Mr. BURTON. I'll call him today and if you want to stick around
after the conclusion of the hearing, maybe we can talk to him to-
gether and see what we can do about that.

Mr. CHEADLE. We have to get a flight at 5:22.

Mr. BURTON. Well, we’ll be talking to him, probably about 4.
How’s that?

Mr. CHEADLE. OK. That's fair. Thank you very much.

Mr. BURTON. As I understand it, your daughter can’t survive any
more chemotherapy. Is that correct?

Mr. CHEADLE. No. The doctors said she would never get through
a second bone marrow transplant.

Mr. BURTON. Now, this cancer that she has, is it likely to return
any time soon?

Mr. CHEADLE. Well, they say it normally comes back between the
first and second year.

Mr. BURTON. And how long has she been free?

Mr. CHEADLE. The last time we checked was about 3 months ago.
She was still in remission and we just returned from the hospital
in San Antonio before I came up here, where they had done tests
on her, but we haven’t got the results of them yet.

Mr. BURTON. OK. How much money do you anticipate, if you can
go to Dr. Burzynski’s clinic, it would cost to help her?

Mr. CHEADLE. Would cost me personally, sir?

Mr. BURTON. Yes.

Mr. CHEADLE. Well, I think the startup cost and everything is
about $17,000. And then, depending on which type of medication
they give her, between $2,000 and $6,000 a month.

Mr. BURTON. Has he indicated to you what kind of success rate
he’s had with this kind of cancer?

Mr. CHEADLE. Sir, he has had one neuroblastoma cancer patient
and they have gotten to 50 percent reduction in the tumor. How-
ever, this child, as I am told, had been through two bone marrow
transplants and was essentially what I said, a basket case, when
the child got there.

Mr. BURTON. So he’s only had one case.

Mr. CHEADLE. He died of a secondary infection.

Mr. BURTON. But he thinks that there is a possibility it might
help her?

Mr. CHEADLE. Yes, sir.

Mr. BURTON. OK. Well, we'll look into it at the conclusion of the
hearing today and see what we can do to help. OK?

Mr. CHEADLE. Thank you very much, sir.

Mr. BURTON. Do you have any comments, professor?

Our third pane! is Dr. Tammy Geurkink. Is that correct?

Dr. GEURKINK BORN. Yes.

Mr. BURTON. Geurkink, is that right?

Dr. GEURKINK BORN. Yes.

Mr. BURTON. Dr. Peter Matthiessen. Is that correct? And Dr.
James Gordon. I only mentioned three. Did I have a fourth one?

Do you have opening statements? Why don’t we start with you,
Dr. Matthiessen? They have the name tags in the wrong place. All
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set now? Why don’t we start with the young lady. Dr. Born, would
you care to go first?

Dr. GEURKINK BORN. Thank you very much, Mr. Chairman.

Mr. BURTON. If you can try to keep your comments to 5 minutes,
T'll submit the rest for the record. ,

Dr. GEURKINK BORN. OK.
| Mr. BURTON. We'll allow you a little latitude if you need to go
onger. '

Dr. GEURKINK BORN. OK.

STATEMENT OF TAMMY GEURKINK BORN, M.D.

Dr. GUERNKINK BORN. I'm here today to give you a perspective
of the Access to Medical Treatment Act, as a board member be-
cause in spite of all the work done already on FDA reform, the job
remains unfinished. And it remains unfinished in a vitally impor-
tant area, as we've been talking about today, is patient access.

The FDA Reform bill passed last year did nothing to change the
accessibility to alternative or complimentary medicine. In spite of
what we've been told, it did nothing to increase patient access to
unapproved therapies and it only codified existing law as it per-
tains to access to drugs already in the IND pipeline. I hope to give
you a perspective from a practicing physician and as a member of
a licensing board.

I am the vice-president of the Michigan Osteopathic Board of Li-
censing and Regulation. I have recently been appointed as a voting
delegate to the National Federation of State Medical Boards. I have
been practicing a scientifically based complementary medicine for
10 years in Grand Rapids, MI, and I have included for the testi-
mony, a few of our more dramatic testimonials that have been writ-
ten by our patients over the past years on the successes that they
have experienced by combining the best of the alternative and tra-
ditional therapies.

My main objective today, however, is to give you a perspective
that you may not have heard. A perspective that may explain to
you why true patient access does not exist in this country cur-
rently. Two years ago I attended a National Federation of State
Medical Board conference in Chicago, IL. The focus of the very first
presentation was how to stop the practice of alternative and com-
plementary medicine. As one Assistant Attorney General of Califor-
nia said at the meeting, “It’s difficult for us to get patients to com-
plain about these doctors, so we'll have to find a way to get them
ourselves.” He asked for a show of hands for how many States had
prosecuted alternative medicine doctors. Many of the State reps
raised their hands. Then he asked for a special conference of those
to compare how they had been successful in prosecuting alternative
physicians, simply because they practiced complementary medicine,
not because they practiced bad medicine. Doctors may have been
prosecuted for recommending nutritional or dietary therapies, not
even necessarily controversial treatments. In fact, out of the 4
years that I have been on the board in Michigan, the number of
alternative doctors that have been prosecuted for incompetence is
extremely low. Many physicians practicing complementary thera-
pies combine them with traditional therapies, allow their patients
the best in each tradition. Many States have adopted policies that
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have forced patients to seek medical care in other countries, or
other States that may have more progressive policies. But if com-
petent and well intentioned doctors are forced out of practice be-
cause they cannot bring a type of care that their patients need or
want, patients will be forced to seek their health care from unregu-
lated and unlicensed practitioners. Many good doctors with ad-
vanced degrees are unwilling to provide complementary therapy be-
cause of FDA and local medical society pressures. Despite over-
whelming evidence that many complementary therapies are more
effective and less costly, many doctors are unwilling to incorporate
them into their own practices. Every doctor practicing good medi-
cine should be able to incorporate complementary therapies into his
or her own practice without fear of retribution from the FDA.

My job description as a State medical board member has been to
protect the people of Michigan. I have been amazed at the swift
and decisive actions which can take place in an effective medical
board while policing its member physicians. And if you'd like me
to tell you more about the process in which a physician can be dis-
ciplined, I'll be glad to go into that later. P%ysicians who harm
their patients or in some way endanger the lives of patients are
dealt with swiftly and effectively by State medical boards. The Ac-
cess to Medical Treatment Act actually complements the medical
boards and allows them to do their work much more effectively. As
the bill demands that practitioners have solid reasons for believing
that a therapy will work before providing it to anyone. No good
doctor would want to jeopardize his license or livelihood by provid-
ing unethical treatments. The Access to Medical Treatment Act
provides that the practitioner must know that a therapy will not
cause harm. This provision can only help a State medical board
while encouraging patient education and patient autonomy. Ensur-
ing that a physician provides the best treatment for patients and
the opportunity for the much needed research on complementary
medicine are the AMTA’s most notable provisions.

Many of my patients can afford the best of any medical care and
they have chosen nontraditional therapies. While the FDA has
done a great job at protecting patients from harmful drugs, it is un-
clear who they are protecting while prohibiting the further re-
search and practice of complementary therapies. The patients who
seek complementary therapies are not vulnerable, or likely to be
taken in by doctors offering “quack cures.” These patients are well
informed and educated and the same therapy should be afforded
patients who are unfortunate and uneducated. Patients need to be
informed of all their options and make a decision in conjunction
with their family, their doctor, and their spiritual guide as to the
right treatment for them.

It has been my goal to offer the best and most affordable health
care to the patients that I can. I love my job. I have been able to
help hundreds and hundreds of patients live more full and enjoy-
able lives. I could tell you stories of many patients who have had
their legs amputated and couldn’t walk without getting chest pain.
Many of them have been outraged that they were not given all of
the available information about options either concerning their am-
putations or surgeries. I have many patients who travel to other
countries to receive treatments for their cancer because no physi-
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cian in the United States was able to offer treatment for them. The
Access to Medical Treatment Act will allow patients who cannot af-
ford to travel to Czechoslovakia for a cancer treatment or to Italy
for an AIDS treatment a glimmer of hope that these treatments
may one day be studied more thoroughly in the United States.

I believe I have a moral obligation to offer my patients informa-
tion concerning all therapies available to them. I did not enter
medical school knowing I would become interested in and practice
complementary medicine. In fact, I had planned on being a sur-
geon. However, my own experience and insight has led me on a
path which can on.f;' lead me forward. Forward into the future, and
a future in which all patients are afforded the best medical care
that we as physicians can offer.

Do you want me to stop?

Mr. BURTON. If you'd like, we can ask you questions and you can
proceed later. We’ll submit the rest of it for the record.

Dr. GEURKINK BORN. That’s great.

Mr. BURTON. Thank you.

[The prepared statement of Dr. Geurkink Born follows:]
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I am here today to give you a perspective from a Licensing Board member, because
in spite of all of the work already done on FDA reform the job remains unfinished.
It remains unfinished in a vitally important area - True Patient Access.
Unfortunately the FDA Reform bill passed last year did little to change the
accessibility to alternative or complementary medicine. In spite of what we have
been told it did nothing to increase patient access to unapproved therapies and only
codified existing law as it pertains to access to drugs already in the IND pipeline. I
hope to give you a perspective from a practicing physician and as a member of a
licensing board.

1 am the Vice-President of the Michigan Osteopathic Board of Licensing and
Regulation. I have also been recently appointed as a voting delegate to the
Federation of State Medical Boards. I have been practicing scientifically based
complementary medicine for ten years in Grand Rapids, Michigan. I have included
for the record a few of the dramatic testimonials written by our patients over the
past years of the successes they have experienced by combining the best of
alternative and traditional therapies.

My main objective today, however, is to give you a perspective that you may not
yet have heard. A perspective that may explain to you why true patient access does
not exist currently. Two years ago I attended a National Federation of State Medical
Boards conference in Chicago, Illinois. The focus of the very first presentation was
how to stop the practice of alternative and complementary medicine. As one
Assistant Attorney General of California said at that meeting -"It is difficult for us
1o get patients to complain about these doctors, so we will have to find ways to get
them ourselves.” He asked for a show of hands for how many states had prosecuted
alternative medicine doctors and many of the state representatives raised their
hands. Then he asked for a special conference to compare how other states had been
successful in prosecuting alternative physicians simply because they were
alternative not because they practiced bad medicine. Doctors may have been
prosecuted for recommending nutritional or dietary therapies, not necessarily
controversial treatments. In fact out of the four years that I have been on the board
in Michigan, the number of alternative doctors that have been prosecuted for
incompetence is extremely low. Many physicians practicing complementary
therapies combine them with traditional therapies to allow patients their choice of
the best in each tradition. Many states have adopted policies that have forced
patients to seek medical care in other countries or other states that may have more
progressive policies. If competent and well intentioned doctors are forced out of
practice because they cannot bring the type of care that their patients need or want
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patients will be forced to seck their health care from unregulated and unlicensed
practitioners. Many good doctors with advanced degrees are unwilling to provide
complementary therapies because of FDA and local medical society pressures.
Despite overwhelming evidence that many complementary therapies are more
effective and less costly, many doctors are unwilling to incorporate them into their
own practices. Every doctor practicing Food medicine should be able to incorporate
complementary therapies Into his or her own practice without fear of retribution
from FDA and state medical boards .

My job description as member of the State Board of Michigan has been to protect
the people of Michigan. I have been amazed at the swift and decisive actions which
can take place in an effective medical board while policing it's member physicians.
The Access to Medical Treatment Act would do nothing to undermine the board's
authority. Physicians who harm their patients or in some way endanger the lives of
patients are dealt with swiftly and effectively by State medical boards. The Access
to Medical Treatment Act actually compliments these medical boards and allows it
to do its work much more effectively as the Bill demands that practitioners have
solid reasons for believing that a therapy will work before providing it to anyone.
No good doctor would want to jeopardize his or her license and/or lively hood by
providing unethical treatments. The Access to Medical Treatment Act provides that
the practitioner Doubt know that the therapy will not cause hand. This provision
can only help a state medical board while encouraging patient education and patient
antinomy. Ensuring that physicians provide the best treatments for patients and the
opportunity for the much needed research on complementary medicine are the
AMTA's most notable provisions.

Many of my patients can afford the best of any medical care and they have chosen
nontraditional therapies. While the FDA has done a good job at protecting patients
from harmful drugs it is unclear who they are protecting while prohibiting the
further research and practice of complementary therapies. These patients are not
vulnerable or likely to be taken in by doctors offering "quack cures”. These patients
are well informed and educated and the name therapies should be afforded patients
who are less fortunate and uneducated. Patients need to be informed of all of their
options and make a decision in conjunction with their family, their doctor, and their
spiritual guide as to the right treatment for them.

It has been my goal to offer the best and most affordable health care to the most
patients that I can. I love my job. I have been able to help hundreds and hundreds of
people to live more full and enjoyable lives. I could tell you stories of patients who
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had no hope; who had legs amputated or who could only walk twenty feet without
getting chest pain and now are able to walk or were able to save their remaining leg
from amputation. 1 have patients who have been outraged that they were not given
all of the information available from their doctors. They were not given options
concerning their amputation or their surgeries. I have many patients who have
traveled to other countries to receive treatments for their cancer or other chronic
ailments because no physician in the United States was able to offer this treatment
for them. The Access to Medical Treatment Act will allow patients who cannot
afford to travel to Czechoslovakia for a cancer treatment or to Italy for and AIDS
treatment, a glimmer of hope that these treatments may one day be studied more
thoroughly in the United States.

1 believe that I have a moral obligation to offer my patients information concerning
all therapies that are available to them. I did not enter medical school knowing that I
would become interested in and practice complementary medicine. In fact much the
opposite. I planned on being a surgeon. However, my own experience and insight
has lead me on a path which can only lead me forward. Forward into the future. A
future in which all patients are afforded the best medicine that we as physicians can
offer.

In a recent Grand Rapids Press article a study was cited in which the administration
of significant doses of Folic Acid and Vitamin E were tested in thousands of nurses.
The death rate from heart attacks dropped more than 50%. With The Access to
Medical Treatment Act the recording of beneficial medical treatment is required,
therefore, enabling this very significant information to be disseminated in a much
more timely fashion, saving hundreds maybe thousands of lives. The research
studies encouraged by The Access to Medical Treatment Act will significantly
impact the lives of the American public. Lives will be saved and health care will be
administered in a more cost effective and efficient manner. What traditional therapy
can offer a 50% reduction in deaths due to heart disease? Yet, are physicians
routinely recommending that their patients take high doses of Polic Acid or Vitamin
E? Many are not! Rich and poor patients, educated and uneducated people,
professional and laborers will all benefit from the research encouraged by this bill.

