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White House Commission on Complementary and Alternative Medicine Policy
6701 Rockledge Drive, Suite 1010, MS-7707
Bethesda, Maryland 20817-7707

Re: Followup Materials from Jan. 23, 2001 — Panel 3 Coordinator Corinne Axelrod
Dear Dr. Gordon and Members of the Commission:

Initially, I would like to take this opportunity to sincerely thank you for your
dedication and thoroughness on these important policy making decisions regarding CAM.
Your panel had a profound impact on my experience as a breast cancer patient. For the
first time in three years since my transplant, I felt that doctors had actually stopped to
listen to what I was saying, regarding After Care as a component to Clinical Trials.

Dr. Fins and I had some conversation during the break and he brought to my
attention that PT, OT, and Counseling Support Services were not considered CAM. Yet,
that is specifically the point.. Breast cancer patients, like me, who participated in non
randomized Phase II Clinical Trials which were government funded and administered by
renowned medical centers (NY Presbyterian Hospital) could not even get necessary and
appropriate standard measures of care to deal with the side etfects of HDC treatment.

After Care needs to be built into the grant proposal, so patients can enter into a
Clinical Trial with some ‘umbrelia net of services’ as security. It is really a minimum of
services to offer patients. [f the medical establishment is serious about enrolling patients
in Clinical Trials, so answers to cancer questions can be identified more quickly, then
patients need to feel that they will be supported when the unpredictable side effects of
these ‘revolutionary’ new drugs occur. [ see this as the ‘Golden Door’ opportunity for
CAM to enter into a mutual practice with mainstream medicine. We know CAM
techniques are effective. They help people feel better and heal. In some cases [ will
venture, they even facilitate cures. The timing is ripe for the Commission to give some
serious weight to this very specific proposal.

Patients do not always enter into Clinical Trials as ‘terminal Stage 4 patients.’
Many patients, like myself, look and feel healthy. Our cancers are actually at a
microscopic level and generally not measurable by current standards of measurement,
until they advance. We are told that we are ‘good candidates for HDC/SSR,’ by stem cell
oncologists due to our age and basic good health (aside from the breast cancer
recurrence). Some of our breast surgeons have even stated, “our survival depends on
HDC and stem cell transplant,” when even the researchers have not made that claim!
Some patients realize that undergoing a Clinical Trial with HDC/SSR would be more
debilitating, and weigh the odds against that type of treatment, despite the supposed
statistical advantage. Othcers, people like myself, for personal rcasons (having young



children or possibly being deluded that this is our cure) were willing to go with this most
aggressive route. Yet, | did not realize that [ would not be taken care of adequately by
either the medical or legal systems, and if we did not survive, just considered a fatality
from treatment. The state of affairs is sad and inequitable but CAM can make a
difterence.

Dr. Fins requested me to recommend the top three or four services which should
be covered for people undergoing Clinical Trials in need of Atter Care. 1 would include:

1) Bodywork — uncapped number of treatments as required by a health
professional. Services could include OT, PT, massage, yoga, water exercise,
and acupuncture. Depending upon the extent of injury and the changing
needs of the patient would determine what precise services would be required.

2) Nutrition — a consultant to determine what specific foods and supplements
would be most beneficial for that patient at that time. These could include
traditional Chinese medicine, teas, vitamins and herbal supplements,
and homeopathy

3) Social Work Services - to arrange for individual therapy, group sessions.
Meditation/mindfulness techniques/music therapy to help deal with the post
traumatic shock of treatment.

4) Education — workshops regarding important developments in breast cancer,
reconstruction. side effects of treatments, menopausal symptoms and other
related topics.

In my experience | have had to run all over NYC to receive these types of services. It
would be logical and more efficient if these services were provided on an outpatient basis
with the medical center or on a consulting basis with a health care agency. The most
important feature to remember is coordination of services. Patients need changing
services as they heal. It is vital that there be flexibility of services as their bodies change.
It is important to meet those varied needs. For example. the intake could be with a Social
Worker, and the Physical Exam could be two part — a standard, medical doctor and an
alternative health care practitioner. Each would determine together with the patient what
services the patient required. Periodic follow up visits would determine reevaluation of
services. This is a rough outline of a possible delivery of service program.

I have enclosed the following materials:

) Recent article on CAM Directions tfrom Medscape — February 2001

2) Copy of my letter on Report on Ethical Issues in International Research — Nov
2000

3) Copy of article re HDC by Helen Schiff — Oct 2000

4) Copy of my letter to Hillary Clinton — Oct 2000



5) Copy of my Letter to the Editor re HDC — June 2000

6) Copy of my letter to Dr. Karen Antman re my HDC experience at NY
Presbyterian Medical Center — Sept 2000

7) Copy of Clinical Trials article in MAMM that discusses my case — Jan 2000

8) Copy of article re HDC by Anne Grant — Sept 1999

9) Copy ot the Investigative Report in US News & World Report by Sheila
Kaplan that discusses my case — Oct 1999

[ sincerely hope that these materials will help drive change in the Clinical Trial/CAM
process. We need quicker answers and cancer cures, but in a humane fashion. Thank
you in advance for accepting my thoughts and these materials.

Very sincerely yours,
Mon Hoonre Aoy Uik

Sherri Heitner/Margalit,

Masters in Special Education
Certificate in International Montessori.
License in School Administration &
Supervision

Breast Cancer Advocate

Member of SHARE,

NYS Breast Cancer Network,

National Breast Cancer Coalition
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Introduction

The term "alternative cancer therapy" refers to clinically unproven treatments that are used in place
of conventional cancer treatments, while the term "complementary therapy" is attributed to such
treatments when they are used as adjuncts to conventional therapy. These treatments may enhance,
interfere, or have no interactions with standard cancer therapy. Some complementary and
alternative medicine (CAM) treatments may provide symptom control and palliation with minimal
or no side effects. However, CAM treatments may have dangerous adverse effects or potentially
interfere with standard therapy. In addition, if used alone, they may mdrrectly harm the panent by
delaying clinically proven standard treatments.

Complementary cancer therapies have recently received considerable attention in the scientific and
medical community. The National Center for Complementary and Alternative Medicine (NCCAM)
at the National Institutes of Health (NIH) is dedicated to research investigating these therapies.
Although CAM therapies have been used for many years, few well-designed, properly conducted
clinical studies have investigated their efficacy and adverse effects. Many physicians treating
cancer patients have little knowledge of altemative therapies and, therefore, frequently discourage
their use by patients. More recently, however, reports of CAM treatments have begun to appear in
medical journals, and research programs for CAM therapy have been developed by several
comprehensive cancer centers.

NIH listed the following CAM research areas in a recent Request for Applications (RFAs):

o Alternative medical systems, which include traditional oriental medicine (acupuncture,
herbal medicine, oriental massage, and gi gong, or vital energy); ayurveda (India's
traditional system of medicine that places equal emphasis on body, mind, and spirit, and
strives to restore the innate harmony of the individual); other traditional medical systems
such as those developed by Native American, Aboriginal, or African cultures;
homeopathy; and naturopathy ==

http://oncology.medscape.com/ACCC/Onclssues/2000/v15.n06/0i1506.02.kucu/pnt-0i1506.02.kucu.htmi Page 1of 6
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B /e Manipulative and body-based systems,;such as chiropractic, osteopathic, or
. unconventional applications of integrated conventional and physical therapies, including
massage therapy

® Biofield therapy, such as energy healing and intentional effects on living systems

e -Bioelectromagnetics, such as diagnostic and therapeutic application of electromagnetic
(EM) fields, including pulsed EM fields, magnetic fields, direct current fields, and
artificial light therapy

PN

e Pharmacologic therapies, such as metabolic therapies and immunoaugmentative therapies
. asused by CAM practitioners or the public, including antineoplastons (medium- or

b small-size peptides and amino acid derivatives that are taken orally or injected, and are said ¢
b to form a defense against cancer), enzyme therapies, the Revici system (which focuses on :
| improving the balance between anabolic and catabolic activities, using injectable selenium,
‘| calcium, and copper), or 714X (a camphor rich in nitrogen) therapy

i
e Herbal medicine, such as echinecea, gingko biloba, and other herbals E
i

I @ Mind-body medicine, such as transcendental meditation, imagery, hypnosis, biofeedback,
L,J music therapy, yoga, spirituality, and biological effects of consciousness

i
i‘fl ® Orthomolecular medicine, such as the use of products that may be used as nutritional and
; food supplements, such as ultra-high doses of magnesium, co-enzyme Q-10 (an

i antioxidant), carnitine (an amino acid), melatonin, or vitamins, when investigated for

i therapeutic or preventive purposes. R

Despite the widespread use of CAM treatments,[!] little data are available to demonstrate the safety,
efficacy, and mechanisms of these therapies. The U.S. Office of Technology Assessment issued a
report urging a systematic analysis of alternative treatments and their effects on major disease,
health, and wellness (U.S. Office of Technology Assessment, OTA-H-405, 1990, p. 225). To
promote high-quality research of CAM, the National Center for Complementary and Alternative
Medicine (NCCAM), the National Cancer Institute (NCI), and the National Heart, Lung, and
Blood Institute (NHLBI) recently funded 11 centers for CAM research. Such centers will provide
the resources necessary for the rigorous scientific investigation of CAM. Research conducted at
these centers is expected to examine the potential efficacy, effectiveness, safety, and validity of
CAM practices, as well as the physiological or psychological mechanisms underlying or
contributing to the effects of these practices.

Some of the research topics for CAM therapies listed in the NIH RFA include: prevention;
modification of disease course; supportive care or symptom management (including pain control);
management of chemotherapy, surgery, or radiation induced side-effects; and issues involved in
improving quality of life of cancer survivors. Multidisciplinary approaches to study the molecular
and cellular basis of the mechanism of action of CAM therapies in cancer are needed, and
collaborations between clinical investigators and basic scientists are crucial. Areas of CAM
research include:

e Unconventional adjuvant nutritional approaches that either augment the therapeutic effect
of conventional therapies or ameliorate side effects '

® Elucidation and systematic evaluation of the mechanisms of action and potential clinical
significance of drug-botanical interactions

e Comparative analyses of therapeutic indexes of whole botanical products versus specific
isolated compounds from these products with known anticancer activity

http://oncology.medscape.com/ACCC/Onclssues/2000/v15.n06/0i1506.02.kucu/pnt-0i1506.02.kucu.htmi Page 2of6



(e.g., immune parameters) or disease parameters, such as response rate to conventional
therapy, disease-free survival, or overall survival

@ Cancer chemoprevention studies that are oriented to unpurified, whole natural substances,
such as soy products or herbal extracts

® Studies to evaluate the potential interaction of antioxidant compounds and conventional

chemotherapy and/or radiation therapy.

On‘cologists are aware that their patients use CAM. As cancer incidence rates and survival time

medicine with a physician. The authors concluded that "given the number of patients combining
vitamins and herbs with conventional treatments, the oncology community must improve
patient-provider communication, offer reliable information to patients, and initiate research to
determine possible drug-herb-vitamin interactions."

Nam and colleagues(3! determined the prevalence and patterns of the use of complementary
therapies among patients with prostate cancer and those at high risk for the disease. Of the patients
presenting to urology clinics and the support group, 27.4 and 38.9 percent with, and 25.8 and 80
percent at high risk for prostate cancer, respectively, used some form of CAM. Since some CAM
therapies used by prostate cancer patients may include herbs, such as PC-SPES, 4] and
phytochemicals, such as lycopenel5! and soy isoflavones!6] with potent biological effects,
obtaining accurate information from patients regarding their CAM use is important.

Phytochemicals in Cancer Prevention and Treatment

One area of active CAM research is the use of phytochemicals in the prevention and treatment of
cancer. The rationale for the use of phytochemicals in cancer prevention comes from
epidemiological studies demonstrating decreased cancer risk associated with increased
consumption of fruits, vegetables, and specific phytochemicals. Fruits, vegetables, and other
plants contain many potentially cancer-preventive compounds.

Large clinical studies have been conducted and more trials are planned to study the
cancer-preventive effects of specific micronutrients and phytochemicals. Well-desi gned clinical
trials are necessary to determine whether a micronutrient confers benefit or risk in the target
population. The importance of conducting clinical chemoprevention trials has become very clear
recently when several clinical trials showed that the agents hypothesized to prevent cancer did
exactly the opposite.[7:8] A large chemoprevention study conducted to determine whether
beta-carotene and/or alpha-tocopherol would prevent lung cancer showed that beta-carotene
supplementation increased the risk of lung cancer.[7] These unexpected results hi ghlight the
importance of conducting well-designed, prospective, randomized clinical trials before making
recommendations to the public regarding the use of supplements.

) ltp://oncology.medscape.com/ACCC/Onclssues/ZOOO/vl 5.n06/0i1 506.02.kucu/pnt-o0i1l 506.02.kucu.htmi
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seta-Carotene Paradox

Epidemiological studies have consistently shown that increased intake of fruits and vegetables,
which are rich in carotenoids, is associated with decreased risk of lung cancer. Since lung cancer is
caused by smoking, which is a pro-oxidant, and since smokers have decreased serum levels of
beta-catotene and other antioxidants, supplementing the diet with beta-carotene in smokers to
prevent the development of lung cancer was a reasonable strategy. However, a well-designed,

- large clinical study conducted in Finland found just the opposite.I7] This unexpected result might
have been due to the paradoxical pro-oxidant effect of beta-carotene in lungs where the oxygen
ténsion is high. This information became available only recently and was not known at the time the
study was designed. Studies have shown that beta-carotene, at high concentrations, has a

pro-oxidant effect when the oxygen pressure is also high.[9] Therefore, in lungs where the oxygen
tension is high, administering large doses of beta-carotene may lead to oxidative DNA damage and
higher incidence of cancer. Furthermore, beta-carotene and tobacco smoke interact to increase

activator protein-1 (AP-1) production in ferret lungs.[10] Overexpression of AP-1 is positively
associated with squamous metaplasia in lung tissue. This increased production of AP-1 may also
explain the increased risk of lung cancer with beta-carotene supplementation in current smokers but
not in current non-smokers.

Antioxidant Use During Chemotherapy or Radiation

Recent articles have cautioned and discouraged the use of antioxidant supplements during radiation
and chemotherapy primarily because of the theoretical possibility that antioxidants may interfere
with the therapeutic efficacy of radiation and chemotherapy.{11) Since antitumor effects of radiation
therapy and certain chemotherapeutic agents have been attributed to generation of oxygen free
radicais, there is some concern regarding potential interference that may be caused by antioxidant
micronutrients taken by patients during therapy. Although theoretically plausible, no reported
human clinical trials have yet shown this potential adverse effect. To the contrary, there are
examples of antioxidants preventing the toxicities of radiation!12] or chemotherapy(!3] while not
affecting their antitumor effects. Since supplement use is prevalent among cancer patients and there
is potential for negative interactions between supplements and anticancer therapy, clinical trials
investigating these potential interactions should be conducted. Until clinical data become available,
recommendations should not be made one way or another, and caution should be exercised in the
use ofany high-dose chemical that has the potential to interact with chemotherapy or radiation
therapy.

Soy Isoflavones: To Use or Not?

Similarly, some physicians discourage the use of soy products by women who have breast cancer,
because of possible estrogenic effect of soy isoflavones. However, many physicians prescribe
tamoxifen and/or estrogen replacement therapy for the same women. The concerns about soy

phytoestrogen use in the breast cancer setting are not based on clinical data, since no clinical
studies have shown increased risk of cancer or poor outcome in women with breast cancer who are
taking dietary soy products. To the contrary, in Japan, where soy consumption is much higher
than the United States, the risk of breast cancer is lower, and the outcome of treatment is better

than that in the United States in similarly treated women.[}4]

Because of the U.S. Food and Drug Administration approval of soy products as "heart disease
preventive" foods in October 1999, the consumption of soy products is likely to increase in the
U.S. population. This increase will likely include a substantial number of women who are at risk
for breast cancer or have active breast cancer or had cured breast cancer. Some women will be on
tamoxifen or raloxifene for prevention or treatment of breast cancer. Since soy isoflavones bind to
estrogen receptors, potential interactions with tamoxifen, raloxifene, or other molecules that bind
to estrogen receptors are possible. Thus, it is important to investigate the soy isoflavone
compounds in breast cancer as well as prevention and treatment in other cancers. Keep in mind that

http://oncology;medscape.com/ACCC/Onc|ssues/2000/v1S.nOG/oi1SOG.OZ.kucu/pnt-oi‘lSOG.OZ.kucu.html Page 4 Of 6
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.

