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Testimony Provided to the 
While Mouse Commission on Complementary and Alternative Medieine 

New York City Town Hall Meeting 
.lanuary 23. 2001 

by 

Charles L. Robbins. DSW 
Associate Dean/School ot Social Welfare 

Chairperson/ Center for Health Promotion and Wellness 
Director of Social Work/University Hospital 

SUNY at Stony Brook 

I would like to thank the honorable members ofthe White House Commission for the 

opportunity to address you this allernoon. I am Charles L. Robbins, DSW, the Associate 

Dean of the School of Social Welfare and Chair of our Center for Health Promotion and 

Wellness. You have just heard from several of my colleagues discussing the importance 

of considering culture in Complementary and Integrative Medicine. I am going to 

address issues of Public Health Education but must first comment that whether we are 

discussing Ancestral Medicine or Allopathic Medicine - if the health care provider and 

patient do not understand each other (and this is more than just language) - then one is 

not providing even adequate health care. 

STONY BROOK, NEW YORK 1179^1-8231 TEL.-516-444-21,38 



There are several areas in which the Federal Government has a responsibility to act as it 

impacts public health education: 

1) The first of these is to ensure that the public has access lo the information lhat 

is currently available about the products and services they are using. While it 

is not the Governmenrs responsibility lo decide whal an individual can 

practice, it is the Government's responsibility to see to it thai individuals have 

the necessary information to make an informed decision. This information 

can be provided in a nonjudgmental way in which specific recommendations 

are not made. 

2) The government must ensure that allopathic physicians are aware ofthe 

practices that individuals from dilferent parts of our country and from 

throughout the world are likely to be utilizing. They must be educated about 

the importance of engaging in nonjudgmental communication about these 

practices. Allopathic physicians and other health care providers must be 

educated lo understand that their way is not the only way. 

3) Likewise, the public must be educated that simply because something is said 

to be natural - does not mean that laking il is without consequence. 

Obviously individuals would nol lake substances thai they believed to be inert, 

as they would produce no elTect. Therelore the govemment must provide 

accurate information Ibr the public on the risks and benefits of so-called 

natural substances. 

4) There are two additional areas in which I urge the Commission lo take action. 

The first has to do with the regulation ofthe supplement industry. I am not 



suggesting that the Govemment dictate what supplements are available to the 

public or even evaluate the outcome claims made by the manufacturers. What 

I am suggesting is that the Government does have a responsibility to insure 

thai whal is on the contents label of a supplement package is in fact what is in 

the package. 1 oday one does not know anything about the strength or purity 

or even if the substance they are ingesting is in fact the product on the label. 

It is time to tell this multi-million dollar industry thai acceptance of this 

minimum level of regulation is simply part ofthe price of doing business. 

5) Finally, an issue that is potentially a huge public health problem in this 

Country. This has been highlighted by Dr. David Eisenberg in his two 

national studies and can be .seen in virtually all other professional work in this 

area. I am referring to the lack of communication between patient and 

allopathic health care provider about the Complementary and Altemative 

Medicine practices they are utilizing as well as the lack of communication 

between CAM providers and their patients about allopathic treatments they 

are using. As we see an exponential rise in the use of what wc refer to as 

Complementary and Alternative Medicine practices, there is going to be an 

unfortunate explosion of negative drug/supplement interactions as well as the 

unforeseen consequences on specific health conditions by taking supplements. 

There are two areas in which the Government must act if is going to head olT 

this crisis. The first is to require that all allopathic physicians are educated 

about the supplements and practices their patients utilize. The next step the 

Government must take is to launch a public health education campaign 



utilizing public service announcements, television commercials and the print 

media to underscore the importance of patients and practitioners 

communicating. These must be targeted to both practitioners and the public. 

It is not adequate to simply undertake the public health education campaign, 

as, and 1 have experienced this myself telling a physician who knows nothing 

about supplements and herbs whal you are laking and having them seem 

uninterested is simply pointless and more importantly dangerous. 

The Govemment has the responsibility lo prolecl the public heallh of its citizens. 

Adopting the steps toward appropriate public heallh education through the 

legislation and policies that I have suggested will significantly decrease the 

potential negative consequences ofthe monumental public interest in and 

utilization of Complementary and Alternative Medicine. 

Thank you for your attention. 
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Testimony to the White House Commission on behalf of The American Association of 
Naturopathic Physicians 

(AANP) 
by. 

Andrew L. Rubman, ND - Liaison, AANP; Medical Director, Southbury Clinic for 
Traditional Medicines; Adjunct Assistant Professor of Clinical Medicine, College of 

Naturopathic Medicine, University of Bridgeport; naturdoc@bigfoot.com 

I am again honored to address the Commission on matters related to my profession. I will 
briefly detail proposed steps to craft Federal Guidelines for curricula standards and 
education to apply to all medical training in The United States. Individuals functioning as 
physicians in our society need to be formally trained in the sciences and philosophies of 
what Dr. Gordon refer to as "The New Medicine". As curricula at Allopathic and 
Naturopathic medical schools become progressively similar our efforts need to focus on 
providing access to the philosophical differences in the disciplines that make these two 
branches of medicine inseparable, immiscible, and of equal value to the society. I submit 
for The Commission's information comparative curricula medical school data generated 
by the AANP in 1998. 

t 

As Allopathic philosophy emphasizes the identification and suppression of pathology, 
Naturopathic philosophy stresses the appreciation and enhancement of normal 
physiology. In order to understand the value of naturopathic medicine, allopathic basic 
and clinical medical science curricula need to be reworked to include these philosophical 
elements. In order to practice naturopathic medicine, these components need to be at the 
core of all formal medical education. I propose that "The New Medicine" include enough 
crossover within the two disciplines to allow both to appreciate the value of the other and 
to allow for seamless referral and patient co-management. This should not encourage one 
to practice the other's craft; to do so would be to act irresponsibly. This conjoint 
approach needs to be available to the public in all medical delivery facilities, including 
primary care and hospitals. 

The AANP supports all efforts to educate the populace in becoming better healthcare 
consumers. A naturopathic physician serving in an advisory capacity can help the Federal 
Government design programs to decrease emergency facility utilization and improve the 
overall level of wellness far better than any extant effort. The current system provides 
only minimally effective guidance in this area. Furthermore, all facilities promoting 
wellness education, alternative healthcare, etc. need to have active oversight and 
participation of naturopathic physicians. I do not believe that allopathically trained 
physicians can responsibly function in this capacity. 

Allopathic medical schools need to have naturopathic physicians on staff, providing 
curricula oversight and classroom instruction in this discipline. MD's and DO's should 
not be asked to provide this component. David Studdert, MPH, of Harvard School of 
Public Health, writes in the May 12, 1999 issue of JAMA that, " . . . physicians (MD's) 
who choose to incorporate alternative treatments... should ensure that they do not render 
(this therapy before) a patient gives express consent in light of full information about the 



nature and risks of the therapy How can a physician, untrained in these therapies and 
unaware of their proper application, inform their patients and thus, "do no harm"? 

The obstacles that exist to this necessary deregulation of medicine are those of ignorance, 
greed, and misconception. Appointment of naturopathic physicians to all agencies and 
committees, dealing with medical school curricula, hospital practice, and public health 
information dissemination will move to correct this. A good step might be to consider 
this Commission's purview that of traditional medicines, not complementary and 
alternative. In closing I provide The Commissioners a copy of a picture of the 1902 
graduating class of The American School of Naturopathy in New York City. These were 
truly traditional naturopathic physicians practicing traditional medicines. 

Andrew L. Rubman - 1/19/01 



Naturopathic 
Comparative Curricula 

National Bastyr Southwest Johns tlopkins Yale Stanford 
Basic and Clinical Sciences 
Anatomy, Cell Biology, Physiology, 

Pathology, Meurosclences, Clinical/ 

Physical Diagnosis, Histology, Qenetlcs 

Blochfemlstry, Pharmacology, Lab 

Diagnosis, Pharmacognosy, Public Health, 

History, Philosophy, .Ethics, Etesearch and 

other courseworK. 

Clerkships * and 
Allopathic Therapeutics 
Lecture and Clinical ihstrutitlon In ' 

Dermatology, Family Medicine, Psychiatry, 

Internal Medicine, Radiology, Pediatrics, 

Obstetrics,.Gynecology, neurology, . 

Surgeryt, Ophthalmology, and Clinical 

Ejectlves. 

Naturopathic Medicine 

1548 1639 1419 

2244 1925 1920 

Totals Reported Hours: 4668 4472 4469 

1771 1420 1383 

3391 2891 3897 

naturopathic PhUosophy 72 . 55 . 60 

--• 
- - .-. -

Therapeutic Nutrition" 144 132 130 -• ••'[ --
Counseling^ 144 143 lOO 

• • • • • • "• • •. •--Botanical Hediclne. 96 110 120 

• • --
-- --

Homeopathy 144 88 140 

:-• • Oriental Medicine . 72 33 200 

" •• • • . -Hydrotherapy 48 39 40 

•.. ." .. 
--

Naturopathic Manipulative Therapy 156 176 180 

' •-- • 
" 

Ayurvedic Medicine : -- 22 20 -- ' . -- . --
Naturopathic Case Analysis/ 

Management V -- 66 120 

". • Advanced Naturopathic Therapeutics 

• •--
44 20 

•--Subtotal: 876 908 1 130 0 0 Ol 

5162 4311 
(+ thesis) 

5280 

• Clerkships are estimated to be 40 hours of mixed lecture 2ind clin|cal training, 
t naturopathic physicians istudy minor surgery only. 
•• Mo dedicated coursework In therapeutic nutrition appears In the college catalogs of Hopkins, Yale or Stanford, although they Indicate that the subject 

is addressed In other courses; 
+ Totals for John Hopkins, Yale and Stanford are Included In psychiatry coursework. . 

VHours which could also be'allocated to this category may be Included elsewhere for some Institutions because of terminology differences In the course 

catalog. 

Sources: 1996-97 Ciirr/cuii/m D/recto/y of the Association t)f Arnerican Medical Colleges 

1995- 97 catalog of l^atlonal College of l^aturopathlc Medicine 

1996- 98 catalog of Bastyr University 

1996-97 catalog of Southwest College of l^aturopathlc Medicine and Health Sciences 

For Information or Referrals: 
American Association of Naturopathic Physicians 

601 Valley Street, Suite 105 
Seattle, WA 98109 

(206) 298-0125 



Naturopathic Medical Education 
Nutrition and Lifestyle Modification 

Training In nutrition and lifestyle modification, in both classroom and clinical settings, has been part of the 
core curriculum of naturopathic physicians since the profession was organized in the United States in 1902. 
naturopathic physicians are the only licensed primary health care providers with extensive training in therapeu­
tic diets and preventive nutrition. 

Coursework Recommended 
by U.S. Surgeon General 

Biochemistry 
and Physiology 

Basic nutrition, 
nutrition assessrneht 
and interpretation 

Diet and disease; 
Therapeutic diets i 

Counseling 

Internship 

national/State Exams 

Total flours: 

Naturopathic 
Physician 

321 

48 

84 

)30 

1342' 

yes 

1925 

Registered 
Dietitian 

120 

108 

7 

36 

900' 

yes 

1171 

Medical 
Doctor 

369 

Elective 

0' 

0' 

no^ 

369 

Notes: 
I . not taught in rrtost schools. 
2. MDs receive about 170 hours of psychiatric clerkship, not likely to include behaviorally-oriented counseling. 
3. This figure represents hours spent In outpatient clinics, where supervised training always includes dietary 

and lifestyle assessment. 
4. May be performed in food management rather than Clinical nutrition. . 
5. Medical internship does not normally include training in diet and disease. 

6. Less than 4% of tests are in hiitritional area, mostly in biochemistry, physiology, and pediatrics. 

Sources: 
The Surgeon General's Report on nutrition and Health, 1988. 
The 1996-98 curricula of Bastyr University, Seattle) Washington; 1995-97 curricula of national College of 

naturopathic Medicine, Portland, Oregon; and 1996-97 curricula of Southwest College of naturopathic 
Medicine, naturopathic Physician hours are averages of these three colleges'programs. 

The American Dietetic Association, 
nutritfori Education in tJ.S: Medical Schools, national Academy Press. 19&8. 
The 1996-97 Curriculum Directory of ttie Association of Amencan Med/ca/Co//eges. Medical school hours are 

averages for Johns Hopkins, Yale and Stanford medical schools, 
naturojaathic Physicians, Registered Dietitians, and Medical Doctors may take nutrition electives above and 

beyond this core curriculurn. 
For more information or referrals: 

American Association of iSaturopathic Physicians 
601 Valley Street, Suite 105 

Seattle, WA 98109 
(206) 298-0125 
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1902 Graduating Qass of the American School of Naturopathy in New York City. 
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Date: .lanuary 23. 2001 

To: Wliite Mouse Conimis.sion on CAM Policy 
From: Faye Schenkman, Director ofthe Wholistic l-lealth Center New York College for 

Wholistic Heallh Education and Research 
Regarding: Policy Recommendations 

Good morning. My name is Faye Schenkman and 1 am the Director of the Wholistic 
Health Center at the New York College For Wholistic Health Education and Research. 1 
am a practitioner of Amma Therapeutic Massage, a diplomate in Oriental Herbalism and 
Bodywork and have personally been involved in the field of complementary and 
altemative medicine since 1976. The subject of breast cancer and altemative and 
complementary approaches to treatment of the disease is very complex. I am here today 
to speak very briefly on the need to incorporate wholistic modalities such as massage, 
acupuncture and herbalism into the fight against breast cancer. 

The public is distressed by increased cancer incidence and the absence of real treatment 
gains for the major cancers despite the decades and billions of dollars spent since the 
initiation of the war on cancer. Breast cancer has reached epidemic proportions on Long 
Island where I reside and work, and is the leading cause of cancer death in women 
throughout the industrialized world and in many developing countries. There is a great 
deal of fear and no clear understanding of why the incidence of breast cancer has 
increased so substantially. Many women who have cancer are exploring alternative 
treatment especially i f their recommended treatment is very difficult to endure or doesn't 
produce the desired effects. Most oncologists are not familiar with alternative and 
complementary therapies used by many of their patients. Chemotherapy's side effects 
have become increasingly difficult for women to tolerate as we all desire more gentle, as 
well as, effective treatments. The FDA is seen as ignoring research on natural, herbal 
products that have been standard treatment in Europe, for example, in fevor of expensive 
technology and expensive drugs. Many women feel helpless and frightened. They do not 
understand why oncologic medicine does not incorporate non-toxic herbal remedies, 
nutrition and energy based modalities that are standard in other nations that help to 
alleviate stress and diminish symptoms. The United States is behind many European 
countries in integrating complementary modalities to enhance conventional oncologic 
care. We are also behind in the concept of preventative medicine. 

The concept of prevention of breast cancer in the United States is limiled to early 
detection, i.e., regular mammograms. From a wholistic standpoint, a great deal can be 
done to educate women and the public at large on ways to take responsibility for their 
health. There is a great deal of evidence showing many environmental toxins, especially 
pesticides, and dietary factors like high fat diets, processed foods, fast foods with trans 
fatty acids and low nutritional value all play a role in potentiating this rapid rise in breast 
cancer. Allopathic medicine has recently begun to acknowledge that the consumption of 
fruits, vegetables, legumes and whole grains and anti-oxidants can help reduce cancer 
risk. Oriental medical modalities, such as Amma massage, acupuncture and herbalism 
offer treatments desiuned to enhance the body's ability to defend itself aizainst disease 



and alleviate stress in addition to improving the quality of life and helping those who are 
sick lo manage their symptoms and lhe effects of their treaimenls. 

It is imperative that oncologists offer their palienls a supportive environment in which 
patients can feel free to discuss what complementary therapies they are using. And it is 
even more imperative that physicians are educated in these therapies so that they can 
understand how these modalities can enhance their own treatments. Physicians need to be 
open about both the limitations and the achievements of western medicine. The benefits 
of complementary practices, their comforting, non-toxic approaches, can merge well with 
conventional oncology practices to enhance the patient's well-being and quality of life. 

Policy Recommendations: 
1 offer the following recommendations to enhance the integration of CAM therapies into 
conventional medicine: 

• Medical schools should be required lo teach courses in Oriental medicine - not 
simply introductory courses but in-depth instruction in the fundamental principles 
of Oriental medicine so that they can understand the viewpoint and how diagnosis 
and treatment is made. Not necessarily so they can practice it themselves, but so 
that they can make appropriate referrals, collaborate, and integrate their 
treatments with the CAM treatments their patients are already having. Without an 
understanding of the concept of the energy system, it is impossible for Oriental 
modalities such as acupuncture, bodywork, herbalism to have any meaning to a 
Western trained physician. 

Physicians should have in-depth courses in herbal remedies, nutrition and 
supplementation taught by acknowledged experts in these fields. 

Physicians need to develop a reliable network of referrals in different CAM 
specialties. 

Government should foster a climate of understanding and collaboration by 
allowing complementary and alternative therapies, such as acupuncture, massage, 
herbalism, chiropractic, biofeedback to practice in hospitals, in the armed forces. 

Government should help promote insurance reimbursement for CAM therapies. 
Currently many patients pay out of pocket for treatment and this limits their 
ability lo receive these modalities. 

Research to better understand how to incorporate non-toxic herbal remedies, 
nutrition and energy based modalities such as acupuncture and massage therapy, 
that are standard in other nations and help to alleviate stress and diminish 
symptoms with conventional oncological treatment. 
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Healing the Patient and Healing the System: Integrating 
Public Health with Complementary and Alternative 

Medicine 

Robert "Red" Schiller, MD 

Chairman, Department of Family Medicine 
Betli Israel Medical Center 

Assistant Professor, Department of Family Medicine 
Albert Einstein College of Medicine 

Vice-President, Director of Manhattan Pro<^rams 
Institnte for Urban Family Flealth 

16 Fast 16"'Street 
New York, New York 10003 

212 206-5252 
Fax 212 206-5251 

rschiller@lnstitntc2000.org 



'.rilo i-ccent expansion orCornplciricnI.ary and ,Allernalivr, N4eclicin.e (Cy\M} 
nilo various medical scttins'S has brought piolound benclils to all .'̂ colors oi 
llie 1-lealtli Care System. Pliysicians liave become inoie humanized, iess 
iudgmerilal, and ofleii using tliesc techniques on themselves and their 
iamilics, before they feel comlortable recommending them to tiieir patients. 
Patients aie more .knowledgeable about choices in treatment and they aie 
more confident in challenging their physicians, Insurance companies lia.ving 
recognized the value obcertain therapies now reimburse .for tliern. Mnny 
medical research and educational institutions include C.AM as part of their 
inquiry or curriculum. 

However, these achievements have benefited only a fraction ofthe 
l^opulation. People with inadequate health coverage have little or no access 
to these tiierapies. Not cmly do these people often receive marginal 
conventional medical care; they can not sliare in the benefits ofthe 
innovative approaches of CAM. Ensuring equal access to Cy\M for all 
citizens should be a high priority for health care reform. 1 beheve there is a 
tremendous opportunity to bring the reforni of public health policy together 
with the expansion of the practice of CAM in an effort lo not only correct 
this inequity, but l:o address many of die problems ofthe health care system. 
.As Complementary Medicine has re-introduced healing and the mind-body 
connection into conventional medicine, so can these practices bring public 
health back, into the sphere ofthe medical mainstream. The key to bringing 
public health and medicine togetlier exists in strengthening the system of 
primary care and enhancing these services with integration of 
Complementary Medicine. 

J am a family physician in practice for over 15 years, most of it in lower 
Manhattan. Although 1 received training in acupuncture, 1. currently practice 
mostly homeopathy with some general family practice patients. In 1984, a 
group of us from Montefiore Medical Center, including Richard Grossman, 
rjr. Sonja Lopez, and Dr. .Ellen Tattelman, established an acupuncture 
program, and offered Western herbs and some basic homeopathy at a 
primary care practice that sci-ved a lower income population in Yonkers, 
New York. This was my tlrst experience with an Integrative Medicine 
Practice, and it helped me understand the crucial elements to a successful 
use of complementary medicine in a conventional primary care setting. 

We learned that it is essential to build complementary therapies upon an 
existing, successful primary care practice. Primary care is the most efficient 



v/ay that |)eo|ile access the liealtli systern. A primary care team is a model of 
collaboration and integi"ation of services, and complementary therapies can 
|-)ecome [lart ofthe routine referral network ofthe ])i-actice. The primary care 
base provides a steady source of patients and income to die practice. Many 
Integrative Health Centers have failed because they do not have this primary 
care economic base to sustain the inclusion of CAM. 

However, of all the primary care practitioners, family physicians are ideally 
suited to achieve this integration. We are trained to jiractice collaboratively 
and already use the bio-psycho-social model m clinical practice. Expanding 
this model to include CAM therapies fits readily with this model. The fact 
that family physicians apjiear to the largest grouj) of physicians who 
currently express interest in CAM comes as no surprise. 

In 1994, the Beth Israel Medical Center and the Institute for Urban Family 
Health established a residency in Family Practice, the first in Manhattan, 
'braining these residents in Complementary Medicine is part ofthe 
[Residency's mission. We established a successful family practice site and 
introduced CAM as the practice developed. Many ofthe faculty are trained 
in these skills that are used in the residency clinical programs. However, we 
made a significant change two years ago with the introduction of a one-
month required experience in Complementary Medicine. 1 believe we are 
the only residency program that has made this experience a requirement. l"he 
goal of this month is to teach the residents some basic skills that can be 
easily incorporated inlo their practice. The skills include one week in each of 
the following: 20 basic Western Herbs, Mind-Body Techniques for 
relaxation and stress management, Osteopathic Manipulation, and review of 
10 nutritional supplements. There are some additional presentations in 
Homeopathy and Chinese Medicine for introductory purposes. We have 
learned over the years that physicians are ready for more than broad 
introductory exposure to Complementary Medicine; they want to leave 
conferences with basic skills and a good plan for continued education. Many 
of our graduates report that they are using some of these therapies, and we 
plan to collect data for a thorough analysis ofthe value of this trainini 

Beth Israel Medical Center has made a significant commitment to CAM with 
the creation ofthe Center for Health and Healing, which the Commission 
has already seen. There is close collaboration between our Department and 
the Center. 



l-'rom my early years as a lesidcnt until now, I have believed that beyond 
broadening the (lierapcntic options Ibr the patient, tlic real potential for 
CAM IS its ability to |-)Otentially radically traiisl.orm (lie ITealtli Care System. 
Many of us were drawn to learn about these jiieihods because wc l:new of" 
lalal Haws in our training and in the practices where we cared for onr 
ix-itients. We hoped, even expected that the widesi-)rcad use of these therapies 
would promote a more caring system, one that was devoted to healing, and 
that encouraged the curious, critical use of new or ancient, unconventional 
therapies. The excitement, enthusiasm, and positive results CAM 
|)ractitioiiers experienced in the exam room need to be extended to the 
surrounding conununity in the form of health education, health promotion, 
and health care reform for the community. 

Some issues arc ready for the transforming potential of complementary 
Medicine. 

Racial and economic disparities in providing even adequate care has been 
highlighted as among the more important issues in the Health Care Crisis. 
Now is the time to correct these disparities in access to Complementary 
Therapies. 

Drawing on my clinical and administrative experience 1 make the following 
recommendations to the Commission: 

1) People without health insurance or inadequate coverage or with 
Medicaid and Medicare are entitled to equal access to CAM 
Therapies. HCFA and State Legislatures should provide a basic 
package of coverage of CAM therapies that are available to all 
patients, and should mandate that commercial health plans provide 
similar coverage. 

2) These Basic CAM Clinical Services need to be defined, based upon 
principles that permit some local or regional variation reflecting the ' 
diversity of communities, and the availability of qualified 
practitioners. These services should be developed as an extension of a 
primary care practice model in order to benefit from the 
comprehensiveness and cost-effectiveness of primary care. 



'.)) Ti'HiMing oi j Iciillh C';irc i:.:;:;., both i'iiysiCKi;! ;-;;C.̂  [••!on-I'liyi-.ician 
)Trovidcr;-; in these basic llierapics are needed io meet tlic 
ovcjwliuirning (.ir;niaiid lor these sci'vices. Pri'.irily shoiiJd IJC !.̂ rveii i.o 
enhancing the skills ofcLMTcnl |')rimary cure providcis. 