If the United States is to continue to offer the best medical care in the world we
must look at the beet of non-traditional and traditional therapies. Fifteen years ago
when ] entered medical school we had no courses on nutrition or alternative
medicine. In fact there were no lectures in all four years of medical school on the
importance of diet and nutrition in promoting a persons health or preventing a
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disease. Now a few medical schools across the country are offering courses in
alternative medicine. While this is a great beginning, I can see how the impact of
The Access to Medical Treatment Act could be much more profound for our
already aging and ailing Medicare population. Our iliness based curriculum and the
attitude of "you give me a symptom and I'll give you a pill" by many medical
practitioners is not good medicine and is in many ways unethical today. Many
ilinesses and diseases can be treated without costly medicines or surgeries if the
public is aware of ways in which they can take responsibility for their own health
care and their own treatment. Everyone will benefit. While it is very important to
teach doctors how to treat a patient when they are ill, it is more important to teach
them how to maintain health and wellness. If patients are given the freedom to steer
the course of their health care, assisted by trained health care providers everyone
benefits.
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Mr. BURTON. One thing that you said that struck a harmonious
chord, you were talking about ti;e amputations where people later
found out there might have been an alternative therapy.

Dr. GEURKINK BORN. Yes.

Mr. BURTON. And it reminded me of the movie, “Kings Row” with
Ronald Reagan where he woke up and they cutoff both his legs un-
necessarily and that seems analogous to some of the things the
FDA is allowing to happen when people’s lives are at stake and it
just seems unfortunate.

Dr. GEURKINK BORN. That’s right.

Mr. BURTON. Anyhow, we’ll get back to you in just a moment.

Dr. GEURKINK BORN. .

Mr(.1 BURTON. And we'll submit the rest of your statement for the
record.

Dr. GEURKINK BORN. OK.

Mr. BURTON. Dr. Matthiessen.

STATEMENT OF PETER MATTHIESSEN, M.D.

Dr. MATTHIESSEN. Mr. Chairman, members of the committee,
Winston Churchill used to say, “Americans can always be trusted
upon doing the right thing, r they've tried everything else.” So
we Germans have always admired the American way of trial and
error and so I feel very honored to be able to speak before you
today about the status of complementary, alternative and non-
conventional medical practices in German todl?l.

Allow me to introduce myself brietfly. My name is Peter
Matthiessen, I have been wearing two professional hats for many
years. Trained as a specialist in neurology and psychiatry, I am ac-
tive in direct patient care as chief of a medical service in a large
community hospital in Herdecke and in addition, I am active sci-
entifically as Head of the Department of Medical Theory that is
monitor medicine and complementary medicine at the University of
Witten/Herdecke.

The Herdecke Hospital is a community hospital with close to 500
beds and encompasses all customary medical and surgical specialty
practices. Established in 1969, it rapidly became known all over
Germany as the Herdecke Model and is since then the best known
medical institution which includes coglflementary and alternative
medicine in its services. In this hospital we have attempted to cre-
ate care structures and a working atmosphere which have as their
goal the care of the individual patient so that diagnosis and ther-
apy is guided by the person’s bodily, psychological and spiritual di-
mensions as well as their individual biogra?gﬁ.

Without exception the knowledge basis o our physicians prac-
ticinﬁethere is that of modern scientifically established medicine.
But beyond that, we attempt to come to an extended, more encom-
passing comprehension of health, illness and healing, and thus con-
cern ourselves also theoretically and practically with various modes
of complementary medicine. In acute patient care we then also uti-
lize herbal medicines, remedies of anthroposophical medicine, ho-
meopathic remedies, as well as external applications, massage,
baths, and so on. And beyond that we utilize various artistic thera-
pies such as music therapy, painting therapy, curative eurythmy.
It is our intent with such therapies to activate the patient, as much
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as possible, in actively participating in overcoming an illness and
insofar as possible, re-establish health.

Not only because of its innovative character and the countrywide
interest in receiving care at this hospital, but also because of for-
eign including American interests, our government has supported
a further expansion of the hospital to the tune of 130 million DM.

Now, the other institution I serve as a professor is the University
of Witten/Herdecke, the only private university in Germany, estab-
lished in 1983 by a group of established scientists. They had the
goal to engage not only in mainstream scientific pursuits, but to ex-
tend the spectrum of scientific investigation; to followup also un-
conventional points of view and begin to cultivate a rational sci-
entific pluralism. Qur faculty and students place upon themselves
the demand to followup questions and problems from various theo-
retical or philosophical and empirical perspectives and cultivate
various methodologies.

Medicine in Germany is not a uniform edifice of theory and prac-
tice, but rather a highly pluralistic edifice. This became especially
evident in 1976 during the intensive and highly controversial dis-
cussii)‘xa) preceding and surrounding the passage of our new Medica-
tion Law.

The main focus of the debate at the time was the demonstration
of therapeutic effectiveness. Qur legislators acted wisely, at least
from my vantage point. They did not take upon themselves the role
of judging the adequacy of science, but rather spoke in support of
the actually existing pluralism in medicine. I am quoting from the
report of the committee on the legislation in 1976.

It is the unanimous view of the committee that it must not be the task of the
legislator to give preference to the methods of one of the competing lines or schools
of theragy in determining effectiveness of a medication. Rather, the committee was

guided by the political tfoal that in the guidelines for acceptance of a medication
there must be clearly retlected the existing scientific pluralism,

A consequence was the establishment of a commission for each
of the so-called “special lines of therapy,” namely phytotherapy, ho-
meopathy and anthroposophical medicine. The task of the commis-
sions being “the evaluation and preparation of scientific data in ac-
cordance with the standards and experiences of the corresponding
lines of therapy and the formulation of indications for use.” The im-
plementation of this expert advice is then taken on by the Federal
Department of Health. .

The legislative intent and act, to permit nonconventional modes
of therapy to exist besides the conventionally established medical
practices was then also reflected in the German insurance legisla-
tion which applies to the institutions providing health insurance to
90 percent of the population. Accordingly, it is mandated that
“treatment methods, remedies, and medications of the special lines
of therapy are not excluded from reimbursement.” The special lines
of therapy must also fulfill the criteria of indication, necessity, cost
effectiveness, as well as quality and efficacy.

Let me say a few words about the situation of research and sup-
port for research in Complementary and Alternative Medicine—in
short CAM. Despite the widespread Xﬁsence of those methods in
the health care of our population, C was only marginally rep-
resented at German universities. Thus no adequate structural or
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personal resources could be developed for efficient and competitive
scientific investigation.

For this reason and in view of widespread and ever increasing
interest in nonconventional methods of treatment, the Federal Gov-
ernment supported from 1981 to 1996 investigations focused on
“Nonconventional Methods of Cancer Treatment” and beyond that,
since 1986 a further project covering “Nonconventional Medical
Lines of Therapy.”

Under my direction a working group at Witten/Herdecke Univer-
sity was given the mandate to: No. 1, provide an analysis and cata-
logue of the status of scientific research in CAM; No. 2, to establish
a directed and efficient method of supporting research in CAM;
and, No. 8, to coordinate and support the various scientific endeav-
ors.

A desired goal was to support serious empirical scientific endeav-
ors in CAM and at the same time to separate the what from the
chaff.

What have been our experiences so far?

Sooner than we hoped we have arrived at a good overview re-
garding which direction of investigation are valuable for establish-
ing the scientific basis of CAM, and thus potentially supplement
and enrich conventional medicine. We have also gotten a good over-
view of questionable, even fraudulent procedures for which no plau-
sible theoretical basis existed and where there was not even an in-
terest in unprejudiced investigation, for it became evident that
suc;'x.1 practices were not able to meet the criteria for research pro-
posals.

Quite aside from the research activities and results of obtained,
the most important result of the efforts is that a dialog has been
set in motion, a dialog between different modes of thinking and act-
ing in medicine. And this has led to a greater tolerance and ex-
change of various points of view, theoretical pursuits, and above all
different question, so that limits and possibilities are more ame-
nable to evaluation and mutual cooperation is closer at hand.

On the basis of our experiences in Germany with CAM in public
health care, I would like to recommend to the committee that CAM
is subjected to careful review and evaluation. However, I would
caution that the legislative requirements for proof of efficacy in ap-
proving therapies and medications of CAM are not too narrow, con-
straining and restrictive. Room for different schools of therapeutics
should be taken into account. Care must be taken not to endanger
the development of potentially valuable therapies or methods of
providing health care for the public. That would lead to an impov-
erishment through paradigmatic uniformity in medicine—estab-
lished by legislation.

It is our experience that where the legislative framework is pro-
vided for the unfolding of a pluralistic medicine—which already ex-
ists de facto—the ensuing critical but open dialog is most efficient
in distinguishing valuable and promising therapies from fraudulent
methods. Thus it is in all our interests that we work for those who
are ill in an open, honest and critical fashion, the goal being to
help the ill human being.
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I thank you for your interest and would like to let you know how
impressed I am by your pursuit of %roviding legislation for a free
pluralistic medicine appropriate for the human individual.

Thank you.

[The prepared statement of Dr. Matthiessen follows:]
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Mr. Chairman, Members of the Committee, Ladies and Gentlemen:

1 am very honored to be able to speak before you today about the status of
complementary, alternative and nonconventional medical practices in Germany

today.

Allow me to introduce myself. My name is Peter Mathiessen. I have been wearing
two professional hats for many years. Trained as a specialist in neurology and
psychiatry, I am active in direct patient care as chief of the medical service in a
large community hospital in Herdecke and in addition, I am active scientifically as
Head of the Department of Medical Theory and Complementary Medicine at the
University of Witten/Herdecke.

The Herdecke Hospital is a community hospital with close to five hundred beds
and encompasses all customary medical and surgical specialty practices.
Established in 1969, it rapidly became known all over Germany as the Herdecke
Model and is since then the best known medical institution which includes
complementary and alternative medicine in its services. In this hospital we have
attempted to create care structures and a working atmosphere which have as their
goal the care of the individual patient so that diagnosis and therapy is guided by
the person's bodily, psychological and spiritual dimensions as well as their

individual biography.

Without exception the knowledge basis of all physicians practicing there is that of
modern scientifically established medicine. But beyond that we attempt to come to

an extended, more encompassing comprehension of health, illness and healing and
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thus concern ourselves also theoretically and practically with various modes of
complementary medicine. In acute patient care we then also utilize herbal
medicines, remedies of anthroposophical medicine, homeopathic remedies, as well
as external applications, massage, baths, etc. Beyond that we utilize various
artistic therapies such as music therapy, painting therapy, curative eurythmy. It is
our intent with such therapies to activate the patient as much as possible in
actively participating in overcoming an illness and insofar as possible reestablish

health.

Not only because of its innovative character and the countrywide interest in
receiving care at this hospital, but also because of foreign, including American
interests, our government has supported a further expansion of the hospital to the
tune of 130 million DM.

The other institution I serve as professor is the University Witten/Herdecke, the
only private university in Germany, established in 1983 by a group of established
scientists. They had the goal to engage not only in mainstream scientific pursuits,
but to extend the spectrum of scientific investigation; to follow up also
unconventional points of view and begin to cultivate a rational scientific
pluralism. Qur faculty and students place upon themselves the demand to follow
up questions and problems from various theoretical or philosophical perspectives

and cultivate various methodologies.

Medicine in Germany is not a uniform edifice of theory and practice. In theory and
practice it is highly pluralistic. This became especially evident in 1976 during the
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intensive and highly controversial discussions preceding and surrounding the

passage of our new Medication Law of 1976.

The main focus of the debates at the time was the demonstration of therapeutic
effectiveness. Our legislators acted wisely: They did not take upon themselves the
role of judging the adequacy of science, but rather spoke in support of the actually
existing pluralism in medicine. I am quoting from the report of the committee on

the legislation in 1976:

It is the unanimous view of the committee that it must not be the task of the
legislator to give preference to the methods of one of the competing lines or
schools of therapy in determining effectiveness of a medication. Rather, the
committee was guided by the political goal that in the guidelines for acceptance of

a medication there must be clearly reflected the existing scientific pluralism.”

A consequence was the establishment in 1978 of a commission for each of the so-
called 'special lines of therapy', namely phytotherapy, homeopathy and
anthroposophical medicine. The task of the commissions being "'the evaluation
and preparation of scientific data in accordance with the standards and
experiences of the corresponding lines of therapy and the formulation of
indications for use.”’ The implementation of this expert advice is then taken on by

the Federal Department of Health.

The legislative intent and act, to permit nonconventional modes of therapy to exist
besides the conventionally established medical practices was then also reflected in

the German insurance legislation which applies to the institutions providing health
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insurance to 90% of the population. Accordingly, it is mandated that "trearment
methods, remedies and medications of the special lines of therapy are not
excluded from reimbursement.” The special lines of therapy must also fulfill the
criteria of indication, necessity, cost effectiveness, as well as quality and efficacy.

These too are to be judged on the basis of scientifically reproducible data.

However it was only a few months ago, some twenty-one years after the passage
of the original legislation, that the German legislative branch expressly established
regulations that require the special points of view and experiences of the various
lines of therapy to be taken into account when the state of prevailing scientific

knowledge is judged.

Let me say a few words about the situation of research and support for research in
Complementary/Alternative Medicine (in short CAM). Despite the widespread
presence of those methods in the health care of our population, CAM was only
marginally represented at German universities. Thus no adequate structural or
personal resources could be developed for efficient and competitive scientific

investigations.

For this reason and in view of widespread and ever increasing interest in non-
conventional methods of treatment, the federal government supported from 1981-
1996 investigations focused on "Non-conventional Methods of Cancer
Treatment,” and beyond that since 1989, a further project covering "Non-

conventional Medical Lines of Therapy."
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Under my direction a working group at Witten/Herdecke University was given the
mandate to:
1) provide an analysis and catalogue of the status of scientific research in
CAM;
2) to establish a directed and efficient method of supporting research in
CAM; and

3) To coordinate and support the various scientific endeavors.

A desired goal was to support serious empirical scientific endeavors in CAM and

at the same time separate the wheat from the chaff.

What have been our experiences so far?

Sooner than we hoped we have armrived at a good overview regarding which
directions of investigation are valuable for establishing the scientific basis of
CAM, and thus potentially supplement and enrich conventional medicine. We
have also gotten a good overview of questionable, even fraudulent procedures for
which no plausible theoretical basis existed and where there was not even an
interest in unprejudiced investigation, for it became evident that such practices

were not able to meet the criteria for research proposals.

In view of the methodological aspects of proving effectiveness we have come to
realize that in many cases the randomized controlled studies may not be
appropriate. This is so because of therapeutic concepts which are highly

individualized and also in view of the ever increasing autonomy of patients who,
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at least in Germany, are ever less willing to permit themselves to be randomized,

thus making good randomized studies all but impossible.

Thus other study designs had to be developed and applied which were acceptable
to representatives of both conventional and non-conventional medicine so that
positive results could be acknowledged by established scientists and negative

results would be taken seriously by defenders of non-conventional therapies.

Quite aside from the research activities and results obtained, the most important
result of the efforts is that a dialogue has been set in motion, a dialogue between
different modes of thinking and acting in medicine. This has led to a greater
tolerance and exchange of various points of view, theoretical pursuits, and above
all different questions, so that limits and possibilities are more amenable to

evaluation and mutual cooperation is closer at hand.