< oy isoflavones are not only antiestrogenic/proestrogenic, but they also have antioxidant,
antiproliferative, anti-inflammatory, and pro-apoptotic effects in cancer cells, which may provide
additional mechanisms for their potential anticarcinogenic effects. Current recommendations to
healthy individuals as well as patients include caution in using soy isoflavone supplements until
clinical trials are completed. However, there is no good reason to discourage people from eating
whole spy products, such as roasted soy nuts or tofu, or drinking soy milk. Clinical research with
soy foods and/or soy isoflavones in patients with breast cancer or in individuals at high risk for
breast cancer should be a high priority.
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Subj: Report on Ethical Issues in International Research
Date: Monday, November 13, 2000 12:15:48 AM

From: Shuli10024

To: nbac@od.nih.gov

Dear Ms. Gadbois and/or Mr. Meslin:

| had requested a copy of the NBAC draft on Ethical Issues about one
month ago, and received it Friday, November 10th,2000. Thank you for
forwarding this important document. | read and skimmed through most of
the draft. | commend you for the first recommendation points d and e - to
address the need for "adequate care and compensation for injuries
sustained in research.' Yet, no where in the draft is this discussed at all.
How and who will pay for this care? Whose responsibility and liability is
this? Is the pharmaceutical company responsible, or is it the doctors and
the hospital, or is it the insurance company or the government who are
sponsoring these projects?

| was in a Phase Il Clinical Trial for a local breast cancer recurrence
two and one-half years ago where | had a severe reaction to the high dose
Taxol. | became almost paralyzed throughout my body, unable to walk, and
barely able to urinate. | had been advised and signed an informed consent
which listed all the possible, most dire side effects. The medical staff at
the institution down played their possibilities because | was 'young (48
yrs.old) and healthy(aside from the bc recurrence).' Initially, | was going
to be part of the arm of the trial where | would have been given five high
dose drugs at three different intervals. After | had such a serious side
affect, a third of my stem cells were returned, and | had no alternative
but to cease being a part of the trial. What would be worse dying from a
possible risk of further bc recurrence, or having neuropathy all over my
body affecting my diaphram from breathing, to my chest and arm where
the catheter had been placed in my chest wall having the pain of knives
and glass under my skin, to having no muscle tone or strength to take a
step, pick up a glass, feed myself, or ability to write, and having double
vision and lacking depth perception to be able to take a step up or down?
Although most of the most significant, serious pain subsided after the
first eighteen months, | still suffer from neuroapthy in my toes and feet,
arthritis in my knee and lower back which was exascerbated by the high
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dose Taxol which was not acknowledged by the doctors(perhaps they did
not know of that side effect at the time), the beginnings of osteopenia in
my left hip, and rising cholesterol numbers due to being thrown into
chemopause - early menopause from the adriamycin, having taken
Tamoxifin for two years, and currently taking Arimidex.

Despite my difficult time with the trial | do accept the responsibility
for entering it. | am grateful for the advancements in modern medicine and

for the care of all of my doctors. | believe that they believe in their
treatment protocols. Yet, what has become very clear through my
experience, is that doctors are human, and that they administer drugs
that they do not know how to reverse the side effects once they are given.
They can not predict who will suffer the consequences or side effects,in
addition to reaping the benefits.

What | find quite ironic is we do not seem to be addressing these
concerns in the US through the Food and Drug Administration, National
Institute of Health, or the National Cancer Institute, but here your
proposal cites this as an initial recommendation in International
Research, yet no where in the draft are these questions actually tackled.

It would seem to me that NBAC needs to consider these points as part of
their draft and actually enforce and regulate them so patients do not get
treated like guinea pigs. When they need to leave trials like | had to do,
they should feel supported by the doctors and the medical institution,
instead of never being followed by them again and having no followup
Aftercare. It would seem vital and patient-centered to have that
component of true concern not only in delivery of services but also
aftercare. It would also be valuable for the Clinical Trial Oncologists to
actually talk to the referring Primary Oncologist. In my experience the
'stem cell people' were so 'tapped out' getting patients into their trials,
performing procedures and overseeing patients undergoing stem cell
rescues and administration of high dose medicines as well as patients
dealing with side effects who were discharged home, that they would
rarely really listen to the Primary Oncologist who had dealt with side
effects from standard doses of chemo drugs.

| realize all your research does not entail high dose chemotherapy, stem
cell transplants, yet | feel certain that there is a proportion of patients
enlisted in these trials who will die from the disease, as well as from the
treatments. Some of the patients will actually be exascerbated by the
treatments. It would appear incumbent upon NBAC to consider these
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thoughts very carefully.

Under separate cover | am forwarding Ms. Gadbois several articles that
deal with these issues very precisely. | am thanking you in advance for
your attention in this matter. If | can be of any further assistance in this

matter please do not hesitate to contact me: Sherri Margalit,
[ e ot - NY, NY 10024;[F 7 ee - |office 212-

865-7086.

Very sincerely yours,
Sherri Margalit
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-

koonwrsmvnong advocacy

ORE IS NOT BETTER

WHY IT TOOK SO LONG TO GIVE HIGH DOSE CHEMO THE BOOT

In 1979, high dose chemotherapy
{HDC) was first used as a treatment
for breast cancer. Incredibly, it has
taken more than 20 years to discover
that HDC doesn’t work any better than
standard chemotherapy for women
with metastatic disease. Preliminary
data on HDC (with bone marrow or
stem cell transplant) for women with
less advanced disease don't look very
promising either. What can be said
for sure is that HDC has failed to live
up to its initial promise. Although
treatment mortality has come down
substantially, toxicity is still very high
and quality of life very low.

An estimated 13,000 women in the
United States have undergone this
highly toxic, expensive and un-
proved therapy. But only about 1,200
of them were enrolled in Phase III
randomized clinical trials, Phase III
randomized trials are important
because they compare a new therapy
with an existing standard treatment
to determine which is superior. It is
the final hurdle an experimental
treatment must clear before it
becomes the new standard of care.

Phase I and II trials are much small-
er preliminary studies that evaluate
toxicity and efficacy but don’t com-
pare two different treatments. In
other words, everyone gets the exper-
imental treatment. Because so few
women were enrolled in Phase III
randomized trials of HDC, it has
taken many more years than it should
have to know if the treatment is better
or worse than standard chemo-
therapy. How did this happen?

Much of the media coverage
blamed breast cancer advocates, indi-
vidual patients, and insurers who
agreed to pay for HDC outside of
Phase III trials for the delay. But what
about physician responsibility? Focus
groups conducted by the National
Cancer Institute from 1995 to 1996
found that women contemplating
HDC usually followed their doctor’s
advice. Many patients were told HDC

was their “only hope.” With that kind

of advice, why risk entering a ran-
domized trial with only a 50-50 chance
of getting HDC? Doctors testified in
court and wrote letters to elected offi-
cials and insurance companies urging
coverage of HDC for breast cancer
across the board.

The American Society of Clinical
Oncology (ASCO), the largest orga-

nization of oncologists in the United
States, also bears responsibility for
prematurely promoting HDC. At its
1992 annual meeting, ASCO issued
a press release headlined: “Bone
Marrow Transplants Increase Sur-
vival for Breast Cancer Patients.” It
was exactly this kind of sound bite
that made desperate women seck
HDC outside of randomized clinical
trials. In 1995, ASCO’s official publi-
cation, the Journal of Clinical Oncology,
published the only randomized study
of women with metastatic breast can-
cer to ever show a benefit for HDC
over standard chemotherapy, even
though, as an accompanying editorial
pointed out, the study was deeply
flawed. Many of us know women who
decided to undergo HDC based on
this study. They were told about the
study, but not its flaws.

Health insurers were also at fault.
Initially they refused to pay for partici-
pation in clinical trials, seriously slowing
errollment for this expensive proce-
dure. If they had agreed to cover the
cost of trials from the outset, full enroll-
ment would have occurred before there
was time for such a one-sided pro-
HDC campaign to gather momentum.

It's not surprising to advocates that
financial incentives played a major role
in HDC’s widespread use outside of
randomized trials. For-profit transplant
centers sprang up around the country,
offering HDC at a cost of $80,000
to $200,000. Many community and
private hospitals, continued on page 26
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continued from page 25 such as Can-
cer Treatment Centers of America,
couldn’t resist milking the cash cow.
Prestigious academic medical centers
didn’t want to lose patients to other
institutions either. They ran small non-
randomized trials that siphoned off
patients from their own Phase III trials.

To their credit, several breast can-
cer advocacy groups and women’s
health organizations—most notably
the National Breast Cancer Coalition,
Breast Cancer Action, Y-Me National
Breast Cancer Organization, the
National Women’s Health Network
and the Boston Women's Health Book
Collective —tried to disseminate solid
information to the public. Some of
these groups worked with ECRI (for-
merly known .as Emergency Care
Research Institute), a non-profit inde-

advocacy

pendent health research organization.

ECRI evaluated the evidence for
HDC in a 1994 report and a subse-
quent 1996 Patient Reference Guide.
ECRI pointed out that women on
HDC survived longer not because the
treatment was better, but because they
were younger, healthier and more
responsive to chemotherapy than most
women with metastatic breast cancer.

ECRI also showed that neither
treatment deaths, which initially
approached 25 percent, nor quality of
life, was factored into the published
studies. Instead, tumor shrinkage and
length of time to disease recurrence,
not length of survival, were used to
show HDC’s superiority. The guide
concluded that when women on HDC
were matched with comparable
women on standard chemotherapy,

they died sooner.

The lessons for advocates are clear.
Physicians and patients need to
understand research is a logical step-
by-step process. This did not happen
with HDC. It became “standard”
based on misleading and biased Phase
11 data before the completion of ran-
domized Phase 11 trials. A belief that

“more is always better” replaced evi-

" dence-based medicine. While medical

institutions made money and trans-
planters made careers, women suffered

the consequences of undergoing an

unproved and very toxic therapy.

Advocates need to encourage the
cancer community to move beyond
HDC, to find new therapies that are
less devastating and more effective.
We must make sure that kind of
debacle is never repeated. [

MAMM  OCTOBER 2000

.Glllette Women's Cancer Connection provides women

|th access to vital connections to peop

le and resources needed to ease the Journey

and their families and friends

Cillette Women's
Cancer Connecﬂon

strength in k nowing.

H])p‘)" in s l~‘f-ﬂ‘




DR. SUSAN
LOVE’S NEW
SCREENING TOOL

WOMEN WITH
DISABILITIES:
SERVICES DENIED

THE DCIS DEBATE




Withdrawal/Redaction Marker
Clinton Library

DOCUMENT NO. SUBJECT/TITLE DATE RESTRICTION
AND TYPE

001d. letter Sherri Margalit to FLOTUS (partial) (1 page) 10/04/2000  b(6)
COLLECTION:

Federal Records
White House Commission on Complementary and Alternative Medicine Policy [WHCCAMP]

OA/Box Number: 43238

FOLDER TITLE:
WHCCAM Town Hall Testimony, January 23, 2001

2011-0568-S
kc891
RESTRICTION CODES
Presidential Records Act - [44 U.S.C. 22(4(a)| Freedom of Information Act - [S U.S.C. 552(b)|
P1 National Security Classified Information j(a)(1) of the PRA| b(1) National security classified information [(b)(1) of the FOIA]
P2 Relating to the appointment to Federal office [(a)(2) of the PRA] b(2) Release would disclose internal personnel rules and practices of
P3 Releasce would violate a Federal statute [(a)(3) of the PRA| an agency [(b)(2) of the FOIA|
P4 Release would disclose trade secrets or confidential commercial or b(3) Release would violate a Federal statute [(b)(3) of the FOIA|
financial information |[(a)(4) of the PRA] b(4) Release would disclose trade secrets or confidential or financial
PS Release would disclose confidential advice between the President information [(b)(4) of the FOIA|
and his advisors, or between such advisors |a)(5) of the PRA| b(6) Release would constitute a clearly unwarranted invasion of
P6 Release would constitute a clearly unwarranted invasion of personal privacy [(b)(6) of the FOIA]
personal privacy [(a)(6) of the PRA| b(7) Release would disclose information compiled for law enforcement
purposes [(b)(7) of the FOIA]
C. Closed in accordance with restrictions contained in donor's deed b(8) Release would disclose information concerning the regulation of
of gift. financial institutions [(b)(8) of the FOIA|
PRM. Personal record misfile defined in accordance with 44 U.S.C. b(9) Release would disclose geological or geophysical information
2201(3). concerning wells [(b}(9) of the FOIA|

RR. Document will be reviewed upon request.



o

Wednesday

Octo.b;r_uoﬁﬁ.———‘
[ oo

N.Y. N.Y. 10024

Dear First Lady,

As a six year, two-time breast cancer survivor, it was really special meeting you and
hearing you speak at The Roundout in Kingston, New York on August 27, 2000 and again at The
Race for the Cure in NYC on September 17, 2000. I know that you meet thousands of people,
and probably take an equal number of photos, but [ have enclosed a great photo of you, my
daughter Samantha and myself for your refrigerator. We all look so healthy and vibrant, no one
would suspect that I suffer severe side effects from a Phase 11 Clinical Trial in which I
participated two and one-half years ago.

Although pictures are great, they do not always tell the full story. While you have been
in the White House these past years dealing with health care policy, I have been fighting for my
life. Because of my experiences in a Clinical Trial and my breast cancer advocacy, I feel that I
would be-an asset on the Clinical Trials Accessibility Working Group. There is no better way for
government to advance breast cancer clinical trials, research and cures, then to have
survivors/advocates at policy meetings which affect breast cancer patient lives. Please feel free
to contact me regarding working in this important area. I am active in NYC SHARE, a non-
profit peer support organization for breast and ovarian patients and their families in the NYC
metropolitan area, the National Breast Cancer Coalition, the American Cancer Society, Mt. Sinai
Breast Resource Center, and the Susan Komen Foundation. I have enclosed copies of some
articles and letters, which have included my case in their reports. :

Thank you in advance for all your efforts in health care and for reading my words. [
would like to see a world where our daughters will not have to face the threat of breast cancer.

Very sincerely yours,

Sherri Heitner-Margalit
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USING YOGA WISELY

The yoga article in Companion (April
2000) was excellent, especially since it
provided alternative exercises through

" the modifications section.

However, [ would like to clarify a
few points. Abdominal strengthen-
ing after TRAM flap reconstruction
should begin after six weeks. Women
may risk hernias if they are not close-
ly monitored. Also, the TRAM flap
removes the abdominal musculature
and transfers it to the breast. Thus,
abdominal strengthening may not be
appropriate in the first weeks after
surgery. An emphasis on stretching
that area is important.

Naomi Aaronson
‘Via e-mall

'%QLINICAL TRIAL TRIBULATIONS
' ank you for publishing “My First }
*Ttial” (March 2000). I work in psycho-

oncology research at the Lom-

bardi Cancer Center at Georgetown !

University Medical Center in
Washington, DC. [ have become partic-
ularly sensitive to the fears and concerns
that many women experience when
considering whether to participate in a
clinical trial. Without women like
Bernice Barber, researchers would be
unable to gather and analyze data that
could prove helpful to those participat-
ing in the study, as well as women
throughout the world. T would like to
encourage women who are considering
taking part to find out as much infor-
mation as possible about the study and
to speak with researchers to determine
whether participation is right for them.
[ also want to thank you MAMM for
such a wonderful resource for women
whose lives have been touched by can-
cer. I appreciate your dedication to
this special community.
Holly LaSalle

MAMM

I was a patient in a high dose
chemotherapy clinical trial at New

JUNE 2000

letters

cal Center in May 1998. Ms. Milano’s

learned from it.

i manent damage,

sitting position to bending over.

Second, although one can always
drop out of a trial, as I did when I
found myself virtually paralyzed and
not improving between treatments,
the permanent damage inflicted can-

not be undone by stopping the treat-

ment. Worse, when I dropped out in
order to save my life, I felt the people

running the trial abandoned me and

did not help me get over the side
effects caused by their treatment. My

insurance company refused to reim-

burse me for the treatments needed to

help alleviate these side effects.
Finally, one must carefully examine

T N R T T T, TSR S

the claims of doctors recruiting for tri-
als, because an incentive exists to gloss
over or exaggerate benefits in order to
enroll participants. Additional opin-
ions from doctors at other hospitals

the dilemma of treatment options.
; Sherri Margalit
New York, New York

st

FITTING INSPIRATION

Thank you for the profile of Elena
Comendador, the Alvin Ailey dance

instructor (“Leaps and Boundaries,”

March 2000)

I am 50 years old and was diagnosed
with breast cancer last August. I have
and

been through chemo, surgery

ROt g bt vt

York’s Columbia-Presbyterian Medi-

description of my ordeal (“Are Clinical
Trials for You?” January 2000) failed
to convey important lessons to be

First, trials using toxic substances
with potentially life-threatening side

effects can leave participants with per-
' irrespective of |
whether the tested substances ultimate- |
1 ly prove effective. I was left with nerve
and muscle damage that manifests itself
as constant pain and stiffness, making f]
it incredibly difficult to engage in such ||
simple activities as getting up from a }

are a must to help sort fact from fic- -
} tion, although they can further add to

=

reconstruction. [ was very fit when I
started chemotherapy. I have made
adjustments but have managed to stay
in very good physical condition
throughout this whole ordeal. This is
the first fitness-related article I have
read that gave me encouragement,
Others have always indicated that the
featured person was never able to
regain the same level of fitness. Elena
has done that. Fabulous!

Thank you again for “Leaps and
Boundaries.” I feel so free and liber-
ated as a resuit of it!

Lainle Weade
Via e-mall

DITCH THE DISCOURAGEMENT
I am a mammographer who happens
to be a colon cancer survivor. | was
paging through your March issue
and happened upon the article titled
“My Visit to the Tush Man.” I was
appalled that you would publish this.

i I can believe that this woman had a

bad experience and that is tragic, but

it puts such a bad slant on getting

screened for colon cancer that many
women who need t¢ may now be
afraid to get the test done. Getting

{screened for colon cancer is just as

important to women'’s health as hav-

§ ing a mammogram. Also, a diagnosis
| of breast cancer puts us at greater
1risk for developing colon cancer. 1

| would think you’d want to encourage
4 the women who read your magazine

to be screened for colon cancer

¥ instead of scaring them away.

Gall Estes
Via E-mall

I have to admit that I have not read
the entire “My Visit To The Tush
Man.” T wish I had access to it.

I am disappointed in what I did read
on your website of sigmoidoscopy as “a
modern torture device.” (Editor’s note:
MAMM’s website picks certain stories in
the magazine to highlight each month.)

