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Brief Biography 

BRIAN M. BERMAN, M.D. 

University of Maryland School of Medicine 
Complementary Medicine Program, Department of FamUy Medicine 

Kernan Hospital Mansion 
2200 Kernan Drive, Baltimore, MD 21207-6697 

Tel: (410) 448-6871 Fax: (410) 448-6875 

Dr. Berman is the founder and director of the Complementary Medicine .Program at the 
University of Maryland School of Medicine and Professor of Family Medicine. Board 
certified in family medicine and pain manageraent, Dr. Bennan has trained extensively in 
acupuncture and homeopathy and has integrated these therapies into his chnical practice 
over the past 17 years. He holds a diploma in Traditional Chinese Medicine and, in 
addition to being a founding member of the American Academy of Medical 
Acupuncturists, he is a member of the Royal Society of Medicine and the Faculty pf 
Homeopathy in Britain. 

Dr. Berman is principal investigator of a National Institutes of Health (NIH) center grant 
for the smdy of altenniative medicine in the treatment of arthritis and relat(5d disorders. He 
is principal or co-investigator of eight research studies in complementary medicine 
funded by the NIH, the Department of Defense and private foundations, including a large, 
multi-site randomized controlled trial of acupuncture in the treatment of osteoarthritis and 
studies of acupuncture for acute post-operative pain and nausea and vomiting. Interested 
in investigating the scientific foundation and efficacy of therapies currently outside the 
mainstream of medicine and evaluating their contribution m the treatment of clironic 
ailments such as pain, Dr. Berman established the first university-based center in the 
United States focusing on reseai-ch, education and clinical care in complementary 
medicine. He has published widely in the field and was recently awarded the 
intemational Seirin award in recognition of his contributions to acupuncture research. 

Dr. Berman has served as adviser to the NIH, chairing the first advisoiy panel to the 
National Institutes of Health OfHce of Alternative Medicine (NIH-OAM) and 
participating as a member of the NIH Altemative Medicine Program Advisoiy Council 
for six years. In addition, he chaired the NIH-OAM editorial board for its SSO-page 
report, Alternative Medicine: Expanding Medical Horizons. Dr. Berman also selves as 
Field Coordinator for the Complementary Medicine Field of the international Cochrane 
Collaboration, an organization dedicated to evaluating all medical practices. 



Brian M. Berraan M,D. 
Professor of Family Medicine 

Director, Complementary Medicine Program 
University of Maryland School of Medicine 

PRESENTATION TO THE WHITE HOUSE COMMISSION ON 
COMPLEMENTARY AND ALTERNATIVE MEDICINE POLICY 

May 15,2001 

Mr. Chairman and members of the Commission, I am extremely honored to be given the 
opportunity to speak with you today on the evaluation of compleraeiitary and altemative 
medicine (CAM) research literature and the role of the Cochrane Collaboration, as well 
as research trainmg for CAM practitioners and the integration of CAM research into 
conventional academic health centers. 

I am a board certified family practitioner and pain management specialist with extensive 
training and chnical experience in a variety of CAM modalities. I am also Director of the 
University of Maiyland Complementary Medicine Program and Principal Investigator of 
a National Institutes of Health (NIH)-fiinded Specialized Center of Research in C m as 
well as a PI & co-investigator on a number of NIH-funded clinical trials. As such, I am 
both a clinician and a scientist. As I speak to you today I will mainly be wearing my 
research hat. One of the mam areas of focus of our center at the University of Maryland 
is the investigation of the safety, efficacy and mechanism of CAM therapies for pain-
related problems. We design and conduct original, rigorous research trials, in addition to 
systematically distilling the best evidence available worldwide and communicating these 
results to the chnical, scientific and public communities. The first half of my 
presentation will address the importance of the work in systematically reviewing the 
CAM scientific Uterature. 

Evaluation of CAM Research Literature and the Role of the Cochranfi 
Collaboration 

The Cochrane Collaboration is an international organization founded m 1993 that 
prepares, maintains and disseminates systematic, up-to-date reviews of health care 
interventions. It was started in response to the challenge made by Archie Cochrane, an 
eminent British epidemiologist, that people '̂ho want to make informed decisions about 
healthcare do not have ready access to reliable reviews of the available evidence. 

The aims of the Collaborafion are to provide infonnation that is: 
• Evidence-based 
• Easily accessible 

•— • Internationally developed 
• Quality controlled 
• Clinically useful 
• Periodically updated 

Brian M. Berman, M.D, 



The Collaboration is being built on nine principles: 
• Collaboration 
• Building on the enthusiasm of individuals 
• Avoiding duplication 
• Minimizing bias 
• Keeping up to date 
• Ensuring relevance 
• Ensuring access 
• Continually improving the quality of its work 
• Continuity 

The significance of the work of the Collaboration to medicine has been compared to that 
of the Human Genome Project. Not only does it provide an invaluable sci-vice in 
overcoming ''the great collective ignorance about the effects of healtli care" (.Archie 
Cochrane), it also provides invaluable information to guide future research etTorts. 

The Cochrane L ib r^ 
One of the main outputs of the Collaboration is the Coclirane Library which includes 
several databases: 

• The Cochrane Database of Systematic Reviews contains Cochrane system atic 
reviews. 

• The Cochrane Controlled Trials Register is a bibhographic database of controlled 
trials. 

• The Database of Abstracts of Reviews of Effectiveness (DARE) includes structured 
abstracts of systematic reviews which have been cntically ê praised by reviewers, 

• The Cochrane Review/ Methodology Database is a bibliography of ailicles on the 
science of research synthesis. 

• Reviê vers' Handbook on the science of reviewing research. 
• Glossary of methodological terms and Cochrane jargon; and contact details for 

review groups and other groupings in the Collaboration. 

At present there are 1081 reviews and 307,872 trials in the Reviews Database and the 
Registry and 2793 abstracts m DARE, an amazing achievement for an organization that 
has not yet celebrated its 8"" birthday! The Library is available electronically. 