Despite the great significance which science has in medicine, not everything
which is fruitful in real life and in the individual's care in medical practice can be
scientifically established and proven. Science in medicine is never an end in itself
but always has only an ancillary function; it has the task to support and improve
the training, contexting and careful judgment by the therapeutician. The Art of
Healing however is always more than an applied science, namely it is the Art
which strives to comprehend the uniqueness of each individual and to provide her
with the best possible help in a situation which may be utterly unique,

unexchangeable and never to recur in the same way.
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On the basis of our experiences in Germany with CAM in public health care, I
would like to recommend to the Committee that CAM is subjected to careful
review and evaluation. However, I would caution that the legislative requirements
for proof of efficacy in approving therapies and medications of CAM are not too
narrow, constraining and restrictive. Room for different schools of therapeutics
should be taken into account. Care must be taken not to endanger the development
of potentially valuable therapies or methods of providing health care for the
public. That would lead to an impoverishment through paradigmatic uniformity in

medicine — established by legislation.

It is our experience that where the legislative framework is provided for the
unfolding of a pluralistic medicine (which already exists de facto), the ensuing
critical but open dialogue is most efficient in distinguishing valuable and
promising therapies from fraudulent methods. Thus it is in all our interests that we
work for those who are ill in an open, honest and critical fashion - the goal being

to help the ill patient.

I thank you for your interest and would like to let you know how impressed I am
by your pursuit of providing legislation for a free pluralistic medicine appropriate

for the human individual.
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SUMMARY. In Germany methods of unconventional medicine are widely used, in accordance
with long tradition, especially by general practitioners and in some private clinics and sanatori-
ums. Their application is mostly based on practical experience, since only a few areas have been
scientifically evaluated. Now the Federal Ministry for Research and Technology (BMFT) hss
announced that it will support future research projects in unconventional mecicine. In prepa-
ration, the BMFT engaged a research team at the University of Witten/Herdecke to analyse the
situation of research in unconventional medicine and to evaluate the problems and possibili-
ties for research in Germany. This paper summarizes the results of this work, and includes the
recommendations for state research support that were made to the BMFT.

INTRODUCTION

In the Federal Republic of Germany (FRG), as in other
European and non-E countries, the use of uncon-
ventional medicine (UM) has been on the increase in
recent decades.

The term ‘unconventional medicine’ describes forms

UM are not yet accepted by conventional medicine. For
this the reasons are manifold, and include the fact that
few treatments in UM have been scientifically evaluated.

Against this backdrop, in 1985 and 1990 the Ger-
man parliament entrusted the government with the task
of assisting the scientific evaluation and future devel-
opment of UM by means of targeted research support.

of and di ic proced that are not  In preparation for this, a team at the University Wit-
taught and ifically evaluated at the uni iesand  ten/Herdecke was engaged by the Federal Ministry for
that are usually excluded from h fundi R h and Technology (BMFT) to analy

There is not only a growing number of patients
dernanding  unconventional therapies, but also an
increasing amount of interest on the part of medical
peactitioners. -4

the situa-

tion in UM research, to investigate the research activities

- and research possibilities in Germaay, and to make rec-
ommendations for state support of research.

With the help of written and personal interviews with

‘The application of UM therapies is at p usually
based on practical medical experience, though some have
a back d of specific medical sy and hypothe-
ses. Despite their increasing popularity, most types of

and physicians, data and commentaries on UM
research were cotlected over a period of approximately 3
years. Scientists and study groups were found who were
ready and able to carry out rescarch projects in UM on
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Germany.

BSc, IF. Matthicssen MD. ANEEEN Professor, Project UMR. Medical Faculty, University of Wit-
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a scientific level high enough to qualify for state spon-
sorship. In addition, a survey of relevant international
scientific literature was drawn up. The findings of these
investigations have been published in German. The main
topics and various other therapies are discussed in detail,
including a list of about 1300 references to scientific
papers from the ficld of UM.5 The following text gives
a short summary of the findings of this work.

GENERAL SITUATION OF UM IN GERMANY

Surveys* show that about 70% of the German popula-
tion have used natural remedies at some time or other.
52% are convinced of the effectiveness of natural reme-
dies. From the beginning of the *70s till the end of
the "80s the proportion of those ly using natural
remedies rose from 30%—46%. An enquiry among gen-
eral practitioners and internal specialists? revealed that
of those questioned 34% frequently, 43% seldom. 10%
only at patient’s request, and 8% never prescribe nat-
ural remedies. Between 60-70% of all general practi-
tioners prescribe natural remedies regulariy or sporad-
ically. According to information supplied by the BAH
(National Association of Drug Manufacturers), the pro-
postion of herbal remedics on the German pharmaceu-
tical market currently stands at between 20% and 30%.
Taken from the whole Geiman turnover in pharmaceu-
tics, sales of phytotherapeutics increased from 7.7% in
1985 0 around 10% in 1989.

iations say that an

Racid,

d 6000~
80(!),...," use its use in the
field of UM, acupuncmre is also used to some extent
in conventional pain therapy. Thus about 77% of the
outpatient pain clinics, including those of some univer-
sities, use acupuncture. According to information from
homoeopathy associations there are about 2000 practis-
ing b paths, and altogether about 16000 therapists
who p ibe thi dics. While pt
menury medicinal pm:edutes are predominantly used
by general practitioners, they are also in use at some hos-
pitals and sanatoria.

Although the various types of UM are very heteroge-
nous, unconventional therapists sec the implementation
of ‘natural therapy’ principles in many proce-
dures of UM as a common denominator. Natural ther-
apy methods aim at an active participation of the organ-
ism and the hamessing of its natural capacity for self-
regulation, adjustment, and regencration. They try to
support and direct the ‘scif-healing capability’ of the
org-msm In contrast. the methods of ‘artificial ther-
apy’ involve assigning to lhe orgamsm a passive role,
aimed primarily at eli ical ch or

dical

The therapies with the widest distribution and most
extensively recognized medical effectiveness are sum-
marized in the first section of Table (. In addition the
second section shows forms of therapy that have some
distribution in Germany. Finally there are many other
less significant forms of therapy in UM which are not
listed here.

Table 1 Methods of UM
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The following text gives short summaries of the
situation in the research into UM in Germany, with
reference to the first five listed therapy forms. The
present stand of scientific evaluation is discussed tak-
ing into consideration the available intemational litera-
ture, of which only examples or reviews are cited in this
paper. Detailed information can be found in the above-
mentioned publication.

PHYTOTHERAPY

In Germany the definition phytotherapeutics is used to
describe extracts from plans which are used as reme-
dies. The constituents can be obuained either from the
whole plant or fmm pam of l! 11|us they usually com-
prise a very comp InG Y
phytotherapeutics are manufactured by the pharmaceu-
tical industry and subject to German laws pertaining to
pharmaceutical products.

The use of botanicals in medication has a long tradi-
tion and modern therapies have evolved out of it. Chemi-

their imputed causes, i.e. by opennve ot chemlcal inter-
vention, pharmacological steering back to nonna.l or by
means of artificial repl of sub

cal compounds have been isolated from plants and devel-
oped into modern drugs. Besides this, the traditional use
of herbal medicines is still wid

(4
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or organs.

today tend to refuse to
do h on herbal or to d them
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for drug therapy because of the heterogenity of their
compounds. Thus herbal medicines are widely rejected
by university clinics and almost entirely exciuded from
scientific appraisal. especially in the field of clinical
rescarch. For this reason phytotherapy belongs 1o UM,
although it is widely used not only by complementary
therapists, but also by conventional general practition-
ers.

A main area of scientific evaluation of phytotherapy
is pharmaceutical research. Modern technology makes it
possible 10 gain exact pharmaceutical knowledge about
medical plants. Every year about 1500 new herbal com-
ponents are isolated worldwide. However, despite inten-
sive research, up to now only about 10% of the 400
plants which are of importance to European phytother-
apy have been analysed exactly.6.7.8

Pharmacological studies are another area of research.
Thanks to international research and using modern
research methods, well-substantiated findings have been
achieved for a number of medicinal plants and their
components. Efficacy mechanisms have been success-
fully studied e.g. in Ginkgo biloba, Peppermint oil, Men-
thol, Garlic. Echinacea, Silybumn marianum, Whitethom

fact that pharmacologists do not recommend its use in
therapy. This explains why Ginkgo biloba trials attract so
much more attention than those of many other remedies.
and demonstrates that controversies of this nature are fre-
quently caused by factors other than scientific ones.

Very fcw phyto(hcrapeuucs have been as well

d as Peppermint oil for p with irritable

colon, for which there are phar I | and clinical
studies, which in quality and quanuty convmcmgly
substanuiate their usage, includi
dosage 9-16

Another example are the clinical studies on
Whitethorn, which clearly indicate an efficacy in
the of di lar diseases. However,
clinically relevant information as to the optimal dosage,
dosage frequency or. for instance, the appropriate stage
of cardiac insufficiency at which Whitethorn could be
most effectively administered, is not provided.?:!!

Despite their small ber, the available clinical stud-
ies on phytotherapy demonstrate that phytotherapeutics
can be scientifically researched, thereby producing inter-
esting results for medical sciencc.

and Camomile. Another example is the insight into the
antiphlogistic effects of some plants and their com-
pounds. Nevertheless, pharmacological knowledge about
many phytoth is still fra y. In addition
to the insufficient knowledge about pharmacodynam-
ics and efficacy mechanisms, there is little information
about lo)uc\ty especially fot fong-term use of drugs or

genity and genity. The question as to the
relev:nce of h on isolated for their
use in phy and the feasab llty of develop-

mg pharmacologlcal models for full extracts, is posing
| problem. Fortunately, research
in  this field has been mcmsmg for the last 10 years in
Germany as well as in other countries 9.10
Up to now, very few phytotherapeutics have been
studied in clinical trials, with only isolated research
or none at all for most herbal remedies in use. The
small group of relatively thoroughly clinically tested
phytotherapeutics include Ginkgo biloba, Silybum mar-
ianum, Garlic, Cratacgus, and Peppermint oil. /=13

With refe to the h groups active in Ger-
many. there is efficient pharmaceul.wa] research into phy-
ap and this h conributes to the inter-
national knowledge in this field. At universities, work
on the p of medicinally relevant plants is
undenaken by the institutes of pharmaceutical biology,
some of which are directly concemed with their practi-
cal application in phytotherapy. There is very little phar-
macological research in Germany on herbal drugs. The
few existing h groups investigating pharmocolog-
ical problems are working on a high level on both in
vitro and in vivo models, some groups working at uni-
versity institutes and others in the pharmaceutical indus-
try. They provide the field of phytotherapy with valuable
information, but they are quantitatively too few to deal
with the large number of herbal remedies in practical use
and their pharmacological problems.

Systematic clinical research into phytotherapy in Ger-
many is very rare, although some of the available clinical
studies are performed here. Very few clinical research
gmups at universities are involved in work on phy-

Further examples of plants for which clinical h

apeutics, and thete are o systematic, long-term
papers are available include Valeriana, Podophyllum, h progr g probl ammg in
seeds, R S linical Most clinical trials are h assign-

Ginger root, Horse

repens, Pygeum africanum, Willow bark, Evening prim-
rose oil, Tanacetum, Mistietoe, Phyllantus amarus,
Panax ginseng and Senna leaves.

Many of these rescarch papers have been criticised,

ments commlmoned by the pharmaceutical industry, and
are conducted primarily for the requirements of state
registration of drugs. This kind of rueuch throws up
many probl for i the clinical relevance of

for the most part b of isfactory study desig
For example, in the case of Ginkgo biloba the quality
ol' smdy designs, the relevance of basic studies on the

the i igation is frequently unclear, the trials are often
limited in size, and there is publication bias, which is
also the subject of intensive discussion in conventional

] application and other problem areas is ly
causing heated controversy in Germany. One of the main
reasons for this is that Ginkgo biloba is one of the most
frequently prescribed medicines in G y, despite the

dicine. This h is having almost no influence
on the practical application of phytotherapeutics, such
as indication, dosage. or other details concerning their
usage. Phytotherapeutic textbook descriptions are mostly
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still based on traditional recommendations and the prac-
tical experience of individual doctors.

HOMOEOPATHY

In Germany homoeopathic medicine is usually prac-
tised by general practitioners, some of whom speciai-
ize entirely in this field, while others incorporate it into
their usual medical practice. There are also some clinics
and sanatoria which make use of homoeopathy but, as
in other countries, it continues to be excluded from the
universities.

In Germany there is a long homoeopathic tradition,
and a ber of h pathic iations are active
in the collecti ing and ing of h

have to be disturbed.

Further suggestions have been made on the subject of
more individualized study designs. It would, for exam-
ple, be possible to recruit the patient groups for clini-
cal trials according to their homoeopathically specified
typologies, in order to form more homogeneous collec-
tives. This procedure could serve as a model for the
study of h pathi dicines and the h pathic
system of diag and therapies. The rel of
single-case study designs for clinical trials in b
thy has as yet to be evaluated.2!

Despite all these difficulties there are accounts in the
international licerature of a number of promising con-
trolled studies, which demonstrate that clinical trials of
by pathy are possible.22-23 P larly, the

thod

pathic knowledge and experience. Vocational training
and further education in homoeopathy are, for the most
part, conducted by these jons in their own educa-
tional institutes. However, these activities are based more
on the homoeopathic therapy experiences, while work on
a modem scientific level has not yet become established.

In the international research field there have been
many and varied approaches to basic h studies,

logically efficient studies are addmomlly able to pro-
vide first evidence for the efficacy of homoeopathic treat-
ments, thus confirming the practical experience of physi-
cians. Up to now about 115 controlled clinical trials have
been carried out in the field of homoeopathy.
Differentiated judgements will, however, only be
made feasible by further studies, which if possible
should mclude l syslemanc mmg of exemplary

which attempt to prove principal work mechanisms and
the effects of potentised medicines, but only a few of
these have as yet been systematically reproduced.

Some of the best research projects have been carried
out by a French team on the subject of allergology using
the basophil degranulation test, and it is common knowl-
edge that the results of these tests triggered off lively
controversy among scientists.!?

The second important approach was by a German
team, who examined various enzyme systems m rats
after administration of p b 8 This

their reprod The meta-
analysis of Kl:unen et al22 demonstrates particularly
clearly the meed for methodological improvements.
However, their analysis of controlled clinical studies on
h pathy did bring evid foriueﬁectiven&s.

Some of the available clinical studies on b

thy were conducted in Germany. There are a number
of rescarch teams in Germany working either in basic
research or in the field of clinical research. But as iso-
lated groups they are not able to solve the problems con-
nected with homoeopathic h through i

approach was carmried out using modern bnochem:cnl
methods and recently also in blind conditioas. It is a sig-
nificant step in biochemical h into the question of
potentised medicines, and needs to be urgently followed-

plinary efforts.

up, reproduced, and further developed by other h
teams.