For many continued on page 11
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Tuesday, Sentember 12,2000
[ (b)(6) j

NY, NY 10024

Dr. Karen Antman
.Columbia Presbyterian Medical Center
177 Ft. Washington Ave.

NY, NY 10032

Dear Dr. Antman,

Your letter arrived in our summer mail. It was thoughtful of you to follow up
with the citation from a medical textbook. Although I would not want to minimize any
recurrence, I found the data cited from 1978 and 1981 quite old. I would be very

interested in reading more recent statistics about local recurrences, which include more
effective protocol treatments.

I took the liberty of photocopying and including the consent, which I had signed.
As you can see sensory and motor neurotoxicity are not separately identified on this
form. A statistic of three out of ten women affected by any neuropathy was cited. If
had been advised prior to the administration of the high dose Taxol that the statistic was
nine out of ten women, I would have been much more suspect of taking Taxol in high
doses, and probably would have changed my mind about participating in the clinical trial.
Dr. Vahdat and the nursing staff who explained the protocol really minimized the dangers
stating, ‘I was young and healthy and should be fine.’

In reference to your statement about the causes of neuropathy, the only reason I
have neuropathy is because of the Taxol induction. There might be other reasons why
some people have neuropathy, but mine was solely caused by the high dose

chemotherapy administration. 1 had no feet, knee, leg or back problems prior to that
time.

To address your remark about contacting Dr. Vahdat, my whole hospital
experience at Columbia was really awful. I believe she is aware of this, which is possibly
partially why she did not even see me during my final visit when my chest wall catheter
was removed. She is a good doctor who is under a great deal of pressure to enroll
successful patients in her clinical trials. The following points will address the problems:

1) My chest wall catheter was inserted poorly by an inexperienced doctor
and it seems like it leaked Taxol. Even afier the catheter had been
removed two weeks following treatment, I was unable to lift or move
my right shoulder and arm for two months.

2) During my 24 hour Taxol infusion I was moved from one hospital
room to another. In between I was left alone in the hall waiting for a
neurologist to perform an EMG on my hands, after the infusion had
already begun. My wheelchair tipped over probably from the weight



of things hung on the back of the wheelchair, I fell out of it, and the
Taxol bottle fell on the floor which was connected to my IV,

3) Dr. Thomas discharged me without my filled prescriptions and no
emergency supply of medications. When we attempted to fill them at
our local pharmacy they were unable to be filled, because narcotic
medications are only dispensed at Columbia or Sloan Kettering
Hospitals. It would have been better for the hospital to fill those
prescriptions or at least inform us of this information.

4) I'was discharged too early. It would have been better to be under
medical care in the hospital, instead of at home when reactions started
escalating. It was very frustrating trying to contact Dr. Vahdat to
describe fevers and symptoms, change medicines and treatments.
Visiting nurse care did not begin immediately and there was an
enormous problem with the blood agency that was not trained to draw
bloods from the catheter, instead insisting on puncturing my vein!

5) When I was in the hospital from Thursday to Monday, the Saturday
night ‘nurse from hell” who was instructed to give me pain medicines
would not. He was vindictive stating I needed to tell him which
medicines I wanted, when I was delirious from the Taxol?!. He was of
danger to patients. The next week I advised Dr. Vahdat about him, she
shrugged stating she had no control over hospital nursing. I found that
quite remarkable considering that this is a federally funded program
with guidelines about fragile, cancer patients. In addition, I was not in
isolation, but placed in a room with a young, noisy woman with
stomach problems who had an enormous amount of dysfunctional
family visitations. Why was I not in isolation if I was so open to
disease? infectivn ?

6) After discharge I had to return to the hospital four days later due to
Taxol gas blockage in my intestinal area. Although I had barely eaten
in two weeks, I appeared five months pregnant. When a barium enema
and CAT scan ruled out obstructions, I again was sent home with no
advice except, ‘It will take time to heal.’

7) When the terrible side effects from Taxol continued to persist over the
summer of *98, Dr. Vahdat offered no solutions. Not till I spoke with

“Dr. Kornfeld, from the Institutional Review Board, did she suggest |
see Dr. Balmaceda, whom I saw three times — each time waiting
inordinate amounts of time without any solutions.

8) Lastly, I received a copy of a letter during the summer of *99 stating
my MRI and CAT scans were being returned to my radiologist’s
office. As you can see from my notes on the enclosed copy, they were
never received by Dr. Jacob’s office. Is it not unusual that those films
were never received or returned?

I realize that you believe high dose chemotherapy saves women lives that have
Breast cancer, but so far it is not proven. I certainly hope it has extended my life,
especially considering the Taxol side effects of pain in my feet, knees, legs, and back



which continue to be with me all the time. I hate to think that I went through such a trial
for naught. I felt your sincerity at the SHARE meeting in June 2000 with your attempt to
help me gain some emotional closure on this HDC treatment, but the bottom line is that

am left with severe neuropathy pain from medical treatment which the doctors do not
know how to heal.’

My initial reason for contacting Dr. Kornfeld of the Institutional Review Board |
was to see if there was anything anyone could do to help heal my medical problems. I
also desired to improve relations between hospital, doctors, and patients, so other women
would not need to suffer and experience what I had. I still feel that it would be valuable
to have a cancer patient/advocate working with the IRB and hospital administration on
‘%‘vprotocols involving delivery of services and patient relations. I would be available to

help that occur. =

I have included two articles, as well as my response, which have cited my medical
case. Thank you for reading these words. 1 pray each day for breast cancer cures, so my
daughter and her generation will not have to face this disease. Thank you.

Sincerely,

Sherri Heitner-Margalit

cclindavahdat
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We have returned your films: the Bone Scan from April of 1998, the CT of the
Chest, Pelvis, and the Abdomen also from April of 1998. and the MRI taken in March of
1998 to:
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121 East 60th Street _
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HERBERT IRVING COMPREHENSIVE CANCER CENTER

Columbia-Presbyterian Medical Center

Karen Antman, M.D. - -

Wu Professor of Medicine

Chief, Drvision of Medical Oncology

Director, Herbert Irving Comprehensive Cancer Center

Sherri Marpalit
I ~ (b)6) ]

NY, NY 10024

July 2, 2000

Dear Ms. Margalit:

As you specifically requested, enclosed is the section from the textbook breast diseases on local
recurrences. . '

You had a number of questions regarding your case that cannot be answered publicly. One I remember
was the incidence of toxicity with taxol in our study. I believe you have a copy of the consent form.
Note that sensory and motor neurotoxicity are different and the risks of each are separated. Almost
everybody gets the sensory toxicity (“severe numbness and tingling”). If Dr. Balmeceda said that 9 of

ten get toxicity, she was probably referring to sensory toxicity. Motor toxicity (actual muscle weakness)
is much less common.

Some people with neurotoxicity also have other reasons, painful but not related to taxol, for having

neuropathy.” Most common would be a disk problem leading to pain running down the leg or even
muscle weakness.

You might consider calling Dr. Vahdat to ask your questions directly. She cannot answer your questions
in public, but certainly can answer them to you directly in person or by phone.

Sincerely, -

A )

Karen Antman, M.D.

College of Physicians & Surgeons, Columbia University
_ MHB-6-435, 177 Ft. Washington Ave., New York, NY 10032
Phone (212) 305-8602 « Fax (212) 305-3035 « Email: khad@columbia.edu
An NCI Designated Comprehensive Cancer Center
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Other series usually support,56-64 occasionally re-
fute,” these findings. Thus, even patients with only small
amounts of clinically evident disease may have fairly wide-

spread subclinical deposits in the chest wall and regional
lymph nodes.

PROGNOSIS AFTER DEVELOPMENT
OF LOCAL RECURRENCE

Despite aggressive local treatment, almost all patients with
an isolated local recurrence will eventually develop distant
metastases. The S-year overall survival rate is zero to 50%,

Iable 20-1
Sites of Further Local Recurrence

No Elective
Site Radiotherapy Radiotherapy
Chest wall* 43% (17/40) 8% (1/13)
Supraclavicular nodest 28% (17/60) 7% (2/28)
Axillary nodes 6% (5/78) 6% (2/31)
Internal mammary nodes 4% (3/82) 0% (0/36)

P<0.02 (X2 test).
1p<0.025.
(Adapted from Bedwinek JM, Fineberg B, Lee J, et al: Analysis of failures fol-

lowing local treatment of isolated local-reglonal recurrence of breast cancer.
Int J Radiat Oncol Biol Phys 7:581~585, 1981)

with 10-year survival from zero to 33% (Table 20-2). The
more recent series have higher survival rates, possibly be-
cause of better staging (excluding patients with occult dis-
tant metastases) and perhaps because of more effective
systemic treatment after the development of metastases. The
median survival time for patients with isolated local recur-
rence is 2 to 3 years. However, only a fraction of these
survivors will be free from further disease altogether. In a
series of patients treated from 1968 to 1978 at the Joint
Center for Radiation Therapy (JCRT), 5- and 10-year actuarial
survival rates were 50% and 26%, but freedom from distant
metastases after local recurrence was 30% at 5 years, and
only 7% at 10 years (Fig. 20-1).*® Occasional patients have
enjoyed extraordinarily long disease-free intervals after
treatment of local recurrence. Patients surviving without
disease 15 years and 21 years™ after treatment with radiation
therapy have been described, and two 61Patient:; are rePorted
alive and without disease at 13 years™ and 24 years*® after
radical surgical procedures following recurrence. Even
these patients may ultimately succumb to breast cancer.
Morton* described a patient who had a local recurrence 16
years after treatment (and apparent cure) of a chest wall
recurrence.

Several factors have been proposed as influencing the
disease-free interval and length of survival time after the
discovery and treatment of an isolated local recurrence.
These prognostic factors seem similar to those determining

survival of patients presenting with distant metastases.
Among these are the intamrl oo o« Ay
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BY CAROL MILANO g
When Pat Barr was first N
treated for breast cancer ig
1987, a member of 4
medical research team made
a special request: Would
she consider participating in
a clinical trial on tumor

‘recurrence located at Beth
Israel Hospital in Boston?

Clinical investigators were
conducting the trial in an
effort to find a blood marker
that would indicate recurrence,

Barr would be required to
give blood for severa] years.
“I said, “Thank God people

are studying this disease,’ ”

JANUARY 2000 MAMM 37§
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s Barr, a lawyer and member of the board
of the National Breast Cancer Coalition. Since
then, Barr has participated in three nondrug-
related clinical trials—on stress reduction,
genetics and mother-daughter linkages. “I
don’t want the next generation of women to
have only the choices now available, which
everyone agrees are inadequate,” she says.

Although Barr believes her clinical trial expe-
riences have been positive, not all participation
in clinical trials is that way. Valid concerns may
arise. If you join a trial, are you advancing the
cause of science? Or are you merely a guinea
pig caught in a laboratory maze?

For a sertous understanding of the benetits
and uses of clinical trials in cancer treatment,
vou may need to answer many more ques-
tions: What are the goals of the research?
How does it relate to your health and stage
of cancer? What are the potential benefits,
risks and costs?

Clinical trials, sometimes called research protocols or inves-
tigational trials, are the means by which new medical
drugs, treatments and theories are analyzed scientifically.

Most cancer-related clinical trials test drugs. Others may
research surgical techniques, epidemiology, behavioral pat-
terns, environmental influences, clinical outcomes or the
effects of nutrition, exercise and other factors on cancer
prevention, recovery or recurrence.

Cancer treatments are tested on groups of people before
they are recommended for general usage. Through carefully
structured and controlled clinical experiments, the research
provides evidence to determine whether a new treatment is
valuable for patient care. For example, a 1985 clinical trial
sponsored by the National Surgical Adjuvant Breast and
Bowel Project (NSABP) showed lumpectomy in combination
with radiation had the same five-year survival rates for Stage
I and Stage II breast cancer patients as mastectomy. Now
lumpectomy is an important option for most of these women.

Clinical trials on drugs begin with patients only after lab-
oratory tests on animals have shown benefits. The trials are

T OF U.S, can

divided into phases that involve a widening pyramid of
participants. As the research successfully passes through
one phase, it moves into the next,

Phase 1 trials of drugs are toxicology studies. Two or
three dozen patients in specialized centers receive the new
treatment to determine a tolerable dosage level. Risks may
be greater than in later phases, and participation generally
is appropriate only for those in advanced stages of cancer
who are not responding to other treatments. A Phase I par-
ticipant might experience no benefit from the drug
because the dose is so small, or might suffer harm—some-
times severe—because the dose is too high.

Phase II drug trials determine efficacy: They are
designed to find out if there is any beneficial effect from
the drug. For example, do tumors shrink? These trials
expand the patient group to a larger number of individu-
als at several cancer centers to better establish a well-tol-
erated and useful dosage.

With proof of effectiveness, the research process moves
on to Phase III, or comparison studies, to determine
whether the treatment is equal to or better than existing
treatments. Phase III trials may include thousands of
patients at hundreds of sites. Patients are divided into two
groups. One group of patients receives the best available
treatment, sometimes called the “gold standard.” The
other group or “arm” receives the new treatment that is the
subject of the clinical test. The two groups are then com-
pared and the efficacy of the new treatment measured.

Clinical investigators screen participants and apply strict
eligibility rules, customized to each trial. To remove any
possibility that the researchers might skew the results, even
unconsciously, the assignment of patients to the two
groups or “arms’ is done at random. In addition, the
majority of Phase III experiments are double blind—nei-

CER PATIENTS PARTICIPATE IN Cl

ther researchers nor patients know who is receiving which
treatment.

Because cancer is often a life-threatening ilness, clinical
trial participants rarely receive a placebo—a sugar pill, for
example, masquerading as a real drug—though placebos are
used frequently in other drug trials. “It would be uncon-
scionable to withhold treatment if there were some method
that might be of benefit,” says Harold Moses, MD, director
of the Vanderbilt-Ingram Cancer Center at the Vanderbilt
University Medical Center in Nashville, Tennessee.

When the treatment is non-invasive, involving neither
drugs or surgery, the research may go directly into Phase 1II
clinical trials. These tests might seek to measure the role of
exercise, nutrition or stress on recovery or recurrence.

Many studies are lengthy and track participants for five
years or more. In the United States, some 400 cancer-related
trials are under way through about a dozen major coopera-
tive groups of researchers primarily funded by the National
Cancer Institute (NCI), with another 600 studies organized
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IMPROVING FUTURE TREATMENT. Most cancer advocates and
medical experts see clinical trials as vita] to secure better
care in the future. Right now, fewer than 5 percent of
breast cancer patients participate in them in the Unjted
States, compared to 70 percent enrollment in Scandinavig.
Vincent DeVita Jr., MD, former director of NCI, says that
if even 10 percent of cancer patients joined in clinical trj.
als, the enrollment process could be completed within

TRIALS IN THE u.s,, 'COMPARED TO 70 PER

one year, instead of three to five years. Thus, the effec-
tiveness of a new therapy could be Jearned fairly quickly.

Specific populations are generally underrepresented in
clinical trials, especially older women and people of color
(See related Story, page 14). Research reported in 1999 by
Kathy Albain, MD, chair of the Committee on Women and
i i the Southwest Oncology Group
(SWOG), one of the cooperative research groups that
works with NCI, found only 25 percent of clinjcal trial
patients in the mid-1990s were people over 65, despite the
fact that 63 percent of people with cancer at that time were
in that age category. There are conflicting analyses on the
Participation of people of color. A recent trial on the use of
amoxifen for risk reduction had too few African American
articipants to provide sufficient information on benefirs
o that population group, according to Lisa Newman, MD,
ssistant professor of surgery in the department of surgical
ncology at the University of Texas MD Anderson Cancer

e

Center, But Dr. Albain’s research for SWOG did nor find

significant underrepresentation of African Americans or
women in clinical trials.

SECURING HIGHER QUALITY CARE. Doctors involved in clin-
ical trials often work ar top medical centers. Participating
patients are monitored carefully and frequently. “Women
in clinical trials—even if they don’t get the new treatment—
receive better care than other women,” says Cindy
Pearson, executive director of the National Women’s

Health Network (NWHN).
For breast cancer survivor Sandra--Zook:Eisdﬂer,..emoﬂing

in a trial brought an immediate benefir, In 1998, Zook- ’\’i

Fischler participated in one that tested nine women with
three different vaccines designed to prevent recurrence.
“During careful pretrial screening, a recurrence was found,”

says Zook-Fischler, an education specialist. “It might not
have been found without the clinical trial.” She was treated
with radiation and was then included in the study.

DETERMINING THAT THE RISKS ARE MINIMAL. When the tri-
als are non-invasive, such as the ones in which Barr partic-
ipated, there may be no attendant health risks.

The vaccine trial in which Zook-Fischler took part “had
no downside risk, just some minor tolerable side effects,”
she says. Measured against the possibility of helping other
women, she was willing to take the chance.

In some cases, women who have cancer in an advanced
stage believe their participation in clinical trials will be use-
ful to researchers. For patients diagnosed as terminal, clin-
ical trials may offer a chance to do something meaningful
at the end of their lives.