The Complementary Medicine Fiejd 
In 1996, through the interest of a number of researchers fi-om countries around the globe 
and the encouragement of Wayne Jonas (Director at the time of the NIH- Office of 
Altemative Medicine), a Complementary Medicine Field was registered within the 
Collaboration. The purpose of the Field is to 1) ensure the priorities and perspectives of 
CAM arc reflected ra the work o.f collaborative review groups; 2) compile a database of 
CAM reviews; 3) compile a registr>' of trials in CAM for uploading to the central 
Cochrane Registry, 4) coordinate activities with relevant agencies outside the 
Collaboration; and 5) comment on systematic reviews relating to CAM. The Field is 

Brian M. Berman, M.D. 



coordinated by our Center at the University of Maiyland and we now also maintam the 
CAM Registry. The Avork of the Field has received support from NCCAM. 

The Cochrane CM Field Trials Repstry 
The CAM Trials Registry has been a significant undertaking since it aims to be inclusive 
of all randomized controlled trials m CAM, published or unpublished, in any language. 
Many of the trials and tribulations of finding relevant studies are outlined in an article 
aboiJt the CM Field published in JAMA in 1998. Challenges have included 1) the 
difficulty of capturing all CAM studies through MEDLINE (and other electronic medical 
database) searches due to factors such as the limited scope of practices defined by 
MEDLINE as alternative medicine and the limited number of journals containing CAM 
literature that have been indexed by MEDLINE, 2) the need to identify and search 
electronic databases worid-wide that may contain CAM literature, and 3) the need to 
hand-search joumals that are published aiound the world. As part of our effort to 
increase accessibility of C.\M literature, members of the Field have worked with the 
National Library of Medicine to make recommendations to improve the number of CAM 
joumals indexed by MEDLINE and to make their Medical Subject Headings indexing 
system more sensitive and precise for searching on CAM, There arc now over 5300 
randomized controlled trials and controlled clinical trials in the Cochrane CM Trials 
Registr>'. 

Criteria for Inclusion as CAJv̂  
The criteria used in out selection process with regard to CAM topics is based cn the 
definifion of CAM developed at the April 1995 NIH, OAM Methodology Conference: 

"CAM is a broad domain of healing resources that encompasses all health systems, 
modalifies and pracfices and thdr accompanying theories and beliefs, other than those 
intrinsic to the politically dominant health system of a particular society or culture in a 
given historical period. CAM includes all such practices and ideas self-defined by their 
users as preventing or treating illness of promoting health and well-bemg. Boundarie.s 
within CAM and between the CAM domam and that of the dominant system are not 
always shaip or fixed." 

However, since this definifion does not nece.5sanly guide decisions aboiu whether an 
intervention falls under the rubric of CAM. we use the definition as an inclusion cnteria 
and have developed three exclusion criteria. An intervention will be excluded Irom the 
Coclirane CAM registry if it meets two of the criteria: 

1. Is the intcr\'cntion, when pracficed in this manner, at this dose, with tliese 
patients, almost exclusively practiced by those with "conventional medical 
quail ficafions"? 

2. Is the mtervention when practiced in this manner, at this dose, with these patients, 
a recommended treatinent (.ue. a significant number of standard medical or 
paramedical references refer to use of the therapy as routine)? 

3. Does the intervention fail to involve any dieorefical divergence with mainstream 
medicine or science? 

Brian M. Bemian, M D. 



yti/tjti ./^aai 11:07 •3134486875 COMPMED Ur̂ D PAGE 06 

S^r^r m^'^i^-^,"'' '̂""̂  ^ ' ^^ "^^"^ ' ' ' ' ' ' ^^ '̂ '̂ ^ ̂ '^ ^^ '̂̂  developed for 
MhULlNE, which also gives an overview of therapies that Cochrane considers to m 
uiider tlic mbnc of CAM- The value of this seai'ch strategy is demonstrated m the 
ioUowing graph, comparing the number of trials captured through tliree difFerent .search 
strategies. The lef̂  column reflects a search of MEDLINE using just the " AJtemative 
Medicme" medical subject heading (MeSH) combined with "Randomized Controlled 
Tnal as a pubhcation type. The middle column is a comprehensive MEDLINE search 
using the much broader Cochrane defined Complementary Medicine thesaurus and search 
strategy. The right column reflects a search using the Cochrane Complementary' 
Medicine thesaums and search strategĵ  on multiple databases as well as conducting hand 
searches of non indexed joumals, conference proceedings and abstracts 

Systemafic Reviews 
Having identified all existing relevant hterature, the next step is to conduct sv-̂ temafic 
reviews which will synthesize the results of these pnmary investigafions. Sysitematic 
reviews are concise summaries of the best available evidence that address sharply defined 
chmcal questions. The process of conducting a review is outlined in the followina steps' 

1. A well-formulated question is asked 
A comprehensive search is conducted to identify all potentially relevant articles 
Articles tliat meet explicit, reproducible criteria are selected 
The study design and characteristics of each trial are critically apprai.sed - there 
are 9 checklists and at least 25 different scales for assessing trial qualily 
Tlie data are synthesized 
The results are inteipreted 
A structured report is written 
The review is updated periodically as nê v studies are identified 

Looking specifically at .steps 3 & 4, a clearly formulated question helps define die criteria 
tiiat studies must meet to be included in tJie rê aew. These inclusion cnteria can be 
divided into five categones: 1) type of person (including disease, personal chai-acteristics 
population); 2) type of intervention; 3) type of control, 4) type of outcome; ^) type of 

2. 
3. 
4. 

5. 
6. 
7. 
8. 

Brian M. Berman, M,D. 



Study design. In evaluating the quality of the studies Cochrane uses scales, such as the 
Jadad and Oxman scales, with close attention paid to the recently revised Consort 
statement published in JAMA, April 1 ?>'\ 2001. Of particular importance are die 
randomization process, allocation concealment, and masking (blinding) issues as well as 
whether there was adequate follow-up and attention to drop-outs. It is well recognized 
tliat pooriy designed trials can exaggerate treatment outcomes and give misleading 
informafion on effectiveness. Likewise, pooriy conducted reviews can be misleading, 
hence the emphasis on a systematic process to minimize error and bias. 

There are now 208 systematic reviews in the Cochrane CM Field Reviews Registry. A 
list is attached (Addendum 2) but reviews range from topics such as acupuncture ibr low 
back pain, to echinacea for tiie prevention and ti-eamient of the common cold. 