The sitvation as far as clinical studies is concerned
is dominated by individual studies on widely differing
indications and medicines. There have been hardly any
systematic studies on specific indications and illnesses.
Study designs whlch fulfili the special needs of homoeo-

pathic diag) and therapy arc the p rather

than the rule.
Suggestions have been made for methods of
into h using con-

wolled studies.19.20 Thesc involve the homoeopath
incorporating his usual diagnosis and suggestions for
treatment; when the chemist supplies the prescription

ANTHROPOSOPHICAL MEDICINE
Anthrop r“ | medici lsblsedonﬂlescwnuﬁcand
hilosophical of phy, which was

t'mmded by Rudolf Stemer at the begmnmg of this cen-
tury. Steiner first created an epistemological basis and
then went on to elaborate a description of nature and
man, including the areas of soul and spirit as well as
those of physical and organic functions. On this basis he
developed new aspects for various areas of practical life,
including the med.lul field. 2421
Today anthrop |l medicine is p d by gen-
eral practitioners and also in nine hospitals and five sana-
toria in Germany. In the hospitals, especially, it is inte-
gn!ed with all forms of conveational medicine.
POSOP dicine does not ider itself to

the medicine is given randomized as verum or placeb

A study on migraine using this design is being carried
out in Munich. The advantage of this study design is
that homoeopathic pharmaceutic procedure does not

be d o ional medicine, but rather as an
exlerulon of it. It is founded on the recognition of four
distinct aspects of the human being: the physlcal body.
the life isation which includes alt
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the soul aspect and intelligent self. While inter-related.
none is reducible 10 the laws of another, for i the

Rnearch Eroups are usually affiliated to anthropo-

principles of physics cannot be used to describe the prin-
ciples of life and organic functions, as conventional sci-
ence predominantly tries to do. Anthroposophic science
artempts o develop an original biology embracing the
special organization of living organisms and principles

of life. The attitude to health, sickness and healing takes

hospitals, some within their medical units and
some with their own institutes for basic research,

PHYSIOTHERAPY AND BALNEOLOGY

In Germany the origins of physiotherapy can be traced
back to the 19th century ‘natural medicine’ movement
which, as it developed, offered an al ive to the con-

porary school medicine. Its aims were to use only

into this *holi pt,25-28

In medicinal th " hical medicine uses
medicaments obwned mostly from ineral, botanical
and i animal Py ised dici

are also used. In addition therc are a number of non-
medicinal therapies, such as special kinds of massage
and physical treatments, medicinal baths and various
artistic therapies.

Research into anthroposophical medicine is mnnly
devoted to attempts to understand the rel

natural factors in therapy, such as the use of hot and cold
water for ablutions, baths and douches, exposure to sun-
light, physical exercise, exposure to vmous clunnes. at
high altitude or at the ide. Balneology, the

of the application of healing waters and their therapeu-
tic effects, is frequently used in close coordination with

b the physical i basnsmdl.hemhndspu—
itual aspects of human beings, and their significance in
thz processes of health and sickness. In addition, the

L e

Table 2 Some forms of treatment in physiotherapy

lop of new medict involves a qualmnvc oy

of their properties to expand the hysical and gy

analytical methods. i
The research into the efficacy of mistl d uperficial th h
(Viscum album) in the treatment of cancer nsnng vari-  Superficial cryotherapy
ous procedures is exemplary. In addition to conventional Deq:E ik ','Mpy'm"(mu-" o ’y and
analytical studies of its active components, attempts are therapeutic ultrasonic)
being made to find qualitative characteristics for their ~ Hydrotherapy
apphcnnon in tumour therapy. Pre-clini h has Climatoth “"’W
d evid for the 1 i of  Combi of the above therapies
misletoe P and a of clinical stud- Pars dlﬂ:":‘lw
ics confirm the clinical efficacy of mistletoe in cancer.  grpo eWPY. L
However, in p itis still not completely und d induced ing, tea preparati
inhalations

why some pluen(s react better than olhets to mistletoe
therapy. In the field of anthroposophical medlcme thls |s
seen as an indication of the ity for indivi
research into therapies.29-3031

An important area in basic research concerns the orga-
nization of rhythmic functions in human beings and the
chronobiological of the p of sickness and
health. The aim is to gain und: ding of the organi
physiological principies and also the progress of disease
in a functionally dynamic way, in order to understand the

jons and

organism’s quently its healing capa-
bility. Chronobiological h methods have been suc-
sfully used in clinical studies leading to new diag-

nostic and therapeutic criteria, and for assessment of the
course of di This has lted in & of clin-
ical studies on cardiac physiology and on the efficacy of
anthroposophical remedies. 323334

In addition there is a series of studies which are not
prospective randomized trials but predommmdy collec-
tive case reports on anth such as
for diseases like sucoudons. peudocmup. memory and
concentration problems in old age, otitis media. Most of
the available studies are from Germany.

Besides the classical forms of therapy, modern phys-
iotherapy integrates some new uulmam, which have
been developed from modk
The most important forms of physiotherapy are shown
in Table 2. Physiotherapy is widely use in combina-
tion with other Kneipp therapy, for exam-
ple, which was founded by the German priest Sebas-
tian Kneipp (1821--1897), today consists of § elemeats:
hydrotherapy, exercise therapy, phytotherapy, dietetic
treatment, and Ordnungstherapie (regulative therapy).

Today many forms of phynodlenpy trestment are
fully integrated into inc and arc
exemplary for the integrations of parts of naturopathy
into conventional medicine. Forlhurusonlheycmno(
be categorically labelled , there
udwm-mnmwmmm
especially in the scientific field, and there is no state sup-
port for physiotherapy and baineology in Germany, even
though physiotherapeutic treatment is an integral part of
basjc health care, such as in rehabilitation or the treat-
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ment of rheumatism. Thus it is very difficult to conduct
high quality research in this field and there are consid-
erable gaps in the scientific appraisal of many of these
methods.

There are three additional features which distinguish
some areas of physiotherapy and balneclogy from con-
ventional medicine:

1. Many of their methods depend on the support and
stimulation of autonomous healing agencies for their
efficacy. and must therefore be defined as natural ther-

apies.

2. Diagnosis and treatment are frequently influenced by
typological features, i.c. they are adjusted according
to the patient’s personal characteristics.

3. Some diagnostic approaches and therapies use the
principles of cuti-viscero and viscero-cutaneows
reflexive conmections, which play a very important
role in many complementary therapies.

It can be concluded from the shove description that
physiotherapy and beineology stamd between ‘school
medicine’ and naturopathy.

International publications report on research projects
investigating the working principies and mechanisms
in some of the physiotherapeutic mesbods 3536 These
include research on transcutaneous clectrical nerve stim-

ments, some of them using an animal model, some in
the human organism. Studies investigating the long-term
effects of those therapies are less frequent. In many cases
it has not yet been possible to bridge the gap between
these physiological findings and the clinical efficacy of
therapies.

For some aspects of physiotherapy and other thera-
pies, experimental clinical examinations and case stud-
ies acconding to the principles of aatural therapy have
resulted in the coacept of a therapeutic physiology evolv-
ing in Germany. Against the background of sposts-
neous organic rhythans, the reactive pesiods and the
timing and strecture of adaptive responses to therapies
which demonstrate that reactions to adequate therapeu-
tic manipulations always have a periodic structure, have
been observed with the methods of chronobiclogy. These
findings demonstrate that it is possible %0 select ade-
quate moments in the reaction process of the organism

Controlled clinical studies have been carvied out in
a few therapeutic areas, but genenally spesking clinical
research is rare.37 For example, there are studies which
indi that in comparison with the with sten-
Mmhwvu.mwhymwhbw-
ered adequately by means of specific physical

programmes. Comparative studies have been undertaken
for cerain kinds of lipometabolic malfunction, respec-
tively raised levels of triglyceride and cholesterol.

Other examples are contolled studies into
hydrotherapy.37 They show that clinical rescarch on
a level corresponding to modern reseasch standards is
possible and advisable. Papers on clinical research also
muhmmmmuw

on practical clinical experieace, and that is presumably
the reason why much of their potential within the frame-
work of contemporary medicise is overiooked to some
degree in favour of drug therapies with their frequest
negative side-effiects. There are a few research groups
working on physical medicine ia Germaay, some of them
affilissed to universities, some to medical centres. Cur-
reatly a number of new groups are emerging. Individual
institates have a long tradition ia rescarch on physiother-
apy and balnecology and have contribused coasiderably to
prosent scientific knowlodge in these areas.

ACUPUNCTURE

Acupuncture is widely used in Germany, partly by spe-
cialized acupuncturists, partly by naturopaths and addi-
tionally in outpatient pain clinics. Some of the physicians
wing acupuncture use it against a background of tradi-
tional Chinese medicine, some more in the comext of
Wesera diagnosis and therapy. Despite the integration
of acupuncture into pein therapy it is not accepted by
university teaching hospitals.

The simustion in international acupuncture research is
handicapped by the fact that it has oot yet been possi-
ble to bridge the gap between Chinesc philosophy and
medicine and the Western scientific view of organisms.
Despite various scientific approaches, the significance
of vital energy and meridians, and the specificity of
explain why acupuncture research so far limits itvelf to
two areas: on the one hand the search by mesas of phys-
iological and pathophysiological models for effects of
necdle treatments, and oa the other, the proof of the ther-
apeutic success of acupuacture trestment on busnans.

In the field of curent pain research there is research
into bow far the paia threshold cam be modulased by
means of influeacing synapses through acupuncture. Dis-
charges of seural ransmission have been messared oa
various levels ia the ceotral aervous system. Another
research priority concerns the subject of segmental and
aon-segmental refiexive contacts within the human body.
The uigger-point-coacept is a topic in this area which
has also undergone some investigation. 38

Qlinical research into acupuacture includes a great
aumber of non-controfied studies as well as a series of

d trials. Migraine, headaches and back pain are
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the indications which have been investigated most exten-
sively. Aliogether there is some good evidence from clin-
ical trials for short-term effectiveness of acupuncture in
some pain conditions. while the evidence for long-term
effectiveness in pain-treatment is still weak, Trials indi-
cating effectiveness in chronic pain are contradicted by
negative findings in other uials. Further clinical studies.
some with i ing findings, have ined the use
of acupuncture in indications like asthma, cardiovascu-
lar diseases. sinusitis, pollinosis. obstetrics and gynae-
cology, as an anti-emetic, and during withdrawal from
addiction.39-%6

In the majority of studies problems are posed by the
unsansfactory qualuy of their research methods and the

this situation is that the UM are excluded from univer-
sity research, making it necessary to conduct research
beyond the bounds of established research institutes.
Consequently. the org | and methodological
conditions are not conducive to good quality research;
research is for the most part carried out by scientists
working in an enclave. The complete lack of state
support contributed 1o this su'ua.uon whereby sup-
port of UM h was blocked by the d

making committees formed by experts in the conven-
tional field.

« In clinical trials h designs are frequently of
poor quality and their pr&ntauon in papers is often
incomplete. Nevertheless. the research papers demon-
strate that a large proportion of UM is accessible
for scientific evaluanon. and that they justify further

] p of findings in publicati Itis
< quently not yet possible to mnke definitive scien-
tific on the therapeutic efficacy of acupune-

ture. This situation demonstrates the gap between the
practical experience of a conslderably growing num-
ber of physicians and an adeq ific e i
There is an urgent need for properly conducted clinical
studies to make possible a more accurate assessment of
the therapeutic relevance of acupuncture.

In future clinical trials it will be essential to define
the system of acupuncture being used in treatments, as
to whether they are using the classical Chinese or West-
ernized acupuncture or any forms in between. These
and other details have been widely neglected in clin-
ical studies, allhongh attention to them is a prerequi-

site for ad judg of findings and for study
compurablluy 37
In Germany there are some h teams engag

ified h and state support. The problem of
finding adequate methods for clinical trials in UM is
currently under discussion.5.19.20.21
e The lack of basic research leads to an inade-

quate und ding of the therapeutic hanisms of
many unconventional therapies. The present inabil-
ity to explain the hani of for

instance, homoeopathy with its potentized medicines.
or acupuncture with its meridian system, against the
background of modem scientific understanding, is one
of the main reasons for their lack of acceptance in
conventional medicine.

» Basic h has to include detailed studies of the
principles of stimulation of the so-called self-healing
capability of the organism (in the sense of natural

in clinical research on acupuncture, most of them being
based in outpatient pain clinics at universities, but the
majority of clinical rescarch papers do not come from
Germany. Up to now it was not possible for research
teams to develop the necessary know-how in continuous
work over a period of some years, but there are a num-
ber of physicians who would be interested in specializing
in research in this field. Basic research is carried out by
only a very few teams.

SUMMARY OF RESULTS

The results of the evaluation of research into UM can be
summarized as follows:

« In the first five above mentioned forms of ther-
apy, which enjoy the widest distribution among UM
in Germany, some research activities and interesting
scientific findings do exists. Some of these are of a
high scientific standard, but genemlly speakmg there
are considerable deficits in all i p
including clinical and preclinical h. Examph
of sy i h of high methodological quality
into specific topics are rare, and the main reason for

healing-pri ), and their therapeutic relevance. It
can be expected that this will lead to fundamental
knowledge of the therapeutic approaches of natural
medicine.

o There are a2 number of research teams in Germany
qualified to work in the field of UM at a high sci-
entific level on both preclinical and clinical top-
ics. Until now their work has been hampered to a
great extent by inadequate conditions. A few research
groups work at the universities. but are usually iso-
lated. Working on unconventional topics can ruin the
reputation of a scientist. Recently there has been a
slight increase in the interest in such groups. There
is hardly any ific discourse b

tatives of UM and those of conventional medlcme
and the few discussions held tend to be polemic rather
than objective. However, the dlfﬁculns arc on both
sides, with a tendency towards d

o Scientific discourse can best be initiated whcre
research projects are established in close coop
between the unconventional and conventional fields.
This is conﬁrmcd by the experience gatheled during
UM on logical topics, which
have already been sponsored by the BMFT. Such
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cooperation can also lead to a great improvement in
the quality of research applications and projects.

RECOMMENDATIONS FOR STATE SUPPORT
OF RESEARCH IN UM

The evaluation resulted in the following rec d

compare UM and conventional treatments. The BMFT
appointed an ind expert ¢« for selection
of research projects for central government support.
Closing date for application for government support
was [5th March 1993, by which time 230 applications in
short form had beea received for consideration, The great
ber of proposals for clinical studies included many
promising research outlines, thus confirming the resuits

tions for research support, which were addressed to the
BMEFT and also to other sponsors in Germany:

of the survey, which luded that UM h can be
i ified and that can be found to carry out
the work.

The applications have been assessed by the indepen-

The fi g of the y infr: mak-  dent expert committee, which selected the most mter—
ing it possible for research teams to work i esuns,, for the formulation of detailed

ally and long-term on UM themes and probl thus  app It is anticipated that the first research
gathering cxperience and achieving the comp to  projects sp d by the BMFT can be started during
engage in high-level h with inter-disciplinary ~ 19%M.

cooperation.

I the first phase of the research sponsorship the main A cknowledgement

emphasis should be on the five therapy forms dis-
cussed in this paper. Clinical studies on chosen topics
representative of the effectiveness of each respective
therapy form should be sponsored. When at a future
date the research teams have gained enocugh experi-
ence and the infrastructure has improved sufficiently,
other relevant therapy forms could be inciuded.

In selected main topics. investigation into the work-
ing principles of the therapies should be sponsored,
in order to improve their plausibility.
The d ‘, and adoption of designs for clinical-
th ) studies especially suited to the specific
chnncmsucs of UM should be sponsored.

A critical examination of intemational scientific lit-
erature in the fieid of UM, including the compilation
of a databank, is seen to be an essential supporting
measure.

The scientific discourse between UM and conven-
tional medicine should be institutionalized.