PAYING TRIBUTE T0 THOSE WHO HAVE HELPED IN THE PAST,
NWHN’s Pearson says that the lumpectomy trial that has
saved many women from mastectomy involved “unbeljey.-
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l_-'_ not: take into
account the patient’s -
; _quallty of life during the-

_ -, extended. period . of - treat--
4 -ment—comfort pam moblhty or ability to eat, read, work.
Activists ‘want ‘to. know whether -driigs improve survival
rates and how drugs r_nEF people feel.-Says. Maryann

" Napot;—assoctate—direcror-of the Center for. Medical
"Cfnsumets, -1n-some cases, ‘a drug would make your- uxe-
¥ ‘miserable; althou gain-a couple of weeks on it.”
’ TENTIAL . BENEFITS OUTWEIGHED BY COSTS. Even in
'_Phase ITI clinical drug trials; there are no- guarantees that
the drug will bé better than, or.-even as good as. the con-
.'Venuonal treatments. . L
_'.Bette Crigger, :an edxtor at. The Hastmgs Center a
' bioethics think tank in Garrison, New York, cautions that
; - women must: reahze the expenmental nature of clinical tri-

: '-il Researchers hope their work will benefxt people some-
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HIGH DOSE

QUALITY OF LIFE CONCERNS IGNORED

Earlier this year, preliminary results
from five studies on High Dose
Chemotherapy (HDC) were reported
at the American Society. of Clinical
Oncology (ASCO) conference. Four
studies found HDC had no significant
benefit over conventional chemother-
apy. The fifth study showed consider-
able benefit, but only 154 women were
enrolled in it. Before these results
came in, more is better seemed a sen-
sible approach. But from my perspec-
tive more is much worse.

What these reports didn't tell us is
that HDC is the hands-down champ for
most horrific treatment in cancer care
today. In 1995, at age 45, I underwent
HDC as a “very high risk” patient. My
pathology report noted a 2.5 centimeter
invasive carcinoma tumor with five pos-
itive nodes; oncologists told my family
and me that I had a very aggressive can-
cer. A substantial number of us who get
this type of breast cancer die of it, as my
mother did at age 40. Many doctors rec-
ommended a new cutting-edge treat-
ment using HDC. Little was published
about it, but we learned there was a six-
to 12-month recovery. The death rate
for the procedure was supposed to be
less than 3 percent and HDC would
increase my chance for survival by 25
percent, doctors said then. (New
reports put the death rate at about 5
percent.) I decided to undergo HDC
because the standard treatments were
not showing improved survival rates.

1 had a tough time with the four

MAMM ' SEPTEMBER/OCTOBER 1999

rounds of induction chemo: Apart
from their usual side effects, the drugs
caused muscle atrophy, and bone and
joint pain. I could barely walk and fell
often. By the time I underwent HDC, I
felt extremely frail. The 21 days in the
hospital were spent sleepless and in
unrelenting pain and misery. Friends
and family have told me that my
appearance was frightening. For the
next two years, nothing felt good and
nothing worked quite right. I suffered
a clinical depression caused by the
chemotherapy drugs and was unable to
read, make decisions or handle simple
problems. One morning, several

my feet and how far I have to walk.
Climbing stairs leaves me breathless
and my heart pounding. I've talked to
several survivors treated with HDC;
many of their experiences mirror mine.

There’s clear evidence of HDC's
benefit in treating lymphomas and
leukemias. While still unproven by
clinical trials, HDC was accepted by
the oncology wotld and most insur-
ance companies as a treatment for
metastatic breast cancer and for
women at very high risk of recurrence.
A wise approach to the reports on
HDC would be to consider the overall
survival rates of the women in the
studies for a longer time period than is
currently available before making a
definitive decision. I don’t believe
women should continue to undergo
HDC until there’s longer follow-up
time on the five studies. I would sug-
gest that anyone undergoing HDC do
it as part of a clinical trial. Insurance
companies should be required by law
to pay for medical costs in clinical trials
and should stop paying for other
unproven/experimental treatments.
Ultimately, both patients and insur-
ance companies would benefit.

I'm at peace with my decision in
1995 to be treated with HDC, but after
reading the reports from the ASCO
conference, I wouldn’t make the same

“People with cancer care about overall survival. ... We

live with a chronic disease and need less toxic treat-

ments that allow us to lead relatively normal lives.”

months after HDC, my husband told
me to get dressed so he could take me
for a walk. Twenty minutes later he
found me sitting on the bed trying to
figure out which one of 12 pairs of
identical white crew socks to put on.
It’s four years since HDC, and I'm
still struggling with long-term, possibly
permanent side effects. Pain, balance,
memory, neuropathy (nerve pain), cog-
nition (ability to read, comprehend and
remember it), stamina and fatigue
loom large in my ability to get through
the "day. One foot has neuropathic
damage that requires orthotics, sneak-
ers and limited walking. I plan my
activities by how long I'll have to be on

BT e Y
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choice today. If HDC doesn'’t give us a
significant increase in overall survival,
the terrible deterioration in quality of
life simply isn’t worth it. People living
with cancer aren’t very interested
in tumor reduction and disease-free
states. We care about quality of
life and overall survival. We live with
a chronic disease and need less
toxic treatments that allow us to lead
relatively normal lives. This is the
crucial lesson breast cancer advocates
must continue to teach to clinicians,
researchers and those who determine
what types of research are funded.

——BY ANNE GRANT————
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Dying for a

BY SHEILA KAPLAN AND SHANNON BROWNLEE

o lawyer in town would touch the case. After all,
Elyse MacEwen had a deadly cancer. The fact that

doctors gave the 2-year-old an experimental reg-

imen of drugs without her parents’legal consent—

and that the subsequent infection stopped her heart—was
certainly tragic. But as a lawsuit, it looked like a loser. After
all, wouldn't Elyse have died anyway?

Bill and Christine MacEwen will
never know. When Elyse was diag-
nosed with rhabdomyosarcoma, a rare
form of childhood cancer, the family
raced to the University of Califor-
nia-San Francisco. There, doctors of-
fered three choices. The MacEwens
could do nothing, and Elyse would
die within two months. They could
remove her bladder, reproductive or-
gans, and surrounding tissue, and fol-
low up with chemotherapy. Or they
could try something new: an aggres-
‘sive combination of drugs described
as the most up-to-date treatment
available. They chose the new drugs,

which, Christine recalls, the doctors
said could cut the tumorin half. It was
only after Elyse’s three-day therapy
was finished that the MacEwens were
asked to sign a consent form. The treat-
ment, the form explained, had not been ap-
proved by the Food and Drug Administra-
tion. “It was at that time,” the couple wrote
federal investigators, “we came to realize
that this treatment was experimental, and
standard treatment was available.”

The standard treatment—surgery fol-
lowed by chemotherapy—was not only
available, but it was nearly always suc-
cessful. “It’s tragic,” says J. Thomas Puglisi,
director of human subject protection at

TINY VICTIM. Elyse MacEwen, 2, died while enrolled in
a cancer drug trial. Standard treatment was available.

the federal Office for Protection from
Research Risk. The OPRR, a branch of the
National Institutes of Health, oversees the
safety of participants in federally funded
research. “It’s very clear to me that the par-
ents didn’'t understand the great risk of the
research and the success rate of the stan-
dard treatment.” The UCSF case was
Puglisi’s first major investigation, nine
years ago. He still thinks about it. His
report concluded that the UCSF doctors’
consent process failed to properly in-
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form the MacEwens about a better option
that may have saved their daughter, ne-
glected to tell them the purpose or risks of
the research, and did not inform them that
the drugs to be used were experimental.
The doctors never even reported Elyse’s
death to their overseers at the universi-
ty. Officials there called the failure to
obtain the couple’s proper consent “a re-
grettable lapse.”

Nobody knows how often such lapses

occur. No government agency tracks how
many people enroll as test subjects in
trials. No one knows how often patients
are helped or harmed. “We don’t know how
many people emerge unscathed,” says R.
Alta Charo, a member of the National
Bioethics Advisory Commission, a
presidential panel appointed to study
the issue.

There are clues, though. Buried in
hundreds of audits by the FDA, the
National Cancer Institute, and OPRR,
they point to a pattern of problems.
The audits, many of which have never
been made public, were obtained by
U.S. News under the Freedom of In-
formation Act. A review of these
records, plus interviews with scores
of researchers, regulators, test sub-
jects, and their families, shows that
the rules developed to protect re-

“search subjects are regularly ignored.

Worse, critically ill patients, des-
perate for any chance of survival, are
sometimes led into studies that ex-
acerbate their conditions or hasten
their deaths—sometimes, as with the
MacEwens, without even knowing they are
test subjects.

The extent of the rule-breaking in clini-
cal trials is vast but hard to measure. The
FDA's record-keeping system does not make
it possible to search for cancer trial audits.
The magazine's review of approximately
1,000 FDA spot-checks of all types of trials
from January 1996 through June 1999
found these citations: 213 researchers failed
to obtain proper consent from subjects,
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~ ofastudy or to describe alternatives

364 failed to stick to their approved re-
search plan, and 140 did notreport adverse
reactions from test drugs. OPRR investi-
gators found an additiona) 50 institutions
violating what are known as “human sub-
Ject protection laws”in cancer trials alone.
The National Cancer Institute’s audits of
its own trials from 1995 through Septem-
ber 1999 found one third of the
23,455 cases reviewed had notewor-
thy problems. A more detailed re-
view of recent federal investigations
of cancer trials from more than 100
institutions found stil] more prob-
lems. Among them:

B Researchers neglected to record
Or report serious adverse reactions
to experimental drugs—including
deaths—thus Jjeopardizing the safe.
ty of subjects remaining in the study.
B Patients were coerced into waiv-
ing their legal rights in case of
malpractice.

W Researchers placed patients in tri-
als that were medically inappro-
priate, which may have reduced thejr
chances for survival,

W Institutions allowed researchers
who had financial interests in can-
cer studies to conduct reviews of
those studies, in violation of feder-
al regulations. :

B Doctors fajled to accurately inform
Patients of the benefits and risks

that might be more efficacious.

CANCER DOC. Two women died in Lee Rosen’s cancer drug trial at UCLA. Consent forms said they

Why cancer patients often
turn to risky, experimental
treatments—and wind up
paying with their lives

Research Misconduct,” Army auditors | noted many of the same problems and ex-
wrote that Salazar fajled to report the | pressed concern that he was sti]] doing re-
deaths of numerous patients in his drug | search. Hospital spokeswoman Beverly
trials, enrolled more people in trials than Chidel said no patients were harmed. “The
was permitted, neglected to obtain prop- .| eventsin question were officially reviewed,
er consent for patients or switched treat- | and all the issues were addressed,” Salazar
ments without telling them, exceeded | said. The hospital suspended the trials;
his authority to conduct research, ran | Salazar works on research there as a col-

.

“We give better protection to dogs would be watched closely for any side effects. Rosen believes that the drug, in low doses, is safe,

than to people,” says C. Kristina Gun-
salus, associate Provost at the University
of Illinois—Champajgn-Urbana and a con-
sultant to OPRR.

Some of the cases documented in the
records are chilling, At Walter Reed Army
Medical Center in Washington, D.C, two
federal investigations found that neurol-
ogist Andres Salazar violated basic research
rules in brain cancer and multiple scle-
rosis trials. In a report written.July 17,
1996, labeled “Forma] Investigation into

HANS GUTKNECHT—L0s5 ANGELES DALY NEWS

trials beyond their permitted time peri- laborator, Says one investigator who
ods, and “chose to avoid peer review and | worked on the case, “Many subjects died;
command review of his research practices.” | it wasn’t reported. We don’t know if it was
The report to Walter Reed’s comman- | the drug or the disease.”
der from Army investigators found that Clinical trials are supposed to answer
Salazar “did engage in scientific miscon- such questions. The Fpa requires drug
duct. ., exposing patients to potential | manufacturerts to perform clinical trials
harm” and concluded that “these breach- | on all experimental drugs, first to test thejr
es of responsible research behavior pose toxicity and then to test whether they work.
unacceptable risks to patients.” The OPRR, | Doctors give some patients experimen-
which conducted its Own investigation, | tal treatments and compare the outcomes

U.S.NEWS & WORLD REPORT, OCTOBER 11,1999 35




“INVESTIGATIVE REPORT

with those of patients on standard ther-
apy. Currently, there are about 1,550 Na-
tional Cancer Institute trials and, the FpDA
estimates, at least 2,000 more sponsored
by drug companies.

Medical research has led to huge ad-
vances in medicine and has saved count-
less lives. But the culture of clinical tri-
als is also plagued by conflicts of interest.
Drug companies pay doctors handsome-
ly—sometimes as much as $6,000 per pa-
tient—to test new drugs. Academic re-
search centers and hospitals increasingly
rely on payments from private-sector
sources to augment federal funds.

Doctors who run research trials, mean-
while, may play dual roles, as researcher
and caregiver. “You are trying to serve two
masters,” says Joan Rachlin, executive di-
rector of Public Responsibility in Medi-
cine and Research, a trade group for in-
stitutional review board members. “The
patient and the family think you're Dr.
Welby, and your department chair and
your colleagues think you’re some giant
hero-who is going to bring in grant money
and publish and bring glory to the field.”

Shut down. Records and FDA sources sug-
gest the biggest problems are at high-
volume, high-pressure institutions where
pressure to do research is intense. Last
month, the FDA shut down clinical trials
at the University of Colorado Health Sci-
ences Center in Denver. In May, the OPRR
halted 2,000 medical trials at the presti-
gious Duke University Medical Center,
where auditors found dozens of violations
of human subject protection laws, in-
cluding failure to advise subjects of the
“purpose, risks, and benefits of the re-
search” and failure to monitor studies
for side effects. After promising to fix
the problems, Duke was allowed to restart

ngh- risk
ince April, when re-

 searchers first leaked:... .
word that high-dose. . ...

no more likely:to cure breast
cancer than standard treat- .
ment, women who suffered
through it—and the families -

have wondered: Why were at’

to this harrowing and expen- "

it probably doesntwork? o

without the"rewards

*'Credit desperate patlents -
-and'a few powerful figures-in: *
-the field of breast cancer re- : -
chemotherapy (HDC) appears | -search who convineced thelr
| colleagues and the news
| media that they had found® ™ |1k
" the cure. As far back as 1990, " |-
. }for example, William Peters,
of patients who died from’ 1t— | pioneer in the'field, testified
that HDC “is. nelther experi-~
least 18,000 women subjected . mental nor mvestlgat]onal"
' | and “has over the years |
sive treatment to find out that | proven itself to be an effectlv
cancer. therapy B

its trials. In March, OPRR inspectors closed
the West Los Angeles Veterans Affairs
Medical Center for serious deficiencies,
including failing to obtain consent from
patients before heart surgery.

Failure to obtain proper consent from
participants in trials is a recurring prob-
lem. At the University of Arizona, auditors
of several gynecological trials wrote: “Con-

sent [form] did not describe the [surgi-

cal] procedures involved, was altered after
the signature was obtained, or had a ten-
dency to obfuscate rather than inform. The
reviewers are at [a] loss to try to convey
the seriousness of these problems.”

Inaccurate reporting of results is an-
other problem area. After receiving an
anonymous tip, the OPRR opened an in-
quiry into the deaths of three children in
aleukemia trial earlier this year at St. Jude
Children’s Research Hospital in Memphis.
In a July 16 letter to hospital director
Arthur Nienhuis, the OPRR noted that St.
Jude’s failed to report the deaths to aver-
seers. The hospital also permitted peo-
ple involved in the research to decide
whether it should continue after the first
death, the OPRR said. Its inquiry prompt-
ed St. Jude to suspend the trial. Nien-
huis acknowledged that the test drug con-
tributed to the deaths and said if the trial
resumes, treatments will be amended to
be less toxic. He also said the hospital has
developed many of the best cures for chil-
dren with leukemia. Nienhuis said a fol-
low-up report found no fault on the part
of the hospital, but St. Jude’s declined to
release the report. The OPRR says its in-
vestigation is continuing.

When a trial goes awry, the effects on
participants can be frightening—and long-
lasting. When Cheryl Arens was wheeled
into the operating room for brain surgery
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' have hever used the word
‘cure.’” Bt many patients
-andtest subjects—and doc-_
tors—didn’t seem to notice.
i _The' few_c_autlonary voices,

: 'ngh-dose chemotherapy
id make mtumve sense. If a’

K i"'httle chemotherapy could kill
| 'some cancer cells; a lot ought

‘to’'do even better The down-

" *| side: Big doses of cancer- -

killing drugs throttle the
body’s immune system, leav-

'|'ing patients vulnerable to -

deadly infections, internal

| bleeding, and strokes. As’

many as 1in'5 women died,
not from their h_1mors but’
from the treatment_vltself

| for HDC: rose, | hospitals were

“only too happy to provide it,
.chargmg anywhere from:

- '$20,000 to $200, ooo per
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er legal consent. The doctors’
goal in administering BUDR,
an inspector wrote, was not to
help Arens but to test the drug.
She sued. The university set-
tled for about $15,000. No-
body really knows if she was
harmed by the BUDR dose.
Arens says, “I would like to see
the system fixed.” A spokesper-
son for UCSF said that the uni-

. versity has revamped its re-
view program to avoid future
problems.

The system is better than it
was in the bad old days. In the
1960s and 1970s, veterans
were injected with plutonium;
doctors withheld treatment
from black men enrolled in
the 40-year Tuskegee, Ala.,
syphilis study. Public outrage
over such abuses spurred the
federal government to adopt
regulations to protect people
whose willingness to partici-
pate in medical research ben-
efits the rest of society. The
government rules stipulate
that participants must under-
stand that they are research
subjects and must be informed of all the
benefits, alternatives, and risks.

The concept of informed consent is the

heart of the patient-protection ethic. In- |

formed consent forms, which must be ap-
proved by each institution’s review board,
give prospective participants details about
each study. But do patients understand
the forms? Do the forms say one thing
while a recruiting doctor says another?
“The discussion with the physician isn't
taped,” says Henry Friedman, an oncol-
ogist at Duke University. “The doctor says,
‘Tknow there are other options, but there’s
- nothing else out there that’s right for you.’