What Use are Reviews to Us? 
The value of a systematic review is that it helps keep us up to date. For consumers, 
systematic reviews can help cohere conflicting results of research. Policymakers can 
draw on systematic reviews when developing practice guidelines or conducting risks 
assessments and economic analyses. Practitioners (already overwhelmed at tiie number 
of joumals published ever>- year and the daunting taak of synthesizing all this information 
so it is of use to them) can use reviews to answer specific clinical problans. Does tiiis 
therapy work? Is it safe? Will it be safe and effective for my patient? Researchers can 
use reviews to define research agendas, summarize tiie existing data, refine tiieir 
hypotheses and estimate sample sizes. What reviews cannot do is replace sound clmical 
reasoning. Knowledge, skills, values and research evidence need to be mtegrated into 
each patient clinical encounter. Reviews provide the quality evidence to this mix: 
evidence tiiat is generated systematically, refined through a comments and criticisms 
process, and that is kept up to date on a regular basis. 

The Value of Reviews - A Brief History in Time 
As an example of the impact a systematic review can have there is an interesting short 
tale about ttie histoty of St. John's Wort in tiie U.S, St. John's Wort was until recentiy a 
httle known herb in this countjy. In 1996, however, a founding member of the Cochrane 
CM Field, Klaus Linde, and some colleagues published a systematic review in the British 
Medical Joumal showing the anti-depressant effects of St. John's Wort. Six months later 
the television show 20/20 used the review as the hms for a program. By 1997, St. .lohn's 
Wort had gone fi-om being well below tiie 20 best selUng herbs to being one of'the top 10. 
It reached the radar screen of die NIH and in 1998 they fimded a multi-center Phase in 
clinical trial of St. John's Wort for severe depression. Had Linde never published his 
review the latter part of this story probably would still not have happened. Most of tiie 
literature showing fiie safety and effectiveness of this herb was published in non-English 
journals and no-one had ever gatiiered togetiier this information to critically appraise it 
and draw out its clinical findings. 

The Role Qf the Consumer m the Coclirane Colkhnrat̂ nn 

Brian M. Berman, M,D. 
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The Collaboration puts a high pnonty on consumer input throughout all levels of adj vity 
from Identifying important questions to commenting on drafts of reviews and helping ' ' 
dissemmate results. As a ̂ vhole, fhe Collaboration is a highly successfiil model of 
international cooperation and, especially in countries such as tiie United Kingdom a 
dfiiiciis ^ '^^^ <̂ onsumerj>, policymakers,, investigators and 

Within the CM Field, our consumei; representative, Claire Allen, has been verv active in 
nelping reviewers make ti.ieir reviews more consumer fneiidlv and composing ky 
summancs. These consumer related changes are timely - since 1999 all Cochrane 
abstracts of completed reviews appear m MEDLINE. Claire has also been involved with 
sun-eymg consumers to identify obstacles to becoming involved with Coclirane. 

SsMcxRecomme^^ 

The work of tiie Cochrane CM field and CAM literauire evaluation lias onlyjusl begun 
i he effort in producing systematic reviews needs to continue and the scope of tiie work 
and Its inipact needs to be broadened. Specifically, I recommend that the infrastmcture 
and collaborative work of the Cochrane CM Field be allocated on-going support allowinî  
tor cominued mamtenance of the registry, and coordinaiion of tiie Field, with sufficient^ 
support the Field can increase its current work and significantly add to its value by 

1. Increasmg the availability of reviews and their potential value by: 
a. Making tiiem_ available in the offices of policymakers, in public libranes 

and communtty health centers tlu-ough on-line subscription to tiie 
Cochrane Library. 

b. Developing execuiive stmimanes of systematic reviews tiiat clearly and 
concisely state the results of tiie reviews. 

c. Developing electronic, jargon-fi'ee versions of systematic revieivg with 
hypertext links to allow readers with vanous backgrounds to access 
infonnation at different levels of complexity 

d. Expanding the cunent CM Field web-site 
(www.coin.pmetiimmic^^ to include access to review 
summaiies and to include consumer-fiiendly infonnation 

2. hicreasing participatory approaches to research m this country to ensure 
knowledge for action, in contî st to knowledge for understanding 
If '̂}!'???"!,*'̂ ^ public's needs through working with organizations such as the 
NCCAM Clearinghouse 

4. Commissioning topics for reviews so that the questions addressed and the 
information dê -eloped are relevant to users of tiiese treatments 

5. Developing metiiodologies to evaluate non-randomized controlled trials thus 
broadening tiie pool of infonnation that can be drawn from 

With support in the region of $^00,Wo^>ear tiie Field would be able to undertake an 
ambitious program of generating and-disŝ minatmg high quality infomiation to the public 

Brian M. Bennan, M.D. 



The Challenee oflnteeratinp CAM Research into ConvenUonal Academic 
Institutions and the Training of CAM Practitioners as Research 

Investisators 

The second half of my presentation is focused around issues relative to ensuring that 
research m CAM meets the highest scientific standards. A great deal of reseaich is 
needed in this field and to accomplish this task we must tap into the resources of oui-
country's academic institutions, for the infi-astructure they provide as well.as their 
intenccmal wealth. At tiie same time, we need to ensure that those involved in CAM 
research arejgiowledgeableabouyhethe^^ tiiey are investigatiiig"ina"co^zant of 
then̂ njqTre"paradigmŝ  ~~~ " 

Our center at the University of Maryland has been m existence now for 10 years so we 
are well aware of tiie challenges of bringing CAM research into an academic medical 
setting. I would like to emphasize, however, tiiat taking an evidence-based approach to 
CAM has been the basis of our success in developing positive relationships within the 
institution. Through research collaborations witii colleagues in Departments such as 
Epidemiology, Medicine and Pediatrics as well as the Schools of Dentistry, Pharmacy 
and Nursing, we have built a large climcal and pre-clinical trials progi am. Just as 
importantly, we have built up bust and respect and nurtured a common curiosity in 
finding out what works and what doesn't and how tius franslates to improving the care of 
our patients, 

( ^ H P Z ^ ^ ^ ^ ^ ^ ofknowledge and understanding of CAM among the conventional medical 
/ community is perhapsone of the fir^ challenges facing any CAM initiative m a medical 

school or umvei^ity.^here is still a lot of bias against CAM and unwillingness to look at 
these_tiiCTa2iei;̂ lso, at tunes, if there is willingness, tiie"intere5t can be"driven more bv 
chasing sources of funding. This latter scenario can lead to tiie unfonunate event of a 
highly experienced researcher designing and being funded for a smdy that is not sensitive 
to the manner m which a therapy is practiced. In addition, researchers may not have a 
good trnderstanding of what are the key questions that need to be answered. 