4) t-'inanciol Supijort lor tlus iniiialive is tlic; mĉ si. eli;.-illcnging pi\)blem, 
Witli a fixed lie;-.i.lth care buck'ct, olliei' sei'\'iccs and ti'aiiung may have 
to be reduced or eliminated, '.fhis is the crucial role for Public l-lcallh 
Care Policy. Siipporiinij: |")i"og!'ams that provide 1 he gi'calcst Jicalth 
benefit to given comnuinities will assist in tiiese decisions. Research 
in CAM lias identified some effective tiierapies. Hovve\'ei', even 
wiiliont adequate research, we may have to rely on clinical anecdotes 
or "clinical ci.nninon sense" m an effoi't to gel to evidence that we 
need in a timely fasliion until more comprehensive studK;s are 
concluded. 

Although I have stressed the jirimary care setting as the Oj)timal ĵ lace :i'.br the 
successful integration of CAM, f enthusiastically support the ciTorts many 
practitioners have made in a variety of settings that treat specific populations 
or conditions such as Women's Health, Cardiovascular Disease, and Cancer. 
The current health care system already emphasizes specialty care and die 
transfomiing potential of CAM will be less impact if limited to these 
practice sites. 

The current success in the spread of Complementary Medicine is bittersweet. 
Many Americans have benefited from these achievements, but it appears the 
Integration of Complementary Medicine has not yet transformed our current 
system. In many ways this integration has duplicated the best and the worst 
of how we provide health care. 

This Commission can begin to set the transformation potential of 
Complementai-y and Altemative Medicine in motion by identifying 
opportunities to make constructive changes and direct those of us with the 
energy, enthusiasm, and commitment to implement them. 
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January 23,2001 
Judy Schneider 

(b)(6) 

Staten Island. N.Y. 10314 
(b)(6) 

I am here tonight wearing two hats. One is a member of The Executive Board ofthe 
Feingold Association of the United States, the oldest support group in the country for 
children with attention, behavior and leaming problems. The second hat is that of an 
M.O.M. 
When my daughter Kori was two and a half, she was on her way into autism. I kept 
saying , "There's a wall there. 1 can't get through the wall!" She was having 
psycho-motor seizures where she would wake up in the middle of the night with her legs 
and arm's flailing . She also showed signs of developmental delay. The Dr.'s 
recommended medicating her. It was at that time, 1978, my mom read an article about a 
new program. The Feingold Diet, that used dietary management to help these children. 
After 3 days on the program I had a new child. The seizures went away, she was sleeping 
through the night for the first time since she was bom and she began to grow both 
physically and mentally. By the time she was in third grade she was in the gifted program 
and is currently a New York University graduate. By simply changing the brands of food 
in my daughter's diet she has become a productive member of society. In fact, she 
recently starred in an off-Broadway production where she played Miranda in The 
Tempest. 

I request the Commission consider the following: 
1. Parents need to be given, by their medical professionals, all the options for the 
treatment of attention, behavior and leaming problems. One of these strategies needs to 
be dietary management which has been used successftilly by the Feingold Association for 
25 years. 
2. The Feingold Program which costs $77 for the first year and $48 for renewal of 
materials, needs to become a reimbursable medical expense. 
3. Additional research needs to be funded . One area which needs to be studied is the role 
enzymes play as part of this disorder. An interesting study was done in 1994 at 
Birmingham University, U.K. by Dr. Rosemary Waring . It showed an enzyme, phenol 
sulfotransferase (PST) which rids the body of phenolic compounds, was found in an 
extremely low level in her Autistic/ADHD population. Since most artificial flavors, 
colors and certain preservatives arc phenolic based, without this enzyme present these 
foods may need to be removed from the diet. If this enzyme is the culprit a simple test 
needs to be standardized similar to the P.K.U. test to determine the level of this enzyme 
especially in children. 
4. Dr.'s who select dietary management as the appropriate method of treatment for their 
patients, need to be protected from prosecution. I would like to bring to the 
Commission's attention the fact that Dr. Robert Sinaiko has been put on probation 
without the right to practice medicine by The Medical Board of Califomia for prescribing 



dietary management for an ADHD patient after medication had been unsuccessful. 
According to the Califomia Board '"ADHD is a psychiatric disorder whose only treatment 
is pharmacological." 1 heartily request that this situation and that of other Dr.'s in the 
same category needs to be reviewed. 
5. We need to understand the role of the pharmaceutical lobby in decisions being made by 
both medical professionals and medical boards in excluding dietary management as a 
treatment option. Dr. Sinaiko was about to standardize a test to predict which children 
would benefit from dietary management just prior to his enditement. 

1 would to end my comments by sharing a true anecdote. When my daughter was about 
to enter high school we had a discussion about drug use. SHe simply said, "Ma. I don't do 
artificial flavors and colors why would 1 do drugs!" 

CLINTON LIBRARY PHOTOCOPY 

PHOTOCOPY 
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lama person with ADHD, the mother of a highly successful son with ADHD 
and grandmother to his child with ADHD. My family has successfully implemented 
the Feingold Elimination Diet and find that it results in a significant improvement in 
ADHD and its co-morbidity's. 

The Feingold Program, as Dr. Feingold's elimination diet came to be known, 
eliminates all artificial colors, artificial fiavors, and the preservatives BHA, BHT, £r 
TBHQ. For some people it, eliminates aspirin and a group of fioiits and vegetables 
related chemically to the salycilate in the aspirin. 

The Feingold Association was founded by parents, in order to give support and 
make it easier for people who wish to implement the program. The Feingold 
Program addresses the symptoms and co-morbidity's of ADHD. The Feingold 
Program should be the first choice a physician offers parents of young patients. It 
seems reasonable that for the pre-school age child it should be the optimum choice. 

We are here to help every person who wishes to try the Feingold Program. 
Over the past 25 years the Feingold Association, has developed a system to research 
ingredients in food and non-food products. A booklet is available that lists products, 
by brand name, that meet the standard ofthe Feingold Program. We are the only 
organization providing this service. Because the current legislation regarding 
labeling is not sufficiently stringent for children who respond to the Feingold 
Program the likelihood of success by just reading labels is low. The failure is often 
blamed on the Program rather than the method they used to implement it. The 
Feingold Association is run by volunteers whose families have benefitted fr-om the 
program, many of us with 20 or more years of experience. We have come to 
understand that for some children the program needs to be individualized, with the 
elimination of other allergenic foods. Symptomatic improvement is often striking. 

In addition to the brand name food list we also supply a fast food list, 
medication guide, mail order list, resource list, telephone help line, and internet 
support group. The Feingold Association's news letter updates the food and non­
food product list, it also contains relevant, informative articles. 

As members ofthe White House Commission you should know that the 
Feingold Association would be pleased if the government insisted on full 
disclosure of all ingredients used in processing and packaging a product. All these 
ingredients should be listed on the product. It would make it easier to follow the 
program and obviate the need for our product research center. 

Respectfully submitted to the White House Commission 
January 23, 2001 

by Sandra Ehrenkranz 
. (b)(6) istamford. CT 06905 

(b)(6) 

email: sandy@feingold.org 



"he Feingold' Association of the United States ^ 
Jox 6550 • Alexandria, VA 22305 • (703) 768-FAUS ^ 

FEINGOLD' 

A simple, conservative medical approach to ADHD 
The risk-free program that has helpeci America's chil(dren for twenty-five 
years is the first place to begin. 

Hyperactivity is not new; neither are leaming difficulties. But by the 1970s 
pediatricians in the United,States were alamied by the growing numbers of children they 
saw who had difficulty behaving, focusing and functioning normally. When one of their 
respected colleagues reported that he had successfully treated many of these youngsters 
with a simple diet, his work was enthusiastically received. After 8 years of clinical 
research and the publication of papers on this work, Ben Feingold, M.D., presented the 
information at the 1973 conference ofthe American Medical Association. Feingold was 
chief of allergy at the Kaiser Permanente Medical Center in San Francisco, had taught 
pediatrics, and was considered a pioneer in the fields of allergy and immunology. 

The diet eliminates these synthetic additives: 
Artificial colors (these are derived from petroleum) 
Artificial fiavors (these can be manufactured from countless 

natural and synthetic substances) 

Initially, aspirin and foods that are believed to contain a chemical related to aspirin, are 
removed; once a favorable response is seen they may be reintroduced one at a time. 

Feingold found that about 1/3 ofthe children improved significantly; 1/3 improved to 
some degree, and the other 1/3 did not show improvement. 

Later, he would also remove the anti-oxidant preservatives BHA, BHT, & TBHQ. After 
this, the success rate increased, and by the time of his death in 1982 the diet had been 
further refined, and the success rate was over 70%. 

What Feingold named the "Kaiser-Permanente Diet" gained wide publicity after the 
American Medical Association arranged for press conferences to be held'around the 
country, and sent Dr. Feingold out to tell of this new information. Feingold called for 
research to identify the scientific basis for the successes he was seeing in his patients; he 
knew this would be a formidable task and that it could take many years to understand 
how certain compounds affect our behavior, ability to learn, and our general health. He 
suggested that the research begin with food dyes since there were only a few of them 
still permitted to be used. It w'ould be several years before the first studies were 
completed, but after only a few months, the AMA abruptly, inexplicably, dropped their 
support. 

Feingold Association ofthe U.S., page 
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Even before the 1973 AMA conference, the lobby representing the interests ofthe food, 
chemical and phannaceutical industries was busily engaged in damage control. The 
lobby, called the "Nutrition Foundation" used many tactics to address what they appear to 
have perceived as a threat. 

Afier the medical association had their change of heart, Random House asked Feingold to 
write a book directed to parents, and in 1974 Why Your Child Is Hyperactive was 
published. Grateful parents who had benefited from this book began to form support 
groups, and in 1976 they established a national non-profit organization and named it the 
Feingold Association ofthe United States. 

The role of the Association was, and remains, that of: 
1. helping parents use the program, and 
2. generating public awareness ofthe potential role of foods and food additives in 

behavior, leaming and health. 

The Association: 
• Identifies brand name foods that are free of the unwanted additives. 
• Prints this information, and literature to guide families through using the program. 

(This includes a Handbook, recipes, menu suggestions, infomiation on finding 
undyed medicines and non-food products, infomiation on other non-profit 
organizations that offer various types of assistance on related problems.) 

• Offers on-line and telephone help in finding suitable brand name foods and resolving 
non-medical probleins. 

• Provides infomiation to interested persons and organizations. 

For the past 25 years the Feingold Association has provided information and assistance to 
families in the United States and abroad. The Association is composed primarily of 
parents and professionals who donate their time, and do what they can to help other 
families. We rely on membership dues and fundraising from member families to meet 
the bulk of our expenses. Like all groups of this type, people donate their time and 
energy because they receive the reward of seeing the program work effectively for the 
great majority of families. We have not conducted academic research and'do not have the 
resources to track the outcomes on an ongoing basis. We are hopeful that an unbiased 
resource will someday fully evaluate the success rate of this prograin. Our own informal 
tracking suggests a success rate of between 75% 

Feingold Association ofthe U.S., page 2 
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Tlicrc have been many criticisms of tlic Feingold Program. 

Most are based on information that is not supported by fact such as: 

Criticism: "The diet is restrictive." 
In fact, the Feingold Program allows foods of all type, including: meat, dairy products, 
grains, most vegetables, some fruits initially (with the remainder added later). All types 
of foods are pemiitted, including candy, ice cream, cookies, junk food, pizza, soda. Big 
Macs, etc. Families select from among the many acceptable brand name products 
included in the Feingold Foodlists. 

Criticism: "Children hate being on the Feingold diet." 
Since they can still have their favorite types of food (in the versions that are free of the 
unwanted additives) they generally do not have to give up anything. 

Criticism: "The Feingold diet cuts out sugar, chocolate, refined grains, etc." 
This is not true and has never been the case. 

Criticism: "It's expensive to follow this program." 
Initially, families replace the unallowed products with new ones, but after that there need 
not be an increase in cost. 

Criticism: "Everything in the supemiarket contains additives." 
The Feingold program only cuts out three groups of additives (plus synthetic sweeteners). 
Most food additives are not eliminated. 

Criticism: "One bite of the wrong food can sabotage the diet." 
If a child is sensitive to a particular substance, and eats it, he will probably experience a 
reaction; but this does not destroy the diet. The family simply deals with the reaction and 
when it is over, avoids the food/additive in the future. Children soon leam what they can 
and cannot tolerate, and follow the regimen that works best for them. Typically, once a 
person has followed the diet for a year or more, reactions diminish. 

Criticism: "The improvement is due to a placebo effect. The improvement is due 
to increased parental attention." 

The newer studies were designed to eliminate this. One ofthe earliest studies (Harley 
study at the University of Wisconsin) showed that neither placebo effect nor increased 
parental attention were factors. If the positive effects were the result of psychological 
factors, a person would be able to eat the prohibited additives and not experience a 
reaction. 

Criticism: "The studies have shown that only a very small percentage (1% to 
10%) ofthe children improve." 
There are no such studies. 

Feingold Association of the U.S., page 3 
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Criticism: "There are no studies that prove the Feingold diet works." 
There have not been any studies of the Feingold diet as it is actually used. Portions of the 
diet (especially dyes) have been studied, and have yielded supportive results. 
In 199S the National Institutes of Health Consensus Development panel reviewed the 
scientific literature on diet for ADHD and called the research "intriguing," and 
"suggesting further research." The nonprofit Center for Science in the Public Interest 
published the report Diet, ADHD & Behavior, a Quarter Century Review, 
recommending diet as the first treatment to be tried. 

Criticism: "Busy mothers cannot take the time to cook from scratch." 
Most of the mothers using the Program work outside the home. They do not need to cook 
from scratch because the Association provides books listing thousands of brand name 
processed foods that are acceptable. Many ofthe major brands of food are available in 
versions with and without the prohibited additives (i.e., Nabisco, Duncan Hines, 
Hellmann's, Kraft, Kellogg's, Coca-Cola, Pepsi-Cola, Breyer's, Lender's, Pillsbur>')-

Criticism: "A child will not receive sufficient nutrition if he is on the Feingold 
diet." 

The contrary is true. Eliminating the above synthetic additives invariably means the child 
will eat more nourishing foods. Removing oranges for a few weeks will not put the child 
at risk of becoming deficient in vitamin C. There are many allowed fmits and vegetables 
that are very good sources of this vitamin. 

The Feingold Association's position on the use of stimulant drugs 

The Association does not take a stand for or against drugs. Instead, we believe that 
parents and professionals have the right to have complete, accurate information on all of 
the potential options. We do believe, however, that it makes sense to try the least 
invasive options first, resorting to drugs if other interventions do not help, or offer only 
partial help. Some of the children who are using the Feingold program are also on 
stimulant niedicine. In many cases parents report that by using diet, the physician can 
reduce the dose and the child can achieve the same level of effectiveness. Of course, we 
encourage families to request an undyed version of any medicines used. 

When used appropriately, drugs can offer many benefits, but they are not always used 
appropriately for children with leaming, behavior, or health problems. 
We would like to see children receive careful screening to rule out the many things that 
can trigger attention/behavior problems. We believe that too little attention is given to 
ruling out illness, and that initiating stimulants without considering them may only mask 
the symptoms and make them harder to identify. 

Feingold Association of the U.S., page 4 
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Behavior/learning problems can have many causes. 

Some examples of problems that might contribute to overactivity or inattention include: 

Sensitivity to food additives 
Salicylate sensitivity 
Psychological factors 
Heavy metal exposure (lead, mercury preservatives in vaccines, excess copper) 
Gluten or casein intolerance 
Deficiencies - such as low zinc or magnesium levels 
Hypothyroidism, 
Elevated levels of phenylalanine 
Inefficient production of enzymes 
Lactose intolerance 
Food allergy 
Environmental allergy 
Essential fatty acid deficiency 
Vision problems 
Auditory deficits 
Language delays 
Sensory dysfunction 
Fine or gross motor control deficits 

The Association believes that children with leaming/behavior problems deserve to 
receive the same careful evaluation provided for children with other symptoms. 
Underlying sensitivity, deficiency, physical illness or dysfunction should be mled out. 

A brief trial of a simple, inexpensive elimination diet is one s uch test. It is not an 
altemative form of treatment, but rather a very traditional, conservative medical 
approach. 
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The current diet of many American children represents a risky experiment. 

There has been a drastic increase in the use of petroleum-based food additives in the 
United States, along with a dramatic increase in ADHD, yet this important clue to the 
puzzle is generally overlooked. Unlike dmgs, food additives have not been required to 
be evaluated for behavioral effects before being added to the food supply. 

Synthetic dyes that are prohibited from use in foods may still be added to drugs and 
cosmetics. Small children are the most likely patients to receive medicine with synthetic 
colors and fiavors. Surely, the small child who is sick is at great risk. If a dye is deemed 
unsafe for use in food, why is it allowed in pediatric medicine? * 

Some countries have a low rate of ADHD, and there are significant differences in the diet 
ofthe children in those countries conipared to the diets of children in the United States. 
The epidemiological studies that could shed light on a possible connection are not being 
conducted. 

The ingestion of more and more synthetic chemicals by children and infants in the United 
States is generally ignored despite the published studies that link these additives to 
disturbed behavior and leaming difficulties. 

The practice of feeding large quantities of non-nutritive chemicals to young children is 
neither conservative nor traditional. Likewise, the use of Schedule II dmgs on very 
young children is, in our judgment, neither conservative nor traditional. 

* The New England Journal of Medicine, October 5, reported three deaths suspected of being 
caused by the addition of Blue dye No. 1 to the foods of critically ill patients. 
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Know the Hidden Asthma Triggers in Children 
A.-ilhiii.T aiiioiig cliildrcn is inerca.sing 

at an ahirniing rate, affecting an esti­
mated five million yoiing.ster.s in the 
United States, according to Dr. Philip 
Landrigan. Senior Advi.sor to the 
Environmental Protection Agency 
(EPA). While there are many pos.si-
ble triggers, many of the culprits 
named (pollen, pels, pollution) are 
not new. And they do not explain UK-
sharp increase. 

"There are important asthma triggers 
that are often overlooked, even by 
heallh care providers." says Kathy 
Bratby, M.S.N.. R.N., of the Slate 
Universily of New York, "including 
many synthetic additives being used in 
foods, especially those designed to 
appeal lo children." 

Sultlting agents are know[i offenders. 
The American Lung Association has 
named synthetic dyes and bcnzoate 
preservatives as triggers. The U.S. 
Food and Drug Administration has 
acknowledged that yellow dye and 

monosodium glutamate (MSG) are also 
a problem for asthmatics. MSG is often 
hidden in foods under other names. 

Foods are not the only source of these 
additives. Synthetic colors, flavors and 
sweeteners are used in pediatric medi­
cine, children's vitamins and many types 
of dental products. Food additives can 
be made from many different ehemicals, 
including petroleum. 

"Because the epidemic ol childhood 
asthma is found in developed countries, 
but not in underprivileged nations," 
Bratby suggests. "Americans need to 
kike a closer look al Ihe synthetic chem­
icals now being added lo their foods." 

The Feingold Association of the 
United States (FAUS), a non-profit 
parent support group, provides infor­
mation on avoiding adtlitives that can 
trigger asthma. For a free brochure 
about their program, send a long, self-
addressed stamped envelope to: 
FAUS-Asthma, P.O. Box 6550, 
Alexandria, VA 22306. /IB00C973 

M E T R O 
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Newsletter of the Feingold" .Associations of the United States FEINGOLD ' 

This infonnation fias been repnnted from the February, 1995 issue of Pure Facts, the newsletter of the Feingold Association 
of the United States, P.O. Box 6550, Alexandna, VA 22306 (800) 321-3287. 

How does a brain \vork? 
Otir brain is made tip of cells, and 

die ones which enable us to think are 
die nerve cells, or •neurons'. The 
bod\ of each neuron has one long 
cable extending from it; tlus cable is 
called ail 'a.xon', atid is a tube, filled 
uitli chemicals Like die rwigs of a 
tree, tlie a.\on branches out mto little 
oft~shooti, ending in knob-like struc­
tures called 'axon terminals'. Each 
of diese temiinals can make a con­
nection witii other ner\e cells, but it 
does not physically touch die odier 
cell. Tlie space between die a.xon 
teniunal and tfie ne.xt ncr\ e is incred­
ibly Liiu — only about one millionth 
of an inch This space separating the 
two parts is called t)ie "synapse'. 

Tliouglits are formed when elec-
tncal discharges mo\e from die bod­
ies of ner\e cells, dowai tlicir axons. 
When the electncal impulse reaches 
die end of t)ie axon (the axon temu-
nal), chemicals are released. These 
chemicals are called neurotransmit­
ters. The neurotransmitter mole­
cules travel the tiny distance across 
die synapse, and fit into receptors, 
located on die adjacent ner\c cell. 

.A brain contains billions of neu­
rons, and each has many tenninals, 
so die luimber of conneaions which 
can be made are \-irtuall\- coiuuless 

How foods and additives affect the brain 
obert Sinaiko, M.D , addressed Feingold members at our .Annual Conference, 
leld in Fort Worth, Texas this past June He descnbed possible mechanisms 

by which, foods and food addiDves relate to attention deficit disorder (.ADD). Dr. 
Sinaiko, an imiiuuiologist praaicing in Saji Franasco, was pnvileged to work with 
Dr. Feingold for several years He later began a pnvate praaice and to date has 
treated approximately 1300 .ADD children. 

He is an enduisiastic supporter of die Feingold .Association, and feels that Dr 
Feingold's work has not only been validated by parents using the Program, but also 
by the scientific literature He speafically mentioned studies by J. Egger et al 
published in Tlie Lancet m 1^92, and by C M Carteret al published in the November 
1993 issue of die Journal of Diseases of Children. Dr Sinaiko noted that Carter's 
group undertook die study to disprove previous studies linking diet and .ADD, but 
their own results coimnced them of the benefits of dietary treatment The Carter 
study also showed the reliability of parental reports of children's behavior. 

The workshop focused on "What's happening biochemically inside the body to 
cause behavior changes when certain foods/food additives are consumed'" There 
are two major padiwavs involved 

Synapse 
# -receptors ^^^^"^ "^^^^ ^ells) 

-neurotransmitters 
-electrical 

signal 

Pre-synaptic neuron 
Post-synaptic 
Neuron The pharmacological pathway 

Dr Feingold called die first pathway die phannacological or toxic pathway 
Small molecules such as artificial food colors or naturally-occumng salicylates can 
be earned from die intestine to die brain through die bloodstream. In die brain, diese 
molecules interfere with die chemical and eleancal funaionmg of our brain cells. 
The effects can be produced by dmgs, cosmetics, food additives and preservatives, 
and it takes very little of die offending chemical to produce the toxic effea 

Ininiunologically-inediated pathway 
The second major padiway Dr. Feingold considered is die immtuiologically-mediated padiway This occurs when we eat 

a food to which we are allergic, such as wheat Our body idendfies die wheat as a foreign substance and responds as it v.ould 
to an iiuading infecDous microbe Tliis allergic response has been shown to reduce the levels of neurotransmitters (small 
messenger molecules) in our brains. Wlien neurotransmitters are in slioit supply in die brain, behavior can be affeaed. 

Continued on page 3 

The Feingold® .Associations of the United States, Inc., founded in 1976, are non-profit volunteer organizations whose purposes are to support their 
.nombers m the iniplemcnlation ofthe Feingold Program and to generate public awareness of the potential role of foods and synthetic additives in t>eh3V'ior. 
leaming and health problems. The program is based on a diet eliminating synthetic colors, synthetic fbvors, and the preservatives BHA, BFfr, and TBHQ. 

Special issue on brain chemistry' 
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Neurotransmission 
Neurotransmission is die mediod by 

which our brain and nerve cells com­
municate and send messages to our 
body, shown m the simplified drawing. 

In neurotransmission, an electncal 
signal travels down a nerve cell (pre-sy-
naptic neuron) When it reaches die 
svnapse (space between two ner\'e 
cells), die eleancal signal changes to a 
chemical one The pre-s\naptic neuron .• 
(ner%e cell which is sending the mes­
sage) releases chemicals called neuro­
transmitters into die space between die 
two cells. Tlie nerve cell receiving the 
message (tlie post-synaptic neuron) has 
receptors on its surface to "catch" the 
neurotransminer molecules being re­
leased. When enough neurotransmit­
ters are 'captured' by the receptor 
molecules, the post-s>naptic neuron 
begins a new eleancal signal to be 
transmitted dov\n the second neuron. 
The process is repeated along many 
neurons as they transmit ner\e im­
pulses around die brain and to the rest 
of die body. 