I am told all the time by patients that their |

physician didn’t tell them

about other options,”
==Comnsider Sherri Mar-
galit. A jogger and vege-
tarian, she suffered a re-
currence of breast cancer
after nearly five years in
remission. Margalit con-
sulted several oncologists.
Her chances of survival
were excellent, the doctors
said, with surgery, radia-
tion, and normal doses
of chemotherapy. Others
weren't so sure. Margalit
needed more aggressive
therapy, they said. Linda
Vahdat, a Columbia-Pres-

3
I
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byterian Medical Center researcher, was
among the latter. She was conducting a
clinical trial of high-dose chemotherapy,
an experimental therapy widely used for
breast cancer despite the lack of evidence
that it works (story, Page 36). Margalit
says Vahdat told her that her cancer
was at an advanced stage and that high- |
dose chemo was her best shot. “[She] 1
scared me to death,” Margalit recalls. “She i
said the word ‘cure’. . . this was the only
thing to do.”

“Numbness.” The procedure ended in
pure agony. Soon after beginning a round
of the drug Taxol, Margalit’s stomach
swelled with gas, a toxic byproduct of the !

- uww‘ drug. Margalit suffered sear-
ing pain all over her body, a

WATCHDOG. Marianne Elliott, a former compliance chief overseeing
clinical trials, says researchers often fail to report drug side effects.

| patients are well informed of the risks and
| uncertainties inherent in research. Vah-

i limited to avoid overwhelming patients

' “We prefer to say, ‘long-term survival,’ ” b
§

condition known as neuropa-
thy. Itis caused by nerve dam-
age. Columbia’s consent form
had warned that Taxol could
cause temporary “numbness
and tingling” in the hands and
feet—and, rarely, difficulty
walking. Margalit’s condition |
was so severe that she wasun-
able to walk for six weeks after
{1 dropping out of the trial. She

1 was dismayed to discover that
a bulletin circulated by

| manufacturer Bristol-Myers
Squibb warned that the con- [
dition could be painful—a. |
point omitted from Columbia’s
consent form. She believes the 15
| researchers downplayed the g

potential side effects while em- /4
phasizing her chances of being
cured. “They never mentioned té
| I'dbe crippled,” she said. “If I }
had been advised of this pos- fj
|| sibility, I would have taken my;
i chances with [standard ther-r
| apy].” Margalit's cancer is now
in remission; she is walking,
but only after physical thera-|
py. “I'm not like I was,” she says. Pé

Columbia University officials say their

dat says she never used the word “cure.”

she said. Still, she said, for those most
ill, “a clinical trial is always a patient’s best
shot.” Donald Kornfeld, head of Columbia
University’s review board, says the list of
side effects written on the consent form is

with technical data. But does high-dose
chemotherapy offer better long-term sur-
vival? Most experts don’t think so.
Review boardslike Kornfeld's have one
overriding objective: to

TRIALAND

ERROR. Joan Lobenfeld (left) and

Ginnie Fox (with hushand, Steve) both died in a
trial of a potential cancer drug. The doctor run-
ning the trial called their deaths “unfortunate.”

rotect research subjects.
ut sometimes theirwarn-
ings go unheeded. Last
January at the University
of Illinois~Chicago, 10
members—nearly two
thirds of the review
board —resigned after ad-
ministrators failed to ad-
dress their concerns that
competition for grant
money was causing col-
leagues to approve risky
research, among other
problems. In August, the
review board was vindi-
cated after OPRR ordered

o A IO




the campus to suspend virtually all 1,600
of its research trials, pending an overhaul
of the university’s review system,

At the same time, review boards can be
part of the problem, approving trials with-
out fully considering the risks or tracking
progress. At Arlington Hospital in Arling-
ton, Va,, the review board permitted can-
cer researchers to show patients a consent
form marked “FpaA approved” for a drug
that hadn’t yet been cleared by the agency.
At American Oncology Resources, a Texas-
based managed-care cancer center, a con-

- sent form described experimental

high-dose chemotherapy as “treat-
ment” in more than 15 cases reviewed.
Charo, of the presidential panel on
bioethics, who served until recently
on the review board at the Univer-
sity of Wisconsin, says that some
boards rebel against what they see as
burdensome regulation: “This kind
of decision to engage in a kind of
IRB civil disobedience is an invita-
tion to chaos.”

The boards are policed by two fed-
eral agencies: the OPRR, which gov-
erns federally funded studies, and the
FDA, which oversees research by and
for private pharmaceutical firms.
They both have low budgets and
swamped staffs. The OPRR has 15
people working full time in the unit
assigned to enforce the laws designed
to protect participants in trials. The
office typically responds only to com-
plaints. The FDA visits each insti-
tutional review board once every five
years, checking a sample of research
projects for problems. When prob-
lems turn up, they often “travel in
packs,” says OPRR Director Gary Ellis,

Such was the case at the Univer-
sity of Texas Medical Branch at
Galveston. According to official
records, only three of 17 subjects
placed in an advanced cervical can-
cer trial had given proper consent.
The others had signed a form that
stated that the test drug, edatrexate,
“is an attempt to give me at least as
good a chance of response as is avail-
able to me by alternative treatments.”
In fact, the drug had not yet been test-
ed to see if it worked for cervical cancer in
people. “That leans toward being a coer-
cive statement,” acknowledges Wayne Pat-
terson, who became the university’s re-
search director after the NCI deemed the
trial “unacceptable.” The form should have
said, according to Patterson: “Although
this drug might cure my cancer, no ben-
efits can be guaranteed, and my cancer
might worsen.” The university’s institu-
tional review board had ordered researcher

.Edward Hannigan to revise the form in

1992—four years before auditors uncoy-
ered the problem—yet subjects continued
to get the older version. The consent form
also stated that subjects could not ex-
pect compensation from the university if
they were injured in the trial—the kind
of statement that bioethicists say misleads
patients into believing that they have no
legal rights. ‘

The wording of the consent forms tipped
off auditors to a more serious problem:
The drug wasn'’t working. The auditors

VIGILANT. David Bailey, suffering from brain cancer,
and found a cancer trial more suitable for himself on

noted that the one positive response
claimed for the test drug was in error. Han-
nigan concurred, and the university
stopped the trial. Asked why the univer-
sity needed outside reviewers to alert it to
the fact that the drug was failing, Han-
nigan said it can be difficult to deter-
mine a drug’s effectiveness in seriously il]
patients. Hannigan points out that the test
drug was the last hope for patients who
had failed all other therapy. The govern-

ment review, he says, prompted a “re-
assessment,” in which the university de-
cided to shut down the test because of “lack
of efficacy.” In a letter to the NCI, which
Hannigan supplied to .S, News, he called
the audit “devastating” and vowed to take
steps to prevent future problems.
Judgment calls. Another common viola-
tion of laws governing clinical trials is a
failure to report side effects of test drugs.
Once a clinical trial has begun, says Mar-
ianne Elliott, former compliance chief for
the OPRR, review boards “say, ‘OK, you're

KEVIN HORAN FOR USN&WAR

rejected the recommendation of one doctor
the Internet. His cancer is now in remission.

on autopilot.’ [They] don't do the ongoing
verification and monitoring, ”

Charles MacKay, a project officer at the
National Institutes of Health and one of
the early staffers at OPRR, says researchers
may not report side effects if it’s unclear
that the problems are caused by the
drug—or if they don’t want to jeopardize
their project. “Adverse events must be
reported,” says MacKay. “[But] it doesn’t
always happen. There are tough judgment
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calls sometimes. Somebody
might say, ‘Let’s wait and see
what happened before we get
the word out.”” .

Ginnie Fox and Joan Loben-
feld would have lived longer if
word had gotten out sooner. In
the advanced stages of ovari-
an cancer, both women enrolled
in a trial testing the safety of
SU101, a drug being developed
by Sugen, a California biotech
company that recently merged
with Pharmacia & Upjohn. The
consent forms the women
signed at the University of Cal-
ifornia-Los Angeles stated that
they would be “watched closely
for any side effects.”

Steve Fox and his wife, Gin-
nie, knew there was only a slim
chance that the drug would cure
her, but they were hoping it
might buy them a little more
time. On December 12, Ginnie
was given a dose of SU101. By
evening, Steve Fox was alarmed
at his wife’s condition. “She was
so out of it, I'd never seen her
that way,” he recalls. Fox refused
to take his wife home as sched-
uled, insisting that the nurse
contact Lee Rosen, the doctor
running the UCLA trial. Rosen
allowed her to stay in the hos-
pital. At 3 a.m. Fox again ex-
pressed alarm at his wife’s de-
teriorating condition and again
asked the nurse to page the doc-
tor. At that point, his wife was
not responsive, Fox says. Rosen
ordered tests but did not come
to the hospital until 7 o'clock the
next morning. By then, it may
have been too late. Ginnie Fox
was slipping into a coma. She
died a week later. The cause?
Cerebral edema, or swelling of the brain.
Joan Lobenfeld also died, the cause of
death the same as Fox’s.

What haunts Fox is that his wife was not
the first patient to suffer from this side ef-
fect of SU101. Sugen had received reports
from researchers conducting trials of SU101
at other sites of at least two other patients
with cerebral edema. The company in-
cluded this information in its protocols.

Doses. Rosen, who is director of the
school’s cancer therapy development pro-
. gram, maintains that it was not clear that
the previous cases of cerebral edema were
caused by the drug, rather than by the pa-
tients’ underlying illness or the way the
medication was given. He did, however,
report to his review board and the FDA that

the drug killed the two women in his study.
In a December 26, 1996, letter to Don-
ald Tierney, chairman of the UCLA review
panel, Rosen wrote, “This is a phase 1 study
for patients for whom there is no good
alternative anticancer therapy, and [who]
in all probability will die shortly of their
disease. Though we would never know-
ingly give a treatment that we believe to be
unsafe, even to dying patients, we fel[t]
SU101 in lower doses is a safe drug.”
Stephen Carter, senior vice president at
Sugen, said that since the trial was a Phase
1study, its purpose was to determine how
much of the drug could be given safely—
something that is often hard to do without
eventually causing side effects. “It would
become a dose we would never give again,”
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CRIPPLED. Sherri Margalit, a breast cancer patient, says she was persuaded to enter a trial of high-dose
chemotherapy instead of standard treatment. She says she suffered nerve damage, not walking for months.

Carter says. “When you get involved with
a cancer drug, you really don’t know what's
going to happen.” That point, he says, is
conveyed to patients. Sugen is not even
sure the earlier deaths were caused by the
drug, one official there said. Rosen says al-
though he conveyed to patients that he had
previously seen only mild side effects, he
also told them they could not know what
to expect. Yet Fox feels he and his late wife
were misled. “The consent form says they'll
take care of you,” says Fox. “You're led to
believe that you're going to be watched,
and this was certainly not the case.” Fox
sued the university but dropped the suit
when Sugen settled out of court for
$25,000. The low settlement fee does not
surprise some legal experts. “The patient
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was probably coming to an end of what life
remained. It would be hard to assess dam-
ages,” said Barbara Mishkin, a Washing-
ton, D.C,, health lawyer.

When hospitals and drug companies do
admit their mistakes, they tend to give doc-
tors only light reprimands, and the public
seldom knows what happened. In 1996,
for example, when the NCI audited neu-
rology trials at Massachusetts General Hos-
pital, the agency noted “serious noncom-
pliance” by neurosurgeon Fred Hochberg,
The NCI said that Hochberg enrolled in-
eligible patients and failed to obtain prop-
er informed consent. In addition, auditors
found that in Hochberg’s trial, a pump that
administered the drug being tested was
not giving the correct dose on “the ma-
jority of patients” in the study.

After the NCI alerted the hospital to the
problems, Massachusetts General did its
own audit. In two letters to OPRR, Greg
Koski, director of human research affairs
atthe Harvard-affiliated hospital, said that
“our investigation has confirmed the find-
ings”and vowed “very stern” action against
Hochberg. But although the hospital sus-
pended him from leading anyresearch tri-
als for two years, he continued to participate
in them. Koski says patients were not at
risk. “The issues raised . . . had to do with
documentation,” Koski said. Marianne El-
liott sees it differently: “There was no on-
going monitoring of this protocol by the
institution as I can see. This goesbacktothe
issue of investigators being physicians and
everybody trusts everybody.”

Clearly, patients need to know what's
available to them, but that information
is difficult to obtain. There is no central
repository of cancer clinical trials. NCI tri-
als are posted on the Internet, but that list
does not include the research trials spon-
sored by drug companies. “There’s no way
I can look at 30 different brain tumor stud-
ies and 150 cancer studies and figure out
which one is best,” says Peter Eisenberg,
an oncologist affiliated with the Univer-
sity of California~San Francisco. “People
come in all the time with a list of protocols
and want me to tell which one is the best
treatment. But we don’t know.”

Ifeven doctors don’t know, a heavy bur-
den falls on patients to find the most ap-
propriate trial for them. David Bailey
did just that. After being diagnosed with

brain cancer, Bailey ignored the recom- |

mendation of his local doctor, did his own
research, and found a better trial for him-
self on the Internet. He is now in remis-
sion, being treated by Henry Friedman
at Duke. Bailey says he knew he had found
the right trial and the right doctor when
Friedman told him this: “You're too young
to die.” n

found it both justified and proniisi
'And by all accounts; the investiga--
tors, led.by J ames'Wilson of the un

dren’s National Medical Center-it

Washington, D.C:; followéd the pro
tocol carefully. But even as the thera-
. Py Was getting underway, other ge- " |

. Imeticists que stioned whether the trial | be

*wasundulyrisky, |
*. Gelsinger suffered mild -
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" ‘deficiéncy: OTC is a rare liver disease -

ol
. ‘causebya genetic defect that renders :
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Whccamp (NCCAM)

From: Jordi Ros [jjros@earthlink.net]
Sent:  Monday, March 05, 2001 5:12 AM
To: Whccamp (NCCAM)

Subject: SPEECH

Attached is a copy of a speech I was invited to deliver before the WHCCAMP. I did not have
time to file a copy before the speech, so I am sending it to you for your records. Please
acknowledge receipt thereof.

Speech Delivered by Jordi Ros Before the White House Commission on Complementary and
Alternative Medicine Policy.
New York City. January 23, 2001

I want to thank the White House Commission on Complementary and Alternative Medicine Policy
and Jim Navarro for inviting me to speak here today. I feel a little out of place among such a
distinguished group of panelists, but | hope my perspective as a filmmaker can be of some benefit to
your mission.

For the last year we have been working on a documentary about Cancer. We call it, "The War." It is
the story of how Jim and Donna Navarro have fought to keep their son Thomas alive. In my fifteen
years in the film business no story has moved me as much as the plight of Thomas. As a studio
executive in Hollywood I was involved with three films of which I am proud.

"Kundun", the story of the Dalai Lama and his struggle for his homeland; "The Insider", the story of
how tobacco executive Geoffrey Wigand's testimony helped break the Tobacco lobby; and "A Civil
Action" the story of attorney Jan Schlictman's litigation against polluters in Massachusetts. I don't
know if you have seen any of these films, but they share with Thomas' story the belief that the
courage of one individual can have a positive effect on the lives of many.

I believe the courage shown by Thomas Navarro and his family -- their willingness to stand their
ground with the Food and Drug Administration and the medical establishment -- will be seen as an
important turning point in the mission that brings all of you here today.

I want to share a brief story with you. When we began filming this documentary (We hadn't met
Thomas yet.) we used to do this little experiment. We would go up to random people in the street
and ask them to do a word association game with me. | am sure you are familiar with the game. |
would rattle off a number of words and about seven or eight words in 1 would drop the word
"cancer." Can you guess the word I got back in response? | would say that eighty percent of the
time, the word I got back was death or pain or dying or something to that effect. I think this is
significant.
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Now, this wasn't a controlled experiment, and it was not a random sampling. So I'm sure it's of no
real value, and it will definitely not get published, right? But as a filmmaker | was intrigued. To me
this meant that too many of us are walking around and when one out of two or one out of three,
whatever that statistic is, when one of us is diagnosed with Cancer in the near future, a good many of
us will believe we have been handed a death sentence. Now, [ wouldn't say that this is a healthy state
of affairs in a country in which medical expenditures dwarf the GNP of so many poorer nations.

So when we first started the documentary, we had this goal that even if we could change just one
person's belief that a cancer diagnosis did not have to mean death, we would have done our job.

And then we met the Navarros. And we realized that nobody could make our case more eloquently

than this family who have defied all the odds and who believe that more than money, expensive

drugs, and technology the power of love, the power of a parent's love for their child, can keep a child
alive.

Thank you.
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Kingsbury, Doris (NCCAM) = e . 5
From: NARVEEN VIRDI [institute@gconline.com]

Sent:  Wednesday, January 17, 2001 2:01 PM

To: Whccamp (NCCAM)

Subject: The White House Commission report

Re: Integrative Wholistic Healing and The White House Commission report.

We would like to circulate the The White House Commission report, written by Dr. James Gordon, and
published in the last issue of Alternative Therapies among our supporters and subscribers.

Enclosed is an attachment regarding our work in the Intergrative Wholistic Healing area.
We would like to address the commission and look to you for a convenient time for scheduling an address.
Please contact us at your convenience.

Regards,

Narveen Virdi.

President.

The Institute for Cultural and Healing Traditions, Ltd.
1530 5th. Ave.

Moline.

lllinois. 61265
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encourages Independent Scholars and, for this purpose, provides a public
forum every Thursday evening during fall and spring. Often the forum is
attended by patients at both the chronic stage of their ailment as well as
at recovering stages.