>n Another issue that relates to tiie above points is the importance of a clinical base in order 
Ly to build a program of chnical research in CAM. At our own center we have a fully 

fimctioning out-patient clinic staffed by practitioners dual-trained in conventional 
medicine and CAM as well as highly qualified CAM practitioners. We have found the 
clinic to be vital as a nurturing-ground for research questions that are fimily based m 
chnical reality. Howe:vcr, estabUshing a clinic of th.is sort witiiin an academic medical 
environment is not always welcomed or readily supported by the institiition. 

(^):ompIementary medicine research has suffered fi-om tiie lack of CAM practitioners who 
are knowledgeable about research. The value of an academic-based, center is the 
possibihty of developing a team approach to designing and conducting rigorous C •^M 
smdies that draws on tiie expertise of methodologists, clmicians and CAM practitioners. 

Brian M. Berman, M.D. ^ 
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Nonetheless the role of tiiese centers should also be to tram CA .̂1 practitioners to 
become skilled CAM researchers. These researchers, m tum. will ensure the future 
leadership ot the field. 

Even with the best team and with higlily skilled CAM investigators, there are many 
nragucal issues, common to abiost aU research, in conducting well-designed studies 

-^4^f i J ) there is tiie issue of limited fiinding resources for the type of large, multi-center 
malg that are needed. Some of the many challenges then of seeing the research tnals 
hrough to tiicir conclusion includer^vailability of adequate space to nin the studies- the 
large amount of paperwork required by Institutional Review Boards an^unding bodies 
and the difficulty of keeping patients invested in the study especially if they are 
randomized into an ann of the study that does not include tiie CAM' intervention. 

Recommendation,'; 

Good science is the key component to evaluating tiie role CAM can and -ghould play in 
tiie health care of Americans. In tum, education and training are kev components in 
creating a community dedicated to rigorous evaluation of C.AM. 1 have a number of 
recommendations for achieving tiiese aims: 

Fund a network of centers of excellence at academic institutions dedicated to tiie 
investigation of CAM. (Work of this sort has already been started by NCCAM 
and is creating the infî astmcture necessary to support large and far-.reaching 
research programs as well as educate and train a growing pool of in\'estigator5 
dedicated to the CAM field. The scope and number of these centers needs to 
grow) 
Encourage collaboration between the CAM community, government, industry, 
philantiiropy, and academic healtii centers through forged partnerships and joint 
funding. 
Fund career development initiati ves that would include: 

(€> Research fellowships that include didactic teaching and hands-on training 
witii appropriate mentoring aimed at creating skilled CAM cUnical 

^ researchers. 
Master's of science degree iji epidemiolog>' with a CAM clinical research 
track, providing broad, rigorous training in research methods, closely 
raentored. research experience and a specific focus on CAM biterventions 

/- "Mn a two year curriculum. 
Uncritical appraisals training focused on finding and assessing tiie scientific 
P literature 
\ti) A national core curriculum in CAM for conventionallv trained 

practitioners (including medical students, residents, phannacists. nurses) 
CAM "tracks" at medical schools e.nd m residencv programs allowing 
interested individuals to focus on CAM. Ideally, botii (d) and (e) would 
include experiential elements; hisloiy, philosophy and climcal uses of 
therapies; finding and assessing the evidence; sdf-caie; and 
methodological issues in CAM research. 

Brian M. Berman, M.D. 
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The creation of a centralized database of cumcuJum topics and 
informational material to facilitate integration of CAM into existing 
courses 

^ Encourage the NIH to continue funding and expand evaluation of CAM as well 
research ti-aining initiatives. 

Q. Support of technology assessment w orkshops. 

as 

Brian M. Bennan, M.D, 
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ADDENDUM 1 

Cochrane Collaboration 
MEDLINE Search Strategy for Complementary and 

Alternative Medicine 

Therapies which are undeniably complementary medicine but which may not be cleai'ly described 
as such in trial reports 

1 ACUPUNCTURE 
1.1 Insertion of an acupuncture needle 
1.2 Stimulation by any modality of a recognised acupuncture point 
1.3 Stimulation by any means other than manual pressure of a trigger point, defined as a locus in 
a muscle of increased tendemess. 
2 HOMOEOPATHY 
2.1 Administration of any remedy described as homoeopathic or produced by serial dilution and 
agitation 
3 HERBAL MEDICINE (INCLUDES AROMATHERAPV) 
3.1 Administration of any form product derived from plant or fungal material, including essential 
oils (aromatherapy). 
3.2 Any product with fewer than 5 identified chemical constituents derived from plant sources 
will be excluded. 
4. MANIPULATIVE THERAPIES: OSTEOPATHY AND CHIROPRACTIC 
4.1 Any intervention brought about by the hands directly on the patient's body where the 
practitioner is identified as a chiropractor, osteopath or manual therapist 
4.2 Manipulation or mobilisation of any bone 
4.2 .1 Treatments of a break, fracture or dislocation will be e.'̂ cluded 
4,2,2 Concomltam use of general or local anaesthetic will be excluded 
4.3 Sustained contact between the practitioners hands and the subject's cranium or sacrum. 
4.4 Any teclinique described as cranial therapy / osteopathy, cranio-,sacral therapy ! osteopathy 
5, MASSAGE 
5.1 Any fonn of soft-tissue manipulation in which the intended effects are non-specific, that is. 
tiiey are intended to bring about general improvements in health 
5.2 Use of any of die following techniques: effleurage, gentle 8ttx>king, soft-tissue manipulation, 
myofascial release, sports massage, connective tissue massage, Bidegewebsraassage, caring 
touch, Hellerwork, Trager, Zero Balancing, Rolfing, Structural integration, Functional 
integration, Feldenkrais. Bowen therapy, neuromuscular technique, muscle energy techniques, 
proprioceptive neuromuscular facilitation, contract-relax i hold-relax, post-isometric contraction, 
strain countcrsa-ain, shiatsu, acupressure, biocncrgctics, manual stimulation of trigger points (see 
above), mechanical massage tools. 
5.3 An intervention brought about by the hands directly on the patient's body where the 
practitioner is identified as a massage or body work therapist or a practitioner of any of the 
techniques mentioned in 5.2 
6 HYPNOSIS 
6.1 Induction of any mental state described as hypnotic bj' non-pharmacological means. Tlie state 
can be induced by the subject him or herself 