.After ner\'e signals have been trans­
mitted, the excess neurotransmitter 
molecules in die synapse are almost 
immediately destroyed by special en-
z\Tiies. This ensures that die neuron 
does not condnue to send signals when 
It shouldn't. 

.At anv point in diis process, interfer­
ence widi die delicate balance can dis­
rupt die workings of the system. 

Phenols 
Many of die additives which tngger 

problems in children widi .ADD have a 
chemical stniaure based on phenol (see 
below). Norepinephnne, one of die 
neurotransmitters, is also based on phe­
nol. Phenolic compounds can dissolve 
in bodi water and in fat Tliis is impor­
tant because cell membranes are com­
posed of bodi water and fat. This 
means diat phenol molecules can easily 
cross membrane bamers and can get 
into the brain 

One of die reasons ADD kids are 
unable to tolerate addiUves such as va­
nillin (artificial vanilla) and BHT, Dr. 
Smaiko suggests, could be because 

these molecules can aa as counterfeit' 
neurotransmitters. Note how similar 
die chemical stniaures of die addidves 
and salic\late5 are to die chemical 
Staiaure of die iieurotr.ansminer no­
repinephrine 

/ ' 
\ 

V 

Petroleum-based additives such as 
dves. BH.A. etc. can act as 'neurotox­
ins', binding diemselves to die recep­
tors In odier words, instead of a real 
neurotransmitter connecung widi a re­
ceptor on die next ner\e cell, die BH.A 
molecule takes its place Tlie ner\'e 
cell (post-synaptic neuron) dunks that 
It has received a real neurotransmitter, 
and fires a false eleancal signal. The 
neuron was "excitable' and transmitted 
a signal when it shouldn't have. Tlie 
result of diis is like having stauc, or 
unwanted noise in the brain. 

Dr. Sinaiko 

,A word about phenols: .Aldiougli 
some of die chemicals widi a phenolic 
staicture cause problems for Feingold 
members, there are odiers which do 
not. Not all phenolic compounds aa as 
neurotoxins. In fact, some naturally 
occurring compounds, such as the 
amino acid tyrosine, contain phenolic 
structures In addiDoii, diere are some 
cliemicals diat affect .ADD children 
which do not have phenolic stniaures; 
an example is ^'ellow No. 5. So diis 
concept is not simple, nor is it well 
Luiderstood at diis time. 

Enzyme Deficiency 
Anodier potential problem is a defi­

ciency in certain enzymes Enzvmes are 
needed to break doun the leftover 
neurotransmitters m die synapse. You 
miglit sav die enzymes clean up diose 
neurotransmitters diat are no longer 
needed, and dispose of diem If die extra 
neurotransmitters are not disposed of 
the nerve may coiiunue to fire randomU , 
producing "noise' 

Eiiz\ nies have anodierjob to do; diev 
get nd of excess phenolic compoiuids 
such as diose foiuid in tlie high salicylate 
foods. Since phenolic compoLUids can 
easil V get into die brain and cause prob­
lems, die bod\ nomialU produces an 
enzMiie called "phenol sulfotransferase' 
to detoxifv them and allow diem to be 
eliminated from the bod\ . Tins means 
that naturally-occurnng phenols (found 
111 apple juice, oil of wintergreen, and 
manv foods) are prevented from mter-
fenng in die transmission of nerve im­
pulses. 

It IS estimated diat about half of die 
children ideiinfied as autisuc are defi­
cient in the enzyme phenol sulfotrans­
ferase. Researchers in England have de-

* veloped a test to measure die amount of 
this enzsnie in tJie bloodstream, and 
many autistic children have almost none 
of the enzyme at all' It is possible that 
this inability to detoxify phenolic com­
pounds in die body may disnipt die abil-
itv of die brain to send messages, result­
ing in autistic symptoms [Editor's 
note preliminaPv- research suggests diat 
manv children with .ADD are also defi­
cient in this enzyme. .At tins time w c are 
not aware of anv successful method tor 
adding phenol sulfotransferase to one's 
svstem .1 

Receptors 
Tlie third area of possible interfer­

ence in neurotransmission is a change in 
tlie number of receptors on die postsy­
naptic neuron. The number of receptors 
on die surface of a nerve cell can varv 

Earlier in diis amcle, we referred to 
die faa diat ongoing allergic reaaions 
can reduce die availability of neuro­
transmitters in the brain If we are ex­
posed to an allergen (something to 

('oniinuecl on page 4 
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which ue are allergic, such as milk or 
') over a long penod of time, our 

ŝ compensate for die loss of the 
li^Lirotransmitter. norepinephrine. Our 
brain creates more receptors so that 
even though diere are fewer neurotrans­
mitter molecules coming across the 
synapse, diere is a better chance of 
many being 'captured'— of conneaing 
witii a receptor, in odier words, some­
one who was dnuik would find it easier 
to luilock a door if there were twelve 
kevholes instead of just one. 

AltJiougli die increase m die number 
of receptors means tliat more of the 
neiiiotraiismitters are caught, diere is a 
dov'.ii side W'ltli tlie extra number of 
receptors, the nerve cells are now more 
excitable and have a harder time distm-
guisliiiig between a real message and 
background "noise' For example, 
miagine diat you are tiAing to listen to 
a distant radio station with a weak sig­
nal ; you need to tum the volume wav up 
in order to hear the speaker's voice, but 
this produces so much extremely loud 
static that you can barely make out what 

^mg said. 

Neurotransmitters have 
many roles 

When a child's brain is affected in 
any of die ways descnbed above, diere 
can be many symptoms. Neurotrans­
mitters are involved in a number of 
essential areas where .ADD children 
have difficulties. Tliev are involved in 
waking up. III experiencing pleasure 
and in focusing 

Neurotransmitters are essential for 
the "onentmg response' which is so im­

portant for athletes such as tennis play­
ers. When you play tennis, your brain 
functions in two ver\ different ways — 
It must coiistandy switch back and forth 
between an 'organized' and 'disorgan­
ized' state Tlie organized state is 
needed for hitting the ball; vou are per-
fomiitig a task that has been praaiced 
over and over But as vou wait for your 
partner to hit the ball back to you. your 
brain needs to be in a highly disorgan­
ized state \ o u have no way to predia 
where die ball will come and how you 
will need to reaa; iii a disorganized 
state, vour brain is ready for whatever 
action nuist be taken. 

.ADD children seem to be able to 
focus, but diev focus on their own 
dreams and ideas. Tliev have trouble 
making the shift to the disorganized, 
open iniiid which allow s leaming Tins 
shift to tJie disorganized, receptive state 
requires tiiat neurotransmitters be avail­
able in sufficient amounts Tlie use of 
drugs SLich as Ritalin locks die brain 
into die organized state. Tlie reason 
some children do not seem to leam well 
on medicine is because they are not able 
to switch to die receptive (disorgan­
ized) state 

.Antifungal drugs 
Fungi normallv live m relativeU 

small numbers wipiin die intestine, but 
after repeated courses of antibiotics, 
fungal populations flourish Like 
foods, abundant fiuigal overgrovvdi in 
die intestine can cause an ongoing aller­
gic response, an immunological activa-
doii that depletes die available supply 
of tJie neurotransmitter norepinephnne. 
reducing chemical signal amplitude m 
die brain 

Editorial note: 
Researchers puzzle over tlie dramatic increase iii mental heakh problems dunng 

the past few decades, and over die fact diat the greater increase has been in y ounger 
people. 

Dr Gerald Kleniiaii of die New York Hospital-Coniell Medical Center noted 
"I 'm pretty convinced tliat something radier profound happened in our society from 
about 1950 to 19S0 and diat it had its greatest iiiipaa on young people. 

"It could be some virus or some toxin in our food or water..." 

Or Feingold traced the increase in behav loi and leanung problems to the years 
wmg World W'ar 11, when foods began to change from minimally-processed 

additive-laden Each vear, more svndictic cheniicals are consumed by more 
children, expenencing more disturbed behavior 

In addition to allergens, fungi pro­
duce a wide vanetv of phenolic com­
pounds, which in the absence of ade­
quate phenol sulfotransferase will accu­
mulate in brain tissue, furdier degrading 
brain function by adding to chemical 
"backgroLuid noise " 

Future research will tell us if die 
benefit of antifiuigal treatment (about 
half die autistic children treated with 
antifiuigal dmgs were shown to im­
prove) IS a combined effea or reducing 
bodi allergen and toxin exposures, with 
improved nerve transmission due to 
higher signal amplitude a/id reduced 
chemical background noise levels. 
Based on what we now know, iliis 
seems likelv. 

-Sum ma ry 
Dr. Sinaiko discussed manv different 

mechanisms, and it is likelv that all of 
them play a pan in tlie conneaion be­
tween diet and behavior/leaming dis-
abilmes. .Allergies weaken tlic nerve 
transmission signal, while toxic effeas 
raise the background noise level of false 
signals Bodi effects disaipt die cnDcal 
chemical balance at die synapse 

Recent work has not only validated 
Dr, Feingold's clinical observations, 
Dr. Sinaiko stressed, but has gone on to 
implicate die biochemical mechanisms 
which may be responsible for die effeas 
of food additives and common allergv-
inducing foods on behavior and leam­
ing disabilities in children .Aldiough 
many pieces of die puzzle arc still miss­
ing, research is progressing rapidlv in 
this area and is leading us to a much 
clearer understanding of behavioral re­
actions to foods It IS very important to 
recognize that more dian one mecha­
nism is involved here. While diet modi­
fications can help most children signifi­
cantly, this is too complex a problem for 
one single answer 

References: 
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The many effects of food additives 
In 1973 Ben F. Feingold, M.D., presented his Hndings to the Allerg>' Section ofthe annual 
meeting of the American Medical Association. His work continues to help us understand 
many different health, learning, and behavior problems. 

He described eieht years ot clinical 
experience and an impressive 

track record helping children v-ho he 
retcrred to as "the failures ot the medi­
cal cuniniunitv." Dr. Feingold's 
eredentiLils vvjre also impressive, and 
^li.^ tcchnn:lue.̂  t.illowcd the bc.u medi;, 
eul prKcediire.-;- treat patients on the 
clinical level, gather intorm.ition on 
successful techniciues, rekiie this to 
(irv.ihjhlc c.lu.̂ es using Inl^iriiKition 
l.'und m reS[KcteJ medic.d journals. 
Since he was a elinici.m, it vcas his role 
to help a patient become v'.cll. The jvib 
ol determining why a clinicil technique 
works is the rcLilni of the academician, 
i.-r rocarcher. Dr. Feingold called 
up.'R his eolieague> to begin the com­
plex task ot understanding what hap­
pens ' >n the molecular level vv hen a syn-

thetic;illv coKired i.ir tlavored food 
enters a child's hodv, and vchy the result 
is v>t'ten profoundly disturbed behavior 
iT inal^litv 10 fi.icus. N'erv little has been 
carried out in this inipi.Ttant area, there 
h.is never been a di.̂ uble h'lind study ol 
the Feinjiild PrC'gr.iiii. 

Dr. Femc^'ld called u|Mn another 
croup He Li4.ed p.ireni volunteers to 
pro'.ide the inl'orrii.itivMi and support 
v>.hieh enables a tamilv to find suitable 
lov'd and te-t the pr.'gram. Fvir more 
il'i.in seventeen ve.irs the Feingc.ld .As­
sociations have ch.uie tlll^ 

.M,.S[ ol the Uvu.-; >'f the .-\.^s,v•la;^)n 
is on helping children vciih learning or 
heh.iMor (Hol-leniv but over the years 
wc have received m.tnv rep>.Hi^ot other 
t'.imlU members experiencing unex-
peaed benefits. The longer the .As-

that food dves have on the brains ol 
b..ith animals and humans. Both re­
searchers and consumers report a wide 
ran^e of negative effects Irom other 
additives, notably MSG and aspartame. 
Presumably, these additives also affect 
the chemistry ;.if the brain. 

Parents of A D D children often hear 
reference to neurotransmitters; these 
are chemical messengers that enable 
nerve cells lo communicate with each 
other. The three neurotransmitters 
which are repe.itedly associated wlih 
.-\ D D and related [i r i.i h 1 c m s are: 
se r ot i.i n i n , dopamine and 
nv)repine[ihrine. 

Serotonin is called an inhibitor. It 
prevents us friim doing things which are 
inappropriate or dangerous. In his 
b'.u.ik, Toiireiie S'.ndronie and Human 
Bel-.'juor. Dr. David Comings states, 
"Low levels of brain serotinin are as­
sociated with aggression, depression, 
vii.ilent suicide, alcoholism, arson, bor­
derline personality, bulimia, and other 
impulsive behaviors. Low brain 
serotonin may also cause panic at­
tacks." The Food and t')rug Ad-
^',ini^lralion connects serot'jnin with 
migraine headaches, ''\'vorking with 
other chemicals, serotonin regulates 
blood vessel constriction and dilation. 
Il can bolh sharpen and deaden pain." 
[FD.4 Consumer. Sept. l'/)2) 

sociation has carried out our v.isrk, the 
more diverse the reports of other con­
ditions responding to the program. Dr. 
Feingold often told us that ''any system 
of the body" can be affected by the 
additiv es we eliminate, but it si ill took 
us bv surprise each time wc le.irned ol 
aniuher condition which was helped by 
the renii.ival ot cert.iin additr-es and 
salicv lates. 

While the research Dr. Feingold 
>.Mlied lor has neH been carried out. 
v>.ork in rel.ited fields sheds some light 
1 'n hi.iw svrnpL.ims which seem verv dit-
ferenl fr.Mii each cHher are interrelated. 

Rese.irchers at MIT have shown 
that nutrients in LHKI can alter the 
functioninij of the brain O'.her re-
^earchers have demonstrated the etieci 

AnvMher area wlierc servMonin 
seems to plav .in important part is ob­
sessive ceimpulsive disorder, or OCD 
- vchen a person feels compelled to 
refieat an activiiy over and over, and ^ 
feels verv an.xious v.hen they do nol. 
Researchers at Brown University and 
^•ale have found that drugs which in-
cre.ise serotonin can help OCD suf­
ferers. "\\ hen utilized by the brain's 
neurotransmitters at normal levels, 
serotonin is believed to impart a feeling 
of certainty, si.i that pei.iple don't ex­
perience excessive doubt about what 
they think and do. If his serotonin level 
is out of whack, an individual may have 
III.' conlldence in his deeisu.ins or ac-
ti.'tis. leadini; him b} re()eat actions 
iiver and over." i SMUM .4!u!u:ii Mpnth-
I'.-. i: 

Considering how vul­
nerable the brain is to 
cheniicals, it's no wonder 
the Program helps so many 
symptoms. 

The neur..>transmitter, di.'pamine, is 
involved in the control of muscle move­
ments, and mav play a p.irt in such dis-
i.Ttlers as Parkinson's disease and 
Tv.'urette syndrome. The third impor­
tant chemical, norepinephrine, is 
fi.irmed from dopamine, and helps 
regulate do[iamine. 

.A:, the director ot the Tourelte 
Svndrome Clinic at the City of Hope 
National Medical Center, Dr. Comings 
has collected a wealth of information 
on svmptoms which may be related to 
Tourelte svndreurie. They include; hy­
peractivity, ADD, dyslexia, c^bscssive-
compulsive behaviors, conduct disor­
ders, de-pression, mood swings, ir­
ritability, migraine headaches, short 
temper, an.xiety, panic attacks, phobias, 
speech problems, sleep problems, ad­
dictive behaviors like alcoholism and 
eating disorders. 

Comings has found that the Tour-
reite patient is far m.ire likely than the 
average person to h.ive one or more of 
these symptoms. .Apparently they are 
more closely related than they may 
seem at first glance. It wDuld follow, 
[hen. that a technique whicli can help 
one of these problems (such as hyper­
activity) might also allicviate depres­
sion or headaches, etc. 

Because the Feingold Progam asks 
the entire family to use the same foods, 
v-e hear iif oiher problem.-, which have 
responded to the change. Dad's 
headaches disa[)pear, .Mom is no 
longer troubled by PMS, and older 
sister isn't so distracted. The separate 
pieces of the puzzle begin to fit when 
vou con.iider that loods and additives 
can affect brain chemistry, and that al­
tered brain chemistry can result in a 
wide range of symptoms. 
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A Review of the Studies on the use of Stimulant Medication for 
Children with Attention Deficit Disorder 

by Syte Reitz. i^li.D. 

The use of stimulant medicine for children with .ADD offers short-term improvement for the 
majority ol children, but with potential side-elTects and no long-term improvement in behavior, 
learning or social de\ elopment 

The Council for Exceptional Chil­
dren luas published a coiiiprelien-

sive review of the studies on the long-
term etTects of stiiiuiLant medication for 
children with .Attention Deficit Disorder. 
The article, by Swanson et al, appeared 
m Exceptional C/iildren. Vol. 60. No 2.. 
1993. 

Tins article uses a new ""review of 
'lews" mediodology to condense die 
sting findings in recent scientific lit­

erature on die use of stimulant medica­
tion for children widi .ADD. Nine re­
view articles (traditional, meta-analytic 
and general audience categones) were 
included, as well as odier references 
spanning 1975 to the present. 

Tile metliodologv used in the atticle 
is complicated, and the reading is 
rough, because the existing literature is 
filled with coiifhctiiig aims, observa­
tions and conclusions conceming medi­
cation of hvperactive children. Swan­
son et al attempt successfully to ŝ \̂ 
facts, effects and observations from 
aims, predisposition and opinions, and 
remarkably, diey come up widi some 
consensus from the existing literature. 

Tlie factual material where the vari­
ous researchers are in agreement is 
summanzed in one table and one figure 

Table I lists and compiles die find­
ings of dirce individual review papers 
which are tvpical of infonnation foiuid 

111 die literature Despite diffenng in­
terpretations and recommendations, 
die eye-opening conclusion all diree 
reviews arnveat is diat stimulant medi­
cation IS seen to have only short tenn 
effects on die behavTor and attenuon of 
children witli ,ADD. 

Tlie "effect size" reported iii Table 
I IS not cleariy defined in dieardcle, but 
presumably it corresponds to die per­
centage of improvement seen in the 
'dliildren after treatment with drugs 
Tlius treatment with stimulant daigs 
produced an average (short-temi) im­
provement'rate of 0.83 or 83% in the 
areas of behavior and attendon in die 

Continued 

Foods and additives are common causes ofthe attention deficit 
hyperactive disorder in children 

Maivin Eioris, MD and r'rancinc .S. Mandel, I'hD, ANNAL.S of ALLERGY, May 1994 

"Tliis investigation evaluated 26 children ulio meet the criteiia for ADHD. Treatment with a multiple item 
elimiiintioM diet showed 19 children (73°/o) responded favoiably, P<.001. On open challenge, all 19 children reacted 
to many foods, dyes, aiuLor preseivatives. A double-blind placebo controlled food challenge was completed in 
16 children. There was a significant improvement on placebo days compared with challenge days (P=,003). Atopic 
[allergic] children with ADHD had a significantly liigher response rate than the noiialopic aroup. Tliis study 
demonstrates a beneficial effect of eliminating reactive foods and artificial colors in children wit1i ADHD. Dietary' 
factors may play a significant role in the etiology ofthe majority of children with ADHD." 

The Feingold® .Associations of the United States, Inc.. founded in 1976, are non-profit volimteer oryanizations whose purposes are to support their 
ibers m the miplementation ofthe Femgold Program and to generatepublic awareness ofthe potejitial role of foods and synthetic additives in behavior 
ling and health problems The program is based on a diet eliminating syntlietic colors, synthetic flavors and the nreservatives RHA R H T 

iLiHQ. FAUS, P.O. Box 6550, Ale.xandria.VA 22.̂ 06. ^ " on/\, on i , and 
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aie.3s.ot~ IQ and achievement, short-term improvements aver­
aged J5'1O Considering die fact that Barkley ( r e p o r t e d 

•iioximately a 30'% placebo response rate, the above figures 
stimulant medication translate to real numbers of about 

ju''n slioit-term improvement m behavior and attention, and 
about 5"o improvement in IO and achievement (short-term or 
long tenn) 

No long-term effects of stimulants have been documented, 
according to Swanson et. al.. and most patients discontinue 
stimulant treatment vvitlim two years Tlie sliort-tenii im­
provement is also not specific to children witli .ADD, since 
these drugs exhibit die same effect of improved attention and 
concentration in normal children 

In the short-term, stimulant medicine can bring 
about a sigmHcant improvement in some ver>' 
distressing svmptoms 

l l i e disagreement in the literature appears to rest in the 
iiitetpretatioii of die above findings — not all audiors agree 
whether the short-term improvements are wortliwhile im­
provements in diemselves or whedier diey mteifere with treat­
ment b\ acting as a short-tenn caitcli, preventing or postpon­
ing the use of more effective iioii-plianiiaceutical approaches. 
Some authors point out that daigs may have greater relevance 
for stress-reduction in caregivers than ititnnsic value to the 

•Id. 

•a 

FigLire I summarizes what can and cannot be expected from 
the use of stimulant medication on children widi .ADD: 

T emporary niaiiaticnicnt of the foliowini!; syiniitoms 
will he exjiectcd to occur using drugs: 

a) over activity 
b) inattention 
c) inipulsivity 

This will lead to tem])orary inipro\enicnt in the follow­
ing areas: 

a) rleportmcnt (incieascd compliance and ctTort will be 
observed) 

b) decreased aggression 
c) social interactions (decreased negative behaviors) 
d) academic productivity (mcreased amount and accuracy 

of wo I k ) 

I'igiire 1 further lists what improvement.^ .should not be 
vpecteil wlien nsing stininlaiit medications to treat .ADD: 

1) Tliere will be no parado.xical response Tins means diat 
the stimulant medications produce the same etTects on all 
children and all adults (impioved attention and concentration). 

regardless of .ADD diagnosis oi' "normar label Tluis the 
stimulant drugs cannot be correcting a biochemical defect or 
phvsiological or neurological abnomialitv 

The researchers are essentially m agreement 
that stimulant medication does not provide 
any long-term benebts to the child. 

2) Tliere is no w ay to predict i f stimulant drugs will help. 
Dmgs do nodiiiig for 25"o to 40";) of hyperactive children. 
Tlie response of a paiticular child to daig treatment cannot 
be predicted m adv.ance by any known neurological, physi­
ological or biochemical test. 

3) .Absence of side etTects cannot be expected. Frequent 
side efTects of daig treatment include appearance or increase 
in tics, problems widi eating and sleeping, and possible 
psychological effects on cogiiilioii and attnbution (tlie ability 
to reason and to understand cause and effect relationships). 

-1) M.ajor long-term iiiipiovcmeiit in skills oi leaming 
cannot be expected (no long-term improvement in reading, 
adiletic or game skills, or positive social skills occurs). 

5) Improvement in long-tenn adjustment cannot be ex­
pected. No improvement in academic achievement is seen, 
no reduction in antisocial behavior or arrest occurs. 

Cleariy, when editorializing and opinion are sifted out 
from tlie literature, a surpnsmg consensus emerges about die 
expected benefits and die acknowledged limitations of 
stimulant medication m children with ADD 

Some researchers express concern that the use 
of medicine makes it more difficult to identify 
the cause(s) or the child's learning problems 
and to find solutions 

In sumiiiaiv', drug treatment of children w idi ,ADD has no 
long tenn beneficial effects. Short-term effects are limited 
to temporary suppression of one subset of svmptoms. 

Some authors feel tiiat stimulants may be ovcitised in the 
United States. Higli doses of stimulants may produce cog­
nitive toxicity (reduced ability to dunk and reason). Manv 
children have adverse responses to stimulants and most 
patients discontinue treatment widiin two years, dead v die 
benefits of stiiiuilaiU treatment of children witli .ADD are 
limited. 

'UMIMOV. R.,'\. (1^)77I. .-\ riviev>. of stiiiuil.iiit drug rese.Tr:h v\ith 
hvpcr.ictivc children. .Innnui'. nf ( 'hild l'.s\-ehi>l,> .̂̂  and / ' n t/i/Lifn, 
IS, I.-17-165. 

Dr. Rcilz received her bachelor's degree m hiochetnislix 
from the University o/.'V) at Stonybrook. and her doctorate m 
bioclie/nislir A molecular biologv from Rutgers. She did her 
post-doctoral work at Princeton and u as assistant professor 
of biochemistry and molecular biology at Oakland Universit\' 
in Rochester. All. 
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The Application of Traditional Chinese Qigong in 
Psychiatry in the United States 

Presenter: Huaihai Shan, M.D. 