Integrative Wholistic Healing.

1530 5th. Ave.

Moline.

[llinois.

(309) 762-9202

email: institute@qconline.com

www.qcinstitute.org

Please review our webpages.
We would like to hear from you.
Thanking you,

Narveen Virdi.

President.
The Institute for Cultural and Healing Traditions, Ltd.



We have been observing, with great interest, the progress that is being made with the
White House Commission report.

We would like to circulate the report among our supporters and would like to know if it
is available on the internet, or if you could forward it to us via email.

Additionally, we would like to highlight our work in the area of Complementary
methods of treatment in the form of the Integrative Wholistic Healing public forum.

We are a free standing, public educational organization and work with area hospitals
and educational centers to provide access to information on Integrative Wholistic
Healing. We also provide a venue for their interaction and interchange.

The Integrative Wholistic Healing center is sponsored by The Institute for Cultural and
Healing Traditions, Ltd. based in Moline, Illinois as well as Genesis Health Care System,
the hospital in the regional area.

This organization works with area hospitals to set up units and retreats
in Integrative Wholistic Healing, as well as working with administration
of hospitals and educational institutions to offer a variety of authentic
complementary healing methods for the community under their care.

As the word Integrative implies, we work with physicians and hospitals,
combining Wholistic methods of healing as an optional addition to the
care provided.

Wholistic refers to Mind, Body and Spirit.

The Institute network includes healers and care givers providing traditional
and complementary healing to their communities. The network is structured
to reflect the authenticity of the traditional care provided.

The Institute reviews credentials among other aspects of its networking
members.

Some aspects of our track record:

After our first retreat, the local hospitals included yoga at their

facilities.

After our second retreat, acupuncture was officially provided at one of

the hospitals.

After our third retreat, prayer was included in the operation room during

cardiac surgery at The Genesis Health Care System, one of the local hospitals we work
with. It is, thus far, the only hospital in the country to have such a service provided.

Integrative Wholistic Healing is sponsored by The Institute for Cultural and
Healing Traditions, Ltd. a 501(c)3 organization. The Institute also
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January 23, 2001

Statement of Martin L. Rossman, M.D.
President, Academy for Guided Imagery
PO Box 2070, Mill Valley, CA 94942

To: WHCCAMP Town Meeting, New York City:
Dr. Gordon, distinguished Commissioners and participants:

I speak today to present the results of critical research conducted by
the Academy for Guided imagery, a postgraduate training
institution in Northern California. This research demonstrates a
pressing need to provide education in mind/body/spirit healing
interactions at all levels of the American educational system, and
most importantly, for our health care providers.

While we have barely begun to probe the complex relationships
between consciousness and health, we believe that

mind /body /spirit effects differ in several important ways from
other modalities currently considered in the CAM arena:

First, mind /body/spirit interventions are not related to specific
modalities, but usually involve a combination of approaches that
create a context in which therapeutic interventions are applied.
They not only reflect what practitioners do, but also the ways in
which they do it.

Second, mind /body/spiritinteractions are an inherent component
of all other therapeutic interactions and they can often determine
the outcome more powerfully than the therapeutic interventions
themselves. In one study, for example, when patients with nausea
were given ipecac (which usually induces vomiting) and told that it
would relieve their nausea, most patients reported that it did,
contrary to the physiologic actions of the drug.

Third, there is already a significant body of published peer-
reviewed research clearly demonstrating that mental, emotional,
and spiritual factors can significantly affect a person’s health and
well-being, resistance to disease, the progression of their illnesses,
the amount of suffering they experience, and the outcome of
medical interventions:  ~



For the past two years, the Academy has carefully reviewed and assessed the
published literature in this regard and feel that existing studies firmly support
the following statements:

1. The accuracy and completeness of information patients are given, and
the way they interpret it can significantly affect their medical outcomes:

(6,7,89,12,13,15,17,19,21,22,23,24,25,26,27,29,30,31,33,39,40,43,44
45,50,51,53,55,56,59,68,69,70,71,75,76,83,86,89,91,92,94,105,113,114,11
7,108,120,125,128,129,130,131,132,133,134,135,138,142,144,151,158,16
2,172,175,176,177,179,180,182,183,186,187)

1 The way a healthcare professional communicates and interacts with
patients can significantly affect their medical outcomes:

(8,13,15,19,22,25,26,29,30,40,42,44,45,48,49,50,52,53,54,57 58,62,
68,70,71,76,84,85,86,90,91,92,94,96,97,98,99,101,107,108,114,120,
121,122,128,132,135,136,138,142,145,146,147,148,152,156,160,163,
164,165,167,171,176,177,179,180,185,186,189,190,191)

2. A person’s attitudes, beliefs, expectations, and hopes about illness and
healing can materially affect their medical outcomes:

(2,3,8,14,15,16,17,19,21,23,24,25,26,30,31,32,37,38,40,45,48,50,52,
53,54,55,59,62,6976,83,88,91,93,96,98,102,105,107,110,117,118,119,121,
122,128,129,133,134,135,136,137,138,139,140,142,148,149,151,
153,154,155,157,158,159,160,163,165,168,169,174,176,177,178,179,
180,181,184,186,189,191)

3. A sense of connection with people, nature, and something larger than
themselves can have a significant effect on a patient’s health outcomes:

(3,13,22,27,34,36,41,42,46,47,48,50,52,54,59,69,77,78,98,102,103,
105,118,132,133,134,135,153,155,160,165,169,174,177,178,179,192)

4, The skills of relaxation, imagery, stress management, assertiveness and
ability to manage emotions can directly influence all of the above and
can be taught:

(1,2,4,5,6,11,12,13,14, 16,17,18,19,20,21,23,24,27,29,30,33,38,39,40
42,51,55,57,58,59,60,61,62,63,64,65,66,67,68,69,71,72,73,75,79,80,
82,83,84,85,86,87,89,91,95,97,99,100,101,102,103,104,105,106,107,
108,110,112,113,114,115,117,119,120,121,123,124,125,126,127,128,
129,130,131,132,133,134,140,141,143,144,147,149,150,152,158,159,
166,167,169,171,172,174,175,176,177,181,182,183,185,186,188,189,
190)



A total of 192 references mentioned above are included in the accompanying
bibliography.
Because this literature is so strong, yet unknown to the majority of health care
professionals, the Academy would like to submit the following policy
recommendations to the commission:

1. That this literature be collated and reviewed by an independent panel and
judged as to whether or not these statements have been adequately
demonstrated;

2. That if the panel agrees that these statements have already been scientifically
demonstrated to be valid, that a special emphasis be placed on making
information about mind /body/spirit interventions a part of the core
curriculum for all health professionals treating patients at appropriate levels,
so that they can;

Use mind/body/spirit interventions to promote healing, recovery, and
optimal health in themselves and their patients

Share accurate information with patients with support and sensitivity
to the personal information processing and decision-making style
demonstrated by the patient

Share information in a way that inspires patient participation, evokes
self-efficacy, and maximizes retention and compliance,

Become aware of how their own attitudes, beliefs, and expectations can
influence their patients’ health;

Enthusiastically support their patients’ efforts to get well and stay
well;

Encourage the use of family, community, and spiritual connections to
support patients in their efforts toward better health;

Teach mind /body/spirit health skills to members of their communities
at every level of educational instruction

Over the past 12 years, the Academy for Guided Imagery has developed effective
educational methods to teach both professionals and public to work with
consciousness in a way that honors both what is already known while respecting
the underlying mystery of mind /body/spirit interactions. We would like the
Commissioners to know that we stand ready to assist them in the educational
efforts recommended above in whatever way we can be of service.

Thank you.
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THE PHILOSOPHY OF HEALTH
FREEDOM :

by Kent
Swanson

It is ironic that, in a society where "Life, liberty and the

pursuit of Happiness" are considered
"unalienable rights," the freedom to choose alternatives to conventional
medicine is not supported
by our current political or healthcare systems.

There is the illusion of health freedom in so far as one may choose
from a list of doctors within
a managed care system; but this will never include any practitioner
outside the bounds of the
conventional model--or, in other words, an alternative practitioner.
This is most unfortunate, since
the freedom to choose only within the confines of a restrictive health
paradigm is not real freedom
at all. 1Individuals, for example, of a more spiritual orientation, who
regard the body as a "temple",
most worthily honored through the use of natural, non-invasive forms of
therapy, have,
historically, been denied access both to natural healthcare therapies
and to accurate, unbiased
information regarding them.

While one is constantly bombarded through conventional media
channels by press releases
from standard medical journals or pharmaceutical concerns, touting the
latest ostensible advances
in drug or surgical therapies, there is rarely an equal forum extended
to qualified advocates and

practitioners of natural medicines. The reason for this is obvious:
there is far more money and
power backing the orthodox medical model than the natural model. Since

the orthodox medical
model has always perceived the natural model as a threat to its
domination of the healthcare
industry and has never sought a fair and open dialogue with natural
healthcare providers, it has
persisted in waging a tireless campaign of suppression and
disinformation regarding natural
healthcare alternatives. Alternative healthcare providers have been
attacked mercilessly, having
their reputations destroyed and their right to practice taken away, not
because they were guilty of
inflicting harm or injury upon people,. or even of deluding them with
"false hopes," as is often
alleged, but because they chose to practice outside the dominant medical
model.

And what is the dominant medical model? It is a materialistic,
bio-mechanical model, whereby
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the treatment of disease is restricted to the surgical or pharmaceutical
manipulation of either
structural or chemical abnormalities. Alternative treatment modalities,
on the other hand, such as
herbalism, naturopathy, homeopathy, acupuncture, faith healing, and
different forms of body
work, which often invoke the concept of a vital force, or spiritual
energy that is believed
responsible for the self-healing of the individual, are demonized by the
dominant model. This is
not because they have been proven, empirically, to be invalid, but
because their concept of
healing doesn't 'square' with the accepted medical model. Since the
concept of spirit, or vital
force, is not accepted by the dominant medical model, natural healing
modalities are therefore
rejected out of hand as being "unscientific," when, in fact, they simply
engage a different
worldview.

The point we wish to make is not whether one paradigm is the
correct one or not, since
arguments can be made to support the efficacy and verity of either
worldview. Nor should they be
regarded as necessarily mutually exclusive, since many practitioners are
now able to view the two
paradigms as "complementary." Each paradigm, the orthodox and the
alternative, has a proven
sphere of efficacy, so that the complementary healthgiver is not forced
to view the abundance of
healthcare options in terms of a clash of opposing and exclusionary
ideologies, but rather in terms
of what works best for any given situation.

Yet even if most physicians are not able to accept the legitimacy of
both paradigms, it is the
belief of those in the health freedom movement that the choice of
individual healthcare should
least of all be left to government, which was never ordained to judge in
such matters. Our
government has been constitutionally-mandated to protect, and not
restrict, the rights of
individuals to make appropriate life choices. Therefore, instead of
suppressing, marginalizing and
criminalizing the practice of natural healthcare, the government should
be stepping aside far
enough to allow legitimate and proven forms of natural healthcare, which
happen not to fall within
the dominant medical model, to practice according to the consent and
will of the people. For in a
true democracy, the choice of individual healthcare should be left to
the discretion of the
individual, for whom the choice is most material and most proper.

When only the upholders of the dominant model are allowed to decide
the worthiness of a
particular worldview or lifestyle then all dissenters necessarily fall
victim to suppression and
persecution, as history has clearly shown over and over again. Thus,
the cause of health freedom
is the cause of democracy. Just as we have in the first amendment to
the Constitution a provision
for separation of Church and State--so that one state-mandated religion
should not be allowed to
exist, and to dominate and suppress other religions--so also should we
not have one dominant
medical model as the sole authority in judging what healthcare is
appropriate for all citizens, at all
times. Healthcare should and must be a personal right, just as surely
as the freedoms of speech
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and worship are deemed "unalienable" personal rights.

One of the ways the dominant model tries to remove the rights of
individuals to choose their
own healthcare is by appealing to its own authority. Since the dominant
model has been
preoclaimed as the correct one--the one 'true religion', as it were--it
has become self-mandated to
judge all other medical models simply according to its own constructs.
This gives the dominant
model a certain hermetic protection, such that it, alone, is ordained to
judge in medical matters,
while at the same time remaining immune from judgment itself. Thus, the
rights of citizens to
choose their own healthcare is supervened, on the grounds that the
citizenry is simply not qualified
(since they are not in possession of the proper initiatic training which
bestows authority) to judge
what is best for their own bodies. The personal experiences of
individuals no longer matters. If
one, for example, has overcome a long-standing complaint using a natural
therapy, then that is
regarded as purely anecdotal, and not scientifically credible. For,
ultimately, one's personal
experiences cannot overcome or disparage the fact that the natural
therapy couldn't possibly
work...according to the dominant medical model. Thus, the patient is
disempowered, and his right
to freely choose is superceded by the need of the dominant model to
preserve its own dominance.

Without denying the specific expertise of medical specialists in
their own field of endeavours,
we must assert that this does not entitle them to be qualified judges of
other modalities of -which
they often know little or nothing, and which exist outside of their
conceptual framework. What
makes, for example, a proctologist an expert in judging the value of
homeopathy or herbology
other than the fact that he/she has a medical degree and a medical
license? A medical degree and
a medical license to practice orthodox medicine are laudable, but if the
practitioner has never
studied a form of healthcare which he insists upon attacking, then how
informed and objective will
his criticisms be?

It is well-known to most people that many natural systems of
medicine, such as herbalism and
Chinese acupuncture, have been around for literally thousands of years.
It would hardly be
credible that such systems could have survived that long if they were
totally without merit. So
rather than denying and marginalizing such traditional forms of therapy,
as the dominant model
seeks to do, it would seem to better serve the public interest to
explore the possible uses and
benefits of such therapies--especially in the face of the vast abyss of
ineffectiveness and ignorance
that still challenges our current treatment of chronic diseases. The
dominant medical model has
not been successful enough to justify its arrogance. And thus to reject
alternative points of view
without first trying to understand them is simply intellectual bigotry,
plain and simple; and society
is the worse for having been deprived of an open dialogue of ideas.

"A free soclety," writes Paul Feyerabend, "is a society in which
all traditions should be given
equal rights no matter what other traditions think about them." 1In a

similar vein, John Stuart Mill
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writes in his essay On Liberty: "The only freedom which deserves the
name, is that of pursuing
ocur own good in our own way, soO long as we do not attempt to deprive
others of theirs, or impede
their efforts to obtain it. Each is the proper guardian of his own
health, whether bodily, or mental
or spiritual.”

Shouldn't we, then, as aspirants to a free democracy, and as
rightful legislators of our own
bodies, demand the right to equal access for non-orthodox therapies?
Shouldn't those of us who
believe in the spiritual sanctity of the human being be allowed to
receive the kind of medical
treatment which honors the body in the manner we see fit? To deny
people the right to treat their
own bodies, in both sickness and in health, in a manner in accordance
with their spiritual beliefs,
can.only be regarded as a form of religious intolerance, and opposed to
our Constitutional rights.
But even those who choose to obtain alternative medicine without any
particular spiritual
convictions should be accorded the same rights, so long as one's
informed consent has been freely
given to the practitioner. As always, any practitioner who inflicts
harm upon a patient according
to the unaccepted standards of his/her own sphere of practice, should be
subject to the appropriate

reprimands or punishments. In that way, the patient's right to a safe
and effective form of
treatment will be safeguarded. If a particular practice can then be

shown to be either dangerous or
ineffective, then it's unworthiness will have been proven in the
marketplace of ideas, not according
to the self-interest of the dominant authority.

If one of the essential features of a democracy is the right to
know, then the current healthcare
system, which suppresses the truth about available health options, must
be changed. It is time that
the consuming public stood up and declared, once and for all, their
intention to reclaim the power ’
over their own health and disease which had been handed over to the
medical establishment. It is
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Martha Eddy, Ed. D.,, CMA, RM.T
L bE) 4
New York, NY 10027

February 13, 2001
Dear Dr. Gordon and other members of the WHCCAM:

On January 23, 2001, I had the opportunity to speak at the WHCCAM Town Hall
meeting held in New York City (Panel 17). I was representing the International Somatic
Movement Education and Therapy Association’s (ISMETA) view that NCCAM’s
classification of CAM practices has not specifically and accurately classified the
practices represented by ISMETA. At the meeting you requested that we inform
WHCCAM how we would like to be classified. The following is our proposal.

Currently many of the practices within our profession are listed under Category V -
Manipulative and Body-based Systems — Massage and BodyWork. While we
understand the affiliation with other manual hands-on/touch methods, as movement
professionals we do not feel this is an appropriate classification for us.

We strongly urge you to review the recommendations that were sent by a number of
somatic practice professional associations to the US Department of Education (DOE) as
public comment for their final draft of the publication Classification of Instructional
Programs (CIP — 2000).

I have included this document for your review, as well as another copy of my statement
made on January 23.

As mentioned at the Town Hall meeting, ISMETA has already been in active dialogue
with the DOE on this project for over one year. They have struggled to make sense out
of the proliferation of educational programs that prepare individuals to become CAM

professionals. This past summer, in (what was supposed to be) the eleventh hour for their

final draft, they decided to adopt the NCCAM’s taxonomy. As you see in our letter to
them, we find there to be a difference between a classification system for research
purposes and a classification system for educational training.

Proposal 1

The professions represented by ISMETA would rather be listed under Category 11 -
Mind-Body Interventions — of the NCCAM classification, which states:

(o2



Mind-Body medicine involves behavioral, psychological, social, and spiritual approaches
to health. 11 is divided into four subcategories: Mind-Body Systems; Mind-Body
Methods; Religion and spirituality; Social and contextual areas.