By means of systematic research in the field of UM,
it should be possible 0 show clearly the differences
between therapeutically appropriate treaments and valu-
able diagnostic and therapeuti iples on the one
hand, lnd those which are uruumble for integration into
contemporary medicine on the oth:r hand.

The BMFT has been sp ing UM h

This project was sponsored by the Federal Ministry of Research and
Technology in Germany.

References

Alleasbacher Berichie no 7. Allenshach:Institut fiir Demoskopie,
s Allendndl. (‘nnllnyl 1989.

Infrasest
momm 21, Germany). 1986.
Lewith G. C and the
Sl’flvn Walden: CW Mnl I”I

338,

Ci

aus
Wst mom.u m 1991 5: $49-551.
Matthiessea FF lonledmuch B. Schmid S. Unkmennondh

osr G
Wmsdhﬁ:v«qu’W 1992.

M 21.Bona:

a8

Smnyzli H-nll Lelrbuch der Pharmakognosis uad Phy-
e 8 2 Drogen und ihe

HD Dunhwl. s:h-IzVeds Hmodl:w Grundla-
gea. Klinik. Praxis. Stetegan:
Hellenbreche D, Salles R. Ru:balC,Mllm;M Randomized
phacebo-controlled study with cretaegus on exercise tests and chal-
fenge by caicholamines in healthy subjects. Eur ) Pharm 1990 183:
525-526.
Kieijoen J. Knipschild P. Gingko bilobe for intermiient claudica-
muwmﬂlcuncyhl(lemulm its
and their efficacy. Masstricht: Datawyse Maastriche, (991.
ww&muanxmm:m(sum
marianum) und Sil as ikum. Zeitschrift fOr

in the field of oncology since 1984 Now the BMFl'
has blished a new h task force based on
the recommendations of the team at the University of
Witten/Herdecke. On st December 1992 the BMFT
lnnounced tha clinical studis in Ihc ﬁelds of phy-
Py,
cal medicine and parts of physlcal medlcmc will be
sponsored, with the main emphasis on the cooper-
ation between rescarch teams and on studies which

ie 1991; 12: 162-174.

!n:lm Allinen sativem. Zag: Acsopus. 1988.

Salmi HA, Sarna S. Efffect of silymaria oa chemical, . and
rmorphological alseration of the liver. Scand ) Gastroesterol 1982;
17: $17-521.
Dutiie HL. The effect of peppermint oil on coloaic motility in man.
Be ) Surg 1981 68: 520.

Dnvm-E.B-va Amars ) et al. Haman basophil degran:

lation by very dilute mtiserum against igE. Nuture ms
333: 816-818.

Harisch G, Kretschmer M. Jenseits vom Milligmmm. Die Bio-
chemie auf dea Spuren der Homdopathic. Berfin: Springer. 1990.
Gaus W. Design von Sindien zur Wirksamkeit von



23
24,

25.

26.
27

29.
30.

3L

308

Unconventional medicine in Germany 69

Naturheilverfahren-  dargestellt an  einem Beispiel aus  der
Homoopathie und aus der Diatetik. In Albrecht H, Franz G eds.
Natrhesiverfahren- zum Siand Jer Forschung. Berlin: Springer.
1990.
Homung J. Statitischer Wirksamkeilspachweis in  der
Homoopathie. In Weiss H. Kaufmann J eds. Statistische Methoden
in der experimentellen Forschung. Berlin: Schering, 1988.
Lewith GT. Aldridge D. Clinical research methodology for com-
plementary therapies. London: Hodder, 1993.
Kleijnen J. Knipschild P. ter Riet G. Clinical trials of homoeopathy.
BMJ 1991: 302: 316-323.
Righetti M. F in der Homoopathie. Grund!!
fematik und Ergehms‘e Gottingen: Burgdorf 1988
Fulder S. t af y
1988.
Gléckler M. Schitrholz J, Treichler M. Anuvoposq:msche Medi-
zin. In Zeatrum zur Dx fur ilverfahren ynd
Fmsclwngslmll\l Freie Bem;fe eds. Doknm:nwon det beson-
deren Th in Europa.
Band 1.1 Halbband. Essen: VGM~V=1:¢. 1991,
Husemann F, Woiff O. Das Bild des Menschen als Grundlage der
Hmlk\mdc Bmd 1AL, Stungas: Freies Geistesleben, 1986,
H. Medizin. Band 2. Domach:

Phil isch-A i Verlag, 1982.

i PF. Der Organi begriff und seine fur
dl: Onkohpe n Mmtnuml PR Taux Ch zds Onlolm im

und

Prob-

Oxford: QUP.

Hild dt G. Ch v
Regulnnonen Thgmneunkon l9ﬂ1 1. 70-81.

In Drexel H et al.
thtlk:uuche Medmn Band 1. Slungm Hippokrates. 1990.
Hildebrandt G, Hensei H
York: Thieme, 1982
Buhring M, Saller R eds. in der p

Therapie. Heidelberg: Verlag flr Medizin, 1986.

Drexel H. Hildebrandt G. Schlegel KF. Weimann G eds. Physikalis-
che Medizin. 4 Binde. Stungart: Hippokrazes, 1989.

Schapbach P, Gerber N) eds. Phys-ou!npy controlled trials and
facts. the i inary concept. Vol 14. Basel:
Karger, 1991.

Pomeranz B, Stux G. eds. Scieatific basis of acupuncture. Heide!-
berg: Springer. 1989.

Ballegaard S, Meyer CN, Trojaborg W. Acupuncture in angina pec-
toris: does acupuncture have a specific effect? J Intem Med 1991
229: 357-362.
A asthma and Editorial. Lancet 1986; 2
(20-27 Dec): 1427-1428.

Bhatt-Sanders D. Acupuncture for rheumatoid arthritis: an analysis
of the literature. Serain Arth Rheum 1983; 14: 225-23L.

Lewith GT. How effective is acupuncture in the management of
pain? J Roy Coll Gen Pract 1984; 34: 275-278.

Patel M, Gutzeiller F. Paccaud F. Marazzi A. A meta-analysis of
acupuncrure for cheonic pain. Int I Epidem 1989, 18; 900-906.

Milnchen: Zuckerschwerdt, 1988.

Kiene H. Klinische Studien zur Misieltherapie karzinomatoser
Erkrankungen. Eine Ubersicht. Therapeutikon 1989 3 347-353.

Luther P, Becker H. Die Mistel- Botanik, Lektine, medizinische
Anwendung. Berlin: Springes, 1987.

Marthiessen PF. Zur ‘n!onz und Empme von Mmelwanuxu-uk

ten in der On i

1V, Titissee, 1989. Fmb\u-[. Clinical Research Foundauon 1990.

PH. Vincent CA. Acupuncture for the reatment of pain:
a review of evaluative research. Pain 1986; 24: 15-40.

ter Riet G, Kleijnen J, Knipschild P. A meta-analysis of studies into
the effect of acupuncture on addiction, Br § Gen Pract 1990, 40:
379-382.

ter Riet G. Kleijnen G, Knipschild P. Acupuncture and chronic
pain: a criteria-based meta-analysis. J Clin Epidern 1990; 43: 1191-
1199.



309

Grants awarded to the Government’s Funding Area
»Unconventional Medical Approaches“ (UMA)
(up to December 1997)

Title Performing Organization/ | Time of funding
Head of Project
Chinical and immunodermatological study on the effectiveness of external | Univ.-Hautklinik Freiburg 01.08.1994
psoriasis therapy with Mshonis squifolum in comperison to normal | r. Augustin -30.06.1987
therapy with dithranol Dr. Simon
Prof. Dr. Schépf
Effectivenass and tolerance of ethereal plant oil preparations in primary | Universitat Kiel 01.08.1994
headache complaints PO Dr. Gabe! -31.12.1997
Comparison of the clinico-therapeutic efficacy of a phytotherapeutic plant | Universitét Ulm 01.10.1994
extract (Kava-Kava root), chemically defined monosubstance {Kavain), and | Prof. Or. Gaus -30.09.1997
placeho on outpatients with anxiety, tension and restiessness, and Prof. Dr. Faust
development of suitable biometric procedures
Controlled clinical trial an "toughening™ by hydrotherapy in children with | FU Beriin 01.05.199%
frequent upper respiratory tract infections Prof. Dr. Biihring -31.08.1897
Clinical investigation of Acupuncture as acute trestment for recurring | Evang. Krankenhaus 01.05.1885
headaches Oberhausen -30.04.1998
Dr. Pothmann
Investigation of the Therapeutic Effects of Curcuma Xanthorrhizs and Universitat Erlangen/ 01.06.1995
Fumaria Officinaiis in Patients with irritable Bowel Syndrome Nirberg -31.12.1997
A clinical prospective randomized double-blind placebo-controlied study Prof. Or. Hahn
Investigations on the affectiveness of Acupuncture therapy for chronic | Universitét Gottingen 01.07.1985
back pain in a praspective randomised study Prof. Dr. Ramadori -30.06.1989
Dr. Li
Homoeopathy in female and male infertifity Universitit Heidetberg 01.08.1995
Prof. Dr. Gerhard -31.07.1999
Randomisad clinical triel to nvestigate the effectivenass of traditional Projekt Miinchener 01.11.1995
chingse Acupuncture in comparison to sc applied Sumatriptin (5-HT1- Maodell* an der LMU -31.10.1997
recegtor agonist) and placebo drug therapy as early treatment (arrest of | Miinchen
attack) for patients in the initial stage of an acute migraine attack Dr. Melchart
Biometrical realisation ot thres clinical studies within the funding area Uhiversitat Dusseldorf 01.08.1985
«Unconventional Medical Approches® Prof. Dr. Mau -31.10.2001
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A study for the clinical appraisal of Acupuncture as a therapy for chronic | Praxis Or. Molsberger 01.02.1996

scapulodynia in outpatients Diisseidorf -31.01.1989
Dr. Molsherger

Proof of effects of Acupuncture in cervical spine syndrome compared Universitit Mdnchen 01.03.1996

with massage as conventional treatment and with a placeho Or. Behrans -28.02.1998

Clinical study of the anthraposophicel concept of therapy for early| 1. Filderkhnik Filderstadt | 01.12.1985

rheumatoid arthritis in comparison with conventional long-term therapy Dr. Simon 31.05.2001

2. Krankenhaus Hamburg
Rissen

3. KVG Kiinik Bad Pyrmont
Dr. Schendel

4. Zweckverband Stadt- u.
Kreiskrankenh. Klinikum
Minden, Prof. Lakomek

5. IMF Geselischaft fiir in-
terdisziphinire mad. For-
sthung GmbH
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Mr. BURTON. Thank you, Dr. Matthiessen.
Dr. Gordon.

STATEMENT OF DR. JAMES S. GORDON, DIRECTOR, THE
CENTER FOR MIND-BODY MEDICINE

Dr. GORDON. Thank you very much, Mr. Chairman.

Let me introduce myself. I am a physician practicing here in
Washington, DC, and I've worked in and around Washington since
1971. I'm the director for the Center for Mind-Body Medicine, a
professor at Georgetown Medical School, author of a book called
“Manifesto For a New Medicine: Your Guild to Healing Partner-
ships and the Wise Use of Alternative Therapies.” And I also was
the first Chair of the Program Advisory Council to NIH's Office of
Alternative Medicine.

I've been talking with people here in Congress for many years,
probably over 20 years, and I have been sitting here this afternoon
smiling a good deal to myself because I see how far we’ve come in
these last—not only last 20 years, but even in the last 10 or the
last 5 years. It’s extremely refreshing and hopeful for me to hear
you and Representative DeFazio and Representative Moran speak-
ing in the way you’ve been speaking this afternoon.

The reason that medicine is changing so profoundly in this coun-
try is because people want and need it 'to change. It’s not been a
concerted effort of scientists or physicians. It's been the demands
olf;jgeople, like the people we heard this afternoon, who have been
suffering and not getting adequate care from the conventional med-
ical establishment. They've been finding answers to certain prob-
lems and not to other problems.

I believe we're in the midst of a revolution, a transformation in
all of health care and I want to just highlight a few items that I
think are particularly important and I go into them in more detail
and more formally in my written presentation.

First of all, if we just approve or make available a few other
therapies, we will have only done a very small part of our job. This
is not just about adding a little acupuncture here or a few herbs
there. This is about deeply changing the way we do medicine and
making all our care responsive to people’s needs and teaching peo-
ple what they need to care for themselves and educating them so
that they can make informed choices and creating environments
and attitudes that are truly healing for all people. This is a very
profound change that we need because our health care system is
in sorry straits in many ways.

There are several important ways that we can help to bring this
about and I want to highlight those now. In the long run we need
thorough investigation of some of these promising new therapies,
of new therapies that are developed in the laboratory of traditional,
truly traditional therapies that have been used in other cultures for
hundreds or thousands of years or indeed, tens of thousands of
years. We need to take a good look at them. We need to take an
intelligent look. We need to develop the appropriate methodologies
and not insist that the therapy fit into a previously used methodol-
ogy but to develop methodologies that are effective for that particu-
lar therapy.
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In that vein, the Office of Alternative Medicine has since its in-
ception 6 years ago, been a beacon of hope for people. At times it'’s
been a faint beacon. Increasingly, the light is getting stronger. We
need to sort of beef up the generator for that office. The office was
initially funded at $2 million. The funding has gone up to $7, $12
and now $20 million. That’s a tiny fraction of what’s needed in
order to study promising therapies.

Earlier there was some discussion about studying St. Johns Wort
as a treatment for depression. That study will cost $1.5 million a
year for 3 years. That’s one-twelfth of the office’s budget and that’s
one therapy among hundreds that needs to be studied. So we need
to create an office that has enough funding so that it can study the
therapies that we need to take a look at, that we desperately need
to take a look at. And we need to convert it from being an office,
in which case it is dependant on the approval of other institutes
in order to study therapies, to becoming a center on its own so that
it can be funded at a much higher level, initially I would hope
around $100 million and it can have the independent authority to
look into those therapies that the people want to be looked into, not
therapies that only the scientific establishment is interested in.
This is very important.

Also, making the office into a center will mean it will have its
own review committees. At present there are 25 standing review
committees at NIH with 126 members, none of whom is fully
credentialed in any of the complementary or alternative therapies.
So even with the best will in the world, the people on those com-
mittees simply are not familiar with and are not really appropriate
to be judging applications regarding those therapies. I'm not saying
committees should be formed only of people who practice those
therapies, but at least there need to be representatives on those
committees. So first is creating a center and an adequately funded
center.

Second and more immediately, is passing the Access to Medical
Treatment Act. You’ve heard an example today of someone who has
had extraordinary difficulty in having access to a promising ther-
apy. We need to make, according to Representative DeFazio’s and
Senator Daschle’s bills, we need to make those therapies available
responsibly to anyone who wants to make use of them and avail-
able through people, through practitioners who are duly licensed
an(li duly responsive to their State licensing boards. So this is cru-
cial.

I recently got back from China where I was giving a speech at
a World gongress on Integrated Medicine and incidentally, in
China, fully one-third of the physicians belong to this group of inte-
grated physicians. This is the wave of the future in the largest
country in the world and it should be here.