Associate Professor of Psychiatry 
Shanghai XUHUI Mental Health Center, P. R. China 
Shanghai University of Traditional Medicine, P. R. China 
Shanghai Institute of Qigong Research P. R. China 

Visiting Associate Professor 
Department of Psychiatry 
UMDNJ-Robert Wood Johnson Medical School 
Robert Wood Johnson Medical School 
671 Hoes Lane, UBHC, Room D-326 
Piscataway, NJ 08854 
Email: Shanhu@umdni.edu 
Tel: (732) 235-3360W,| 
Fax: (732) 235-4430 

CAM approaches that have been applied to psychiatry include Qigong, 
biofeedback therapy, acupuncture, Chinese herbs, meditation, autonomic 
training, hypnosis, relaxation therapy and biotherapy. Although the clinical 
utility of Qigong has not yet been fully evaluated, a large number of 
practitioners and patients worldwide have accepted it. There is good 
anecdotal evidence supporting the use of Traditional Chinese Qigong in 
conventional medical settings for disorders including mild anxiety, 
depression and, most strikingly, psychosomatic disorders such as asthma. 
Unfortunately, there are relatively few adequate research studies on the use 
of Qigong in this field. 

Following are some concems about Qigong that should be considered in 
order to properly assess the application of Traditional Chinese Qigong in 
psychiatry. 
1. Many Qigong masters do not have extensive knowledge to diagnose 
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properly medical problems that may be treated by Qigong. 
2. The anecdotal evidence of efficacy is not acceptable by conventional 

medicine because it lacks placebo controls. 
3. Qigong has been sometimes been misused in the community and 
conventional medical settings in China. 

What is Qigong? Although Qigong is widely practiced in the world and 
there is growing number of people and patients who are interested in 
practice Qigong, there are still some different opinions about its defmition. 
Qigong embodies two principles: Qi is the vital energy of the body and 
gong is the practice and training of the Qi. Traditional Chinese Qigong, a 
particular form of Qigong, is also known as medical Qigong. 

Traditional Chinese Qigong is the ancient art of health maintenance and 
healing that originated several thousand years ago in China. Traditional 
Chinese Qigong has three elements: mind, breathing and movement. The 
ultimate goal of Qigong is to improve the functions of the Mind/Body in a 
balanced way. Traditional Chinese Qigong is also one of the psychological 
rehabilitation techniques. For thousands of years, millions of people have 
benefited from Qigong practices and believed that improving the function of 
Qi maintains health and heals disease. It is believed that regular practice of 
Qigong helps to cleanse the body of toxins, restore energy, reduce stress and 
anxiety, and help individuals maintain a healthy and active lifestyle. 

1 hope that psychiatrists and psychologists would consider evaluating 
Traditional Chinese Qigong as a method of behavioral therapy. 

1 suggest that NIH establish a focus for research of Traditional Chinese 
Qigong in NCCAM to evaluate the practice of Qigong including its 
indications and contradictions. 

The practitioner should consider the safety limitations of Qigong in the 
treatment of medical problems because Qigong may induce some psycho­
physiological responses that are not good for health if practiced incorrectly 
or inappropriately. 

10 of 10 



I would be pleased to offer some the training courses of Traditional Chinese 
Qigong in the United States. I hope NCAAM establish a system to license 
Qigong instructors in the future. 

If this is done, the quality of the research in the application ofthe 
Traditional Chinese Qigong in psychiatry would be improved. 

My colleagues and I are very interesting in the application of Traditional 
Chinese Qigong for psychosomatic disorders in psychiatry. In particular, 
we would like to compare Traditional Chinese Qigong with meditation and 
other relaxation therapies in a Methadone setting for treatment of drug 
abusers. 

10 of 10 
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Huaihai Shan, M.D. Qigong Master 

Associate Professor of psychiatry 
Shanghai XUHUI Mental Health Center, P. R. China 
Shanghai University of Traditional Medicine, P. R. China 
Shanghai Institute of Qigong Research P. R. China 

Visiting Associate Professor 
University of Medicine and Dentistry of New Jersey 
Robert Wood Johnson Medical School 
671 Hoes Lane 
Piscataway, NJ 08854 
Email: Shanhu@umdnj.edu 
Tel: (732) 235-3360W, | • (b)(6) 
Fax:(732)235-4430 

I received M.D in Psychiatry from the Shanghai Mental Health Center of China in 1985.1 
have trained extensively in general psychiatry, medical psychology, Traditional Chinese 
Medicine including Qigong, acupuncture and other CAM therapeutic approaches. I had 
begun to study the research on the psychiatry, medical psychology and CAM in 1985 
after I had completed residency program in psychiatry. I founded the several research 
grant in psychiatry from Chinese govemment since 1986.1 am a principal investigator of 
Chinese Health Center grant for in Qigong and psychology. The Several articles have 
been published in Chinese joumals on the Complementary and Altemative Medicine. I 
also have been training in psychiatry and complementary and altemative medicine in the 
United States since 1996. 

I also received a certificate of medical Qigong instructor from Shanghai Traditional 
Chinese Medical University of China, School of Qigong in 1989.1 have taught Qigong at 
Shanghai Mental Health Center, in Qigong clinic and the community. Over the past 10 
years, I have successfully integrated complementary approaches into my clinical practice. 
I have completed the project of the application of Traditional Chinese Qigong-based 
stress reduction program in the treatment of Anxiety disorders that has been published. 

My research interests are focused on the use of complementary and altemative medicine 
including Qigong therapy, acupuncture, Chinese herb medicine and mind/body medicine 
and relaxation therapy, to treat stress-related disorders. I have been dedicated to helping 
people heal themselves, increase vitality, cultivate spiritual growth by complementary 
and altemative medicine. I am currently working on the research of the comparing 
Traditional Chinese Qigong with Biofeedback therapy for psychosomatic disorders and 
other medical problems as postdoctoral fellow in psychophysiology lab at UMDNJ. I am 
also training the faculty and staffs leaming Qigong practice in medical school and treat 
the patients by Qigong therapy. I believe that Traditional Chinese Qigong is one of the 
Complementary and Altemative Medicine that is very helpful for Americans in the 
fiiture. 



J A C O B C U R E 
A Fight Against Canavan Disease 

3Q 
My story begins in 1996 when my son Jacob was bom, and then six months later diagnosed with ^ 
Canavan disease, a fatal neurological genetic disorder. After being told Jacob would never hold 
up his head, sit, crawl, walk or say a single word, 1 was horrified to further leam that he would 
develop seizures, loose his ability to see, hear, swallow and would die within the first decade of 
his life. Even worse than the diagnosis, was the reality that there was no treatment to save my 
baby. I was told to take my baby home, make him comfortable and watch him die. 

What I thought would be an endless Joumey, to search the world for any hope of a treatment, was 
not that at all. Within a month, I had located researchers fi-om Yale University and the Auckland 
School of Medicine who had successfully treated two Canavan children with gene-therapy (in 
New Zealand) and were planning to treat 15 Canavan children in a US Phase I Clinical Safety 
Trial. Jacob was enrolled. 

In January of 1998, after an extremely lengthy review process through the NIH, FDA and the 
Intemal Review Boards at Yale, Jacob was finally treated and treated once more in September 
1998. Jacob improved dramatically, but most impressive was his ability to generate new white 
matter in his brain. 

As I sit before you today, Jacob again waits for the approval of yet another gene-therapy protocol 
that according to the researchers is safer, less toxic and technologically advanced. Where the prior 
therapy successftilly reached a few areas of Jacob's brain, data indicates that the new procedure 
will deliver the gene, critical in saving Jacob, to all the areas of his brain. 

With the excitement of this potential treatment comes the reality that Jacob deteriorates before 
your eyes as we wait for a review process that began back in May. While 1 am told by FDA 
officials that the review process is to ensure the safety of my child, I often respond by saying, 
"Why isn't the FDA equally concemed that Jacob could die because of lengthy reviews?" Equally 
conceming is that the FDA wants to ensure that patients and family members are fully informed, 
but yet we are kept at arms length from the review process. 

Because ofthe orphan disease status of Canavan, there is zero federal ftinding that supports 
research in this horrific disorder. In addition to the emotional and physical toll taking care of my 
child has taken, 1 have also been given the responsibility of raising the funds necessary to support 
research with the potential of treating Canavan. Money is scarce, so I have become a very 
infonned parent only able to support solid research. While I have been freated by officials at the 
FDA and NIH like a desperate mother willing to try any snake oil, the reality is that there simply 
is not enough money to support everything, so my choices must be made based on informed, 
concise information. And most importantly on evidence that the research I support has the 
potential of benefiting my son. 

For an agency that prides itself on working hard to provide the public with safe, effective 
treatments, I am amazed at the snails pace and lack of regard the FDA has for terminally ill 
patients (and their families) who have no altematives. They seem at rest with the fact that because 
they are taking an unethical amount of time to ensure safety, and patients may die while doing so, 
there is some sort of Justification. I can assure you that there is never justification for a parent who 
must bury a child. 

In my summation, Jacob's ethical right to receive a treatment that may stop the progression of 
Canavan, improve his quality of life and potentially treat or cure him is denied with each passing 
day he waits for an approval from the FDA. In addition, my right to choose what is best for my 
child is taken away as well. The same freedom this country prides itself on is the same freedom 
that has been taken away from Jacob and I. 

It is my belief that protocols involving terminally ill patients must be reviewed more expeditiously 
and with different standards. Presently, the FDA must respond within 30 days of submission, but 
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there is no limit for how many times they can ask for re-submissions, for which another 30-day 
response is allotted. I would propose the following: 

1. For experimental research in preparation for clinical frials involving patients quickly 
deteriorating from terminal illness (with a small window of opportunity) there must be prior 
knowledge ofthe FDA's demands, a review process that begins prior to submission. Researchers 
and patients and patient representatives should be able to have open dialogue with the FDA to 
discuss protocol intensions, collection of data and risk1)enefit ratios. 

2. The FDA needs to have more interaction with the patients of the protocols they are 
reviewing to understand the magnitude and the necessity for treatment, the patients knowledge of 
the altematives (in our case death) and the desire of the patients choice of freatments. 

3. Upon submission, the FDA should be required to respond within two weeks. If there are 
ftirther requests from the FDA that the researchers and patients seem unreasonable and would 
create an unnecessary delay, then the patients and/or family members should be able to waive the 
approval from the FDA and sign an informed consent to proceed with the freatment. 

4 An oversight 
committee must be created to protect patients and oversee the FDA. There must be a balance. As 
stated by our local congresswoman, Nita Lowey, "If there is a level of comfort, parents or patients 
are informed and know the risks and there are no other options than we must move ahead and freat 
the patients." 

I thank you for this opportunity to share with you my precious Jacob and the struggles we live 
though every day. I hope that our testimony will make a difference and most important save lives. 



J A c 0 B ' 5 C U R E 

A Fight Against Canavan Disease 

In September of 2000, 1 created Jacob's Cure, a non-profit foundation, because of 
my passion to save the life of my son, Jacob, who is aftlicted with Canavan 
disease, a devastating genetic brain disorder. Because of an enzyme deficiency, 
Canavan demyelinates the brain. Without myelin or white matter, Jacob never 
reached his first milestone...lifting his head. He is essentially trapped in his body. 
Without intervention, Jacob will lose his sight, his ability to swallow, may be 
stricken with seizures, become too weak to fight off illness and die within the first 
decade of his life. 

J4SB 
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In 1998, my efforts resulted in .lacob's enrollment in a Phase 1 Gene-Therapy 
Clinical Safety Trial. Jacob, along with 14 other Canavan children exhibited 
positive results and miraculously, Jacob developed new myelin. There was now 
hope where none existed before. 

With these exciting results, it is my goal and that of Jacob's Cure to continue lo 
support the continuation and advancement of research in gene-therapy. Because 
Canavan is so rare, zero federal funding supports research in Canavan disease, so 
it is through the help of friends, family and a philantliropic community that Jacob 
and children like him may be cured. 

As it is the goal of Jacob's Cure to help the children dying of Canavan today, an 
additional project supported by Jacob's Cure is Neural Stem Cell Transplantation 
at Boston Children's/Harvard, at the direction of Dr. Evan Snyder. This research 
has exhibited great hope in curing Canavan and most brain disorders because of 
the unique ability of stem cells to provide what the brain is lacking, while also 
repairing any damage that has occurred. Dr. Snyder and his team aim lo treat 
Canavan children with stem cells by the end of 2001. 

Currently, Jacob and 24 other children suffering from Canavan desperately wail 
for a second, more advanced gene-therapy procedure that is under review for 
approval at the FDA. The goal to begin this critical gene-therapy treatment is by 
February 2001. 

.lordana Sonlag, ".lacob s Mom " 
President 
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Their 19-month-olcl boy was 
(Jeteriorating, ancJ Richar(J ancJ 
Jorcjana Sontag had come to Yale, 

desperate and angry. 
An experimental gene 
therapy was their only hope, 
but the scientists were not 
sure it was safe. 
The couple spotted 
Dr. Margretta Seashore 
in the lobby. 'Look at him,' 

Richard said, thrusting Jacob 
in her face. 'You tell him why this 
protocol is delayed while he's 
dying. ...You look at my son dying. 
Tell it to him.' 

Keeping laĉ ob Alive 
By Michael Winerip 



•ntil recentrv; there ^̂vas no 
liODc i'or a child, wi 
1 • " L) 

ciisease. OLi v n e i i l i l t : 
1 

ic'BrnCQ I Hal l i l t l i Ollls' CJilK 
[ ."! •• • . L . :.. 

oDni wnin ii.. inev ••AK^.it: 
I • -r - •• d prepare Cl l O sacriucc a^A'tiii 

to opt hiTTj the evnerirneiita 
tredtrrieot ne neeoeQ. i h.ev 
aicin t K.nov\̂  inai i i l i i y i l i . . i i l C l u Q c : 

their niaroaye 
Bv Michael Winerip 

ordana and Richard Sontag were speeding toward Yale University, angry, desperate, 
ready to unleash their secret weapon, which they had carefully loaded into the back 
of their Grand Cherokee. For a year, they had done everything in their power to 
save their dying baby boy, Jacob. The well-to-do young couple and relatives had do­
nated more than $200,000 to Yale to underwrite experimental gene-therapy re­
search aimed at curing the rare genetic disease that plagued Jacob. They had helped 
pay to bring two leading researchers from the other side of the world to Yale and to 
transport from a lab in Germany the precious concoction of healthy genes that 
might save their son and a dozen other dying children with Canavan disease. They 
had hired lawyers and enlisted United States Senators to lobby the medical over­
sight committees for approval of the experimental procedure. 

And then they waited. Week after week, Yale officials assured them that the med­
ical school's review committees and the governmental agencies would soon take ac­
tion. But spring had given way to summer, and summer to fall, and still nothing. Ja­
cob's adorable blond head had grown too heavy for him to hold up, and he had little 
control of his limbs, which hung at his sides, making him floppy like a rag doll. 

In hopes of speeding the review, Jordana had assembled two notebooks full of 
records documenting the complete medical history of 1 '/2-year-old Jacob Ross Son-
tag, starting with the first sonogram. The names of all those committees and agen­
cies that had to approve the experimental treatment made her head throb and at 
night turned her dreams dark and anxious: the Human Investigation Committee 
and Biological Safety Committee at Yale; the Recombinant D N A Advisoiy Com­
mittee at the National Institutes of Health; a staff review at the Food and Drug Ad­
ministration. Al l had to say "yes" before the children could be treated. But as the 

Richard and Jordana with Jacob, after he was hospitalized with a 103-degree fever. 
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Above: Richard and Jacob at mealtime. Right: Jordana in a moment of quiet anguish. 

Sontags knew, H.I.C. wouldn't act until B.S.C. 
did; B.S.C. preferred R.A.C. to give an expedit­
ed approval first; and R.A.C. was waiting until 
H.I.C. ruled. And how did the Sontags explain 
that to friends who asked, "How's it going?" 

"We plan to see anyone who will see us," said 
Richard on the drive to Yale. "We'll look into of­
fices, the cafeteria — we'll find them!" That fall 
day in 1997, as they hurried through the lobby of 
Yale-New Haven Hospital wheeUng the secret 
weapon, they couldn't believe their luck. There 
was Dr. Margretta Seashore! The enemy! To the 
Sontags, Dr. Seashore epitomized all the bureau­
cratic delays that were killing them. She is an in­
ternationally known genetics professor, ap­
pointed by Yale to shepherd the experimental 
procedure through the review process. At 59, 
Seashore is careful, thorough, academic — pre­
cisely the type of person who was driving the 
Sontags crazy. Seashore was a generation older 

Michael Winenp is astaff writer for the magazine. 
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than the bold team of junior Yale researchers 
who had actually developed the new gene ther­
apy, tested it on 300 rats, 4 monkeys and 2 chil­
dren in New Zealand and pronounced it ready to 
go for its first trial in the United States. 

As far as the Sontags were concerned, Sea­
shore represented the establishment, when they 
needed a firebrand to shake up Yale. 

Seashore was waiting in the lobby to meet a 
group of medical students for a tutorial and was 
surprised to see the Sontags. She tried to make 
small talk, but they would not be distracted. " I 'm 
sorry I can't sympathize," said Jordana. "We're 
living with a dying child the past 18 months." 

Richard unfastened the secret weapon and be­
gan yelhng. "You look at him!" he screamed, l i f t ­
ing Jacob out of the stroller and pushing him at 
Seashore. 'Tou tell him why this protocol is de­
layed while he's dying!" The father was speaking 
so loud, people in the lobby were staring. Sea­
shore noticed that her four medical students had 
arrived and appeared to be in shock. 

"How could you prevent our child from treat­
ment?" Richard yelled. By then, Richard was 
crying, Jordana was crying, Jacob was howling 
and Seashore looked ready to burst into tears. 

" I do understand your desperation," Seashore 
said. "You have to understand, the biosafet}' 
committee is trying to be safe." She suggested 
that they consult the medical-school dean about 
the delays. " I 'm under tremendous pressure the 
past months, overseeing this protocol." 

"That's a luxury compared to being parents of 
a terminally ill child," said Jordana. 

Seashore's hands were trembhng. She warned 
she'd take herself off the protocol if this pres­
sure continued': " I f I do, this trial is dead." 

'Tou look at my son dying," Richard 
screamed. "Tell it to him!" 

Seashore would later call that Sept. 24, 1997, 
showdown a watershed. " I was shocked at their 
behavior in public," she said. "What that said 
was: We have desperate people here; they're go­
ing to blow the place up; we have to make a deci-
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sion." After the Sontags' visit, the assistant to 
the medical-school dean spoke to members of 
the Yale biosafety committee and told them that 
It was time to decide — yes or no— but soon. 
The next week, the committee approved the 
therapy, and in the following months the other 
committees did, too. The Sontags' desperate 
plan had worked. On Jan. 2, 1998, Jacob Sontag 
was scheduled for surgery at Yale, the first time 
doctors in this country planned to treat a genetic 
disease by shooting a syringe full of healthy 
genes directly into the brain. 

The four medical students who witnessed that 
confrontation have told Seashore it's the best 
clinical lesson they've had at Yale, and indeed, 
many of the forces shaping medical practice and 
research converged that day in the lobby to det­
onate the nasty explosion. For the Sontags, the 
experimental therapy was the sole hope they had 
to reverse the degeneration of their only child, 
precious Jacob, suffering from a rare disease that 
eventually leads to paralysis, blindness, severe 
retardation and death, typically between ages 5 
and 10. To the Sontags, gene therapy — intro­

ducing healthy genetic material into malfunc­
tioning cells so that they can produce a missing 
enzyme Jacob's body needs — was brilliant, and 
they knew from news articles that the approach 
was being used in hundreds of trials on cancer, 
cystic fibrosis and heart disease. 

In the Sontags' comer were two junior Yale re­
searchers, Dr. Matthew During, 41, and Paola 
Leone, 34, a neurobiologist. Since 1995, when 
parents of another dying child had begged Dur­
ing and Leone to apply their skills to Canavan, 
the two had moved at a breakneck pace. The 
Sontags understood these researchers had their 
own reasons — there will be great rewards for 
the scientist who figures out how to deliver large 
amounts of healthy genetic material to the right 
cells. For During and Leone, Canavan could be 
the template for other genetic therapies, rev­
olutionizing medicine; the dying children prom­
ised to be the perfect human subjects. As for the 
parents, they just thanked God that anyone 
would take on such a rare "orphan" disease. 

On the other side were Seashore and three 
dozen colleagues on Yale's oversight commit­

tees, many of them fearful that in this era of de­
regulation safety standards are being lowered, al­
lowing treatments hke the fen-phen diet drugs 
to reach the public without adequate testing. 
"The heart of the question," Seashore said, "is 
when is it time for something in a scientific lab 
to be made available to people?" Seashore had 
seen the career of one of her colleagues, the ge­
neticist Dr. Reuben Matalon, upended by mov­
ing too quickly from the test tube to humans. In 
the early 1990's, Matalon thought he had de­
veloped a pregnancy screening test for Canavan. 
And then, to his horror, four pregnant women 
who had tested negative gave birth to babies 
with the disease. " I wasn't going to let anything 
like that happen to me," Seashore said. 

I first met Jordana and Richard Sontag in May 
1997. Richard's sister, Deborah Sontag, is a 
friend and colleague (the Jerusalem bureau chief 
of The Times) and had told me of her younger 
brother's quest. She was skeptical, but also in 
awe of how determined her brother and sister-
in-law were to find a cure and how open they 
were about Jacob. A few months before, in Feb-
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Ricloard comforting Jacob as Dr. Charles Duncan, center, and his assistant, Dr. Sung Lee, inject the new genes. 

ruary 1997, to celebrate Jacob's first birthday, 
Richard and Jordana had rented a restaurant 
banquet room, hired a Musical Munchkin and 
invited 50 friends and relatives to the parry. 

Until recently, there was no hope for a child 
with Canavan, which is most prevalent among 
Ashkenazi Jews like the Sontags — affecting 1 in 
6,000 Jewish infants. Both parents must be car­
riers for the disease to manifest in the offspring. 
Children have a defective gene that can't 
produce a key enzyme needed to break down an 
acid in the brain known as N A A . Scientists hy­
pothesize that a surplus of N A A develops, 
which in turn interferes with the formation of 
myelin, the white coating that covers nerve cells. 
Without, myelin, the brain's nerve cells can't re­
lay messages to the body, eroding motor control 
to the point of paralysis. Autopsies reveal 
spongy brains full of tiny holes. 

At birth, the baby appears normal. But by 3 
months, parents notice a lack of responsiveness. 
Misdiagnosis is common. Jacob was first thought 
to have developmental and vision problems. At 4 
months, he was fitted for glasses. At 5 months, a 
specialist said it was Leigh's disease. By the time 
Canavan was identified, Jacob was 7 months old. 

Most families had only bleak things to tell 
the Sontags. They met parents who medicated 

their children around the clock, who felt any 
physical therapy was a waste. A mother from 
Philadelphia said: "Don't get him glasses. I t 
won't matter to him, and you don't want peo­
ple staring." There were parents who confided 
that they quietly let the children die instead of 
rushing them to a hospital during a seizure. 
"The best thing you can do," they said, "is have 
another child who is healthy." To Jordana and 
Richard, this was Canavan's defeated old guard 
speaking. 

The couple was not used to failure. In 1992, 
when Richard was 30, he bought out a two-man 
firm that produced battery-heated socks and in 
five years built it into Nordic Gear, a multi­
million-dollar outdoor accessory company with 
three factories and 350 employees. At an age 
when many are still deciding what to be, Richard 
was flying to the Orient first class on business 
and arranging meetings with his bankers. For her 
part, Jordana was a creative public-relations ex­
ecutive, savvy enough to get one of Richard's 
items featured on an Oprah Winfrey pre-Christ-
mas show highhghting great gift ideas. 

In the spring of 1997, in the midst of their quest 
for treatment, they bought a seven-bedroom, 
seven-bathroom home with a pool on 1.75 acres 
in a wealthy Westchester County suburb. That 

enormous house made Jordana uneasy, but Rich­
ard saw it as a testament to his business success. . 

They were determined to treat their son as ; 
normally as possible. When I first met Jacob, at • 
15 months, if his head fell onto his chest, Rich­
ard would say: "Pull up your head Jacob. Come 
on Boo." And slowly, Jacob did. "Say hi ," Rich­
ard coached, and hght came into Jacob's eyes, a 
smile appeared, his mouth opened and a tiny 
" H i " came out. Then Richard would kiss him all 
over, turn him upside down and make gassy 
noises against his neck while Jacob beamed. 