[n the Mind-Body Intervention Category the professions which ISMETA represents
would like to be listed under Mind-Body Methods as Somatic Practices of Movement
Education and Movement Therapy

Rationale:

Somatic practices of movement education and movement therapy are not solely based in
the body. These practices are intrinsically educational in that they consciously engage
cognitive and emotional processes. Their theoretical framework includes perceptual-
motor, neuro-developmental, and behavioral theory. Thus, we feel it is best that we are
listed under Mind-Body Interventions as a CAM practice instead of under Massage and
BodyWork as a Body Based Therapy. Furthermore, Yoga, Tai Chi, and Internal Qigong
are practices listed under Mind-Body Methods that have already set a precedent for
movement based practices in this category.

If it is helpful please consider the following definition of our tield.

Somatic Practices of Movement Education and Movement Therapy are practices that
promote somatic awareness and optimal psychophysical functioning to enhance
functional and expressive integration. The scope of practice includes skilled touch,
kinesthetic awareness processes, movement observation, assessment, guidance and
patterning methods, verbal, touch and movement communication. These practices include
but are not limited to the following: The Alexander Technique, Bartenieft Fundamentals
™ Body-Mind Centering ®, Dynamic Anatomy ®, Halprin Life Art Processes, Laban
Movement Analysis, Phoenix Rising Movement Therapy, Rolf Movement Integration,
Rubenfeld Synergy ®, Somatic Movement Coaching, Somatic Movement Education,
Somatic Movement Therapy, The Topt Technique®, and could theoretically include
Aston Patterning, Feldenkrais Method®, and the Trager® Approach, it they desired.

In summary, and for clarity, ISMETA would like to have all the above listed Somatic
Movement Practices listed under Category 11 Mind-Body Interventions — Mind Body
Methods — CAM Practices, as Somatic Practices of Movement Education and
Movement Therapy.

It it is absolutely impossible for this suggestion to be implemented please consider its
alternative, Proposal Il.

Proposal 11
Re: the new/added program title and definition Somatic Bodywork: Under Manipulative

and Body Based Systems.

We request that you consider a re-categorization to include the following three categories



Somatic Bodywork.
Somatic Practices of Movement Education and Movement Therapy.
Energy-Based Therapies.

Rationale:

A range of individual systems, modalities and practices is included under this title. The
educational providers and movement specialists of some of the systems listed do not
identity their instructional programs as Somatic Bodywork.

For your information please consider these alternative definitions:

Somatic Bodywork. promotes physical and emotional balance and well being through the
application of skilled touch principles and techniques. Methods include hands-on
methods, anatomy and physiology, structural integration and various holistic health
systems, practice management, professional standards and ethics. (Breema, Hellerwork,
lymphatic drainage, Rolfing/Structural Integration, Rosen Method, and others).

Somatic Practices of Movement Education and Movement Therapy are practices that
promote somatic awareness and optimal psychophysical functioning to enhance
functional and expressive integration. The scope of practice includes skilled touch,
kinesthetic awareness processes, movement observation, assessment, guidance and
patterning methods, verbal, touch and movement communication. These practices include
but are not limited to the following: The Alexander Technique, Barteniett Fundamentals
™ Body-Mind Centering ®, Dynamic Anatomy ®, Halprin Life Art Processes, Laban
Movement Analysis, Phoenix Rising Movement Therapy, Rolf Movement Integration,
Rubenfeld Synergy ®, Somatic Movement Coaching, Somatic Movement Education,
Somatic Movement Therapy, The Topf Technique®, and could easily include Aston
Patterning, Feldenkrais Method®, and the Trager® Approach.

Energy-Based Therapies. A program that prepares individuals to promote health and well
being through the application of techniques intended to aftect the human energy system.
[nstruction may include a combination of theory and basic principles of orthodox and
energetic anatomy and physiology, energetic evaluation and integration, skilled touch,
communication and facilitation skills, energetic nutrition, movement, stretching postures,
practice management, professional ethics, and service delivery, as appropriate to each
practice. (Bioenergetics, cranio-sacral therapy, Polarity Therapy, Reiki, Therapeutic
Touch, Qigong, and others).

In summary, we strongly urge you to accept Proposal I as detailed above. It upon giving
Proposal I careful consideration, its adoption is simply not possible, then we ask you to
accept Proposal 1. In summary, Proposal Il would entail a re-categorization to more
appropriately separate several diverse modalities into three distinct sub-categories: 1)
Somatic Bodywork, 2) Somatic Practices of Movement Education and Movement
Therapy, and 3) Energy-Based Therapies.



ISMETA would also like to state that it is in support of the letter from Missy Vineyard of
the American Society for the Alexander Technique (AmSAT) to Dr. Kaczmarcyzk on
February 10, 2001. In particular ISMETA shares her skepticism towards “creating one
big CAM amalgam, complete with a single regulatory system that attempts to be
appropriate for all.”  However, we would also like to state that whereas some somatic
movement practices (most notably those Teachers of the Alexander Technique
represented by AmSAT) may not want to work toward receiving third party payments,
this is not a monolithic view. There are some practitioners that may seek to work as part
of HMO’s or in conjunction with the insurance system in order to provide greater access
of this work to more diverse people, in particular those people unable to afford, ‘out of
pocket’ services.

Again, thank you for your extraordinary efforts to consider this update of the
classification of CAM practices under the NCCAM and all that you do to support a
greater understanding of the wide range of holistic practices that are being used in our
country.

@l specttully your7
rtha d M

Board of Dlrectors

International Somatic Movement Education & Therapy Association (ISMETA)
mhed(@columbia.edu



THE ROLE OF SOMATIC MOVEMENT EDUCATION & THERAPY IN
COMPLEMENTARY AND ALTERNATIVE MEDICINE WITH AN EXPRESSION

OF OPINION ABOUT LICENSURE, STANDARDS, AND ACCESS.

Hello, thank you for inviting this diversity of dialogue. | am Dr. Martha Eddy, a
Professor at Columbia University - Teachers College. I am currently involved in
developing research models for the qualitative analysis of movement. I am here to
represent the International Somatic Movement Education & Therapy Association
otherwise known as ISMETA. ISMETA is a self-regulating board that registers
individual somatic practitioners of movement education and movement therapy.
Somatic movement education and therapy aims to enhance movement behavior.
The eleven ISMETA approved training programs that teach disciplines such as The
Alexander Technique, Rubenfeld Synergy®, Laban Movement Analysis, BodyMind
Centering®, and Rolf Movement Integration, among others, train our registered
practitioners. Each individual and professional organization in our field shares skills in
assisting people to gain greater awareness of their movement habits and movement’s role

in communication, vitality, and self-expression.

ISMETA wishes to assert four ideas about regulation, access, and research. Firstly,
access to somatic practices is currently threatened in New York State. 7he massage
board is challenging in particular, somatic practices that use touch. This has included

even those somatic movement practices that use movement

© 2001 ISMETA wWww.ismeta org



re-patterning to support the facilitation of new awareness and proprioception. The
assumption that one field can establish standards for another completely different

field needs to be challenged.

Secondly, we realize that the NCCAM classification of CAM practices has been
developed for research purposes. However, we are aware that it is being used by
other governmental agencies, such as the Department of Education as a model for
their classifications of instructional programs (which in turn influences the O*NET
categories). Even without intention the NCCAM is setting a precedent for other
organizations and, in our case, our practices are not specifically or accurately
classified. Thus, viable and successful Somatic Movement Practices are being
omitted, or inappropriately classified with other practices affecting the legitimacy of

these fields.

This furthermore can create problems when licensing is being discussed because the
requirements for one discipline may not be appropriate or applicable to every other
discipline. What is the solution? A licensing board for each modality? Of course not,
this would be a costly and inefticient task to accomplish, however it is also unlikely that
any one set of standards will be suitable for the diverse modalities classified by

WHCAM. We need to find another solution.

© 2001 ISMETA www.ismeta.org



ISMETA has developed a Scope of Practice, Standards of Practice, a Code of Ethics, and
Grievance Procedure, which are agreed upon by all of its registered members. ISMETA
believes strongly that this model of self-regulation not only benefits our profession, but
also enhances the possibility of any individual to have access to somatic movement

disciplines of their choice.

Thirdly, the notion of "uniform standards to all CAM practices" also concerns us.
ISMETA would like to see regulatory standards be developed by practitioners from
specific fields or by committees inclusive of these practitioners. These standards
must be true to the model they represent. The somatic paradigm is not necessarily

best represented by either allopathic or traditional ‘hard science’ models.

Fourthly, the diversity of types of CAM also raises issues about research
appropriate to somatic movement. Double blind experimental research may prove
too reductionistic for the types of questions about movement choices and behavior

that we are addressing.

We can glean much from the quantitative studies on biomechanical aspects of movement
as well as from the studies of applied physiology. In the work of somatic movement
education and therapy the client’s movement experience involves an understanding of
motor functioning but also reaches into the arena of human expression and
communication. Improved movement comes not only from exercise but also through

galning awareness by increased proprioception, enhanced motivation, and applied

© 2001 ISMETA WWW.ismeta.org



understanding of movement principles. (E.g., that there is a constant interplay between
mobility and stability; function and expression...etc) The skills employed by such a
practitioner are highly individualized and the benefits may vary widely from one client to
the next. Thus, standards developed from double-blind placebo studies will not always
accurately represent Registered Movement Educators or Registered Movement
Therapists. The case study work of neurologists Oliver Sacks and Jonathan Cole may be
a useful model. Inclusion of Qualitative research methods allows for holistic, rich and in-

depth analysis of these processes.

Increasing the variety of research models accepted by NCCAM to include
qualitative studies, (e.g. case studies, cross case analyses, ethnographic analyses, and
historical reviews) combined quantitative and qualitative approaches, and single
subjects analyses as well as multivariate analyses could better inform the public
about complex and overlapping aspects of human behavior. This type of research
can, in turn, support the visibility of holistic therapies and thereby the process of

giving the public access to a full spectrum of alternatives.

Thank you for your consideration of the needs of the public and the specific nature
of somatic disciplines concerned with human movement in meeting these needs.

© 2001 ISMETA www.ismeta.org



U.S. Department of Education

December 8, 2000
Dear Dr. Morgan and Ms. Korb,

As authorized representatives from the organizations below, we have reviewed the
second draft of the Classification of Instructional Programs (CIP - 2000) and respectfully
submit the comments and corrections in this letter.

We can only begin to imagine the work involved in your overwhelming job of updating
this document. Our professions, categorized in Series number 51.43 Alternative,
Complementary and Somatic Practice Health and Therapeutic Services have wrought
big classification challenges. We sincerely hope you understand our firm commitment to
support your efforts with accurate, current information that best represent our educational
programs in the growth areas of health and wellness. This in turn will provide a truly
updated document for public use.

First, we’d like to put our comments and suggestions in context. It is our understanding
that it was your group’s decision to apply a classification system developed at the
National Institutes of Health, National Center for Complementary & Alternative
Medicine (NCCAM) to our professions’ educational training programs for

the C'/P - 2000.

The purpose of the NCCAM’s Classification of Complementary and Alternative Medical
Practices, now referred to as the Major Domains of Complementary & Alternative
Medicine is to provide a reference tool in evaluating research grant applications. While it
has other related purposes, all center on expanding research outcomes. This classification
system was not arrived at to describe instructional programs preparing professionals to
practice these modalities.

We, as representatives from instructional programs listed in the NCCAM’s classification
system of CAM modalities, and, therefore, the second draft version of the C/P - 2000,
urge you to evaluate this framework’s use for its intended purpose, and consider our
suggested adaptations inclusive of educational purposes rather than based on research
science purposes alone.

We are eager to assist you in clarifying the criteria for categorizing, entitling and detining
our educational training programs, and would welcome engaging NCCAM staft and
advisory council members as well. Because you have been through a number of reviews
and revisions already, we hope our input can directly serve to integrate the final feedback
you receive regarding Series 31.43.
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Guided by the review instructions and request for feedback on the second draft of the
Classification of Instructional Programs (CIP - 2000) “...comment on the
appropriateness of the titles and definitions used for the new programs and provide
corrections or alternative titles or definitions, where needed”, we strongly urge you to
consider the following two proposals and choose one in accordance with your overall
review of 51.43.

Proposal |
Re: the new/added program title and definition 51.4307 Somatic Bodywork:

A range of individual systems, modalities and treatments is included under this
title. The educational providers of some of the systems listed do not identify their
instructional programs as Somatic Bodywork. We request that you consider a re-
categorization in 51.43 to include the following

Alternative category titles:
Somatic Bodywork.
Movement Education and Movement Therapy.
Energy-Based Therapies.

Alternative definitions:
Somatic Bodywork. A program that prepares individuals to promote physical and
emotional balance and well-being through the application of skilled touch
principles and techniques. Instruction includes hands-on methods, anatomy and
physiology, structural integration and various holistic health systems, practice
management, professional standards and ethics. (Breema, Hellerwork, lymphatic
drainage, Rolfing/Structural Integration, Rosen Method, and others).
Movement Education and Movement Therapy. A program that prepares
individuals to promote somatic awareness and optimal psychophysical
functioning to enhance functional and expressive integration. Instruction includes
skilled touch, kinesthetic awareness processes, movement observation,
assessment, guidance and patterning methods, verbal, touch and movement
communication, practice management, professional standards and ethics,
(Alexander Technique, Aston Patterning, Body-Mind Centering, Feldenkrais
Method®, Laban Movement Analysis, Trager Approach, Yoga Teacher Training,
Yoga Therapy and others).
Energy-Based Therapies. A program that prepares individuals to promote health
and well-being through the application of techniques intended to aftect the human
energy system. Instruction may include a combination of theory and basic
principles of orthodox and energetic anatomy and physiology, energetic
evaluation and integration, skilled touch, communication and facilitation skills,
energetic nutrition, movement, stretching postures, practice management,
professional ethics, and service delivery, as appropriate to each practice.
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(Bioenergetics, cranio-sacral therapy, Polarity Therapy, Reiki, Therapeutic
Touch, Q1 Gong, and others).

Proposal 11
Re: the new/added program title 51.4307 Somatic Bodywork:

Somatic Bodywork does not convey a broad enough title for the range of
individual systems and modalities included under this title. If you do choose to
retain this grouping of instructional programs under one category, then we suggest
the following

Correction of title:
Somatic Bodywork, Movement Education and Movement Therapy,
and Energy-Based Therapies

Re: the definition used for 51.4307 Somatic Bodywork
1) Massage Therapy and Therapeutic Massage are listed as a program in 51.4304.

Correction:

Delete these terms from 51.4307. The generic term used for entry level
instruction in hands-on methods, applied educationally and/or therapeutically,
is “skilled touch”. Skilled touch principles and techniques are taught in all
Somatic Bodywork, Movement, and Energy-Based Therapy modalities.

Replace with:

**A program that prepares individuals to promote physical and emotional balance
and well-being through a combination of skilled touch principles and techniques
and other somatic healing arts and modalities. Includes instruction in skilled
touch;” etc.

2) The word “hypnotherapy” is listed as a program in 51.4303.
Correction:
Delete “hypnotherapy” trom this section.

3) The word “aromatherapy” is listed as a program in 51.4301.
Correction:
Delete “aromatherapy” from this section.

4) Reiki 1s one of many methods of energy-based therapies.
Correction:
Include with list of other energy-based therapies.

5) Cranio-sacral therapy is a program area best associated with Somatic
Bodywork.
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Correction:
Move from 51.4304 10 51.4307

6) Yoga teaching and yoga therapy are forms of movement education and
movement therapy instructional programs.

Correction:

Include with other movement education and movement therapy programs.

7) Colon Hydrotherapy is a body cleansing modality, quite distinct from any
approach to somatic bodywork, movement, or energy-based therapies. 1f
anything, it has more connection with Nutritional Counseling, although it is
different from that as well.

Correction:

Delete under category 51.43.07. Include under the category 51.4309 (..., Other) .

Correction of definition used for
Somatic Bodywork, Movement Education and Movement Therapy, and Energy-
Based Therapies. A program that prepares individuals to promote physical and
emotional balance, health and well-being which may include a combination of
principles and techniques of skilled touch, kinesthetic awareness, movement
evaluation and patterning methods, techniques intended to affect the human
energy system, mind-body healing methods and other somatic healing arts.
Instruction may include skilled touch, anatomy and physiology; kinesthetic
awareness processes; movement observation, assessment, and guidance methods
and verbal, touch and movement communication; structural, functional and
expressive integration; energetic evaluation and integration; practice management,
professional standards and ethics. (Breema, Hellerwork, lymphatic drainage,
Rolting/Structural Integration, Rosen Method, Alexander Technique, Aston
Patterning, Body-Mind Centering, Feldenkrais Method®, Laban Movement
Analysis, Trager Approach, Yoga Teacher Training, Yoga Therapy,
Bioenergetics, cranio-sacral therapy, Polarity Therapy, Reiki, Therapeutic Touch,
Q1 Gong, and others.)

In summary, we strongly urge you to accept Proposal I as detailed above. This would
entail a re-categorization to more appropriately group together several diverse
modalities into three distinct categories: 1) Somatic Bodywork, 2) Movement Education
and Movement Therapy, 3) Energy-Based Therapies.