Brian M. Berman, M.D. 10 



6.2 Use of verbal suggestions by another whilst the subject is in a mental state thought to be 
receptive to suggestion, for example, m deep relaxation or under anaesthesia, 
7. RELAXATION AND MEDITATION TECHNIQUES 
7.1 Any method in which the subject undertakes mental exercises in order to reduce mental and / 
or physical arousal. 
7.2 Any method in which the subject changes jxisturc or breathing in order to reduce mental and / 
or physical arousal 
7.3 Use of any of the following techr.iques: Jacobsen, sequential muscle relaxation, Mitchell 
method, autogenic training, visuahsation, therapeutic imagery, tai chi, chi gong 
8, HEALING AND THERAPEUTIC TOUCH 
8.1 Attempts to bring about healing by an effort of w^ll 
8.2 Manipulation of an unspecified form of energy or aura for healing purposes by placmg liands 
on or near the subject's body. 
9 REFLEXOLOGY 
9,1 Manual stimulation of points on the foot thoufiht to cotrespond to the organs and structures of 
the body 
10 IRIDOLOGY 
10.1 Diagnosis of disease and dysfunction in organs other than the eye by analysis of 
characterishc markings of the iris, 
11 ALEXANDER TECHNIQUE 
11.1 Therapy designed to mcrease awareness and voluntaiy inhibition of personal habitual 
pattems of rigid musculoskeletal consUiction 
12 KINESIOLOGY 
12.1 Diagnosis of non-musculoskeleta] disease and dysfunction by looking for pattems of muscle 
weakness 
13 ANIMAL EXTRACTS 
13.1 AdrtMnistration of any fomi of product derived from animal material 
13.2 Any product with fewer than 5 identified chemical constituents deriveuJ froni animal sources 
will be excluded 
13.3 Any product used to provide specified compounds wbich are part of a necessary diet will he 
excluded 
14. CANCER OR AIDS TREAITVIENT 
14,1 Interventions offered by any institution self-defined as altemative or LUiconventional or 
which treats cancer or AIDS without drugs, surger̂ r or radiotherapy 

Therapies which can sometimes be described as complementary medicine 

I . NUTRITION 
I.I Any form of suppletnentation with vitamins, minerals or fatty acids to treat or prevent disease 
apart from: 
I.I.I Treatment of deficiency disease (defmed as any disease caused by levels of intake of a 
nutrient which are persistentty lower than RDA) 
I.I.n prevention of neural tube defects 
I.I.III treatment of prematuje infants 
I.I.IV treatment of cancer with b and d vitamin derivatives 
I.I.V treatment and prevention of osteoporosis with calcium vitamin D 
I.I, VI vitamin e or essential fatty acids to treat dermatological conditions 
I.I, VII essential fatty acids to treat or prevent cardiovascular disease 
I . ivn i magnesium supplementation for cardiovascular disease 
I.I DC oreatment and prevention of measles using vitamin A 
I.I.X prevention of eye disease 
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I.I,XI pre\'ention of cancer in those not at increased nsk 
1,1X11 treatment of insulin dependent diabetes rnellinis 
I.lXni treatment of diiea.se in developing countries 
I.n Elrniiration of any food from die diet other than when that food is not thought to cause 
disease by conventionally understood allergic mechanisms or by raising or i educing levels of an 
identifiable substance in the body apart from: 
I.II.I Treatment or prevention of cocliac disease, ulcer 
m i Adherence to any of following diets: Hay. Dong, macrobiotic, high fibre for weiglit loss, 
Cambridge, vegetarian, vegan, "stone age", raw foods, essential fatty acid diet Ibr multiple 
sclerosis 

n PSYCHOLOGICAL INTERVENTIONS 
n.I Any form of talking therapŷ  counselling or social support other than: 
III . I treatment of any form of mental health problem includins problem behaviour (eg. obesity) 
n.LII peer support / self-help groups 
n.I,in non-specific social support 

m HYDROTHERAPY 
IILI Bathing in water in which salts or plant products have been added 
III..II Bathing in water chosen because of a high-concentration of salts 
ni.lll Bathing in natural springs and spas 
in.IV Bathing in alternatively wann and then cool watei' or hot air and coo] water. 
III.V Any of the following: sitz batii.s, wraps, hydrogalvaiiic baths, carbon dioxide baths, 
undem-ater jet massage, mud packs, hyperthermia. 

Corapletjjentai-y Medicine Field Search Stt ategy 

TeriTij in italics are sxcluded 

001 
002 
003 
004 

tai cbi.Kv. 
qijjong.rw. 
yciga.tw. 
yoga,' 

005 reflexology, tw. 

006 
007 
OOS 

therapeutic touch,rw. 
spiritual healing.f\v. 
faith healing.iw. 

"prf' is short for "proprioceptive nEijromuscului-
facilitation" a Icthniqus used by inany manual 
therapists. However, it i j also an abbreviation for a 
variety of phosphorylRled compounds and for 
"primary nonfunction", a problem in trsjisplantation 
009 pnf.tw. 
010 pkospnon'iaigd.tw. 
011 priman> nonfunction ;w. 
012 exp fransplanlafion/ 
Ol-'r I0or;lcr12 
014 9 not 13 

015 proprioceptive ncurotniiscular faciliiation v̂v. 

016 cftlcuragctw, 
017 soft tissue manipulation.nv. 
01S myofascial roleaae.nv, 
019 aston patteming.r.v. 
020 connective tissue massage, VA'. 
021 t>iiiegewebEnia?saye.tw. 
022 caring touch.tiv. 
023 hcllerworl̂ .tw. 
024 tragcr,tw, 
025 bowtrn therapy.uv. 
026 bovveti technique.tiv. 
027 neuromii3i:L;lar therspy.tw. 
028 txjwfn work.cw. 
029 muscle energy techniques.tiv. 
030 neurornuscular facilitation.tsv, 
031 Shiatsu.tw. 
032 zero balancirg.tvv. 
OiZ rolfingtw. 
034 structural integratioii nv. 
0.15 functional iirtgratior.rA', 
030 acuprcMure.tw. 
037 trigger points.rw. 
038 post isometric iiontractS.w 
039 contract iTlax.tw, 

Brian M, Bennan, M.D. 12 



040 hold rBia.x.tw. 