"Other Canavan families are amazed by Ja­
cob," said Jordana. "They've never seen a Cana­
van child so advanced." The Sontags made sure 
Jacob had extensive weekly therapy — physical, 
speech, occupational — all publicly financed as 
part of a Federal early-intervention program for 
disabled preschoolers. They constantly read to 
him. On a trip to Philadelphia, Jordana sat in the 
back seat and read and sang the entire two hours 
while Jacob was mum, staring through his blue-
rimmed glasses: "Is Clifford in his doghouse? Is 
that where Clifford is? Little Man, how come 
you're so smart?" 

They were dehghted he was already 25 pounds, 
while a 7-year-old Canavan girl they'd met, Mor­
gan Gelblum, weighed Continued on page 61 
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just 30. Instead of giving him a mushy diet — he 
had limited chewing control — they fed him 
Cheerios, waffles, chicken soup with matzoh 
balls. Canavan children tend to have trouble 
sleeping — imagine not being able to shift your 
body for 10 or 12 hours — and most parents se­
date them. 'They put them to sleep with one pill 
and wake them with uppers," said Richard. If Ja­
cob cried, they checked on him, but let him cry 
himself to sleep. 

Strangers saw Jacob's stylish glasses and his 
polo shirts and commented on how much he 
looked like the boy, Ray, in the film 'Jerry Ma-
guire." "People don't realize he's handicapped," 
said Jordana. But the Sontags were no fools. Jor­
dana was constantly downloading articles, and 
one described how much of the brain's devel­
opment is completed by age 2. "Every month he 
doesn't have the surgery, he's losing," she said. 
"At 6 months, he wasn't far behind other chil­
dren. Now at 15 months, he should be walking, 
and the distance from where he should be and 
where he is gets larger. He'H have to do so much 
more to catch up after the surgeiy" While the 

avan literature lists retardation as a symp-
it IS not clear at what age mental deteriora­

tion becomes irreversible. Jordana and Richard 
were convinced there was a bright little boy 
trapped in that body and they based that on the 
light in his eyes and his beautiful smile. They 
were in a race against time to reach that trapped 
person before he disappeared forever 

THEY WERE NOT THE FIRST THE KAR-
lins of New Fairfield, Conn., were. In 
1994, Canavan was diagnosed in Lind­
say Kariin. Her father, Roger, an inter­

nist, and mother, Helene, a psychologist, began 
a frantic hunt for scientists doing gene therapy 
and found During and Leone nearby at Yale. At 
the time, the researchers were using Parkinson's 
disease to investigate ways to deliver genes into 
brain cells of rats. They were testing a nonharm-
ful virus that could be loaded with replacement 
genes and would then transport those genes 
through the membranes of brain cells. 

The Kariins brought Lindsay to meet During 
and Leone. After several visits, the researchers 
agreed to focus on Canavan. The disease offered 
an objective measure of gene therapy's effective­
ness. If, after gene injection, a brain scan showed 
the children's N A A decreased and their myelin 
increased, it would be evidence that the implant­
ed genes had done the job. There were human 
r-^'sons, too, in the Kariins' favor. Like the Son-

•hey were educated people who understood 
.thics of offering up their daughter and 

promised to be able fund-raisers. 

At that time. During, a native New Zealander, 
was being wooed to return to Auckland. While 

scores of labs in the United 
States were doing gene therapy, 
in New Zealand he would be 
first. He saw a chance to do 
more, faster, with greater re­
sources. Indeed, shortly after re­
turning to New Zealand, the 
pioneer geneticist was fielding 
phone calls from reporters. On 
March 6, 1996, he oversaw his 
first human gene trial — on 
Lindsay Kariin and on a second 
American child, Alyssa Mushin. 

Though results were mbced, 
the Kariins were excited. Within 
weeks, they say, their daughter 
seemed to see more and do a 
better job holding up her head. 
Brain scans seemed to indicate a decrease in her 
N A A and increase in her myelin (although not 
for the other child). The Karhns were now anx­
ious to have their daughter treated again and 
agreed with Durmg that they should inject twice 
as much genetic material. 

That fall of 1996, the Sontags were just begin­
ning to confront Jacob's illness when they heard 
of the New Zealand experiment. In their usual 
take-charge style, Jordana and Richard were soon 
coordinating the next round of injections in New 
Zealand, on eight more children, including Jacob. 
To insure that every family could make the trip, 
the Sontags offered to underwrite any expenses 
the others could not afford. When New Zealand 
officials sent questionnaires asking parents if 
they understood the risks, Richard faxed sample 
answers to each family, urging them to slightly 
change the wording to the responses. The experi­
ment was described as testing only the safety of 
gene injection: "The best we can hope for is that 
the procedure is safe; anything over and above 
that will be a bonus." In Richard's advisoiy to 
parents he warned, "Do not say that you expect 
the gene therapy to save your child's life," al­
though that was what most hoped. Three times 
the Sontags had plane tickets for New Zealand, 
and three times they canceled as committees 
there raised objections. A backlash was setting in. 
Articles had appeared in Science and Lancet, and 
letters were sent to Washington regulators ques­
tioning whether During was using a distant 
country to circumvent United States oversight. 

Night after night, Richard and Jordana 
phoned and E-mailed New Zealand. But the 
treatment was slipping away. By June, that coun-
tiy's officials were accusing During of pushing 
through the first trial without sufficient public 
debate, while he questioned their ethics. Sitting 
on this side of the worid, Richard took the long 
view: "They don't give a damn about our kids. 
These aren't New Zealand kids dying." 

D?: Margretta Seashore, the noted genetics professor at Yale. 

The day they got the word, Richard and Jorda­
na took Jacob to the playground. They wanted 
to be alone. Richard held Jacob in his lap as they 
went down slides. A woman watching asked, "Is 
he getting physical therapy?" She wasn't being 
intrusive; she simply wanted to be sure they 
knew it could help. "Some people try to ignore 
It," said the woman. 

Later, Richard said, "She was nice." 
"Yeah," said Jordana. 
"That's the first time a stranger realized," said 

Richard. Jordana nodded. 

THEY STARTED OVER AGAW IN THIS COUNTRY 
Richard flew to Washington with Roger Kariin 
to meet with lawyers about how to best pressure 
officials at Yale and the National Institutes of 
Health. The Institutes' next quarteriy review 
was in mid-September; the Yale committees 
would have to act by late August for the proto­
col to be considered at that mid-September Fed­
eral review. "We don't know if we should get 
politicians involved or give Yale lots of money or 
go to the press," said Kariin. 

"That could backfire," said Barbara Mishkin, 
an attorney at the firm Hogan & Hartson who 
specializes in human experimentation, 'Tou 
could just get the committee upset." 

Bob Brady another attorney, said: "We have to 
lower the decibel level, focus on the science. In­
advertently, the protocol has become notorious, 
both here and in New Zealand." 

Richard favored being aggressive: "What we 
tried to do is call Yale's president and thank him 
for letting us deposit $250,000 in the Canavan 
research account and say to him, 'Who do we 
contact about giving more?'" 

Mishkin replied: "The research budget at Yale 
is multimillions. To influence them, you'll need 
much more than a couple hundred thousand." 

'Tou want us to tone it down," said Richard. 
"We want to bring it up." After two hours, he and 
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Kariin rose to leave. Kariin pulled out a photo to 
show the lawyers. "My daughter, Lindsay," he 
said. Richard pulled Jacob from his wallet. "The 
consequences if this is postponed?" Brady asked. 

"They may go bhnd, become vegetables, die," 
Kariin said. 

J
ORDANA HAD STOPPED WORKING AND 
WAS watching Jacob like a hawk for signs of 
changes. Was she the only one who could 
feel time slipping away? "He'll get to the 

point of no return," she said. "The gene therapy 
might prolong his life, but won't help him." 

Sunday morning, July 20, Richard got him out 
of bed. Jacob looked pale and unhappy. "A 
cranky baby here," Richard announced and 
brought him downstairs. Jordana rubbed his 
arms,- but couldn't get a smile. His lips were 
chalky white. He began making jerky motions; 
she tried to bend his legs, couldn't, then noticed 
his eyes rolling. "He's seizuring!" she screamed. 

Doctors hospitalized Jacob for several days, 
but couldn't find a cause for his 103-degree fever. 
Not even Jordana could coax a smile from him. A 
dizzying parade of speciahsts visited. At one 
point, when Jordana asked a doctor a question, 
Richard started to answer, but she cut him off. 

'Tou always do that," she said to Richard. 
"You jump in and answer my questions. I have 
important questions I don't get to ask." 

"Write them down," Richard said. 
" I don't have to write them down!" said Jor­

dana. " I just don't want my son being dead be­
cause some doctor doesn't know how to treat a 
child with Canavan." Doctors said there should 
be no damage from the seizure, but the Sontags 
worried. Who was Jacob? A little boy with light 
in his eyes and a deUcious smile, who liked best 
to be rocked in his mother's arms. There was no 
sign of that Jacob. Was he still In there? 

For weeks they weren't sure. He was crankier, 
often seemed m pain. For the first time, he was 
having trouble sleeping, and they argued over 
how to handle it. When his crying persisted one 
night, Jordana picked him up. "Why'd you bring 
him out here?" said Richard. "Of course he's 
sweating when he's crying; he's crying himself to 
sleep. What's wrong? He's fine. Put him back." 

He was having trouble lifting his head, too. 
On Aug. 15, Jordana said: "Something's defi­
nitely not the same. I can't pinpoint it yet. Rich­
ard thinks one of his eyes is starring to turn; the 
muscle has weakened. None of the therapists 
noticed anything, but it seems he used to see 
me sooner when I came into a room. I f he was 
on the couch and I walked from the kitchen to 

Romping with Jacob — aka Boo, Bubbles, Mr Head or Little Man — at home. 

the front door, he'd see me, want me and cry." 
Jordana knew the optical nerve can degenerate 

without myelin and on Aug. 20 took Jacob for a 
checkup. The ophthalmologist found significant 
deterioration and strengthened Jacob's glasses. 
This scared her. " I can't imagine what it would 
be like if he couldn't see my face or Richard's," 
she said. " I f something started to go wrong with 
his eyes — it's unacceptable to me." 

Jordana got United States Senators involved. 
One Canavan child was from South Dakota, and 
an aide to that state's senior Senator, Tom 
Daschle, was particulariy aggressive about press­
ing Yale. Still, many at Yale did not feel the same 
urgency. At a Sept. 2 biosafety meeting, mem­
bers said there were still too many questions and 
postponed a decision. The earliest Federal action 
would now be the December quanerly meeting. 
Jacob would be nearly 2. 

"Jordana's going to explode," said Richard. 
"She's holding everything in. She's talking about 

chaining herself to the White House fence." 
Little things were destroying her: a 2-year-old 

niece asking when Jacob would stop being a 
baby. Even his pockets depressed her. "A little 
boy his age stans enjoying his pockets," she 
said, "putting different things in there, and he 
doesn't even know they are there." Richard 
would come home from work and there was 
nothing in the refrigerator. She had stopped gro­
cery shopping. " I t made me crazy," said Richard. 
"I 'd say, Jordana what's going on — no food in 
the house?' She'd say to Jacob, 'Your Daddy 
thinks I 'm crazy.'" 

She had tried to explain how difficult it was 
taking Jacob shopping, but Richard always had 
an answer: "Put him in the baby seat. What's the 
problem?" She didn't tell Richard, but she 
couldn't do that to Jacob, a 1 •/2-year-old sitting 
flopped in an infant seat. "It's not that I care 
what people think," she said. "It 's making Ja­
cob a spectacle when I'm shopping." 
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Jacob would wake at 4 A.M., they'd struggle to 
get him to sleep and then were up until morning, 
arguing. They began seeing a marriage counselor. 
Jordana complained Richard bullied her; Richard 
complained Jordana was running from life. 

In mid-September, she asked for a divorce. 
Richard wanted to know if there was someone 
else. Jordana said there was not a soul — that was 
the problem. She was finding she couldn't talk to 
anyone about Jacob. "Every day there's some 
stupid new development, we're so immersed," 
she said. "It's so lonely. Even when Richard and I 
talk, we have totally different views." They dis­
agreed about things as basic as the gene therapy. 
Richard was hardheaded: he expected the small 
improvements Lindsay Karlin's parents had re­
ported, but felt a cure was years away. "I 'm not in 
l ^ ^ n d on this," he said. 
^ ^ H a n a thought Jacob would thrive, because 
h^n been an advanced Canavan child and 
would get twice the dose of genes that the 
first two girls received in New Zealand. "At 
some point, not right after, I see him lifting 

his head," she said. "Maybe he'll say the 
words he knows now, loud and clear. 

"What I envision is this little boy com­
ing out of his shell — ' I 'm here! H i ! Here 
I am!' I want him to be set free in a way. I 
hope he'll walk. He has the desire to walk. 
I put him down, he tightens his leg. You 
know, I ' l l be grateful if he can just sit up, 
play on his own, grab things. 

" I f he could just roll over. I put him to 
bed at night on his belly. In the morning, I 
come in, he's in the same position. I think 
about how nice it would be for him, if he 
could roll over and stretch — so there are 
my hopes." 

Knowing those hopes, it was easier to 
understand why each new delay seemed 
the crudest. On Sept. 18, Yale's biosafety 
committee again met without deciding. 
On Sept. 19, the Sontags were invited to 
attend a memorial service at the Jewish 
Guild for the Blind in Manhattan for 7-
year-old, 30-pound Morgan Gelblum, 
who died over the summer. On Sept. 24, 
Jordana told Richard that whether or not 
he came, she and Jacob were going to Yale 
to confront Seashore and anyone else she 
could find. Richard would later say, " I was 
on the fence about going," but he went, as 
much to save his marriage as his son. 

SEASHORE DIDN'T TEl.L THE SONTAGS, 
but she, too, thought Yale's biosafety com­

mittee was stalling, afraid to make the leap. How­
ever, she also saw a need for caution. " I f you just 
tell people we're putting foreign D N A into the 
brains of small children, jaws drop," she said. 

There were other reasons members did not 
feel an urgency: many doubted it would work. 
While gene therapy had captured the imagina­
tion of the public and media (most hometown 
newspapers had done a hopeful feature on their 
local Canavan child), the scientific community 
was skeptical. An article in Nature that fall of '97 
reviewed all gene protocols to date, including 
treatments for cancers, heart disease and immu­
nodeficiencies and put it bluntly: "Although 
more than 200 clinical trials are currently under 
way worldwide with hundreds of patients en­
rolled, there is still no single outcome that we 
can point to as a success." 

It wasn't a question of whether they could de­
liver genes to the cells. They could. It was how 
many and how long they'd work. Matthew Dur­
ing estimated that the new genes would reach 10 
million of the 100 billion brain cells, or 1 in 

10,000. Delivery was primitive: They shot the 
genetic fluid into a liquid cavity of the brain 
known as the ventricle and hoped it would be 
absorbed by adjoining brain cells. This was like 
pouring it into a river and seeing how much was 
absorbed by the surrounding land; you'd find a 
lot in the riverbed, some along the banks, but 
not much inland. The low "hi t" rate was the 
major misgiving voiced by committee members. 
Even if inserting the genes proved benign, the 
surgery had a risk. Implanting the plastic reser­
voir in the brain to pump genes into the ven­
tricle carried a 5 percent risk of serious infec­
tion, possibly death. Put another way: for the 16 
children waiting, there was a l-in-20 chance of a 
life-threatening crisis. 

Complicating matters was During's status. He 
was a hero to parents, but because the protocol 
had bounced from Yale to New Zealand and 
back and was publicly criticized, some at Yale re­
garded him as a cowboy. Committee members 
questioned how successful the procedure really 
was m New Zealand. While both girls had a tem­
porary decrease in N A A , the more important in­
dicator, myelin growth, was less clear-cut. To en­
sure uniformity, the committees decided that all 
M.R.I.'s would be done in one place. Children's 
Hospital of Philadelphia. 

With During still in New Zealand, Yale had tak­
en the imusual step of asking Seashore to shep­
herd the protocol, though she was not involved in 
the research. "Acnmonious things were said 
about Matt During that weren't fair," she said. 
"But I would not let that happen to me. I f I had to 
be the bad guy to parents, I 'd be the bad guy." 

Seashore remembered too well what had hap­
pened to her longtime friend and colleague. Dr. 
Reuben Matalon. At Miami Children's Hospital 
in the 1980's, Matalon made the key break­
throughs in Canavan research, including identi­
fying the mutation responsible for the disease. 
Canavan parents considered him a godsend. In 
1990, he thought he had another score, a Cana­
van screening for pregnant women. What hap­
pened next has never been reported in the media, 
but it stunned geneticists who pieced the facts 
together. In a 1992 issue of the Journal of Inher­
ited Metabolic Diseases, Matalon pubhshed a pa­
per detailing how his test on pregnant women 
had correctly predicted whether a baby would be 
born with Canavan 13 of 13 times. His conclu­
sion: "It is possible to determine Canavan disease 
prenatally." But then, in a last-minute postscript, 
came the shocker: "Note Added in Proof: Sub­
sequent to the submission of this manuscript, we 
determined that one Continued on page 78 
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Continued from page 63 

of the pregnancies predict­
ed to be normal resulted in 
an affected baby." 

That affected baby was 
Molly Green, born June 18, 
1991, in Arlington, Va. Mol­
ly's parents, David, a lawyer, 
and Wendy, a psychologist, 
had already buried one Ca­
navan child. Eh, in 1990. Af ­
ter hearing of Matalon's new 
test, Wendy got pregnant 
again. "He told us it was ex­
perimental," said David, 
"but there was nothing hke 
an informed consent pro­
cedure or peer review. We 
were desperate to have a 
child. Our attitude was, 
sounds good enough to 
me." The pregnant Wendy 
sent a fluid sample to Mata­
lon. "We were informed the 
results were sparkling," said 
David. "We were having a 
healthy baby." 

Molly seemed perfect at 
birth and was even chosen as 
the poster baby for the Na 

tional Tay-Sachs and Allied 
Diseases Association, which 
was undertaking its annual 
fund-raiser. Three months 
later, after Molly had gone 
floppy and her parents knew 
the truth, one of the first 
calls the father made was to 
the foundation. "Rip up all 
those postcards of Molly," 
he said. "She has it ." She 
died March 1, 1992. Three 
more women with sparkling 
screenings gave birth to 
Canavan babies, and two of 
those sued and later settled. 
"Reuben made a mistake," 
Seashore said, "but he was 
pressed very hard by the 
families to bring something 
into clinical service before it 
was ready." 

In the end, the Canavan 
protocol was approved at 
Yale for very human rea­
sons. The children were as 
disabled as any on the plan­
et, and they probably 
would not be harmed and 
might benefit, or at least 
provide insight for re­
searchers. I asked Dr. 

Charles Duncan, one of the 
nation's pre-eminent pedi­
atric neurosurgeons and the 
man slated to operate on Ja­
cob, "Would you do it if it 
were your cni Id?" "Oh 
yes," he said. " I woiildn't 
be doing the surgery if I 
didn't think so." 

There was more good 
news. The National Insti­
tutes of Heahh had recently 
made a pohcy change: under 
streamlined guidehnes, 
Yale's approval meant the 
Federal committee did not 
have to give its go-ahead. 

Seashore, however, in­
sisted that the protocol 
go for that Federal review 
anyway. " I don't want to be 
the first protocol that does­
n't," she said. Leone, who 
had worked so closely with 
the parents, fought her. 
"They saw me as an ob­
stacle," Seashore conceded. 
" I saw them as loud. I t was 
only a couple more weeks." 

THAT NOVEMBER, THE 
Sontags hired divorce law­

yers and put the house up 
for sale. The previous 
spring it had felt to Richard 
lice a symbol of his power, 
but now, as winter neared, 
he seemed to have lost con­
trol of things that mattered, 
and the big house embar­
rassed him. Many rooms 
were still unfurnished. 

Just before Thanksgiving, 
Jacob had a brain scan 
scheduled in Philadelphia to 
estabhsh a baseline for my-
ehn before gene therapy. 
Richard and Jordana took 
separate cars — agreeing to 
meet there. On the George 
Washington Bridge, Rich­
ard spotted Jordana and Ja­
cob and waved. He knew 
she'd be nervous about 
driving alone, and sure 
enough, she pulled behind 
him. As they caravaned 
south on the New Jersey 
Turnpike, he picked up his 
car phone and dialed her in 
the Cherokee. They talked 
for 20 minutes, their first 
conversation in weeks. 

Trying to get the FV in for 

the anesthetic was always 
the worst moment of an. 
M.R.I . Jacob's arms were 
flaccid and nurses had trou­
ble pricking a vein. He cried 
as Richard and Jordana held 
him. Soon they were sob­
bing, too, their tears falling 
together on their son. The 
nurse tried to comfort 
them, saying that the I V 
really didn't hurt Jacob 
much, but that was not why 
the Sontags were crying. 

That night, they left Ja­
cob with their sitter and 
took a hotel room. 

BY DEC. 18, THE FEDERAL 
agencies had given their ap­
proval. Jacob's therapists 
prepared evaluations, to 
measure changes that might 
come later. Vivian Kahn 
Adler, the speech therapist, 
noted deterioration in re­
cent months. When she 
started, "he used at least five 
different sounds — 'hi, ' 
'more,' 'ma.' At that age it 
was very encouraging; he 
was a baby.. Now he's not 
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using many" She didn't 
know why Jacob had lost 
speech. I t could be physical 
— his breath support had 
weakened. Or maybe, she 
said, cognitive. She was try­
ing to get him to communi­
cate by gazing at the food 
he wanted on his tray Dur­
ing her Dec. 18 lesson, he 
sneezed and his head fell on 
his chest; he couldn't l i f t it. 
His eyes were crossed now, 
too. "A lot of kids you feel 
are stuck at the 3- to 6-
month level," Adler said. 
"With Jacob, I feel there's a 
bright little kid in there. 
Sometimes he can wave. I t ' l l 
take a while. I f you don't 

h ' have patience, you'll miss 
that wave." 

The researchers decided 
the Sontags or Kariins 
would go first. They'd 
worked the hardest and 
raised the most money. At a 
diner, they flipped a coin. Ja­
cob won. Jordana felt like a 
pioneer. She was hearing 
from families from around 
the worid. " I feel great," she 
said, "like we've spared them 
the pain of all the fighting 
we've been through. I saw a 
video this family in Canada 
sent of their baby — his 
name's Jacob, too. He's 5 
months, lifting his head, 
looking around. Can you 
imagine what this could do 
for him?" 

s 
URGERY WAS TO BE 
done in two phases. 
On Friday, Jan. 2, at 

A.M. , Duncan 
used an air drill to cut a 9-
millimeter hole in Jacob's 
skull. A tube was lowered 
into the ventricle; then a 
plastic, egg-shaped reser­
voir was attached to the 
tube and imbedded below 
the scalp, making a bump 
over Jacob's forehead. The 
reservoir would remain to 
facilitate future injections. 
This took less than an hour. 
Then Jacob was to be ob­
served that weekend for 
signs of infection, and on 
Monday the genes would be 
implanted. 

I t was not to be. Sunday 
night he had a 103-degree 
fever, and Richard slammed 
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the nearest table. "Twelve 
hours away!" he said. Dun­
can came to the hospital 
past midnight to get a sam­
ple of Jacob's brain fluid to 
test for infection. While 
Richard held his son, a 
young doctor assisting 
Duncan put the syringe 
into the reservoir to with­
draw a specimen. Jacob's 
brain fluid came rushing 
out, splashing on the floor. 
Richard's eyes widened; 
brain surgery wasn't like 
he'd envisioned. Duncan 
felt Jacob just had the f lu, 
but didn't want to take 
chances. He said he'd have 
to consult Seashore before 
deciding when to proceed. 

" I f Dr. Seashore makes 
the call," Richard moaned, 
"we'll be waiting another 
year." At 10 the next 
morning, Leone wheeled in 
a cart with a black plastic 
container. Richard could 
not stop staring. The genes 
they had been waiting so 
long for, the - genes that 
could change their son's 
life, had arrived, in an ice 
bucket that looked bor­
rowed from a Motel 6. 