If upon giving this proposal careful consideration, its adoption is simply not possible,
then we ask you to accept Propesal I1. This would involve an expansion of the title
Somatic Bodywork to Somatic Bodywork, Movement Education and Movement
Therapy, and Energy-Based Therapies. This expanded category title would more
accurately represent the diversity of systems and modalities included under this one
category.
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Again, thank you for your extraordinary efforts to update the C/P — 2000.

Respectfully yours,

Ellen M. Barlow
Board of Directors

International Somatic Movement Education & Therapy Association (ISMETA)
Ebarlow@ gateway. net

James L. Oschman, Ph.D.
Advisory Council member, ISMETA

Academic scientist, researcher of Complementary and Alternative Medicine (CAM)
Joschman(@aol.com

Ron Dennis, Ed.D.,
Representative to ISMETA, American Society for the Alexander Technique (AmSAT)

Rondennis@compuserve.com

Pat Nicholson

Representative to ISMETA, Alexander Technique International (ATI)
703 — 978-9499

LaRose S. Daniels, MS, RPP
President, American Polarity Therapy Association (APTA)

laroscicicarthlink.net

Henry Bornstein
President, United States Trager Association (the U.S. national membership association of

the Trager Institute)
henrvbomiaics.com

Ginger Carney, MA, PT
Joint Government Relations Committee

The Federation of Therapeutic Massage, Bodywork and Somatic Practice Organizations
gingercarmeypt@earthlink. net

Andrea Wiener
Assistant Director, THE FELDENKRAIS GUILD® of North America

andreaww(@aol.com

CC: National Center for Complementary & Alternative Medicine (NCCAM), NIH
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White House Commission op Camplemontacy ‘
and Aliamative Medicine Palley o
Expanents Inc., Depuly Execntive Divector ,
Focus: Employee Wellness/ Minarity and ImrurJlad Populationy

1.  Summary {

. - " .
Exponents is a not-for-profit, commupity-based orjganizarion, operating in New

York City since 1990, A majafity :f Expopsants’ boud?ll;‘gmbm are gm xtxln%foﬂty
communities and reflect life experiences of the agency's clients. Exponents’ clients are

inner city individuals and families whose lives are caught yip in cycles of drugs and
crime. Most bave been incarcerated, or involved with the friminal justice system. Most
are HIV positive, or with AIDS, and many ags existing with dual and triple diagnosed
conditions. The agency has a long history of successfully engaging substance abusers
and the incarcerated populations because of ifs strong reputation among recovering
addicts and oufreach efforts in the correctionpl system.

Exponents offers substance users a | their familie§ a continuum of prevention
and care services. From early intervention/hjrm reduction to recovery readiness; from
HIV/AIDS education to health and wellness gducation; from drug treamment to carcer
planning. ‘ v o i

Exponents oldest program, ARRIVE.EW initially fargeted (1988) for intravenous
drug users caming out of prison and was one af the first efforts in the United States to
address AIDS with'individuals going in atgi ¥ prison !'The program is presented in a

raining format and is delivered pri y by peers, persopg who have had persanal
experience with addiction or-lrﬂw:%isl ARN opf

. AR} holds fijve. 8 week, 24 class training
cycles 2 year for 750 individnals. ARRIVE j#funded thrqugh the Ryan White CARE
Act and private sources. An outcome obsé

»

gion from independent evaluation stated,
only somewhat better educated and better
tment servi¢es organizations, bur also with

prepared for employment in FIV and drug ¢
ter, Collége, School of Health Seience,

a better sense of self-worth and belonging,” |

Center on ATDS, Drugs & C ty)
There are now over 5,300 graduates f ARRIVE], many employed in the ATDS
and substance abuse field. While attending ARRIVE, and post-graduate classes, topics

covered both traditional and al ive apprqaches to health and recovery. Workshop
topics and experiences include; fisk reductiog for sex and drug vse; tuberculosis; the
immune system; nutrition and in supplarnents; aroma therapy; hapatitis ; diabetes;
stress management and meditatipn; sound hegling for immpne boosting (crystal bowls);

; infection dontrol; mainstream HIV/AIDS
reatments; syringe cleaning and harm

++ A brief meditation is practiced before and

medications; complementary
reduction edueation; and eroticigi
after all training sessions. Soo
presentations in order to optimij

Services are provided infa clean physipal environment and in-a non-judgmental,
compassionate setting. Expo utilizes habpital quality iair purifiers thronghont the
facility to help reduce infectiongand specialigad hepa vacuum cleaners which trap

irritants chnsing asthma and allergy etacks. Purificd
water and medications refrigeration is also prpvided. , .

There are 45 fulltime staff members

Exponents, more than th:cc-duanms of are
ARRIVE program graduates, p?frsons in recoy

, and ex-affenders. Twenty-five percent

a4



i (Thesc statistics are gathered through selfgig
' built from within and represents the effic

~ addiction is a main thems of the

S LT O SOl k&R &IV YR E ’ ' ;’ EATUNEING ) NO. 673 P.&67%
. I .

Exponents, Tnc. 2000 i
Whtte Honse Commiaxion op Cnmplomnmfr'y
and Alternative Madicine Policy |
are HIV positive; 2 aummber have Hepatitis |

15% have digbetes; and 25% have asthma,
e.) It i3 an orgenization that has been

the peer m It ig also an organization

fine profeissionals. It was, however, the
well and onki.ng which prompted the
organization to look extensively into providigg the skills apd informarion that promote
wellness and prevent ﬁ|1rther detl?riuration gl other illnr.ﬁ

! -8

2. Comparison to conmnvon : ] N

In many ways Exponents has proken away ffmm conventional methods of
“engagement anditreatment for substance 1ning tions, Focusing on
health and wellngas, aspecially HIV/AIDS pyeveation and care, services
: heghe ingiyidual cho to be abstinent from
substance use, ofnot. The chysistent ability of ARRIVE to engage and
o of i Jnts, dcmr u%:ai:;th an cagemess and ed
receptivenesg 1o fanavative pr; pgrams of a population generally consi
h ARR 's L4 mng format 2 uch less invasive than
traditional treatmpnts but dsgws upon manyjof the underlying values
established in dre free tye nt. The davjjlopment of a gense of
community amogg participants, a social leafning approach and credible
role models arc igtrinsic to the agency’s culfure. ,

| .
At ARRIVE, getting offg

that benefits from the participation of some
need to keep people with dElbllng

\ AP : ‘
pf dmgs is E t required faif participation but overcoming
program’s message. Services offered include
jties and we feel this is {he best of both worlds. Final
re i able. Jfla person learns something at
e hospita] for one day, itfwould pay for the entire cost

ing services are alternative therapies to
ased self-awareness agglmdmfne sze

They arg uraged and given skill training to
partuers iu their own healing; on how 1o galect a physicjzn; preparing for a d?ctor's
visit; and what guestions to ask regarding HIV, Hepatitis &, efc. Curriculums are wtitten
to translate difficult disease congepts into egsjly understoa subjects. Coplng skills to
reduce relapse to drugs are pravided throngh conventiongl group support along
decelerated music, auricular acupuncture an h:uma.thcrap)r.

enrich and move individnals forward with i
through the practice of meditatian.

Q

Stress reduction classes which inclu("l:d progressive relaxation, conscions
breathing, and methods of rage reduction were also taught in the Rikers Island prison
for its HIV population, These were well recejved and reported effective by inmates in
helping them to reduco stress. These classe$ Yere stopped pecanse of the difficulty in
gawing cooperation of prison , and Hl of private training areas needed to
maintain confidentialiry. i o

!

Progressive relaxation (apes with tions written by drug treamment clicnts

themselves have been produced and are distyibuted for those entering detoxification

facilities, those having probl sleeping, 1o those who want 3 ‘fee] good’

substitute to drug use., ""f !
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Programs for Staff )

Exponents utilizes hospital qualify ai ! purifiers throughout the facility to help
reduce infections and specialized hepa vacunm cleaners which graﬁ allergens, dust and
fumes to reduce irritants canzing as crgy attacks. water and
medications refrigeration is also provided, purifiers mjy be borrowed for home use
during times of illness for both staff and families of employees,

An extensive wellness lending library for staff has been accumulated with books
' audio and videotapes on meditation, diet, exefcise, yoga, herbs, asthma, skin conditions,
5 itis, nutrition, vitamin supplemeats, rejk], acupressure, massage, menopause,
conscious breathing and spiritual pmﬁceﬁ?%pl:ﬁees are enconzaged to barrow books k
w

White Housc Commizsion on Complementary

Expanants, Inc. 2000 {
and Alternative Medicine Palicy r

and dialogue with other members of the staff as support each other in dicting,
exercising, and smoking cessation. -

Offices are equipped with lnothiuﬁ

ound generators and rock fountains for
hoth staff and client benefit. Staff members i Qith audio equipment and
- mumerous relaxation CD's including those ufilizing brain synchronization technologles
~ now avajlable to the general ‘gublic and develpped by musicians such as Steve Halpern,
Ehysicians such as Andrew Weill, and orgax ptations such ajs the Synchronicity
oundation. These CD’s are also provided for employees dpring their hospital stays.
These have also been found effective am ients and staff suffering from insomunia-
Quartz crystal bowls whick produce relaxingiharmonics arp also distributed around the ‘
15,000 square foot space. ‘ | ﬁ

Organizational policy allows for sick fime ta be used for well visits thereby

encouraging erployees to use preveative megsures. Organlizations] policy implemeated

catasrophic sick time of up to one month for hospital stays of over four days and during

which other staff membhers are committed to 1il] in for the s employee. This policy

was implemented when anecdotally it was opgerved that ill employees only became
~ sicker when faced with the pressure. of renimipig to work qr having to go on disability at a
 greatly reduced pay. This reduces the streas & sick emplovee has when using up all
one’s sick and vacation time and fear of losihg one's job when facing prolonged illnesses.
It has been noted thar persons with illnesses such as pneumjonia (especially in the HIV
population) return to work in an appropriate fiins frame when truly ready fo begin work
again without relapse to illness. S

Smoking cessation and wellness wnir shops whiclj included group meditations
and erystal bow] harmonics g]r:sented by the Deputy Executive Director has also
prompted more than half of the smoking staff $o stop. E: ployees have been offered
individual coaching in the creation of their oy wdfnass plin. :

|
3. Barriers I :
- Poljﬁ'ca] correctuess of prison ollcqpl&'ch keep out system a warehouse of
human life rather than an oppommiw fy | edneation.;
~ Most employers (even in the HIV fj dgvarc shortsighted in the handling of
emogloyee benefits which would allow people(with disabilities such as HIV to function
productively in the workplace. | |
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Lack of knowledge and acceptanes gf technologi¢s and modalities which can

create environments promoting healthier by
creativity, and enhance whole brain funcrign

Lack of research and hard evidey
modalities. | :

wave pattarns, reduce stress, increase

available spporting teehnological

- For the mos? part, the conveational peldiction trea t field maintains a
politically correct, abstinence biased, opposition to new alternative treatements. This

.opposition can be seen in the refusal of the fdderal, and mgny state governments, to

~ support alternative harm reduction modalitjes such as needle exchange.
| Complimentary and altamative me ' ds utilized in) drug treatment are not eligible
for reimburserent under the current Medi o d system. W,Lhat are needed are policies that

acknowledge alternatives as a viable healthy choice. Funding needs to be made available
for programs to educate and practice these plternati metliods.

4. Target | ‘ :
Access should be made to those in most H eEDETale neccil The homeless, those
incarcexated the poor communities, the infi 9. Complementary and alternative - _
approaches to health are generally self-empojveringjand csn have their greatest impact in
our poorer and most marginalized communjtjas, TP : '

Persons with ménﬁl illness and chronijc dheu[a who otherwise are able to work
but need a supportive environment and eflisy eed,copipgg skills also should have access

to edncation and services which helps to foktér w 5. Pzrevention of disease and self-
empowerment. i N & .

S, Additional policy recommendations

Prioritizing the hiring of persons with parsang] experience with addiction in all drug

treatment and prevention programs receiving government funding. Funding employers
to implement employee wellness within their rganization'to support productivity and
longevity among persons with disabilities, 1 ' .

Funding of legitimate and acceptable prajycts utilizing 1maditnﬁon. enhanced coping
skills and environmentally enhancing te :‘?i, ologles for yse in the prison system.

A shift in the spending of the federal government's dmg budget to represent a S0-S0
division between everseas interdiction and prhgrams for substance abusers at home.
Currently, 75% of federal funds goes for jntesdiction

Reform of mandatory minimum drug senterjcing and reforia of NY State’s Rockefeller
Dmig Laws. - . ;

Lifting the federal ban on funding for nced# gxchange and increased support for harm
reduction prograims. - l '

Decriminalizing the sale and possession of 43 cirig:s Munﬂy achieved in NY State).

g
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Biography: Maria (Sam)Josepher i
Ms. Josepher is the Co-fou}\der of'Ex[bonents, Inc., a
- nonprofit organization dedicated to improving the lives

of recovering substance u
families by providing innov
peer facilitated services.-

creator of the ARRIVE Trai

risk populations in New Yo

i

been with Exponents for twg
ms, finance, technology

| Executive Director and

5 also an executive mentor,
gment consultant.

successfully manages progra
and development as Deput
Chief Financial Officer. She
coach and non-profit manaq ]
Sam has a twenty-five year:k !
administrator, trainer, and ]
an educatar and training d
levels and settings includin
schools, the military, and ¢
extensive experience in arg
developmentand grants adr

Ms, Josepher is a Iong—termE:
interest in the use of mode
for stress management in pr
for the disabled. She has %
strategies for organization
history of substance use a

| foundational skills for the las

Sam is a member of the Scr
appeared in Law and Order|z
movie release - Small Time

’;
%
F
|
|

ers, ex-offenders and their
ive training programs and
e was instrumental as co-
ing, 8 model HIV prevention
- and skills building programllf,r parolees and other high

rofessional history as an

Iprisons, universities and
‘porations. She has
anizational and workforce
linistration.

Iserving persons with a

| coaching employees in

City, Ms. Josepher has
lve years where she

ant writeér. Her career as
eloper has spanned many

editator and has a special

) meditative technologies
|sons, the workplace and

en developing wellness

decade5

d Woody Allen's recent

%n Actor's Guild and has

'0oks. .




Albrecht, Joan (NCCAM) =~

From: Coalition for Natural Health [cnh@naturalhealth.org]

Sent: Wednesday, February 07, 2001 12:22 PM

To: Whccamp (NCCAM)

Subject: Fw: Testimony of Jeff Goin before WHCCAMP NY Town Hall Meeting

To whom it may concern:

Thank you for the opportunity to participate in the NY Town Hall Meeting. | was pleased and impressed with
the turnout supporting natural health feedom. Attached please find my written testimony for inclusion in your
record. Please acknowledge receipt of this document by replying to this email.

Best regards,

Jeff Goin
President
Coaltion for Natural Health

2/7/01



Mr. Chairman and members of the Commission, my name is Jeft Goin. I am president of the Coalition for
Natural Health, a grassroots organization that represents over 2,500 natural healers nationwide. The
majority of my testimony today deals with the advisability of this body’s concerning itself with the matter
of licensing natural healers at the state level.

The arguments against the White House Commssion’s adopting a position on this matter are sumple and
straightforward: Licensure and regulation are within the sole province of the states. The circumstances and
necds that exist in Alaska are very different from those prevailing in Louisiana, New Mexico, or lowa.
Only the lawmakers, consumers, and practitioners can know what — if any — level of licensure and
regulation is appropriate in the various states.

The Coalition, its members, and its stakeholders are grateful for the good and necessary work that the
White House Comunission is carrying out. However, I must respectfully convey to you, in the strongest
possible terms, the extent to which we feel it inappropriate for a Federal agency, department, or advisory
board to insert itself at the state level for purposes of mandating, or even recommending processes or
guidelines for licensure. If this commission were to engage in this activity, it would be entirely
unprecedented. Doing so would be akin to the Federal Government setting professional requirements and
standards for dogcatchers, brain surgeons, and accountants. Again, the establishment and maintenance of
professional standards and qualifications for natural healers is best left to the states.

Ultimately, though, the most effective screening of natural health practitioners will be neither the state nor
federal governments. It will be consumers. As it relates to such natural healers as Ayurvedics, Reiki
healers, and Naturopaths, these practitioners are, first and foremost, advocates for healthier lifestyles. The
health principles they espouse are non-invasive, do not involve the prescription of drugs, and are not a
danger to the consuming public. In fact, according to statistics compiled by the Natural Nutritional Foods
Association Americans have a greater chance of being killed by lightening (89 deaths annually) than from
consuming natural supplements (16 deaths annually). Prescription drugs, conversely, account for deaths of
106,000 American consumers each year. Providing education about living a healthy lifestyle and the
application of noninvasive natural health modalities pose virtually no threat to the consumer. The same
statement cannot be made about the conventional medical model or the desired goal of naturopathic
physicians.

Many natural health modalities have histories that predate conventional medicine by thousands of years.
The proof of their efficacy is found in the sustenance of their practice. If the services that these healers
offer weren't effective, they wouldn’t be flourishing as they are now. Simply stated, the most important
litmus test for these service providers will be the one administered by consumers and the competition of the
free market.

The objective of the White House Commission should be to enable and expedite the flourishing of natural
health in this country, not to restrict it. Growth and availability of these treasured services will not come
about by giving consumers fewer choices through restrictive licensing procedures that have proven to be a
dismal failurc. This is evidenced by the legislatures of 17 states that have soundly rejected this type of
restrictive legislation over the last four years. In this regard, if the Commission is to look to any
developments at the state level, it should be to encourage the advancement of natural health freedom bills
such as the innovative and progressive legislation passed in the state of Minnesota last year.

Thank you for your time and attention.