041 *rel3xaiion/ 
042 •autogenic training/ 
043 exp *hypnosis/ 

suggestion 

044 irisdiagnosis.nv. 
045 iridologS.tw. 

045 shark cartilage.tw. 

047 exp *tis«ue extracta/tu 
actihaemyl 
cell extracts 
liver extracts 
pancreatic extracts 

pancreaiin 
placental extracts 
thymus extracts 

04B •bees/ 

Colonic irrigation is an altemati\e irodalitj' but is 
used sometimes during surgery or for the treatment of 
intestinal disease 
070 colonic in-igation.t\v. 
07) exp surgeiy. opcraiive' 
972 exp iniesiind diseases/ 
073 71 or 72 
074 70 not 73 

075 *sensory deprivation.' 
076 restricted envlronmeiual sri mul ati on therapy r\v. 
077 vitalism' 

*tefpene$/ail,tu 
*/itamins/tu,ad 

This bit WAS ft mistake arid is corrected nearer the end. 
078 
079 
080 exp *retinoids/tu,ad 
081 squalene/ 
082 exp *caiotene/ 
083 exp •antioxidants/ 
084 or/7?-83 
085 7S not 84 

bee venoms are conventionally u'ed in 
"immunotherapy". 
049 oxp "bee vcnonrs/adftu 
050 inmunotherapy/ 
051 anaphylaxis/ 
052 defensitaalioK, immuitologic' 
053 50 or 51 or 52 
054 49 not 53 

055 •honey/ 

05G alexander technique.tw. 

057 hoxseytw. 
058 gerson.tw, 

059 qi gong.tvvi. 
060 ohi kiwig tw. 
06! ^hlkung.tw. 

052 doman delcatctw, 

patterning nd conductive educaiion are Ibrms of 
treatment for brain datnaged children 
Q6i patteming.tw. 
064 exp "brain damage, chronic/ 
065 conductive education, tw. 
066 (63 or 65) and 64 

0(57 unant.tw. 
068 flower reinedS.tw. 
059 vega tests.tw. 

Brian M. Bemian, M.D. 



Some physical therapy procedures are used in 106 natural childbirth.' 
complementary medicine 
086 e,\p ''physical therapy! 

balneology 
smmotherapy 

baths 
baths, .finnish 
mud therapy 

cryotherapy 
cryosurgery 

drainage, postural 
electric stimulation therapy 

electroacupuncture 
transcutaneous electric nerve 

stimulation 
exercise ifterapy 
motion therapy, contirruoui passivf 
hydrotherapy 
hyperthermia, induced 

anvnoiherapy 
diathermy 
short-wave therapy 
ultrasonic therapy 

manipulaiioti, orthopedic 
maasage 

acupressure 
phplochamQlherapy 

hematopi?rphyrin pholQradiation 
puva therapy 

photopheresis 
phototherapy 

color therapy 
heliotherapy 
ultraviolet therapy 

revtcrming 
thalassotherapy 

T̂ cse are the ones we are removing 
0S7 exp "rgyvarming/ 
088 exp *ph(jtochemothi:rapy.' 
089 exp *postural drainage/ 
090 isxp *cryol!ierapy/ 
091 motion therapy, continuc'us passive/ 
092 exercise therapy/ 
093 exp phototherapy/ 
094 exp hyperthermia, induced/ 
095 'physical therapy' 

Take out orthcdpedic manipulation where associated 
with Ttflatment of fractures or dislocations 
096 *matiipul*lion, orthopedic' 
097 MP ^fractures/ 
098 exp *dis!ocattoHi/ 
099 97 or 98 

Take out water birth 
101 »baths/ 
102 exp *deliveryl 
103 cxp*labop/ 
104 102 or 103 
105 lot and 104 
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107 exp altemative medicine/ 
altemative medicine 

acupuncture 
acupuncture anesthesia 
acupuncture therapy 
acupuncture stialgisia 
electroacupuncture 
meiidianj 

anthroposophy 
aromathwapy 
"biofieedbttck (psychology)" 
chiropraaic 
color therapy 
diet fads 
eclecticism 
electric sfmulction therapy 

electroacupuncture 
transcutaneous electtic neive 

stimulation 
homeopathy 
"imagery (psychotherapy)'' 
kinesiology, applied 
tTia$.5age 

acupressure 
medicine, ttaditional 

medicine, africajn traditional 
tflediOne, arable 
medicine, urani 
medicine, ayurvedic 
medicine, herbal 
medicine, unerii 
medicine, oriental tiaditiona! 

medic'.ne, Chinese traditional 
shamanism 

mental healing 
"mind-body relations (metaphysics)" 
moxibustion 
music therapy 
naturopathy 
organotherapy 

tissue therapy 
rmiiesthesla 
refleKOtherapy 
rejuvenation 
relaxation techttiquet; 

trteditation 
therapeutic touch 

108 osteopathic medicine/ 
109 oils, volatile/ 
110 exp plants, medicinal/ 

aloe 
areca 
arnica 
artemisia 
belladonna 
cannabis 
capsicum 
cinchona 
coca 
colchicum 
digitalis 

erythiiria 
eucalyptus 
ferula 
garlic 
ginseng 
legumes 

ac^ia 
cassia 

glycyrrhiza 
niustard 
papaver 
plantago 
podophyllutn 
rauwolfia 
rtiamnus 
rhubarb 
stramonium 
valerian 
veratrum 
viscum 

111 exp plant extracts' 
cascara 
curai'e 
drugs, Chinese herbal 
guaiac 
"ipecac (syrup)" 
podophyliin 

podophylictoxM 
etoposiiie 

psyllium 
senna 
tragacanth 
turpentine 

112 exp plant oils/tu,ad 
castor oil 
com oil 
cottonseed oil 
croton oil 
iodised oil 

ethiodixed oil 
linseed oil 
safflower oil 
.3w«me oil 
.soybean oil 

Tjike out studies on chemistry, classification, genetics, 
ultr^tructure or virology of edible plants Take our 
studies on plants related to food tndujtry. Take out 
immunotherapy (which may uae plant extracts) 