For days, Jacob was too 
sick with flu for the injec­
tion. On Jan. 9 at 6 A.M. , 
Jordana was watching him 
sleep when she noticed his 
pinkie finger tremble, then 
his arms, then the whole 
body. His eyes opened wide 
and she thought he was dy­
ing. The nurses could not 
stop the seizure and moved 
him to intensive care. 
Would there be anything 
left of him to save? 

Not until Jan. 22 was he 
strong enough. The actual 
procedure was so simple 
that it was done in an exami­
nation room. Jacob was laid 
on his stomach, screaming, 
Richard and Jordana hold­
ing him down. Duncan took 
a syringe and inserted it into 
a pin in Jacob's scalp that 
looked like the needle used 
to blow up a football. With 
his left hand he injected the 
syringe's fluid and with his 
right thumb he pumped 
the implanted reservoir 16 
times. ..\fter 14 months, it 
was over in three minutes. 

The new genes were float­
ing down the river Jacob. 

"RICHARD AND I HAVE 
this joke," Jordana said. 
"Jacob will sit up and say, ' I 
don't know about this gene 
therapy.'" Jordana's mother 
urged, "Keep your camera 
out for when he lifts his 
head." They upped physical 
therapy to five days a week 
to capitahze on any im­
provement and thought 
they saw a milhon little 
things. " I was feeding him," 
said Jordana. "He put his 
hand on the spoon three or 
four times. He's done that 
before, but it was hke right 
on my hand." When Rich­
ard held him, Jacob seemed 
to l i f t his head off Richard's 
chest more to look around 
"Every day is exciting," said 
Jordana. "Lots of hope." 

What was not encour 
aging was Jacob's sleeping 
patterns. He was constantly 
waking at night now and 
often would not go back to 
bed. "We're exhausted," 
said Jordana in mid-Febru 
aiy. "We haven't had a good 
night's sleep in a month and 
a half" Their pediatrician 
prescribed a sedative for Ja­
cob, but Jordana resisted. 
"We didn't want to do 
that," she said. " I hate giv­
ing in to this disease." For 
his part, Richard had sur­
rendered. His attitude was, 
"Get the chloral hydrate!" 
The researchers told the 
Sontags his wakefulness 
might be positive, a sign 
gene therapy was working. 
They reasoned the new 
genes had so stimulated his 
brain, a sensory rush was 
keeping him awake. 

c3r it could be that Jacob 
was experiencing the classic 
sleep problems of an aging 
Canavan child. 

Exhausted, Jordana no 
longer cared. The research­
ers didn't have to get up 
with him at 4 A . M . On Feb. 
20, she was in tears. "Jacob 
did not sleep at all," she 
said. " I 'm sorry we did the 
procedure. The only thing 
we got out of all this — he 
can't sleep! It's so cruel." 

Plus, they were pushmg 
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him for any physical gain 
while the new genes were 
fresh. With Jacob scream­
ing, his physical therapist 
put on his stiff leg supports 
and led him a few steps. 
Richard placed him on the 
floor, legs crossed in a yoga 
position, his head flopped 
on his chest, and pleaded, 
"L i f t it — come on Boo," 
but the head did not budge. 

On Feb. 24, Jacob turned 
2. They celebrated quietly, 
the three of them. At one 
point, Richard left the room 
so Jordana would not see 
him cry. 

That week, Jordana gave 
in. She explained her deci­
sion to medicate Jacob this 
way: " I think we're better 
off as a family if the baby 
sleeps." They began gi'ving 
him Klonopin, a muscle re­
laxant. It was the turning 
point. The muscle relaxant 
relaxed the parents, too. 

Jacob's stiffness de­
creased; he stopped grind­
ing his teeth. "Jacob is do­
ing phenomenal," Richard 
said in mid-,\pril. "He is in 
a fabulous mood." Why? 
"He's stoned," said Rich­
ard. "It's hard to know how 
much is Klonopin or the 
gene therapy or physical 
therapy five times a week. 
There are so many vari­
ables." 

Jordana's fantasy, that 
he'd sit up, hadn't hap­
pened. "Not yet," she said. 
"In the past. I 'd be devas­
tated. But I feel I don't 
have to worry now. We got 
him the gene iherapy; 
we've done al! we can. I 
guess if I had to choose be­
tween motor skills and the 
cognitive, I'd choose this. 
He'll hang out in bed 'with 
us. We just lay him flat and 
play with him. Everything 
is funny to him now. Rich­
ard brought him in the oth­
er morning. I said, 'Little 
Man.' He starts smiling. 
' H i , Little Man.' He says, 
' H i . ' I heard him!" 

Jordana did not wait for 
During's lab to call with the 
latest results; she phoned 
Philadelphia herself and 
wormed it out of the M.R.I, 
people. "They gave me an 

unofficial report that Jacob 
has myelin!" she said on 
June 5. "They still have to 
do a comparison with the 
last M.R.I., but I have a feel­
ing it's in the area that con­
trols cognition." 

Four days later, she left a 
message: "Wanted to let 
you know we received the 
repon, and it says there 
have not been significant 
changes. He does have my­
elin, but it's the myehu he 
had prior to gene therapy." 

J ORDANA RETURNED 
to work part time. 
They sold the big 
house and moved to an 

attractive ranch house that 
was half the price. I t was a 
nice fit , on one floor, easy 
for Jacob. Al l the rooms 
had furniture. 

She was busy raising 
money for the Canavan Re­
search Fund the families 
had . founded. She spoke 
•with rabbis and doctors 
about publicizing the new 
prenatal screening test for 
Canavan that was de­
veloped in the mid-1990's 
after Matalon's failure. 

On June 19, the Sontags 
met 'svith a lawyer about a 
"wrongful birth" lawsuit 
they had filed against the 
doctors Jordana used when 
she was pregnant with Ja­
cob. In the lawsuit, Jordana 
claims she had repeatedly 
requested all relevant pre­
natal screening tests and 
had been given several but 
not the new one for Cana­
van. During the meeting, 
Jordana held Jacob and ex­
plained how they had 
struggled to enrich his life. 
So it wasn't until the end 
that the la-wyer, Bruce 
Clark asked the awkward 
question, "You would have 
had an abortion had you 
known?" 

"Absolutely," said Jorda­
na. "Even with this little 
man in my arms, I would." 

"It's not fair," said Rich­
ard. "Trapped in that body" 

THE PRE-VIOUS YEAR, RJCH-
ard had dismissed the Na­
tional Tay-Sachs and ."Mlied 
Diseases conference as too 

touchy-feely, but this year 
they went and were the last 
to leave a seminar on how 
people 'with a disabled child 
can hold a marriage to­
gether. The therapist had 
couples take a personaHty 
test, and it turned out Rich­
ard was a "fixer" while Jor­
dana was a classic "turtle." 
And when the tunle com­
plained, the fixer felt he had 
to make everything all 
right, scaring the turtle in­
stead of just giving that lit­
tle tunle a hug. " I know 
this sounds totally ridicu­
lous," Jordana would say 
later, "but it made perfect 
sense at the time." 

The next day, the three 
Sontags were at a deh get­
ting Jacob his matzoh-ball 
soup when Jordana realized 
she'd forgotten an appoint­
ment to visit a school for Ja­
cob. " I know why," she told 
Richard. They had run into 
three families just back 
from a Little League game, 
all these messy, jumpy, little 
noodgie boys, and here the 
Sontags were heading to 
some depressing handi­
capped school. " I don't 
know why you're feeling 
that way," Richard started, 
but Jordana cut him off 
"We're not even away from 
this marriage seminar for 24 
hours," she said, "and 
you're trying to fix every­
thing, Mr. Fixer," which 
made Richard laugh. The 
turtle was out of her shell, 
snapping. 

ON SEPT. 9, JACOB WENT 
to Yale for his second injec­
tion. He was home in two 
days. Thomas Jefferson 
University Hospital, in 
Philadelphia, where During 
and Leone now work, was 
also doing the procedure. 

THAT MONTH, NINE THER-
apists and social workers 
gathered to discuss the 
new program Jacob was 
starting at the Saint Agnes 
rehabilitation center, where 
the typical disabled child 
receives $33,000 a year 
in goverimient-financed 
services. Jacob's home 

Continued on page 112 
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therapists were there to advise the 
school therapists who would be 
taking over. 

Richard and Jordana took turns 
rocking their 2'/2-year-old and giv­
ing him a bottle. "He has been 
making tremendous strides," Rich­
ard said. Adler, the speech thera­
pist, explained how much of her 
time was spent working on chew­
ing and swallowing. She didn't say 
it, but most Canavan children wind 
up on feeding tubes. "He'l l dnnk 
from a cup, but there's still spillage 
on the sides," she said. She warned 
that he sometimes choked on 
solids, "a bit of a safety issue." As if 
on cue, Jacob began gaggmg on a 
waffle Jordana was feeding him, 
coughing and turning red. The 
room went dead. "Breathe," said 
Jordana. There was a moan and Ja­
cob's normal color returned. 

"He never used to cough so 
well," said Nancy Wolff, his physi­
cal therapist. "This is good." 

Someone asked if he could flip a 
switch, and his occupational thera­
pist said no. When the center's 
medical director. Dr. Maria Pici, 
asked what gains he had made, the 
physical therapist said he could roll 
on his side if she helped. " I f I give 
him minimal facilitation depending 
on his mood and I tell him, 'Jacob 
bring your arm over, bring your leg 
over,' and of course I'm aligrung 
him, he can roll," Wolff said. 

They asked what Jacob liked. 
"Human contact," said Wolff. "And 
silliness. He loves silliness." 

"Gassy noises, he loves them," 
Richard said. 

"He's there," his physical thera­
pist said. "Definitely," his occupa­
tional therapist said. 

Jacob's Oct. 21 report from Chil­
dren's Hospital in Philadelphia 
showed no new myelin. While re­
searchers kept the other children's 
results confidential, parents talked, 
and Jordana learned that none of the 
children's M.R.I.'s showed myelin. 
Or, as Jordana put it, "at least not 
yet." Still, she saw potential in an­
other new development. Jacob's 
ophthalmologist had found evidence 
of new myelin m his eyes. It wasn't 
likely to help Jacob see better, but 
the doctor found it "fascinating." 

Some families grew discouraged. 
One dropped out, and even Helene 
Kariin had mixed feelings. " I don't 
even want to talk to the other par­

ents," she said. " I don't want them 
to hear any discouraging note. 
They need to fight." There was an­
other setback. The 5 percent risk 
from implanting the reservoir — it 
happened. In September, one child 
developed a serious complication 
and the reservoir was removed. 
Doctors sought to determine if 
there was brain damage. 

SOME STORIES DO NOT END AS YOU 

expect. A year and a half ago, I could 
see the two central themes clearly. 
First, the curse of science: how a 
new medicine like gene therapy 
could seem to offer so much hope 
and yet cause so much pain, because 
it is still only promise. And second, 
the blessing of science: how the pur­
suit of new medicine could lead to a 
prenatal screening that would allow 
the Sontags to have a healthy baby 
the next time. I envisioned the story 
closing joyously, with Jordana giving 
birth to a new child. 

What I witnessed instead was the 
hardships of the pioneer family. At 
the Sontags' meeting with the law­
yer last summer, he asked if they 
would try to have another child. 
"We've only started to discuss 
that," Richard said softly. 

Last month, Richard called as I 
was finishing the article. He was 
concerned I hadn't seen Jacob in 
weeks. "He's a whole new child," 
said Richard. 'They love him at 
school," said Jordana. 

On Nov. 5, I spent the day with 
Jacob. That morning at Saint Ag­
nes, a well-staffed, bright, state-of-
the-art rehab center, Jacob fell 
asleep while two speech therapists 
were having him practice eating a 
Ritz Bits cracker. In class, it took 
more than an hour to feed him a pu­
reed lunch. His teachers and aides 
talked about how much he loved 
the computer, but when placed in 
front of it, he fell asleep again. 

Then at home that night, Jacob 
was another child. His face lit up 
when Richard returned from work 
and kissed him hello. For two hours, 
the Sontags roughhoused. They 
called him Boo and Bubbles, Mr. 
Head and Little Man, and the noisier 
and louder and sQlier they all grew, 
the more Mr. Stinky Butt beamed 
and his eyes shone. It was wonderful 
to see, and for once I stopped trying 
to guess how much was going on in­
side. This was medicine more re­
markable than new genes, Klonopin 
or physical therapy five times a week 
— a parent's love. • 
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J A C O B C U R E 
A Fight Against Canavan Disease 

- A copy of a letter from Ms. Ilyce Randell, mother of Max Randell who suffers from 
Canavan disease. This letter documents the plea of a parent for help in ushering an 
approval for a treatment for her son. 

My name is Ilyce Randell. I live at| " (b)(6)' Palatine, IL 
60067.1 have a 3 year old son, Max, wFiols dying ot a rare anaratal brain 
disease. 

Because Canavan disease (CD) is progressive, he is running out of time, and 
declining physically every day. Due to a lengthy and, in this case, too 
stringent review process by the FDA; medical treatment that Max has an 
ethical right to seek is being kept from him by a regulatory agency that is 
effectively protecting him to death. 

I would like to explore the possibility of suing the FDA. To force them to 
allow my son, and fourteen other dying children to have access to a treatment 
that may slow down the progression of this devastating disease. These 
children are literally mnning out of time, and they deserve to get medical 
help even if it is only "experimental." 

I realize that the FDA has been under a tremendous amount of pressure from 
(Congress and the public to be extra cautious in approving gene therapy trials 
due to the unfortunate death of Jesse Gelsinger, he was enrolled in an 
unrelated clinical trial using gene therapy. Our children are now paying the 
price of this negative backlash. But this has been going on for a year now, 
and I want my son to at least have a chance at a better quality of life. 

Max received an injection of healthy genes by the same research team we are 
currently working with in a previous gene therapy Phase 1 Safety Trial in 
September of 1998, at Yale University. He did remarkably well. If that IND 
was being held to today's higher standards, and the negative view towards 
gene therapy, Max never would have been treated, or had the benefit of 
demonstrating such amazing improvements. 

I only want the best for my child, and a chance at a better life, this is his 
only chance in the world. It is not as if there are other treatments that I 
am unwilling to try ... this is our ONLY hope. It helped before and I want to try 
it again. I know the minimal risks and am willing to give full consent. I am 
not an uninfomied parent. 

Dr. Paola Leone at Thomas Jefferson Medical College has developed a better, 
safer, less toxic, and more effective means of delivering the corrected genes 
to our children's brains, and I want my son to have that treatment. All our 
tests show it is actually safer that the old method. 

It is my understanding that the FDA, as a regulatory agency, still must 
answer to the law. My son has a right to seek medical treatment. He is 

P.O. Box 52 
Rye, New York 10580 

Ph: 914 673 2796 
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suffering from a 100% fatal and PROGRESSIVE disease, and this is his only 
option for treatment. Is there anything I can do, legally, to force the FDA 
to release the 'dinical hold' they have placed on our IND? We can't wait 
any longer. 

Several Senators and Congressman are already working on this matter, but they 
are getting noiwhere. The Principle Investigator for the protocol, Dr. Leone, 
has explained to me that she has done all she can do on our behalf. The FDA 
is 'acting conveniently too conservative'' How can they use stall tactics 
when my chikl is trapped in a body that is deteriorating more and more 
everyday? Once he is placed on a feeding tube and becomes completely 
paralyzed... It wiH then be too late for treatment! 

If you think we have a case, I will of course be able to fumish you with any 
and all infomnation regarding the specifics of our situatk>n, and the IND 
(proposed protocol). I am sure Dr. Leone would be willing to speak with you 
as well. 

This case is precedent setting because we can prove that wtien Govemment is 
too big their protection can potentiaNy kill people waiting for medical 
treatment. People, who etherise have no hope, and no other optkxi. 
Regulatory agencies do not have absolute authority, especially when they are 
under pressure to look good, and are overworked. In this scenario people like 
Max are slipping through the cracks. This is when ttie taw needs to step 
forward and force the FDA's lengthy review process to be reassessed. 

I run a public charity dedicated to funding medical research to cure Canavan 
disease, I can sue either on behalf of the foundation, or as a parent (there 
are also 14 other families Involved in tNs struggle). 

For more information about Canavan disease please visit our website at 
http://www.canavanresearch.ora/ Thank you for your time and conskleration of 
this important matter. 

Cordially, 

Ilyce Randell 
Canavan Research Illinois 
President 
And Mother of a dying child 

(b)(6) 
Palatine irSD067 

(b)(6) 

Woric Ph. 800-833-2194 
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518 594 3079 
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Topic One : 
Promoting integration of CAM practices with traditional medical professionals. 

With the objective of educating and promoting CAM to allopathic professionals there 
should be readily available concise, scientific and factual based literature written in a 
context that would appeal to the medical professional. Some of the facts that should be 
included would be, statistics on the popular demand of a complementary practice by the 
public at large. We also need more co-represented conferences where CAM practitioners 
and traditional medical practitioners can share information side by side combing the best 
of both worlds and encouraging and promoting the acceptance of CAM by medical 
professionals in a friendly setting, these conferences should be composed of well known 
practitioners of both traditions. 

Topic Two: 
The American Holistic Nurses Association was established in 1987 in an effort to 

organize and support nurses who believe in treating the body, mind and the spirit 
incorporating the various CAM practices with the guidance and provisions to assist in 
providing and promoting the maintenance of professionalism that would uphold using 
these approaches and provide guidelines for practice with integrity. We more ftinding 
and individual, financial support provided to aid and promote education and college 
courses about CAM within the institutions of higher leaming. And we need more 
fimding that would make it easier for nursing CAM practitioners to promote and 
participate in CAM practice models for research without the criteria of being attached to 
an established institution; in other words, fiinding for private practitioners to do research 
that can develop a comprehensive plan. 

Topic Three: 
There is one brief statement I would like to have noted by the commission regarding 
practitioner guidelines. And that is simply, that it does not take a bachelors or doctorate 
to practice CAM but should involve some basic knowledge of anatomy and physiology 
and simple understanding of the disease process ofthe body. 

There is so very much to consider in these processes, my proposal to you in closing is 
that along with considering all things we need to do to bring CAM up to the acceptance 
level we desire, we also must consider that it should be done in a timely and expeditious 
manner. 
Thank you all for your time and attention. 
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Elaine Stem, L.Ac. 
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(212)633-1687 

January 23, 2001 

1 am a licensed acupuncturist, national board certified in acupuncture and Chinese 
herbal medicine. My education includes formal training and apprenticeship both here and 
in China. I have been in private practice for 17 years and have taught Chinese medicine 
throughout my career. My practice is primarily intemal medicine, with a focus on 
women's health. 

Chinese medicine is very effective in the treatment of women's health problems. 
Some of the more common gynecologic conditions seen in my practice include: 
amenorrhea, dysmenorrhea, irregular menstmation, premenstrual syndrome, menopausal 
complaints, menorrhagia, infertility and polycystic ovary syndrome'. 

I do not have statistics for "success rates" in treatment, however, many women 
experience significant improvement, or complete alleviation of the presenting problem. 
The measurement of success ranges from subjective reduction or disappearance of 
symptoms, to objective changes in sonography and/or hormone levels. 

Chinese medicine is by no means a panacea for women's health, but we do have a 
valuable contribution to make. Many women are able to avoid, reduce or eliminate 
medications with uncomfortable or dangerous side effects. Many babies are conceived 
without the need for strong hormonal medications, to say nothing of the expense. 

In my practice, some patients are treated completely with complementary medicine, 
whereas some are treated in conjunction with biomedical interventions such as 
medication or surgery. In most cases the best situation for the patient would be a 
cooperative effort between the biomedical and complementary branches of their 
treatment. It is not uncommon for me to direct a patient to her gynecologist either to mle 
out a concem or because the Chinese medicine alone is not sufficient. It would be a 
tremendous boon to my practice, and to the practice of complementary medicine in 
general, were this cooperation more prevalent and easier to effect. 

My recommendations to this commission focus in two areas. 
The first is to foster cooperation between practitioners of biomedical and 

complementary medicine. This point must be addressed in several ways. 
1) Complementary practitioners cannot afford to "vilify" mainstream medicine; nor 

can mainstream physicians continue to ridicule and dismiss complementary 
practitioners. 

2) Both biomedical and complementary practitioners should be aware of each 
others'capabilities. Biomedical practitioners should understand when 
complementary treatment is useful and complementary practitioners should leam 
how to interact with and refer patients for biomedical treatment. 

' See " Polycystic Ovary Syndrome: tliree cases treated with acupuncture, herbs and nutrition" Clinical 
Acuptmclure and Oriental Medicine ppl9-29, Vol.1, No.1,1999 



I recommend we develop a series of seminars. These would be classes designed by 
practitioners for practitioners. The curriculum should be assembled as a joint effort and 
the seminars presented in a way that it is possible for busy, overworked professionals in 
both fields to attend. These seminars, in addition to providing much-needed education for 
practitioners, would act as a meetingplace and a forum for further discussion and 
cooperation. Perhaps this type of seminar would yield good research concepts as well. 

My second recommendation concems reasearch in complementary medicine. Both 
interest and funds for this purpose are increasing, but there is so much to be done and so 
much controversy about how best to go about conducting this research. 

I recommend that we create a board of complementary practitioners that advises 
biomedical researchers and reviews research projects. This would help to bridge the gap 
between complementary practitioners and biomedical researchers. 

I hope to be able to participate further in this discussion, in the future. Thank you for 
your consideration. 
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My name is Renate Siekmann and I am the mother of 4 childiijn. All of my children have 

benefited tremendously firom altemative forms of medicine, especially homeopathic 

treatment. One of my son's came down with a double ear inf©:tion and double 

conjunctivitis when he was just a toddler. He was given a po\/erfiil antibiotic by our 

pediatrician. The result was such bad diarrhea that he began bleeding fiiom his anus. For 

a year and a half after that he had daily stomach cramps, diarrjiea and regular vomiting. 

My pediatrician had no solution. I finaHy foimd a homeopath; who was able to cure him 

and return him to the old self he had been before his ordeal be ;an. Another one of my 

sons came down with a bad case of eczema as an infant. My [lediatrician suggested using 

Hydrocortisone cream, an option unacceptable to me. I would not use that type of 

medicine on myself and I will certainly not put in on my 3 mo nths old son. Again, 

homeopathy came to the rescue and within 10 days of treatmeiit all eczema disappeared. 

I would be happy to give you many more examples where Hoineopathy in particular has 

been a wonderful and effective form of treatment for my family and myself 

I feel that allopathic medicine is doing a wonderfiil job in travma care and we would 

certainly never want to be without everything it has to oflFer. However, there are many 

illnesses where treatment is either ineffective or can even be h.irmful. There are 

wonderful, gentle altemative therapies, which have survived tlte test of time. 

Homeopathy, for example, has been tised successftilly in Gemiany for over 200 years, 

longer than most forms of allopathic treatment In Germany a;; well as many other 

countries in the world natural altemative forms of treatment are available to the patient by 

specialized practitioners as a complement to allopathic medicine. It is up to the patient to 

decide which type of treatment he or she prefers. Freedom of :hoice is what it is all 

about. I feel that it is important that the patients are given the choice. Let the different 

forms of medicine work hand in hand and allow the consumer! to choose fi^eely without 

breaking the law. Let the trained practitioners practice freely :vithout breaking the law. 

This type of system works beautifully in many other countrieŝ  and it can work in this 

country as well. Let's all work together towards one common goal - a healthier 

population. 
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Presented by: PhyiJis Tan 

B M K International Inc. 
Wellesley, M A 02482 

Presented to: 

January 23, 2001 

The White House Commission on Complementary and Altemative 
Medicine Commission 

^ . v T L"" ' T ' ^ ' development. These stndes have mainly 
fu t ^ l r ^ ' " ' ^ ^ ' ^ ' ^ ^ ^ «f diseases and surgery Hence 
U strength lies m cnt.cal care and emergency care. With less than 100 years of history 
m lisTntn^y ' ' ' ' ' ' ' ' ' development in chronic disease and prevention S i 

Chinese herbal medicine has 5,000 years of history. It's strengths lie in chronic disease 
and prevention. Unlike many other fomis of medicine, the development of Ch n̂^̂^̂^̂^̂  
medicine did not sU)p when Allopathic medicine was introduced to Asia. Indeed in 
China Chinese and Allopathic medicine is an integrated/parallel system of medicine that 
complements each other. The advantage we have with Chinese heLl medicine "s f 
working model" that we can touch, fee! and see. Thus, for Integrative medicine 

Chinese herbal medicine is not a leap into the unknown. It is a leap into a field of 
medicine that we have yet to leam of 

Having said that, it is easy to fear what we do no know I believe there are three 
importam steps to overcoming fear and move towards integration-

1. Science 
1. Research 
2. Education 

Science: 

Recently the FDA requested companies to recall herbal products as a result ofthe FDA 
action regarding the isolated chemical Aristoloehic Acid and 63 herbs which the FDA 
l 7 1 o S ! '""'"^ f^'l"'-^- The Belgium case on which'to FDA is largely 
basing the recalls was published on June 8, 2000 in The New England Joumal of 
Medicine (NEJM). The abstract did not mention the diet clime's combinafion use of 

• Amphetamines 
• Fenfluramine and Diethylproprion (FEN-PHEN) 
• Tranquilizer, meprobamate 
• Actetazolamide 
• Artichoke extract and euphyllin injections 



• Cascara sagrada 
• Belladonna 
• Magnolila cortex 

• fangchi (mistakenly replaced the herb Stephania tetrandra.) 