One of the therapies that I heard about was a remarkable ther-
apy using wet herbal dressings for third degree burns, and I saw
and met with geople who had been burnt over 90-95 percent of
their bodies, who are now not only living but well and scar free.
This therapy has aroused considerable interest in Europe and other
parts of Asia. It is stalled here in an approval process. I spoke with
the surgeon who originated it and he predicted, according to what
he had heard from the FDA, it would take many years to get this
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life-saving therapy approved. And that’s just one of many. So I feel
the Access to Medical Treatment bill needs to be passed as soon as
possible to make these therapies available to all Americans.

Third, it is erucial that we have information about what we know
and what we don’t know about the therapies that are out there. We
need that information reliable, carefully evaluated information
available now. One of the things that we're doing here at our Cen-
ter for Mind-Body Medicine and I think you and your staff knows
about this, is we are having a Conference on Comprehensive Can-
cer Care integrating complementary and alternative therapies this
June. And the whole purpose is not to say, oh, we love this therapy
or we love that therapy; the purpose is, let’s take a look. Let’s bring
together the best people from around the world who have developed
and are using these therapies, bring them together with the pillars
of the cancer establishment to take a fair look. And then, once
we've done this, to provide the information as freely as possible to
as many people as possible.

This process which we're doing in a private way with some sup-
port from the Office of Alternative Medicine, this needs to be made
a major priority. One of the office’s mandates is to have a data base
and a clearing house but it’s insufficiently funded to move it ahead
in an appropriate time. So these three areas seem to me to be vi-
tally important now to help the transformation in medicine and to
make available to all of us the best therapies and the best informa-
tion about those therapies.

[The prepared statement of Dr. Gordon follows:]



314

My name is James S. Gordon, M.D. I'm a Clinical Professor in the Departments of
Psychiatry and Family Medicine at the Georgetown University School of Medicine and
Director of the Center for Mind-Body Medicine. I was the first Chairman of the Program
Advisory Council of the National Institutes of Health’s Office of Alternative Medicine,
and after my initial two-year term, I was reappointed by NIH to an additional year as
Chairman. I’ve published well over 100 articles in the scientific and popular press and
written or edited ten books, including most recently Manifesto for a New Medicine: Your
Guide to Healing Partnerships and the Wise Use of Alternative Therapies. For more than
twenty-five years, I’ve been integrating a variety of complementary and alternative

approaches into my practice and teaching of medicine and psychiatry.

We are in the midst of a revolution in the practice of medicine and a transformation in the
kind of health care Americans want and receive. We are in the processing of shifting the
center of gravity of our system from high-tech diagnosis and treatment to seif-care and
mutual help; from a Western biomedicine preoccupied exclusively with finding the
ultimate cause of and instituting aggressive treatment for discrete disease states to a
“world medicine” which is equally concerned with balance and harmony within the
individual and between the individual and his or her natural and social world; from a
relentlessly secular system of treatment to a profoundly spiritual approach to care. For
tens of millions of Americans, it is no longer a question of either modern science or
ancient wisdom, but of combining both in a new, richer, more effective and more humane

synthesis.

Thirty years ago, Americans and their physicians believed that blood pressure and heart
rate, the pain of cancer and the level of responsiveness of the immune system were utterly
beyond the control of the individual. Acupuncture and Chinese medicine were

anthropological curiosities whose practices were limited to the Asian community in the
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United States. Physicians could lose their membership in state medical societies for

referring patients to chiropractors. And massage was a subject for dirty jokes.

Today we know that ordinary human beings are capable of mobilizing their minds--
through biofeedback, relaxation, imagery and hypnosis--to improve and alter virtually
every physiological function. Between twelve and fourteen thousand acupuncturists
practice openly in the United States, and some 3,000 are physicians. Chiropractors have
won anti-trust suits against the AMA, are licensed in every state and serve approximately
10% of the population. Massage therapy is a growing profession whose practitioners are
providing relief from stress, enhancing the mood of depressed patients, and giving help to

those with cancer and post-operative pain.

In their 1990 national survey, Dr. David Eisenberg and his colleagues found that some
34% of Americans were already using these and other “alternative” therapies. The word
“alternative” designated practices other than those taught in medical school or in post-
graduate training. Seven years later, it is likely that over 40% of Americans use these
therapies and that the vast majority use them as a “complement” to conventional
therapies, as part of a self-created program of health care. Physicians in increasing
numbers (close to 90% of family physicians in one study) are looking for information
about these approaches, and studying and incorporating them into their practices. More
than one-half of all American medical schools presently have electives which offer an

overview of these alternative and complementary therapies.

When attacks are launched against “alternative medicine,” the attackers tend to turn their
sights on practices they believe to be inherently foolish. “Imagine actually giving research
money to studying massage therapy,” they say. Or ,“Why bother with herbs when we

already have drugs?” or, “Do you really expect us,” as one major figure in American
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medicine recently said to me at Grand Rounds at one of our most respected teaching
hospitals, “to take prayer seriously?” Some laugh at homeopathy--the use of infinitely
small doses of substances to relieve symptoms that larger doses of those substances could
produce. And many simply state that all of the therapies for which there is good evidence
(for example, biofeedback) are already included within the medical canon, while there is

obviously no “good” evidence for the others.

The complaints about insufficient data are rarely grounded in thorough study. There is, in
fact, a sizable body of research information on a variety of different alternative and
complementary therapies. I cite several hundred epidemiologic and randomized controlled
studies from peer-reviewed journals in Manifesto for a New Medicine. “Alternative
Medicine: Expanding Medical Horizons,” a report prepared by over 200 researchers and
clinicians for the Office of Alternative Medicine contains many hundreds more citations.
And, those who deny the possible utility of therapies for which there is no clear
mechanism or resist funding studies of them, I think, are both obtuse and forgetful.
Aspirin was happily used by conventional physicians long before we had any notion of

why it worked.

We know, to cite just a few examples, that meditation, relaxation therapies, imagery and
hypnosis can contribute in a major way to decreasing stress, relieving pain and insomnia,
as well as altering blood pressure, enhancing immune functioning, and helping to reduce
the frequency and intensity of epileptic seizures. There are hundreds of carefully
controlled studies in peer-reviewed journals, mostly from Europe and Asia, on the utility
of herbal preparations, for example, astragalus and echinacea for enhancing immunity and
St. John’s wort for alleviating depression. Massage appears to make a major difference in
the growth, development and well being of premature babies. And homeopathy--

improbable as it may seem--does in a careful meta-analysis seem to have very real effects
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on a variety of conditions. In some cases, the evidence is far more impressive than that
brought forward to justify a host of surgical procedures and other expensive, side-effect
laden, commonly used, high-tech interventions such as electronic fetal monitoring of

normal births or the insertion of tubes in the ears of babies with chronic infections.

There are, of course, a number of alternative and complementary therapies that have not
been adequately studied. This is precisely why Congress established the Office of
Alternative Medicine at the National Institutes of Health. These include therapies that
hundreds of thousands or, indeed, millions of Americans are looking to for answers to
their health problems, therapies about which patients would hope to query their doctors,
Just as they might about the latest antibiotic or the newest surgical technique. Half a
million people have used intravenous EDTA chelation to treat heart and peripheral
vascular disease. Many of these people claim that chelation has been a life-saver. Most
conventional physicians regard the success as an illusion, if not a hoax. People with HIV
look to herbal therapies to enhance immune functioning. And cancer patients--as many as
70-80% of them in some studies--scour the bookstores and search the Internet for help
with tumors that are poorly treated by conventional physicians or for side effects of even
successful treatment.

The Office of Alternative Medicine (OAM) was created to make information about what
is and is not known about alternative and complementary therapies available to patients,
clinicians and researchers. It was mandated by Congress to “investigate and validate”
promising new therapies. Funded at $2 million, in 1992, it was a small but bold initiative.
It was seen as a “beacon of hope” by many who were desperate for reliable answers about

the efficacy of unconventional therapies, as well as by those who practiced or studied
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these therapies. For the first time, the government would pull together information
scattered in thousands of journals across all the continents and sort through it, culling
what was valuable and discarding what was not, and making the results as widely
available as possible. For the first time, there would be 2 body within the world’s premier
research organization, the National Institutes of Health, committed to a fair study of these

therapies and rapid dissemination of the results of these studies.

In the six years of its existence, the OAM has funded forty small studies on specific
alternative therapies and has established ten academic centers, some of them at the
nation’s most respected medical institutions, devoted specifically to studying these
therapies. It has brought together unconventional practitioners and conventional
researchers so that they might work together to develop methodologies appropriate to the
therapies and the therapeutic systems under study and rigorous enough to satisfy the most
exacting scientist. It has published Alternative Medicine: Expanding Medical Horizons
and begun to make available the results from the studies it has funded. It has begun to
build bridges with other NIH Institutes and the researchers in them and with other federal
agencies, including the Food and Drug Administration and the Center for Disease
Control. It has provided technical assistance to dozen of investigators who are committed
to the scientific study of their treatments. The OAM has developed a Consensus
Conference on the use of relaxation therapies and acupuncture. It has helped open the
way to the approval and use of herbal therapies and has just recently funded a major
prospective study on the treatment of depression which will compare in head-to-head
clinical trials St. John"s woit with one of the Prozac-like, selective serotonin re-uptake
inhibitors in the treatment of depression.

The OAM has moved too slowly for some, particularly with regard to life-threatening
illness for which there is no conventional medical answer, and has not always been
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responsible to the needs of its constituents. For others, its progress has been too rapid.
Still, in spite of its still minuscule budget (its first director, Joseph Jacobs, M.D., called it
“homeopathic™) and opposition within and outside of it, the OAM provides an
opportunity for authoritative data collection, evaluation and dissemination; a focus for
scientific exploration of the efficacy of alternative and complementary therapies; a forum
for debate about research priorities and methodologies; and the possibility of the
systematic study of the usefulness of these therapies and of the ways they may enlarge

and enrich medicine in America.

In order for the OAM to move ahead more effectively, significant increases in its funding
and changes in its structure are necessary. I'll address these later. They hold great promise
for the authoritative evaluation of complementary and alternative therapies and for the
creation of a means by which people can most quickly obtain the most promising new
treatments. Now, however, | want to turn my attention to another matter: the Access to

Medical Treatment Bill

Scientific evaluation takes a considerable amount of time. Randomized, controlled studies
that satisfy the criterion of the FDA require a great deal of money as well as time. The
Access Bill makes it possible for people to safely obtain treatments that have not been
approved by the FDA while the engines of scientific progress move slowly ahead.

The bill, which has been introduced in both the House and Senate, permits any individual
to be treated by a licensed health care practitioner with any method of treatment that that
person requests; whether or not it has been approved by the Food and Drug
Administration. The bill, whose co-sponsors range from conservative Republicans like
Orrin Hatch (Utah) to liberal Democrats like Tom Daschle (S.D.), would not only expand
health care options, it would also bring alternative therapies safely within the embrace of

our health care system.
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At present, fears of punitive action have some clinicians and researchers reluctant to share
information - positive or negative - on the alternative therapies they use. Some
practitioners have been arrested for practices that the FDA deems illegal. Others,
including a number who treat cancer or HIV, have moved their clinics to Mexico, the
Bahamas and Latin America. Some of these people appear unethical as well as
unscientific but others are offering treatments that seem to hold genuine promise. The net
result of forcing them off-shore is that patients who cannot get the care they want in the
United States must go where it is unregulated, and physicians and other health
practitioners in this country are unable to practice or study the medicine they believe will

help.

The threat of overzealous regulation has made impossible exactly the kind of scientific
investigation that the FDA and other regulatory agencies say they want. By requiring that
practitioners who wish to offer alternative therapies be licensed, the legislation will help
keep these practices within the compass of state regulatory boards. It will require that all
practitioners report both positive and negative effects to the Department of Health and
Human Services. And by insisting that practitioners who use these treatments not derive
any financial benefit from them (other than fee-for-service) the bill removes the
legitimate concern that unscrupulous practitioners can make huge profits from the drugs

or devices they use.

The Access to Medical Treatment Act will make it possible for all of us to explore, with
some reassurance of safety, all of the complementary and alternative therapies that are

available. It will, as well, provide some feedback about therapies that have been, at least
in individual cases, helpful or damaging. But it will not do the job of providing us with
the rigorous scientific data that we need to fully evaluate these therapies. That job rests,
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as it should, with the Department of Health and Human Services and most particularly

with the NIH and the Office of Alternative Medicine.

The Office of Alternative Medicine, as first established, was an office within the Office
of the Director of NIH. A year ago, it was transferred to the Office of Disease Prevention.
Congress increased its budget from $2 to $12 million and most recently to $20 million.
This increase is, however, a pale reflection of the interest in the office. The OAM
receives some 1200 calls a month, as many or more than institutes with 50 or 100 times

its budget, from people desperate for information (up to 80% of them have cancer).

With its current budget, the OAM cannot afford to establish the database that Congress
mandated and evaluate the existing literature on alternative and complementary therapies.
It can not adequately fund academic centers for the investigation of promising therapies
for particular physical and mental disorders. And it certainly can’t investigate and
validate promising and/or controversial therapies. An adequate study on St. John’s wort
for depression - a single herb for a discrete condition - to be funded by the Office but
through and under the auspices of the National Institute of Mental Health, will cost $1.5
million a year for three years, or approximately one-twelfth of the OAM’s entire budget.
An appropriate clinical trial of chelation therapy, the kind that is needed to help
Americans determine whether or not this procedure actually works and, if so, for what
conditions, would cost significantly more. The size of the Office’s staff is also completely
inadequate to investigate the hundreds of therapies that tens of millions of Americans are
using. A budget of $100-150 million with staff large enough to manage it would enable
the Office to begin to address the scientific and human questions that are continually

being addressed to it.

However, more than money is needed. The current position of the OAM as an Office
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restricts its capacity to do the research it is mandated to perform. All of its grants have to
be funded in collaboration with and through the administrative mechanism of other
Institutes. This means, quite simply, that other Institutes with other priorities and other
means of calibrating scientific importance and public accountability may frustrate the
research agenda set by sectors of the scientific community and the representatives of
public organizations who advise the OAM. When the National Institute of Mental Health
agrees that a study comparing St. John’s wort, which has been used regularly by over 20
million Germans, is a worthy subject of study, the granting mechanism proceeds apace. If,
however, the National Heart, Lung and Blood Institute, based on its evaluation, decides it
is not important to study chelation therapy, or the National Cancer Institute disagrees
about the value of investigating a new, widely-used and apparently promising but
controversial, unconventional cancer treatment, careful, scientific investigations of these
widely-used approaches simply cannot proceed. The OAM needs to become the National
Center for Complementary and Alternative Medicine, an independent NIH body with its

own granting capacity and an advisory council with the authority to approve these grants.

The OAM is also limited in a second, and equally important, way. It is not able to create
its own standing review committees, committees which would include members with
expertise in complementary and altemative approaches as weil as in scientific
methodology. At present, there are approximately 26 standing review committees at NIH,
with 125 people. At last count, none of the members of these review committees had
degrees or licensure in any of the commonly used complementary or alternative therapies.
There were, for example, no chiropractors, acupuncturists nor, so far as we were able tell
some months ago, did any committee member with M.D.’s and Ph.D.’s have adequate
expertise on complementary and alternative therapies. Transforming the OAM into a
Center would enable it to appoint distinguished researchers and clinicians with significant

expertise in these areas to its review panels. It would put the scientific study of
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complementary and alternative practices on equal footing with the scientific investigation

of conventional medical and surgical therapies.