113 exp '•'plants, edible/ch,cl.ge,:ilyi 
114 exp "food service^/ 
115 *iitmunothercpy/ 
116 or/109-112 
117 Dr/113-115 
MS U 6 t i o t l l 7 

Take out cannabis and areca (betel tiuc) where thin is 
th« di65ss« not th« treatinent 
119 cannabis/ 
120 areca/ 
121 Bxp 'stibstancs ixits disorders/ 
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122 (119 or 120) and 121 

Take out carotid and ocular massage and trEatnient of 
pressure sores 
123 "carotid body/ 
124 "intraocular pressure/ 
125 "glaucoma/ 
126 "carotid arteries/ 
127 "decubitus ulcer/ 
128 carotid, tw. 
129 0̂ /123-128 
130 rnassago.ti,ab,sh. and 129 

Take our smdies which are about bees, rather than 
their therapeutic use 
131 *b^f/ah,ch.cl,em.ge,gd.ph.re.ul.vi 

Take out podopyllotoxins and pancrestin which are 
conventional drugs, 
132 exp podophyllotoxin/ 
133 *pancreatin/ 

This bit does the physical therapy search 
134 or/87-9S,100,105 
135 86 not 134 

Take out a variety of other things 
135 "dietaiyfiber/ 
13 7 electric stimulation therapy/ 
13 8 immunotherapy, fw. 
139 exp iodized oil/ 
These bits connect up the various bits of the search. 
140 15 what we do want, 141 what we don't. 

140 or/l-B, 14-48,54-62,66-69.74-77,45.106-
108,118,135 83 
141 or/122,nO-133,I36-l39 

Tcrpenes are substances derived from planis. Some, 
like certain vrtainlns, squalene, retinoids etc. are 
conventional drugs. 
142 exp *teipenes/ad,tu 

cannabinoids 
cannabidiol 
cannabinol 
tetrahydrocannabinol 

carotenoids 
bacteriorhodcpsin 
carotene 
beta carotene 

canihaxanthin 
xanthophyil 
diterpenes 

aphldicolin 
dolichol 

dolichol phosphates 
forskclin 
phorbols 

phorbol esters 
phytanic acid 
phytol 

reiinoitis 

acitretin 
etretinate 
fenretinide 
isotretinoin 
retinaldehydc 
tretinoin 
vitamin a 

eugenol 
gcfarnate 
menthol 
norbomanes 

bomanes 
camphor 
mecamyiairine 
toxaphene 

polyisoprenyl phosphates 
dolichol phosphatê  

polyisoprenyl phosphate sugars 
polyisoprenyl phosphate monosaccharides 

dolichol monophosphate mannose 
polyisoprenyl phosphate oligosaccharides 
pyrethrins 

allethrin 
sesquiterpenes 

famesol 
santonin 

trichothecenes 
1- toxin 
trichodertnin 
thapsigargln 
thymol 

bromthjTnol blue 
triterpenes 

glycyrrhetinic acid 
carbenoxolore 
gossypol 
sapogenins 
oleanolic acid 
squalene 

143 £uj? '^'itamins/ad.tu 
144 ^.Kp 'relinoids/ad.tu 
145 squalene/' 
146 exp "carotene/ 
147 exp "amtaxldants/ 
148 or/)4;i-i47 
149 142 not 148 

150 exp'herbs*' 
151 140 or 149 or 150 
152 151 not 141 

152 Is the total search for complementary medicine 

All Ihe folowing is tlie Cochrane sear ch for clinical 
trials 

153 randoTntied controlled trial pt 
154 connolled clinical trial.pi. 
155 randomized controlled trials.sh. 
156 random allocation,sh. 
157 double blind method.fh. 

Bnan M. Bemian, M.D. 
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15 8 single bl ind meihod.sh. 
159 or/153-158 
160 (animal noi human),sh. 
161 159 not 160 
162 clinicaltrial.pt. 
163 exp clinical trials/' 
164 (clirS adj25 trial$).ti.ab. 
)63 ((singIS or doubIS or ireblS or triplS 1 adj25 
(blinds or mas 
166 placebos.sh, 
167 placeboS.ti,ab. 
168 randoms. ti,ab. 
169 research design.sh, 
170 or/162-169 
171 170 not 160 

172 171 not 151 
173 comparative study.sh. 
174 exp evaluation studies,' 
175 follow up studies.sh. 
176 prospective 3tudies.sh. 
i ''7 (controls or prospectivj -nr VDluMeerJ).ti,ab. 
178 or/173-177 
179 178 not 160 
180 178not(16! or 172i 
181 161 or 172or ISO 

Combine coinplementary medicine and Cochrane 
search 
182 152 and 181 

Brian M. Berman, M.D 17 
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Complementary Medicine and 
the Cochrane Collaboration 
EVERY YEAR, millions cf US conaû ners spend billions of 
dollars on ftltcrnative and confiplemer.t8ry' inedical treah-
ments."' A similar trend exista in ^« United .Kingdom and 
Australia.'̂ * Au people increasingly uae these treatments, 
questioae arise from consumeri?, cliriciajta, payers, and poli-
cymakars as to the effectiveness of thase Intervendons. 

Tha Coohrana Compiomdntary Medlcin« Fi«ld 
To meet the increasing demand for evidenoe-based oom-

piementary medicine (CM), a CM Field, funded by the Na-
tiottal lagtitutea of Health Office of Alternative Medicine, waa 
astabllshed within the Cochrane Collaboration' in 1996, The 

f t v r , th» Ccmpl»mwni»r>' Medicine Program. SohoW of Mo'^'cann, Uniw«rtii/ est 
MJr^ljwd, B»lli(no»a (Drs EzzQ ana Bwman): Reaeerch Council fO' Complementary 
WeOlcIno, tjsnaan. enaiana (Mr VlcliBre); and Centsr tor Complenienlify Mediclns 
RsMSrch, TMhnical tjniv»rsltv. WLrtch, Qarmany (Dr Linto), 

Reprints: Jsanatta EiiO, PUD, Urlvflrsliy otMarylarfl Scnoni Oi Meoicina Karnan 
Hospital Menalan. 2200 Kernan Cn. aattlmaia. UP 21207-6697 (e-mail: 
iezzoAcompnwj mmc.ib.umc^au) 

1828 JAMA, No-̂ anTCani. 1̂ 6—Voi2ao, No. 18 

goal of the Cochrane Collaboration is to prodticc, rtiaintain, and 
disseminate systematic ruviews on all topics in health care. 
The CM Field focueee on CM. topics. Two mĵ jor products of the 
Coclirane Collaboration are a database of aystematjc reviews 
and the Cochrane Controlled Trials Registry, the largest reg­
istry of it« kind.' Both daUbases are updated quarteriiy with 
infonnstion added regulai-ly by the CM Field. 