While the abstract concludes that a Chinese herb ofthe aristolochia species is responsible 

ove ;fe mSef T " ^ ' ^ ^ ' ^ ' ^ "^^^ '̂̂ ^ ^^ere^ stiH r h T b a t over the matter. Furthemiore, four physicians wrote letters of complaint to the NEMJ 
They were concemed that the article laid unfair blame on the Chinese herb when the real 
culpnt could have been any ofthe previous mentioned dmgs and the clinic; iTpZa^. 

Ihave worked with phamiacologist on the Anstolochic Acid issue and am concemed 
with the inconclusive science behind the FDA actions. If we are to progress in 

S c r s y s t e m " " " " ^" P^^'"develop f better 

Research 

extreme y mponant. To Progress funding is needed for clinical investigation and 

effi acl AHh r ^^"'"^'^ '"^ -'"ence of ^fety a"d 
I ^ ^ T , A t *^ "^^^ "Sorous double-blinded 
hl te^i to ' ' " ^ ' ^ " ' ' ^ on for 

Education. 

unknow^''' •'""^ '^"'^^^ ^^^ '̂̂ '̂"^ f̂ ^̂  ^"d leam about the 

Almost every paper I have read in medical joumal discuss the problem that patients do 

A l t e r ^ l t ' ' M ? P ' y ^ ' " ' ^ " '̂̂ •̂̂  --^^ Complementary a d 

c t r : : o m ? t 2 - ^ ^^^^ ~ " - P'^VS.^- ^ ^ ^ L e we 

Rather than feeding on the fear ofthe unknoxvn, we need to build confidence in 

fmnoTnT ^""t "̂̂  P'^^""" ""̂ '̂"8 Pha^a^y schools is 
important. So to is govemment support in funding continuing education programs for 
healthcare professionals that have completed their educational training. 

Conclusion. 

Science, Research and Education. I believe these are three key factors to the 
development of CAM. ^ a îuî  lo me 



In conclusion, I would like to share a story with you. A veteran internist from a teach 
hospital told me. Every year she would see hundreds of patients come in with vims 
infections. She would treat the patients with antibiotics, a few days later the patients 
would retum with upper GI discomforts. She would the prescribe Prilosec, then the 
patients would retum with another infection, and the cycle would begin again After a 
while you forget what you are treating. One day she had an epiphany and thought there 
must a better form of treatment. Is she treating a disease or is she giving health care " If 
we are to progress, let us not try to reinvent the wheel. The working model of Allopathic 
and Chinese medicine system in Asia is a model that we can touch, see, and feel Thus 
for Integrative medicme, Chinese herbal medicine is not a leap into the unknown. It is a 
leap into a tield of medicine that we have yet to leam of 
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Department of Family Medicine and Community Health 
Albert Einstein College of Medicine/ 
Montefiore Medical Center 
3544 Jerome Avenue 
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(718) 920-5521 
(718) 515-5416 fax 
etattelma^montefiore.org 

I appreciate the opportunity to present my recommendations to you. I am a family doctor, 
working at Montefiore Medical Center and a faculty member in the Department of Family 
Medicine and Community Health at Albert Einstein College of Medicine. For the last 15 years as 
a clinician, I have been integrating a number of different complementary medical approaches into 
the primary care of the medically underserved in the Bronx and lower Westchester. As a teacher, 
I have been presenting these modalities and their underlying philosophy to residents and medical 
students. Presently, 1 chair a group on CAM for the medical school's Department of Education 
where we have begun to integrate CAM education into all 4 years of the curriculum. 

My experience has shown me that complementary and altemative medical education is 
critical to the education of health care professionals but we must acknowledge that education in 
CAM presents a significant challenge to our present medical and educational systems. Many 
schools now offer electives in CAM, but we need this training to be required and integrated into 
all areas ofthe curriculum. Often students hear an introduction to CAM, but they may hear this 
introductory talk many times without ever going deeper. We do need to teach some specific 
techniques to the students. Which area of CAM you choose to teach, whether it be mind^ody 
approaches, the use of some Western herbs, or beginning bodywork techniques, is less crucial 
than approaching the techniques in a hands-on way, emphasizing self-care as crucial lo health and 
healing. Use the best teachers you have available and let them teach from their expertise. 

What is important is that we don't just substitute one of these techniques for a Westem 
medical one. We don't just use an herb in place of a drug. We need to integrate conventional and 
unconventional medicine, but we also need to change the whole approach to patient care. We 
need to teach the deeper philosophical base of CAM. We need to teach about health and healing, 
about working with another person to help the body heal itself in order to reach harmony of mind, 
body, and spirit. When we bring CAM to medical education, we need to bring a change in the 
paradigm of conventional medicine. We have to move away from a focus of curing diseases to 
one of healing individuals within the context of their community and family networks. We 
should encourage research and evidence-based CAM practices, but we also need to endorse the 
connection between patient and provider that many people seek when they tum to CAM 



Ellen Tattelman, M.D. 

practitioners. We need to emphasize, along with CAM techniques, the compassionate and loving 
embrace of each individual by the health care professional. This provides the basis for healing to 
occur. 

In conclusion we must acknowledge that we need to change the paradigm of conventional 
Westem medicine and CAM education needs to be a required, not elective, part of health care 
professionals' curriculum. 



Ellen Tattelman, M.D. 

Recommendations 

A. CAM education requires a paradigm shift in medical education 
Emphasize listening, connection, and love between provider and patient 
Diseases may be cured, but people require healing-Janet Quinn, nurse educator (1) 
Work with a patient to allow their body to reach a healthier balance 

B. CAM education must be a required part of health care professionals' education 

C. CAM must be integrated into all aspects of medical education, pre-clinical and clinical 
For example, in the first year anatomy course, add a massage therapist, a chiropractor, or 

an osteopath to show how the knowledge of anatomy is used in these disciplines. Then you could 
use the stressful nature of anatomy lab to teach the students about stress reduction from the very 
start, using let's say, yoga, self-hypnosis, or meditation 

D. Self-care is crucial to the health and healing of one's self and then others 
Teach in a hands-on way 
Pay attention to the stresses of medical education 

1. Quinn JF. On healing, wholeness, and the Haelan Effect. Nursing and Health Care 
1989;10:553-6. 
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Swami Sada Shiva Tirtha, D.Sc. 
Ayurveda Holistic Center 

WHCCAMP Presentation- 1/23/01 
http://avurvedahc.com 516-628-8200 

Mr. Chairman and commission members, my name is Swami Sada Shiva 
Tirtha. I am the president of the AHC & School of Ayurveda offering 
consultations, pancha karma spa therapies and certification & Ph.D. 
programs. I hold a Doctor of Science in Ayurvedic Medicine. 

It is spirit that we are talking about here, not herbs or yoga or drugs. Spirit is 
the core therapy. Ayurveda unlike any science offers a spiritual dimension. 
Love, care & compassion are the essence of Ayurvedic healing- more than 
mundane therapies. 

Healthcare must fit into a spiritual paradigm. We cannot mold traditional 
medicine into the allopathic system without destroying its spiritual 
effectiveness. 

Therefore it is crucial that an Ayurvedic expert be represented on your 
commission or at the very least on a secondary panel. If you are to be 
effective and taken seriously, the commission must include representarives 
ofthe original healing sciences or run the risk of overlooking the essence of 
healthcare. 

Along with love, care & compassion, Ayurveda contains a complete & 
profound science. 

It diagnoses the root cause of illness with unique pulse taking methods and 
treats in an individualized manner with herbology, nutrition, aromatherapy, 
yoga, massage, etc. More than 2,000 research smdies have proven Ayurveda 
effective, safe and inexpensive. 

\n my center we have consistent success with 
OB-GYN: PMS, menopause, bone-loss, cysts & natural hormone balance 
Seniors: age-reversal, memory loss, brittle bone, arthritis 
Special: Parkinson's, MS, Fybromyalgia 

Ayurveda is cost-effective: Medicare & Medicaid patients won't have to 
choose between paying for food or medicine. 

My pilot research study on seasonal allergies found a savings of 2 billion 
dollars for a 6-month allergy season compared to allopathic treatment-costs. 
Apply this comparison to digestive diseases, & we would save hundreds of 
billions of dollars a year. 
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There should be as much press coverage for altemative medicine as there is 
on allopathic drugs - pass an 'Equal Air Time Bill'. In a time when westem 
medicine has no answers for many diseases, causes deadly side effects and 
exorbitant pricing, it is a crime that people can't hear about these altemative 
medicine successes. Create proactive holistic-health laws. Don't just fight 
unfair label and freedom of information law attempts. Create bills that 
punish the tmly criminal injustices of current healthcare. 

Set up a website database for practitioners to submit their case smdies and 
research findings to inform practitioners & citizens. Use these databases to 
report to the press. 

I encourage a national & state "practitioner regulatory committee" based on 
the Minnesota model. In NY we are not allowed to practice Ayurvedic 
massage without undergoing a lengthy, costly process to obtain a license in 
Swedish massage. Yet a licensed masseur can practice Ayurvedic massage 
with only superficial training. 

hicTease altemative medicine funding and set up an office to help 
practitioners write research grants and choose the best statistical analysis 
methods (e.g., regression, t-test). 
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th 
Other Suggestions & Thoughts 

Wliole herbs are safer than allopathic medicine. JAMA reported that 4 
leading cause of death in the US is due to prescription dmgs. This is TA 
times more deaths than is caused by AIDS. 

Hold educational symposiums several times a year for holistic and allopathic 
professionals to meet to bridge the semantic gap. 

There should be an equal partnership between traditional and allopathic 
decision-makers. Rigorous research methods and spirimal integrity must 
both be maintained. 

The essence of altemative medicine, to use a computer industry label, is an 
open platform, that is you cannot patent herbs or healing and thus deters 
pharmaceutical companies from investing in or supporting altemative 
medicine. There needs to be a paradigm shift away from the old views of 
how to make money on the sick, and fmd new ways to make money fi-om the 
healthy. The use of spas, prevention, rejuvenation etc. will bring people for 
the pleasure of it and the cost-savings of prevention will still be better than 
compared to treating disease, side effects and complications. 

There should be more research on cost-effectiveness comparisons between 
traditional and modem medicine therapies for each disease. These can 
include prevention costs vs disease-treatment costs. 
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Research Study: 
Cost Comparison between Ayurvedic & Allopatiiic Methods 
in Treating Seasonal Allergies 
By Swami Sada Shiva Tirtha, D.Sc 

Abstract 
Background: Seasonal allergy symptoms affect almost 10% of all 
Americans. The treatment of these pervasive symptoms often require 
decongestants and antihistamines to control allergic rhinitis with or without 
ocular involvement. Treatment is costly and adverse dmg reactions are 
common with these medications, some of which may be quite serious. 

Method: In a preliminary smdy on the cost-effectiveness of Ayurvedic 
treatment of seasonal allergies, 5 subjects received a combination of herbs 
and nutritional therapies according to their constimtional profiles and their 
specific symptoms. 

Results: In all cases significant or complete allergy relief occurred within 
two days to two weeks, and evenmally reporting complete relief Long-term 
follow-up evaluations in two subjects for four and five years showed that as 
long as the subjects followed their Ayurvedic nutritional regimens, no 
seasonal allergy symptoms recurred. The allergy symptoms did remm, 
however, only when the subjects discontinued their therapies. Cost 
comparisons showed that over a six month allergy season, Ayurveda-treated 
subjects spent between $0 and $147, while the average cost for physician 
visits and OTC or prescription dmgs cost approximately $535 for the same 6 
month allergy season provided no adverse dmg reactions occurred. The costs 
rose significantly when dmg side effects occurred, ranging from $735 to 
$1,070. [Costs based on estimates from two allergists]. 10% of Americans 
(27+ million people) with seasonal allergies translates into more than $2 bill 
extra costs in allopathic care. 

Conclusions: The Ayurvedic treatment of seasonal allergies based upon 
one's constitutional profile and specific symptoms is safe, effective, and 
considerably less costly than traditional westem therapies. Fumre smdies 
including larger groups of subjects are needed to ftirther evaluate this cost-
effective holistic approach to allergy treatment. 
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Research Smdy Cost-Effective Comparison Data 

Allopathy Ayurveda 
Cost of Initial Visit $125 $50-100 
Cost of Follow-up $50-85 $25-50 
Follow-up Time 2-3 weeks 2-3 weeks 
Number of Visits 2 visits minimum 1-2 visits minimum 
Cost of Therapy $60-80/month nominal -

$12/monlh 
Lost Days of Work'School 1-2 davs 0 davs 
Side efTects Possible None 
Cost of Side EfTects Dr. Visit: $125 

Cortisone injection: $25-45 
Follow-up Visit 3-5 davs later: 

$50-150 
Prednisone (if required): $35-40 
Emergency (if mshed to hospital 

with serious reaction): $300-500 
(x-rays, lab tests, injection) 

Next day Primary care Dr. visit: 
$85-150 

n/a 

Cost: 6-month sample 
(Apnl-Sept) Allergy 
patient with no side effects 

$535 $0-$147 

Cost for a 6-month sample 
(April-Sept) Allergy 
patient 
with side effects 

$735-$770 
with hospital 1,035-$ 1,070 

n/a 
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amalaki-acute pancreatitis-10 
amalaki/haritaki/bibhitaki-cholesterol-induced atherosclerosis-1 Oa 
amalaki/bibhitaki/haritaki/amlavedasa (yellow dock)-HIV-24/antimicrobial-

24a 
arjuna-antianginal,cardioprotective-13& 13a/angina pectoris 13C/cardiac 

tonic and current uses include treatment for angina, hypertension, 
arrhythmias, and congestive heart failure. 21 

arjuna/guggul-ischemic heart disease (inadequate blood flow to heart leading 
to angina pectoris/heart attack)-!3d 

cancer-13b/arjuna, nirgundi-anti-bacterial-9 
ashwagandha and shilajit cognition enhancing, memory, Alzheimer's-

2a/antioxidant-2b 
bakuchi-nutritional source of genistein and daidzein isoflavones-18/asthma-

I8a 
bhuamalaki-Hl V 30 & 30a 
bilwa-antifungal-16 
black pepper-anti-bacterial/penicillin-15/antioxidant-15a 
black pepper, cumin-colon cancer-36 
brihati-antimmor-38 
chiray ata-ant imicrobial-1 /hypoglycemia-1 a/12 b 
cinnamon/cumin-anti-bacterial-11 
coriander-cholesterol/triglicerides-11 a 
cumin^asil-anti-carcinogenic-12 
cumin and mrmeric-antiatherosclerosis, anti-inflammatory, antithrombotic-

40 
fenugreek-diabetes-32 
ginger-nausea, vomiting, headache, arteriosclerosis-41, 41b/rheumatism-41a 
ginger, pippali, coriander, musta, cumin, cinnamon, asafoetida, triphala-

indigestion-41c 
gom kola - psoriasis - 22/ antioxidant/memory enhancing, epilepsy, 

insomnia, sedative-22a 
gotu kola, shank pushpi, ashwagandha, licorice, vacha, sarpagandha-

schi2ophrenia-22b 
guduchi-immunity-26/ liver disease 26a/jaundice 26b/diabetes type II -29/ 

joint swelling in adjuvant arthritis-37 
guduchi, mrmeric, bilwa, karella-urinary tract infections-26c 
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guggul-cholesterol/atherosclerosis-19, 19a/superior to nitroglycerin-reducing 
chest pain and dyspnea of angina-21 

gurmar-suppression of sweet tastes-12a, 12b/diabetes-27 
gurmar, neem, shilajit-diabetes-27a 
haritaki, bhringaraj, mlsi-antibacterial-23 
ishabgol-irritable bowel syndrome-17 
kapikachu-Parkinson's-8/ diabetes-33 
kushta-anti-mmor-7/hepatitis B-7a/kutki- hepatitis B-31 
licorice- antimicrobial-42/atherosclerosis-42a/anfi-viral-encephalitis-42b 
manjishtha-anti-mmor-6-6a/ antioxidant-6b/ antiviral-6c 
neem-malaria, anti-parasitical-4 
nirgundi-anti-inflammatory-5a 
punamava, guduchi, haritaki, ginger, barberry-immunity/T-cells-25/liver-

25a 
punamava, bhringaraj, chirayata, arogyavardhini, mandur bhasma-liver île-

25b 
saffTon-antitumor-35 
shatavari-gastric emptying time-3 
shilajit-peptic ulcers and anti-inflammatory-2, 28 
trikam -absorption/bioavailability-14 
mrmeric-gallstones, cholesterol-20/ibuprofen substimte, anti-inflammatory-

20a/ anti-carcinogenic-20 B/anti-inlfammatory, antispasmodic, 
liver/bile-39 

mrmeric and cumin-cancer lesions-20c/antitumor-20d 

Citations on next page 
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THE WHITE HOUSE COMMISSION ON COMPLEMENTARY AND ALTERNATIVE MEDICINE 
POLICY 

STATEMENT: 

PLEASE ALLOW ME TO INTRODUCE MYSELF. I AM ELIZA TOWNSEND, N.D. , 
PROPRIETOR OF "RELAX FOR HEALTH", 
A HOLISTIC (ALTERNATIVE)HEALTH CENTER LOCATED IN WYANDANCH, NEW YORK. 

AS AN ALTERNATIVE HEIALTH CARE PROVIDER, I TEIACH LIFESTYLE CHANGE AND 
RECOMMEND THE USE OF ALL THE FORCES, WHICH ARE FOUND IN NATURE SUCH AS 
LIGHT, WATER, AIR, PLANTS, AND FOOD TO STIMULATE THE BODY'S NATURAL 
HEALING. ABILITIES. THESE SERVICES ARE NOT MEDICAL NOR ARE THEY INTENDED 
TO REPLACE MEDICAL TREATMENT. 

MY PRACTICE PRIMARILY IS WORD OF MOUTH, REFERRALS FROM OTHER ALTERNATIVE 
CARE PRACTITIONERS, AND SOMETIMES MEDICAL DOCTORS FOR A SPECIAL NEEDS 
PROGRAM. I DO NOT ADVERTISE OR SOLICIT. 

I RECEIVE CALLS FROM PEOPLE WHEN THEY FEEL THAT HAVE RUN OUT OF MEDICAL 
OPTIONS. 

MANY OF MY CLIENT DO NOT TELL THEIR PRIMARY CARE PHYSICIANS THAT THEY 
ARE SEEKING ALTERNATIVE HEALTH SERVICES DUE TO THE NEGATIVE FEED BACK 
AND WARNING THAT THESE SERVICES HAVE NOT BEEN VALIDATED. 

WHY DO PEOPLE COME TO ME? 

WHEN ASKED THIS QUESTION, ONE OF MY CLIENTS RESPONDED " I FEEL VERY 
COMFORTABLE WITH THE SERVICES YOU OFFER. I GET RESULTS. YOU SPEND TIME 
ANSWERING MY QUESTIONS. AFTER THE CLEANSING PROGRAM MY SKIN CLEARED 
UP." 

AS AMERICAN CITIZENS, I SHOULD HAVE A RIGHT TO MAKE CHOICES ABOUT MY 
HEALTH/WELLNESS CARE. 
WE ARE ALL AWARE OF THE FACT THAT NATURAL REMEDIES HAVE BEEN PART OF OUR 
CULTURE FOR HUNDREDS OF YEARS, WITHOUT SIDE EFFECTS. 

AS A PRACTITIONER, I BRING A VALUABLE SERVICE TO THE TABLE AND I SHOULD 
BE RECOGNIZED AS A VALID ACCEPTABLE SERVICE PROVIDER. 

THE CHALLENGES I FACE AS AN ALTERNATIVE CARE PROVIDER: 

1. CONSTANT CRITICISM BY THE MEDICAL PROFESSION. 

2. LACK OF HEALTH INSURANCE COMPANIES COVERAGE. 

3. TO PUBLICLY ADVERTISE MY SERVICES AS AN ACCEPTABLE ALTERNATIVE HEALTH 
CARE SERVICE. 

THE FEDERAL AND STATE GOVERNMENT SHOULD PROVIDE POLICIES THAT ARE 
INCLUSIVE AND NOT EXCLUSIVE IN PROVIDING ALTERNATIVE HEALTH CARE TO OUR 
EVER CHANGING SOCIETY. 
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Greyston Health Services 

Good aftemoon. My name is Joe Tribbie, Assistant Vice President of Greyston 

Health Services in Yonkers, New York. We are in our third year of providing 

medical and social services including a wide array of complementary and 

altemative approaches to persons living with AIDS. 

As the AIDS epidemic enters the 2r ' century, persons living with AIDS, 

through increased education about their illness, are making more informed 

decisions about their course of treatment. Approximately 25% of our patients 

consistently access holistic services on a weekly basis while approximately 50% 

access these services at least once each month. Additional funding sources would 

enable programs such as ours to enhance service provision and increase our 

research efforts to report more precisely the effects of complementary and 

altemative therapies on special populations such as PLWAs. 

It is expected that enhanced treatments, vaccines, and perhaps one day a cure 

for HIV/AIDS will be the result of westem based medical research, however, the 

person living with the vims cannot be ignored. In utilizing holistic therapies, we 

work with the body, the mind, and the spirit to restore and strengthen the whole 

person whereby the immune system along with other bodily functions is better 

supported. Our patients often comment on the healing component of altemative 

health care and its ability to promote wellness, to relieve stress (which studies have 

shown can weaken immune response), and to assist the body in stabilizing and 

managing an impaired immune system. Through a partnership involving both 

holistic and standard medical approaches, we address not only HIV infection but 

other health issues effecting PLWAs such as hepatitis C, depression, fatigue, 

physical rehabilitation, substance use, and cognitive skills. As a result, we have 

seen increases in T-cells and decreases in viral loads, we have seen a lessening of 

anxiety and stress, we have seen a decrease in dmg use, we have seen patients who 

have an inability to trust and difficulty in being consistent in their treatment come 
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back again and again and again. We have seen a community form and we continue 

to see this community grow and flourish. 

How much do the altemative therapies play a part in this development? We 

know that our attendance is higher on days when we offer altemative therapies. So 

we know our members believe in the course of treatment that they have chosen, 

which is a core issue in leaming to care for oneself, leaming to take better care of 

your own well being. The healing process begins in the mind, moving into a 

contemplative state and from there into a position of action. Our experience has 

shown us that the integration of standard medical procedures with complementary 

and altemative care can greatly enhance a person's ability to move in this 

direction. To continue to enable our patients to get to that point, we must provide 

them and ourselves with the largest array of ammunition possible. Thank you. 
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White House Commission on Complementary and Alternative Medicine Policy 
New York City Town Hall Meeting 
January 23, 2001 

Statement by Ms. Wanda Evans 
Executive Director, 

Betances Health Center 

Complementary or altemative medicine, in the form of home remedies or 

new self-care discoveries amidst the cultural diversity of New York City, has for 

generations been the first line of care for the many Latinos and African Americans 

served by Betances Health Center. Located in the Lower East Side, New York 

City's traditional settling community for new immigrant groups, Betances provides 

health care with 30 years of service commitment to integrate the healing wisdom of 

Eastem and Westem cultures. 

Ninety-one (91) percent of our 3,840 patients are Latino and African 

American, and our experience has been that all have utilized at least one 

complementary care remedy for acute or chronic conditions. Last year 1,096 

patients made an estimated 3,822 visits for acupuncture, massage therapy, and 

nutrition counseling and dietary supplementation. These visits, however, were 

made for medical necessity; and only 2% of the visits were paid dbectly by 

patients. Betances also provides primary care services to approximately 400 

Latinos and African Americans with HIV/AIDS. About 12% of our HIV patients 

have opted for complementary care for a variety of reasons. For many African 
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Americans, choosing complementary care is their way of responding to medical 

treatment fears rooted in the legacy of the Tuskegee Study. Among a significant 

number of our HIV patients complementary care is consistent with a belief system 

that embraces holistic health and self-healing. 