We also need a well-funded, independent Center to explore the utility of comprehensive
approaches to the diseases which kill and disable large numbers of Americans,
approaches which include a variety of alternative and complementary, as well as
conventional, medical treatments. We need to see if shifting the emphasis from high-tech
treatment controlled by physicians to teaching self-care and helping people to help one
another can alter health status as it does mood, self-esteem and sense of control. We need
to move beyond our single minded focus on modern biomedicine to expiore the richness
and relevance of the world’s many healing traditions. We need to determine if some
plants in the world’s pharmacopeia may have greater benefits and fewer side-effects than
manufactured pharmaceuticals. We need to be open-minded enough to see if the “vital
energy”--the Chinese call it “chi,” the Indians “prana”--which is regarded as an integral
part of every healing system in the world can be measured scientifically and used

therapeutically.

We need a Center committed to finding out not only whether these therapies work and if
50, how, but how they can be implemented in real life, in hospitals and clinics across the
country, for the poor who cannot pay out of pocket as well as for the wealthy who can.
And we need to see if these approaches are indeed capable, as a number of them have

already been shown to, to save us significant amounts of money.

We need a Center where we can create models for the health care of the future and for the
education of those who will practice it on themselves and others. This Center could help
create a larger, more humane, more intellectually and humanly responsible professional

education that will enrich and humanize the lives and practices of medical and nursing
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students and their future patients.

Finally, a Center with wide-ranging authority is necessary because complementary and
alternative therapies are not simply specific approaches to specific disease states. When
used appropriately, they embody a new way of approaching health and illness with
implications not only for research and treatment but for every aspect of health care and
education: for the financing of health care; for the education of future health
professionals; and, indeed, for our conceptualization of health and illness.
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Mr. BURTON. You said you were the Chair of the alternative
therapies commission?

Dr. GORDON. I was Chair of the advisory council. I was the first
Chair and then I was reappointed for a year. I'm no longer the
Chair now. .

Mr. BURTON. Are the people at the FDA paying much attention
to the recommendations of that committee?

Dr. GORDON. Well, there’s an ex officio-member on that commit-
tee from the FDA, and I think that that’s been helpful in movi
the dialog along. I think a at deal more needs to be done.
think the FDA needs to be educated about these therapies. I think
there needs to be a major push from Congress to insist that there
be other ways of evaluating these therapies. We heard some testi-
mony on that earlier.

Mr. BURTON. What other ways?

Dr. GORDON. Well, I think for example, and Dr. Matthiessen can
address this, some of the ways that traditional therapies have been
looked at in Germany simply by saying here is use that’s been
going on over a long period of time, and he can talk about it in
much greater and more accurate detail, these therapies seem to
have been helpful and most importantly they have not created
harm. And then also pulling together the data that is available, the
scientific data.

One of our problems in this country, and this will be no surprise
to anyone in this room, is that we’re incredibly chauvinistic. We
have not really opened ourselves to the rest of the world and to in-
formation from the rest of the world in the way that we should. I
have no doubt that scientific methodology in Germany and in most
other European and some Asian countries is every bit as sophisti-
cated as ours. There’s no reason why we shouldn’t accept those
studies just as we would accept our own.

And I think there has to be an expedited process. You were hear-
ing earlier about someone who needs—and you made the point I
think very clearly—it’s not merely a matter of life-threatening ill-
ness, it’s also chronic illness. There is no earthly reason if thera-
pies are not on the face of them harmful, if they’ve been used else-
where and they’re not harmful or no one has any reason to believe
that they’re harmful, to not make them available to people with in-
formed consent. And I think the FDA needs to either develop proc-
esses to enable that to happen or that somehow that responsibil-
ities should be transferred elsewhere.

Mr. BURTON. I would appreciate it if maybe if you have a few
recommendations, since you've worked on that commission, if you
could give us a few that we might incorporate into our discussions
with the FDA when we meet with them.

Dr. GORDON. I'd be very happy to do that.

Mr. BURTON. Dr. Matthiessen, did you want to comment on what
he just said?

Dr. MATTHIESSEN. Perhaps one point in regards to the methodol-
ogy. It was our experience that randomized studies are a big prob-
lem in this area, because patients are so autonomous and generally
they are not willing to be randomized. They have certain decisions
antiy certain intentions, so we had to look out for other methodolo-
gies. And our impression was even the single case studies have
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been chronically underestimated, and that was a decisive area of
finding that we also have to look at appropriate methodologies.

Mr. BURTON. You said one thing and I'll let Dr. Born make any
comments she might want to make, and then I'll ask my colleagues
if he'd like to ask a question. You said that in China they have a
grocedure where if someone was burned over 90 ‘Percent of their

ody and they put some kind of coating on the skin?

Dr. MATTHIESSEN. Yes.

_M;. BURTON. And they not only survived, but there was no scar-
ring?

Dr. GorDON. Yes. This was a surgeon who had developed this
therapy. When we were in China we not only read the case reports,
saw the pictures of the patients before and after, but met the peo-
ple who had been so badly burned and they were quite recognizable
from their initial picture. It's very dramatic. It’s just one of a num-
ber of therapies that can’t be brought here or that have not been
able to be brought here.

I can get you some more information about it.

hMg. BURTON. And how long has FDA been fooling around with
that?

Dr. GORDON. Well, according to the surgeon, and I have not gone
and checked it out with the FDA since then and 'm waiting for
more information from him, he told me that it had been a couple
of years that he had presented it.

Ml:.?BURTON. And there’s pretty substantial evidence that it
works?

Dr. GORDON. Certainly the evidence looked good to me. It cer-
tainly looked good enough to me so that it was worth a trial or at
least worth a visit.

This is something that has been very important I know to Sen-
ator Harkin and to former Representative Bedell in particular, very
dear to his heart and to mine as well, is that when something like
this comes up when there is such a therapy, we need to go and
take a look.

Mr. BURTON. It’s not that hard.

Dr. GORDON. Not that hard. And I think that this is one of the
areas in which the Office of Alternative Medicine is hoping to move
ahead together with the CDC is to have people go out and I would
say not just in this country, but all around the world where some-
body is getting this kind of result and to really take a hard and
fair look and see what they have to offer.

Mr. BURTON. Dr. Born, did you have any comment?

Dr. GEURKINK BORN. I think one of the other things that was
mentioned earlier was that the great number of people that are in-
terested in preventive medicine; that this is a train that’s going to
keep rolling. And doctors and doctors who are against complimen-
tary medicine and FDA can get in the way of this train or they can
stand and watch it go by, but I think that the Access to Medical
Treatment Act is a rea.lf;' good bridge to allow some control and
some good studies to be formed from the research that is encour-
aged by this bill to allow patients access without encouraging doc-
tors that may be unscrupulous and promoting quack cures or pro-
moting themselves selfishly. I really believe this is a great bridge
to fill that gap.
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Mr. BURTON. 1 wish all my colleagues were here, but I don't
think anybody who has listened over the past 2 days of hearings
that we've had could help but feel that the FDA instead of being
a help in many cases is an impediment and it kind of makes you
very angry, especially if you've had anybody who has been very ill.

Dr. GEURKINK BORN. Or especially if you've been a doctor who
is trying to help their patients and unable.

Mr. BURTON. I'm sure you feel that frustration as well.

Do you have any questions?

I Mrl.dDEFAZIo. Thank you, Mr. Chairman. Yes, Mr. Chairman, if
could.

Dr. Gordon, if I could just followup. I guess what puzzles me, and
I know you can’t give me a definitive answer either, but I've specu-
lated and talked to many people about whether the problem is with
the law or the problem is with—I mean people want to point to the
FDA and say they’re the villains. Well perhaps it has to do with
the charge we’ve given them or their interpretation of that charge,
I think in part, but still they seem to be overzealous gatekeepers
in cases like this burn therapy you mention. And it’s not unique,
as I found out in the case oF saw palmetto. I mean they said, as
I understand it, at the end of the process the results are statis-
tically significant but they wouldn’t allow health claims to be made
for saw palmetto because they didn’t find them to be medically sig-
nificant. Well, I don’t know how you can have a statistically signifi-
cant response that wasn't medically significant to individuals. I
mean, do you understand?

Dr. GORDON. Well, I am a psychiatrist, but 'm not—I think that
you Fut your ﬁnfr on it in the beginning of what you said. The
problem is that the language that defines what the FDA does has
to be cha.n?ed. I think that they are adhering in a sense to the let-
ter of the law but they’re missing the spirit. And I think that po-
tentially in my experience that Congress can enforce—if this isn’t
a paradox—can enforce the spirit by saying we want you to open
%&) your way of looking at these substances, at these procedures.

e want to diminish the watchdog function. We want to make that
only where it's absolutely necessary. And we want you to take as
your charge making ava.ii'able as much as possible that is not going
to be harmful.

And I think it has to be a very fundamental shift. And I know
you've had hearings, and I've been at hearings where the FDA has
testified. The FDA is just a kind of representative of the scientific
e;ﬁblishment, in a sense, one wing of it. And I think that it will
c e.

NIH, for example, i3 beginning to change because of the consist-
ent pressure, because of pressure of hearings, pressure of all of you
s0 t, for example, Dr. Varmus has now suggested, and I think
rather strongly, to all of his institute directors that they take a
look at some of these promising alternative therapies. And I think
that what has to happen is that you all have to make very clear
what .you want to have happen, and tell them that they have to
come up with 1 age which permits rather than restricts.

Mr. DEFAZIO. Yes. And I think the key in what you said is that
they prove that they don’t do harm. Ancf, I guess, Dr. Matthiessen,
how do you deal with this in Germany? For instance, saw palmetto
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I think is made available in practice in Germany, as I understand,
and yet here we're not allowing claims to be made. I guess it would
be something from your E list, so it would be something that had—
I guess it's observed through clinical practice and history, is that
how it is? I think what you hinted at was people who seek out al-
ternative medicine don’t want to end up in a placebo, in a study,
isls'1 tl.l)at what you were saying in terms of they were resistent to
that?

Dr. MATTHIESSEN. Well, that was one topic, yes. They didn’t
want to end up with a placebo. But they just didn't want to be ran-
domized objects. They had certain demands and certain expecta-
tions and so it was very difficult to establish comparable trials. But
there are methods and we can develop findings about new methods,
appropriate methods which allow individualized therapies.

Now one main problem is, I think, that the conventional medi-
cine is very much science centered and scientist centered. Now
many C are practitioner centered and patient centered; that
means that the problem of individualization within the art of heal-
ing, it’s person bound. And it’s very difficult to cut down on formal
_ knowledge. But the reality is, of course, this let me say de-
genralization and re-individualization of our knowledge in regards
to the unique situation and the highly complex situation meeting
one single patient.

Dr. GORDON. I think what you’re saying is very interesting be-
cause what needs to be createg is an open space in which whatever
is known can be presented. There’s no reason not to present the
fact that this is statistically significant. I don’t understand why
something that has been proved can't be presented publicly, and I
think there must be some kind of strange convolution in the FDA
regulations that prevents it. So that needs to be freed up. And once
that’s freed up, once all the information is out there, then one can
begin to work in a very individualized way with people and to
begin to promote other methodologies and other ways of approach-
ing people. But they go together that the openness has to be cre-
ated and then we can really work at providing both individualized
and comprehensive care.

Mr. DEFAz10. Dr. Born, I think you were alluding to this from
your practice and your observations. I mean what I see now most
commonly is if Pm in the health food store, or whatever, and I'm
looking for something that I've sort of researched on my own or
talked to a naturopath in Oregon about, I see other people there
and they’ll start asking me questions. I'm saying “Well, 1 don’t
think this is a good idea,” or a lot of these health food stores will
have a clerk who specializes in that. But instead of being able to
go to you and get information with confidence or someone else who
is conversant and trained we're really inhibiting that. I mean
wouldn’t you say now we’re really got the worst of all possible
worlds? It’s happening but it’s happening in a way where, as Jim
says, there’s no body. We’re just not moving the information for-
ward and making it available for people nor are we allowing them
to act as experts regularly, and I just wanted you to reflect both
on that and this other thing. Because I think the most chilling tes-
timony P've heard is what d{(étil said the Assistant Attorney General
from California said: It is difficult for us to get patients to complain
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about these doctors, so we’ll have to find ways to get them our-
selves. So the patients are satisfied but the regulators still want to
get these doctors? I mean, that’s an accurate—

Dr. GEURKINK BORN. That’s very true. I couldn’t believe it when
I was sitting there either. I think I was the only complimentary
doctor in the room, but there must have been 300 to 400 other doc-
tors there. It was scary to me that that’s their philosophy.

I think that they see this train rolling along that maybe they’re
willing to look into some kind of regulated passage of an alter-
native medicine bill. 'm not sure that this is one that they would
agree with, but I think that it’s a great start and I think it’s a
great bill personally. But, yes, there are many, many doctors who
do not agree that conventional medicine has anything to do with
vitamins and minerals.

Mr. DEFAzIO. Yes, I mean I guess I had an experience with a
physician in my own district, the same thing. They couldn’t find a
single patient to complain, but they pulled his license for using un-
approved therapies, yet they could not get one patient to complain.
In fact, the patients were deluging my office saying get this guy his
license back, he was the only person that did me any good. But,
you know, the State board for whatever reason had pulled his li-
cense. He finally did get it back.

Dr. GEURKINK BORN. I hear of that all the time.

Mr. BURTON. Thank you, Mr. DeFazio.

I want to thank you all for being here.

I understand you work for Muhammed Ali and his wife?

Dr. GEURKINK BORN. Yes, they have been patients of mine.

Mr. BURTON. They are patients of yours?

Dr. GEURKINK BORN. Yes.

Mr. BURTON. I've had the pleasure of getting to know him, and
I think he thinks very highly of you, so youre to be commended
for giving him some help.

Dr. GEURKINK BORN. Thank you. He improved dramatically with
our treatment. We do a therapy called chelation therapy and his
wife noticed improvements immediately. In fact, before he had
treatments you hardly ever saw him in the press and since he had
treatments, within 6 months he lit the Olympic torch that year.
And since then he’s been in the press and been out to engagements
and events frequéntly. But he could hardly talk. It took him a half
hour to walk down our hallway, which is half the size of this room,
he was walking so slowly and he’s doing much better now.

Mr. BURTON. Well, I want to congratulate you on your hard work
and I know he thinks highly of you.

Any other questions?

Dr. Matthiessen, in particular I want to thank you for coming all
the way from Germany to be here. I promise you that the informa-
tion you gave to us today will be used and we will present this in-
formation to the Food and Drug Administration, along with the tes-
timony of the other panelists here.

And with that, thank you for being here. We stand adjourned.

[Whereupon, at 4 p.m., the committee adjourned subject to the
call of the Chair.]

[Additional information submitted for the hearing record follows:]
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Statement of Susan Haeger, President/CEO
Citizens For Health
Submitted to the House Government Reform and Oversight Committee
February 12, 1888

Citizens For Health is a grassroots, non-profit health advocacy organization whose goal is
to protect freadom of choice in healthcare and the right to truthful and nonmisleading
information to allow consumers to make their own educated healthcare choices. We have
chapters in all 50 states and several international member organizations.

Citizens was originally established in April 1992 to organize consumer grassroots efforts
to pass the Dietary Supplement Health and Education Act of 1994 (DSHEA). Many of you
worked with us on that successful effort and have continued to work hand-in-hand with us
to further the principle of consumer right to choice in healthcare. Our membership
crosses party lines and represents the broad spectrum of Americans--choice in
healthcare affects people of all ideclogies and the Access to Medical Treatment Act
(AMTA) reflects those interests.

I want to thank Representative DeFazio for being a constant voice for alternative
medicine in Congress and for consistently speaking out about the issue of consumer right
to choice. He has been the primary sponsor of AMTA inr the House and has been steady in
his commitment to educate his colleagues about the importance of allowing consumers
to choose from the full range of medical options.

The right to choose is a basic American right and is one of the four consumer rights
outlined by President Kennedy 38 years ago. Citizens For Health has adopted that right
as one of our bedrock principles. In no facet of life is the right to choose so elemental and
necessary as in the issue of citizens' health and well-being.

Citizens For Health has been working on AMTA since the bill was first introduced in 1898
by Representative DeFazio in the House and Minority Leader Daschle in the Senate. It has
been a frustrating and slow-moving process to get Congress to focus on AMTA. During
that time, American voices have only grown in strength advocating access to alternative
therapies. Under the present restrictive system, FDA approval of a treatment is required
before it can be administered. As we all know, FDA approval of new drugs costs an
average of $400 million and takes nearly 15 years. That's too long for people facing life-
threatening or chronic illnesses to wait if a safe, efficacious treatment--not on the FDA
approved list--is available.

The current system is driving Americans to great lengths--in some cases, even to other
countries--to receive treatments that are safe and effective. Last week in the Boulder
Colorado newspaper, the Daily Camera, the local section featured a 24-year old
diagnosed with cancer last year who has sought alternative treatment to control his
disease. The son of a surgeon and a former nurse, he felt that conventional medicine was
not the answer. He has chosen to travel to Mexico at a cost of over $37,000 to receive a
German homeopathic treatment and his cancer is now 80 percent in remission. It's tragic
that the option to choose and receive such a treatment doesn't exist in this country--a
place where freedom of choice is supposed to be a fundamental right.

Citizens strongly supports the principles of consumer access and choice represented by
AMTA. Too many American consumers have suffered from being denied the ability to
take care of serious health concerns because of restrictions on available treatments. This
Committee heard the testimony of Dr. Stanislaw Burzynskl's patients last week and got
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firsthand accounts of the importance of being able to choose and pursue effective
alternative treatments.

Anyone who sees a family member suffer, especially from a life-threatening illness,
would do anything they could to find the best, most effactive treatment possible. That is
the idea behind AMTA--to allow consumers to find and choose the treatment they want as
long as the treatment doesn't cause harm and the patient is fully informed of its risks and
side effacts.

The concepts behind AMTA may be new here in Congress but the idea of choice shouldn't
be. Consumers are way ahead of legislators--well over one-third of Americans already
seek alternative treatments and make more visits to alternative practitioners than to
primary care physicians.

Consumers have joined forces with alternative care practitioners to pass medical
freedom bills similar to AMTA in nine states already--Alaska, Colorado, Georgia, New
York, North Carolina, Oregon, Oklahoma, South Dakota and Washington. Advancing
patient choice and protecting alternative practitioners from harassment by state health
boards has been at the heart of this legislative trend. Similar legislation is pending in 13
additional states. These efforts show consumers' strong desire to make their own
healthcare choices and the momentum behind medical freedom legislation is
progressing from state to state. Passage of AMTA would set a national precedent and
send a clear message that consumers have the right to choose beneficial, safe, non-FDA
approved therapies from trained health profesasionals.

Twenty-two of the 128 medical schools in this country--including Johns Hopkins, Yale,
Columbia, Georgetown, Harvard and others--have racognized the value of alternative
medicine and have incorporated teaching about alternative methods into their programs.
Unfortunately, without legislation like AMTA consumers’ treatment options are limited to
only those procedures approved by FDA and there is no impetus for more research into
alternative therapies.

Qver the three years AMTA has been before Congress, Citizens has received a lot of
feedback concerning whether the bill contains sufficient consumer protections.
Consumer protections do exist in the legislation: « practitioners must meet state licensing
requirements; « the treatment cannot pose a significant heaith risk; < a patient must be
informed that the treatment has not been federally approved and that they receive it at
their own risk; - a patient must be informed of the nature of the treatment, benefits, side-
effects and past results and; * no advertising claims can be made about a treatment. At
the same time, Citizens shares the legitimate concern that consumers be allowed choice
but are not taken advantage of by ill-meaning practitioners.

We have already begun working to modify the bill as it is written to build in more
consumer protections without restricting choice or access. We hope that through these
modifications we come up with a stronger bill that allays the fears expressed by some
members of Congress and other consumer groups. We welcome the assistance of other
interested parties and hope that members of Congress and consumer groups who
support peoples’ right to choose safe, efficacious treatments will join us in our efforts.

1 realize this is not an AMTA hearing, but | hope we've convinced you that we should work
to schedule a hearing devoted to considering that bill. I would like to thank Chairman
Burton and the other members of the Committee for allowing Citizens For Health to
submit testimony on this very important issue.
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Drs. T. Gewrkink and G.R. Born
2687 44™ Street, S.E.

Grand Rapids, MI 49512

June 2, 1996

Dear Drs. Gewrkink and Born:

During one of nry first visits to your office, beginning late April of 1994 , you stated that one of the
problematic medical conditions, namely macular degeneration in the retina of the left eye, might be
improved by chelation treatments, combined with appropriate vitantin therapy (antioxidants). However,
at that time I was still trusting the alleged effectiveness of laser surgery. The “retinal specialist,” whose
advice I was following, had been very sensitive to my questions about aiternate treatments. He claimed
that laser surgery was the only effective treatment available. I naively assumed he knew all the relevant
information on the subject.

The macular degencration of nry left eye was first diagnosed in early March 1993 by an optometrist.

He immediately made an appointment with the above mentioned “retinal specialist.” The first laser
surgery took place in early April, 1994 (I only have billing date records). The results were positive,

with a reduction in the visnal “gray” spot and a slight change to a more opaque appearance. However,
deterioration probably began almost immediately. The bleeding apparently was never completely
stopped. In early May of 1994, [ received the second laser surgery, followed a month later by a third.
Neither of these surgeries was highly successful. The “specialist,” with considerable resignation, claimed
that this was the best that could be done at this time. Following a few follow-up examinations through
the summer of 1994, [ have not been , to my knowledge, contacted by his office again.

It was in June of 1994 that [ receive the first of slightly more than thirty ( up to this time) chelation
treatments. At the time I was thinking more of improvement in blood circulation and an improvement in
vigor and overall health. I definitely feel that such an improvement has occurred. I can, at 65 years,
engage in streauous physical activity for six to ten hours a day, six days a week, with only an old knee
injury and the sciatic nerve to the left leg complaining. It wasn’t until late in the year of 1994, or even
early 1995 that I noticed that the visual “gray™ spot (which I noticed only with the dominant right eye
closed) was completely gone. I could recognize the cutlines of large objects with distinct lines. I tried
driving a vehicle, using just the left eye, but there was only very limited depth perception and inability to
Jjudge the movements of other vehicles. Over the last year, especially early in the momning, I can pick out
letters of large print through parts of the "opaque™ spot in the center of my left visual view. I cannot read
with the left eye, but I can detect that there are lines of print in front of me.

Since there was only limited temporary improvement with laser surgery, and no promising prognosis for
any long-term benefit, 1 cannot attribute the present stable condition of my left eye to that procedure.
(Sometimes I am tempted to seck an “impartial “ examination of my damaged eye to establish whether
the laser surgery may have contributed to what appears to be permanent damage to the retina). [ believe
this present stable condition (for about one and a half years now) is due to the only other treatments that [
have had, namely, chelation with supplemental antioxidants, under the supervision of you and your staff.

[ thank both of you for providing this alternative service to standard treatments which, in my case, were
ineffective and possibly even detrimental.

GeurgeG [anz Ave,, B|g Rapids, MI 49307



Lawrence Clark
817 N. Clinton Lot 718
Grand Ledge, MI 48837

June 24, 1994

To Whom it mhy concern:

In 1990 I had open heart surgery and in 1993 my M.D. sent me to
a neurologist for a circulatory test commonly referred to as a
"dye" test.

Upon completion of the above test I was informed that my left

veck vein, which supplies a major part of the blood to my brainm,

was filled with plaque and beyond surgery, and that the other nreck
vein had also accumulated plaque buildup. I was then informed that
when both of these neck veins are plugged off with plaque the result
is a major stroke.

The diagnosis of a major stroke awaiting me was not pleasant news.
1 decided not to sit around and wait for a stroke, I was going to
act and act now.

Upong investigation I found a procedure known as Chelation. This
procedure is as simple as an IV drip into the arm, with no harmful
side affects. After I talked with some people who already had the
treatment I decided further investigation was necessary.

Upon arrival at the clinic and a detailed discussion with the doctor,
1 decided to go ahead with the treatment. Upon completion of multiple
tests I started Chelation treatments. Upon completion of 4 treatments
I found that I felt very much improved, aches and pains I had had for
40+ years had vanished. Upon completion of the first 20 treatments

I felt like I was alive again and had a renewed joy of life.

I am very excited and pleased to have found the Born Preventative
Clinic, and am very confused as to why anyone would object to
Chelation and preventative medicine.

I feel I have saved my insurance company alot of money, by unotr
having to go through surgerys again. I am sure I have saved nyself
alot of worry and recovery time in a hospital.

Respectfully,

A :
A ez <:~9°°j;\

Lawrence Clark

pc



284 Bona Vista NW
Grand Rapids, MI 49504
August 8, 1994

Dr. Tammy Geurkink

Born Preventive Health Care Clinic
2687 44th sSt. SE

Grand Rapids, MI 49512

Dear Dr. Geurkink:

You are already aware of the positive results I have had from the treatments and
tests I received at your clinic. However, I am restating them here because I would
like you to send this letter on to the "powers that be" that will be deciding the
future of food supplements and other natural remedies as well as chelation.

For many years a persistent and often deep cough has dogged me. Apparently run down
after having cared for my husband who died of ALS (Lou Gerig's Disease), I got a bad
case of pneumonia which later recurred. The cough that stemmed from the first care
has plagued me very persistently much of ten years, getting more severe during the
last two or three years.

I had been going to an M.D. Internist and was very happy with him except for the fact

that he was never able to help me get rid of that cough (which made people think I was
"really sick" when I wasn't). Having heard of Dr. Born and his preventive health care
measures for years and since cur family had gone to him when we lived near his office,
I decided to try him again.

When an X-ray was taken of my chest, a doctor noticed that a carotid artery was filling
with plaque and asked if I had ever considered chelation. I hadn't, at least, not
sericusly. But when further tests showed that I had had one heart attack (earlier a
cardiologist had told me the same thing but I thought very little of it after a heart
cath reported other arteries to be fine), and also showed that blood was not getting to
certain areas of my body easily, I decided to have chelation. After 20 treatments,

a Doppler test revealed dramatic improvement. That would be enough to make me a believer,
but the stories from "real, live people” who sat in chairs near me during the treatments
were fantastic evidence that it works and works wonders. A retired teacher, for example,
had had bypasses and was told they could do no more for him surgically. Then he devel-
oped a blood clot from mid-calf to mid-thigh. His cardiologist told him Mother Nature
would have to take care of that and that he would always have pain and swelling at times.
After only 10 treatments, this man was, in his estimation, 90% better. One woman whom

I learned to know quite well was told to swim and exercise in her swimming pool. But,
she was unable to walk to the pool because of poor circulation to her left foot. After
chelation, she was invited by a friend to stay for a couple of months on a private
island in Florida where she walked 4 miles a day on the beach! Similar stories heard
regularly make me an avid sales person for chelation.

Because of various tests and treatments and many food supplements given me, I am now
free of that horrible, embarrassing cough that plagued me for so long, and have been
for quite some time. I neglected to say that I ran out of breath VERY easily. When
picking up my small granddaughter, for example, and just walking out the door with her,
I h.ffed and puffed. When I walked up steps, it was the same story. Always people
with me would have to wait till I caught my breath. About 2 months ago, I picked up
that same (now a bit heavier) granddaughter frum the floor, walked away with her and
suddenly realized I wasn't one bit out of breath! I go up and down hills during my
morning walks and get along just fine.

I honestly feel that all these wonderful things done for me at the Born Clinic are an
answer to many prayers . I am thrilled beyond words to awaken each morning with no
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horrible squeaks and rattles and groans coming from somewhere deep down in my lungs.
Please do everything you can to ensure that supplements will not be taken away from
us and that chelation and other treatments that might not be covered by insurance will
be covered. It was not easy financially to pay for chelation, but, believe me, it was
worth every penny.

Thank you, Dr. Geurkink, and Dr. Born for providing this kind of service!

Sincerely,

Lois Ji
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Sug tin Morans

April 30, 1993

Grant R. Born, D.O.

Born Preventive Health Care Clinic
2687 - 44th St. S.E.

Grand Rapids, Ml 49512

Dear Drs. Grant & Tammy Born,

| would like to properly thank you for the preventive care you have provided me
since October, 1992. It has significantly changed my life.

It is incredible to me that our insurance company refuses to pay the costs of
preventive medicine. How can this be? Since becoming your patient the costs have been
substantially reduced from the expense of reactive treatment.

In 1991, after many months of feeling exhausted (one year of which was spent
*bed resting”) | was diagnosed as having CFS (Chronic Fatigue Syndrome) by my
internist. | appreciated the diagnosis, because; | could not understand how after many
years of being socially, physically and intellectually active there was a reason for my
fatigue and mental confusion.

At the request of my physician, | returned to his office every two weeks for routine
checkups, blood tests, consultations, etc. He basically said the only thing | could actively
do to help myself was to rest.

| rested for almost two years and did nct improve. | began having frequent
migraine headaches. | would receive medical attention for these headaches. The cost
incurred are as follows and insurance paid for alf the treatments with no questions asked.
These figures speak for themselves.

1991 $5.997.99 - Jan. 1992 through Oct. '92 $ 4,345.00
Born Preventive Care 10/16/92 - 4/29/93 $ 119200

Since | have been a patient of yours, | have not had one migraine and have
resumed activity aimost 100% to where | was two years ago.

When | first came to Born Clinic you told-me that you could help me and | would
feel better, and you were right.  The cost comparison speaks for itself. The Gaby Wright
injections have significantly helped me. My quality of life has increased to normal levels
and | am very thankful to you. We need doctors like you to guide and educate us.



337

How can | help to make this available to other people when under our health care
system your preventive care is not covered by insurance?

Is it possible for our health care programs to be unaware of preventive medicine
or, are they simply ignoring it? We need to work together to educate the heaith care
companies and our government about preventive medicine, rather than reactive medicine.

Thank you again and if | can ever be of help, please let me know!

Sincerely,

Mnan Motrne

Susan Morse