Our experience with complementary care also confirms the finding (Dole, et. 

al.') that Latinos adopt traditional pattems of use when it comes to herbal remedies 

compared to the faddish appeal such remedies have for Non-Latino white 

populations. Among Latinos, for example, the "botanica" continues to be more 

than a place for spiritual healing, one where herbal remedies are intricately 

connected to belief systems that are only now being uncovered by conventional 

medicine to be a critical predictor of positive medical outcomes. It is, therefore, 

very easy for Latinos to accept healing practices, such as acupuncture, massage 

therapy or therapeutic touch alongside conventional medical remedies. 

Regrettably, the barriers posed by Westem medicine are complicated by a 

market place culture that unrelentingly promotes complementary health care the 

way it peddles beauty and fashion. There is no scientific method behind 

cuhurally-driven remedies that show their efficacy with the power of tradition and 

' Ernest J. Dole, Robert L. Rhyne, Caria A. Zeilmann, Betty J. Skipper, Melvina L. McCabe, Tieraona Low Dog. 
The Influence of Ethnicity on Use of Herbal Remedies in Elderly Hispanics and Non-Hispanic Whites, Journal of 
the American Pharmaceutical, 40(3):359:365, 2000. ' 
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use over countless generations. Moreover, quality assurance methodologies, 

managed care, and medical reimbursement practices are locked into the paradigm 

of Westem medicine and the scientific method. A paradigm shift is needed to 

make room for complementary care that is tmly integral to the benefits that are 

derived from the ways of Westem medicine. 

While we wait for such a revolution in Westem medicine, there are some 

practical ways that commtinity health centers can be allowed some room to 

practice good medicine using holistic approaches that embrace conventional 

medicine with culturally syntonic complementary care practices. 

We suggest two systemic changes that will promote the adoption of 

established complementary care practices in a Medicaid managed care service 

fiiture. 

1. Standards of care should be established that will permit patients to receive 
acupuncture, massage therapy, nutrition therapy, and herbal remedies as 
medical services within state licensed medical care facilities with adequate 
Medicaid and Medicare reimbursement rates. 

2. Managed care plans should treat complementary care services as a "carve 
out" product that supports the self-care and welbiess benefits such plans 
promote as health maintenance goals. 

Respectfiilly submitted. 

Wanda Evans 
Executive Director 
Betances Health Center 
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Ladies and Gentlemen of the Commission: 
My name is Missy Vineyard, I represent the American Society for Teachers of the 

Alexander Technique. We are especially concerned about how CAM is being defined 
and about how the Alexander Technique is frequently misdefined. And we want to tell 
you about AmSAT, and what we are doing to voluntarily self-regulate our profession. 

The first consideration must be: on what basis does a discipline become defined 
as a type of CAM? Everything from tai chi and meditation, to aromatherapy and colonic 
irrigation is suddenly CAM. Is every modality that claims to offer health benefits, but 
isn't yet regulated, thrown into the CAM grab-bag? The differences among these 
diverse practices must be considered. Toward this end, a critical question should be: 
is the discipline primarily a treatment modality, administered to a passive recipient who 
has little role in how the treatment is administered; or is it an educational modality, in 
which the recipient is consciously engaged in gaining knowledge and skill enabling 
him to make new choices and change behavior? Western medicine is principally 
treatment oriented. So too, are many non-traditional disciplines. 

On the other hand, the Alexander Technique is an educational discipline. It 
promotes health and well-being by teaching people how to change unconscious 
habits of malcoordination. If you slump for hours in your chair, walk with your 
shoulders hunched in and your head down, you are malcoordinating yourself. If you 
do this for years, eventually you will affect your health. You'll have back and neck 
pains, shoulder pains, and eventually your spine may become fixed in its curvature. 
For over a century, Alexander teachers have been teaching students to become aware 
of maladaptive habits and behaviors and to prevent them. In time, the student learns 
to maintain his improved coordination independently, without the teacher. But it isn't 
only for those with physical complaints. Teachers work in performing arts departments 
and arts festivals around the world, including Juilliard and Yale, helping students 
achieve the highest levels of muscular control and artistic expression. 

We are an educational discipline that sometimes produces therapeutic benefits, 
depending on the student's habits and ability and motivation to learn new behaviors. 
We aren't medicine, traditional or otherwise. We don't treat, diagnose, or make claims 
for cure. We aren't an alternative to appropriate medical care, and we aren't 
complementary to it. AmSAT-certified Alexander teachers receive an intensive, three-
year, 1600-hour course of instruction. Only highly experienced Alexander teachers 
can assess the competency of new teachers, and only teachers can assess if the 
Alexander Technique is an appropriate choice for an individual. Since 1987, our 
Society has been working to responsibly protect the public we serve by maintaining 

(800) 473-0620 
P.O. Box 60008 • Florence, MA 01062 
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professional standards through voluntary self-regulation. We are affiliated with a 
network of 23 societies worldwide, comprising a membership of over five thousand 
teachers, sharing the highest standards for teacher training, evaluation of training 
courses, professional conduct and adjudication of complaints, and continuing 
education. Most teachers are self-employed; we do not seek insurance 
reimbursement. We strive to chart a path of growth, development, and independence 
for our profession and to educate the public about its benefits. We are autonomous, 
and we adamantly maintain our right to remain so. The only circumstance under 
which we might appropriately be considered CAM, is if this were to encompass a sub­
category for 'health education,' as opposed to 'health care.' 

On the regulatory side, we would emphasize that until CAM is better delineated, 
and the disciplines within it distinguished from each other, regulation of any type is 
premature. And, no single type of regulation can possibly be appropriate for all. 
Treatment modalities should require a different type of regulation than those that are 
educational. We urge you to consider offering guidelines for voluntary self-regulation, 
as we have done, and consider that many of these modalities should be permitted to 
maintain their autonomy so long as they adequately regulate themselves. 

In closing, we hope you will consider that it isn't only 'treatments', applied by a 
practitioner to a passive patient, that can and do effect beneficial changes in health. 
Educational approaches, which teach people how to understand and change their 
behavior also produce significant health benefits. But such systems aren't treatment 
and don't belong within the medical model or squeezed within the narrow confines of 
a single, over-arching type of regulation. Further, to genuinely understand non-
traditional modalities, you must begin with non-traditional thinking and develop new 
ideas that address the many complex questions before you. Only in this way can you 
achieve your aims of genuinely protecting the public interest, investigating the validity 
of health claims, and expanding our understanding of human health and behavior. 

Thank you for your time and consideration. 

Missy Vineyard, Director 
The Alexander Technique School of New England 
Founding member and past chairman, 
The American Society for Teachers of the Alexander Technique 

P.O. Box 60008 • Florence, MA 01062 
(800) 473-0620 • (413) 584-2359 • Fax (413) 584-3097 • e-mail: Alexandertech@earthlink.net 
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G A R Y I. W A D L E R , MD, FACP, F A C S M 
I N T E R N A L M E D I C I N E 

S P O R T S M E D I C I N E 

1 3 8 0 N O R T H E R N B O U L E V A R D 

M A N H A S S E T , N E W YORK t 1 0 3 0 

(5 1 6 ) 3 6 5 - 9 6 0 0 

FAX (5 1 6 ) 3 6 5 - 4 4 2 7 

Testimony before the 
White House Commission on Complementary and Alternative Medicine Policy 

January 23, 2001 
by 

Gary I. Wadler, M.D. FACP, FACSM, FACPM, FCP 
Associate Professor of Clinical Medicine 
New York University School of Medicine 

I AM HERE TODAY IN A VARIETY OF ROLES THAT ARE LINKED BY 
THEIR RELATIONSHIP TO THE CASCADING PROBLEM OF 
PERFORMANCE ENHANCING DRUGS AND DIETARY SUPPLEMENT 
USE IN SPORTS. 

IT'S A CRISIS THAT OBSERVES NO BOUNDARIES, AS IT RANGES 
FROM THE GRASS ROOTS TO THE ELITE L E V E L . 

MY TESTIMONY TODAY IS AS AN INTERNIST AND SPORTS 
MEDICINE EXPERT, SERVING AS MEDICAL ADVISOR ON DRUGS IN 
SPORTS TO THE WHITE HOUSE OFFICE OF NATIONAL DRUG 
CONTROL POLICY. 

MY TESTIMONY IS ALSO AS A MEMBER OF THE WHITE HOUSE 
TASK FORCE ON DRUG USE IN SPORTS AND A MEMBER OF THE 
HEALTH, MEDICINE AND RESEARCH COMMITTEE OF THE WORLD 
ANTI-DOPING AGENCY. 

FOR THE PAST TWO DECADES, I HAVE WORKED TO FOCUS 
ATTENTION ON THE INCREASINGLY PERVASIVE AND 
MULTIDIMENSIONAL PROBLEM OF DRUGS AND SPORTS, A 
SUBJECT OF IMMENSE - AND EVER-GROWING SCIENTIFIC AND 
ETHICAL COMPLEXITY. 



IT IS IMPERATIVE THAT WE RECOGNIZE THAT THE ABUSE OF 
DRUGS IN SPORTS IS NOT LIMITED TO INDIVIDUALS OR THE 
EXCLUSIVE DOMAIN OF ATHLETES. IT IS A BURGEONING 
PROBLEM THAT IS THREATENING OUR YOUTH AND AS SUCH 
THREATENS THE PUBLIC HEALTH. 

GIVEN THE BREADTH OF THE SUBJECT, I WOULD L I K E TO 
NARROW YOUR ATTENTION TO THE ISSUE OF DIETARY 
SUPPLEMENTS AND PARTICULARLY THE SO-CALLED STEROID 
PRECURSOR DIETARY SUPPLEMENTS. 

EVER SINCE MARK McGWIRE'S HOME ROOM RECORD WAS 
CLOUDED BY THE REVELATION THAT HE HAD USED THE DIETARY 
SUPPLEMENT ANDROSTENEDIONE, THERE HAS BEEN A 
PREDICTABLE EXPLOSION IN THE SALE OF ANDROSTENEDIONE 
AND RELATED SUBSTANCE, SUCH AS 19-NOR-ANDROSTENEDIONE. 

THESE SO-CALLED STEROID PRECURSORS ARE NOT ONLY A 
PROBLEM FOR E L I T E ATHLETES. 

THEIR USE REPRESENTS A FAR BROADER THREAT TO THE PUBLIC 
HEALTH BECAUSE THE PHYSIOLOGICAL IMPACT OF STEROID 
PRECURSORS GOES WELL BEYOND THEIR EFFECT ON MUSCLE. 

TO UNDERSTAND THEIR DANGER, WE NEED TO UNDERSTAND THE 
SHORT AND LONG-TERM EFFECTS, OF ALL THINGS, THE FEMALE 
HORMONE, ESTROGEN. 

YOU MAY ASK WHY ESTROGEN? THE SIMPLE REASON IS THAT 
THE HUMAN BODY CONVERTS ANDROSTENEDIONE INTO 
ESTROGEN IN BOTH MALES AND FEMALES ALIKE. IN FACT, A 
RECENT STUDY HAS SHOWN THAT 300MGS DAILY OF 
ANDROSTENEDIONE CAN INCREASE ESTROGEN LEVELS BY 80 
PERCENT. 

WHY SHOULD THIS PANEL BE CONCERNED ABOUT ESTROGEN 
LEVELS? THE ANSWER LIES IN THE FACT THAT JUST ONE MONTH 
AGO, AN EXPERT ADVISORY PANEL OF THE NATIONAL 
TOXICOLOGY PROGRAM OF THE UNITED STATES NATIONAL 
INSTITUTE OF ENVIRONMENTAL HEALTH SCIENCES 



RECOMMENDED THAT ESTROGENS BE LISTED AS A "KNOWN" 
CAUSE OF CANCER IN HUMANS. LET ME PUT THIS 
ESTRGOEN/TESTOSTERONE PARADOX IN SOME PERSPECTIVE. 

BECAUSE ANDROSTENEDIONE IS CONVERTED TO TESTOSTERONE, 
THIS DIETARY SUPPLEMENT IS OF INTEREST TO ATHLETES WHO 
ARE SEEKING TO INCREASE THEIR LEVELS OF TESTOSTERONE 
WITHOUT PURCHASING ANABOLIC STEROIDS AND THUS 
VIOLATING THE VERY STRICT CONTROLLED SUBSTANCES ACT OF 
1990. 

AS WE ALL KNOW, TO ATHLETES, TESTOSTERONE MEANS 
LARGER AND STRONGER MUSCLES, LESS BODY FAT, AND 
INCREASED ASSERTIVENESS. 

TO YOUNG MEN AND WOMEN WHO ARE NOT ATHLETES BUT ARE 
VICTIMS OF OUR "PERFECT BODY" CULTURE, IT MEANS A 
LEANER, MORE CONTOURED OR CUT PHYSICAL APPEARANCE. 

ALARMINGLY, RECENT STUDIES HAVE REVEALED THAT AS MANY 
AS THREE PERCENT OF TEENAGE BOYS AND THREE PERCENT OF 
TEENAGE GIRLS HAVE USED CONTROLLED ANABOLIC STEROIDS. 
THE RATE OF INCREASE AMONG TEENAGE GIRLS IS 
PARTICULARLY ALARMING. 

THE MARKETING OF ANDRO IS NOTHING LESS THAN FLYING 
UNDER THE LEGAL RADAR SCREEN TO ACHIEVE A STEROID 
EFFECT WITHOUT VIOLATING THE LAW. 

IT'S A DANGEROUS LOOPHOLE. THERE IS NO TELLING HOW 
MANY TEENAGERS HAVE USED THE OVER THE COUNTER 
DIETARY SUPPLEMENT ANDROSTENEDIONE - AND RELATED 
SUBSTANCES - UNKNOWINGLY PLACING THEMSELVES AT THE 
CENTER OF ESTROGEN'S CARCINOGENIC EFFECTS - AND WHO 
KNOWS WHAT OTHER HEALTH THREATS - FOR THE REST OF 
THEIR LIVES? 

AND HERE'S ANOTHER TWIST IN THE ROAD. WHILE 
ANDROSTENEDIONE HAS BEEN PRIMARILY MARKETED TO 
ATHLETES AND YOUNG PEOPLE, ITS IMMEDIATE PRECURSOR, 



DEHYDROEPIANDROSTERONE, - KNOWN AS DHEA - HAS BEEN 
MARKETED TO THE OLDER POPULATION AS YET ANOTHER ANTI-
AGING MIRACLE. CLAIMS HAVE BEEN MADE THAT DHEA IS A 
"FOUNTAIN OF YOUTH," ABLE TO TURN BACK THE CLOCK, TO 
INCREASE ONE'S SENSE OF WELL BEING, AND BOOST THE 
IMMUNE SYSTEM. 

NOT SO FAST. 

I MUST EMPHASIZE THAT DHEA IS METABOLIZED TO 
ANDROSTENEDIONE, ULTIMATELY EXPOSING THOSE WHO TAKE 
IT TO THE VERY SAME RISKS ASSOCIATED WITH ELEVATED 
LEVELS OF TESTOSTERONE AND ESTROGEN. 

THE DIETARY SUPPLEMENT AND HEALTH EDUCATION ACT OF 
1994 (DSHEA), WAS INTENDED TO INSURE CONSUMERS THAT SAFE 
AND APPROPRIATELY LABELED PRODUCTS REMAIN ON THE 
SHELF - AND TO ENCOURAGE MANUFACTURERS TO LIVE UP TO 
THESE GUIDELINES. 

THE FACT THAT DSHEA HAS SO DRAMATICALLY LIBERALIZED 
THE LANDSCAPE WITH RESPECT TO STEROIDS IS SOMETHING - I 
AM CERTAIN - THAT WAS NEVER EVISIONED OR INTENDED WHEN 
THE LAW WAS ENACTED. 

TAKING THIS FURTHER, WE ARE LIVING UNDER THE TERMS OF A 
SCARY CONTRADICTION. 

ON ONE HAND, WE HAVE A LAW - THE CONTROLLED SUBSTANCE 
ACT - THAT PUTS SERIOUS CONSTRAINTS ON THE PURCHASE OF 
TESTOSTERONE, ALONG WITH A COMPANION REGULATORY 
SYSTEM THAT REQUIRES A PRESCRIPTION FOR THE PURCHASE 
OF ESTROGENS. 

ON THE OTHER HAND, WE HAVE A LAW THAT AUTHORIZES THE 
PURCHASE OF THE PRECURSORS OF BOTH TESTOSTERONE AND 
ESTROGEN WITHOUT ANY PRESCRIPTION WHATSOEVER. 

TO ME THIS IS UNACCEPTABLE AND POTENTIALLY DANGEROUS. 



LAST YEAR, 343 E L I T E ATHLETES FROM AROUND THE WORLD 
HAD POSITIVE URINE DRUGS TESTS FOR THE METABOLITES OF 
ANDROSTENEDIONE. VIRTUALLY ALL WERE BELIEVED TO BE 
RELATED TO THE INGESTION OF DIETARY SUPPLEMENTS. IN 
SPORTS THESE ARE LEGAL TO BUY, BUT GENERALLY NOT TO USE, 
YET ANOTHER PARADOX THAT HIGHLIGHTS THE NEED FOR RE-
REGULATION. 

MY VIEW REGARDING THE PUBLIC HEALTH THREAT OF THE 
STEROID-BASED DIETARY SUPPLEMENTS IS NOT MERELY 
PERSONAL OR CURMUDGEONLY. 

SPORTS MEDICINE EXPERTS AND SCIENTISTS FROM AROUND THE 
WORLD SHARE IT. THEY SEE UNITED STATES LAW AS HAVING 
BIRTHED THE EXPLOSION OF THESE SUPPLEMENTS AND NOW 
THEY LOOK TO THE UNITED STATES TO CLOSE THE LOOPHOLE. 

IT IS ESSENTIAL THAT THE DIETARY SUPPLEMENT HEALTH AND 
EDUCATION ACT OF 1994 BE REVISITED FORTHWITH WITH AN E Y E 
TOWARD RECLASSIFYING THESE SO-CALLED STEROID 
PRECURSORS AS WHAT THEY ARE: PRESCRIPTIVE DRUGS. 

I THANK YOU FOR YOUR ATTENTION AND I WOULD BE HAPPY TO 
ANSWER ANY QUESTIONS. 

January 23, 2001 
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finite House Commission on Complementary^ and Alternative Medicine Policy 
January 23. 2001, New York City 

Oral Comments by David P. Yens, Ph.D., New York College of Osteopathic Medicine, 
New York Institute of Technolog>', Old Westbur̂ ', NY 11568 

For many Complementar\- and .Alternative Medicine therapies it is difficult to assemble a sutTicient 
number of patients in one place who have the same kind of problem and require the same kind of 
treatment. For other therapies, such as osteopathic mampulation. a given problem may be treated in 
different ways by different physicians depending upon collateral conditions that may exist. For both of 
these situations, some kind of National data collection and analysis mechanisms need to be developed and 
supported so that a sufficient number of cases can be assembled for scientific analysis. The creation of an 
osteopathic electronic SOAP note will be used to illustrate what is needed and the problem that must be 
addressed 

.About osteopathic medicine 

The philosophy and science of osteopathic medicine were first described in 1874 by .Andrew Tavlor Still. 
MD. DO. a physician who lived from 1828 lo 1917.1n 1892. Dr Still founded the Amencan School of 
Osteopathy in Kirksville. Mo. The members of the osteopathic medical profession arc designated as 
"physicians and surgeons. DO " They are qualified to render complete healthcare Osteopathic medicine is 
a complete system of medical care with a philosophy that combines the needs ofthe patient with the 
current practice of medicine. surger\' and obstetrics. O.steopathic philosophy also emphasizes the 
interrelationship of structure and function, as well as the body "s ability to heal itself Osteopathic 
medicine cooperates with all other branches of medical science. It maintains its independence to develop 
and perpetuate for everyone this unique and inclusive system of medicine. 

D.O.s understand how all the body's systems are interconnected and how each one affects the others. They 
focus special attention on the musculoskeletal system, which reflects and influences the condition of all 
other body systems. D.O.s know that the body's structure plays a critical role in its ability to function 
They can use their eyes and hands to identify structural problems and to support the body's natural 
tendency toward health and self-healing 

What is "alternative" about osteopathic medicine'̂  The National Center for Complementarv,' and 
Altemative Medicine considers the manipulation component to be 'altemative " D.O.s are widely 
recognized for their incorporation of manipulative medicine into their spectmm of care. However, it is 
this manipulation component that is hard to study 

While manipulative medicine is commonly associated with physical ailments such as low back pain, this 
far-reaching treatment modality can also be used to relieve the discomfort or musculoskeletal abnormality 
associated with a number of disorders, including Asthma. Sinus Disorder. Carpal Tunnel. Migraines, and 
Menstrual Pain. OMT can relieve muscle pain associated with a disease, and can hasten recovery from 
illness by promoting blood flow through tissues. A large variety of manipulative techniques can be used 
to treat these, and other, problems, and the specific technique or techniques used depend upon the 
physician's training and what they sense through their musculoskeletal examination. Thus, a diagnosis of 
otitis media may be treated in different ways depending upon the seventy ofthe condition, identification 
of collateral problems, and the nature ofthe cranial bones and passages the ear and nose 

The Problem and The Need 

Scientific research, designed to deterniine the most effective treatment for a given problem, requires that a 



consistent technique be used to treat the problem. .Appropnate outcome measures, or dependent vanables. 
must be selected to evaluate the effectiveness of the treatment However, the complexity ofthe situation 
makes this hard to do. With the growing need for outcomes based research in the osteopathic profession, 
there is an increasingly urgent need for a standardized format for reporting the incidence, seventy, 
treatment of and outcomes related to somatic dysfunction. If the profession is to compete in the 
increasingly competitive arena of health care provision, it must provide information on those concepts 
which are central to its treatment and how the disturbances it professes to treat almost uniquely in the 
health care field, are distributed in the population 

The Louisa Bums Osteopathic Research Committee of the Academy of Osteopathy has designed a form 
(osteopathic SOAP note) that is to be used by practicing osteopathic clinicians to gather data on their 
osteopathic examination, the somatic dysfunctions found, the treatment regime used and the response 
obtained to treattnent This form is designed to capture subtle nuances of the diagnosis and treatment 
process. The process to be studied is the provision of osteopathic evaluation and tt-eamient as pan ofthe 
management of a patient's health care The outcomes being sought are a modification ofthe somatic 
dysfunction and the patient's health problems. The data sought will come from the patient records and the 
physician's description of the ttcatment performed 

To be usable, all the data collected via these forms must be collected together, or aggregated, to permit 
analysis. However, this requires uniformity in dcscnption of the problem(s). in descnption ofthe 
treatment, and measurement ofthe outcomes. How can this be done*!* 

The only viable approach to solving this problem is the use of a computer record that provides sufficient 
precision for input that these vanables can be accurately identified and aggregated for analysis. With a 
very large number of levels of variables and shades of meaning this is a difficult task that can only be 
handled by gathenng ver\ large numbers of cases. Thus, some kind of computer network, with a 
cenô alized database, is required. The Louisa Bums Committee is initially addressing this task by creating 
a computerized SOAP note that replicates the paper SOAP note mentioned above. The plan is to create a 
standardized program whereby uniform data can be gathered from pnvate physician's offices, residency 
programs, and hospitals that is ttansmitted to a centt-al data storage facility for analysis. Of course, many 
secunty issues must be addressed; this is being done The ma jor problem is the expense of developing and 
maintaining such a system. The osteopathic profession is not able to support a project of this magnitude. 
Identifying other funding sources for such a project has been difficult; we arc still searching. Although 
medical information databases have been developed, we are aware of none ofthe complexity required for 
our purpose 

I believe that the problems we are addressing are not limited to the osteopathic profession; similar 
problems are probably faced by other complementary and altemative approaches to health care. The 
magnitude ofthe problem, combined with the potential for providing effective outcomes analyses for a 
variety of CAM therapies, implies that Federal support for such programs would facilitate the creation of 
reliable and valid knowledge about these therapies. I urge the establishment of a funding program for this 
purpose. 

Thank you for permitting me to make these comments. 

•Sections of these comments were adapted from a grant proposal prepared by the Louisa Burns Osteopathic Research 

Committee 
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