The systematic review Is a method par excellence for syn­
thesizing evidence on a given topic, and poliey agencies are 
increaaing use of it to summarize evidence.' Cochrarte rc view? 
are more transparent thai\ other reviews,' eo tliat conclusions 
are replicable and methods are explicit. Systematic reviews 
are valuable even when the results ai-e inconclusive because 
reviews point out where knowledge gaps ê tist. 

Soarch Str«t«giAs to Retrieve RardomiXAd Trials ot CM 

Since the CM Field has been functioning, a great deal of ef­

fort baa focused on laying the groundwork for reviews by con-

Policy Per8pe<)t\«6 



05/e8/2O31 11:9' 410^143687^ COMPMED UMD FfiGh 3i 

Btructing a databaee of randomized controlled trials (RCTs) 
on CM topics. Captiiring all relevant trials in MEDLINE has 
yielded eurprieing challenges. The scope of practices deflned 
as complementar>' within the CM Field is broader than those 
capttwed in a MEDLINE search of the tenr, alternative iroidi' 
dm. For example, Chine«e movement therapies such as Qigong 
and Tai Chi are coneidared complementary therapies by the 
Field's stantlarde, but are not accessed by a hierarchical 
MEDLINE search of the term altemative rnedidne. Simi­
larly, herbal remedies may be described by MEDLINE ag plant 
extracts rather than by any altemative medicine term. To aid 
MEDLINE searching, a260'line MEDLINE search strategy 
haa been written and is available for public u?e.* 

Aaeesaments of MEDLINE sensitivity (the proportion of 
RCTs identified by a MEDLINE search relative to a "gold 
standard" of the knoi«rn number of RCTa) hare demonetrated 
that on average, MEDLINE searches yield only half of all 
known trials on a given topic, with CM topice umially scoring 
below average (eg, 17% for homeopathy, 31% for Gmkgo biloba, 
and58%for8Cupunctui-e)."'The first reason for low MEDLINE 
sensitivity may be that articles are appearing ir joumals not 
indexed by MEDLINE. Thig is true for acttpuncturê ' and vi­
tamin C for the common cold."' Of approximately W OOO serial 
medkaljoumalsworldwide.MEDLINE references about3700 
(28%)." Of the 695 CM joumals worldwide identified by the 
OfSce af Altemative Medicine and the National Libraiy Of 
Medicine, MEDLINE indexes 69 (10%). Collaborations be­
tween the National Library of Medicine, the CM Field, and the 
OfRtx of Altemative Medicine should soon result in increasing 
the number of indexed CM joumals and expanding the 
MEDLINE thesaurus to include more CM search terms. 

To retrieve studies indexed in other databases, the CM Field 
is searching both standard medical databases and specialized 
CM databases. By mid-1998, the Cochrane CM Trials Regiatry 
contained more than 3500 RCTs, with on.ly 33% identified by a 
MEDLINE search for RCTs in altemative medicine and 20% 
ncjt found in MEDLINE. Periodically, the CM regiatry uploads 
its trials to the Cochrane Controlled Trials Registry, making 
these trials available to individuals with access to the (Cochrane 
library. Tha CM Field maintains th« CM registry, adds new 
t j-ials, assists reviewers doing CM reviews, and proactively pro­
vides references to all 40 Cochrane Collaboration reviews and 
protocols that have a CM component. A second reason for low 
MEDLINE sensitivity is that articfea exist In joumalB that are 
not indexed by any electronic database. Volunteers within the 
CM Field are now searching by hand approximately 40 Indexed 
and nonindexed journals in English, German, Italian, Japanese, 
and Spanish and are reading every article pubhshed in these 
journals back to their first iSBuea to locate every RCT, 

Publlc»tlon Bias 
A third reason for low MEDLINE sensitivity is that studies 

exist that have never beenfWly published inany joumal ("gray 
literature"),"' Estimates from conventional medidne show 
that only about 50% of the RCTs that appear as conference 
proceedings ever materialize into published joumal articles. '* 
Some observations" estimate CM gray literature to be at least 
asplentiful. Complementary medidne gray literature includes 
expected sources, such ag conference protsedings and disser­
tations, and unexpected sources such as UB patents recorda,'* 

Beyond the hard-to-find trials in the gray literature lie the 
even harder to find studieo that do not appear in print anywhere 

JAMA. Novamdsr 11, 199a—Vol 280, No. 18 

and exist only in homeopathic company dsOa files or researchcre 
file drawers,'' Gray literature plus unpublished data are collec­
tively termed unpublished studies.'̂  Publication bias is "the ten­
dency of investigators, reviewers, and editors to differentially 
submit or accept manuscripts for publication based on the direc­
tion or Bti-ength of the Sndingg."" To tlie extent that publication 
bias exiat.1, systematic rĉ £̂wa that omit unpublished studies 
risk overestnnating treatment effects. Biaa lias been demon­
strated both in what investigators submit to joumalB'" and what, 
conference abstracts editors accept'̂  However, whether to in­
clude unpublished studies in reviews is stLH a source of debate."* 
The influence of unpublished studies in CM systematic reviews is 
being analyzed by the CM Field as part of a review of 154 CM 
systematic reviewfl," Until the value of including CM unpub-
lihed studies can be answered more condusively, the CM Field 
win continue to search for unpublished studies to help a.iswer a 
fiiBquenUy asked question: How much evidence exists in CM7 

Examining how p'jblication bias skews the CM evidence is 
imporunt for the CM Field because some forma of publication 
bias may be unique to CM. One question is whether both posi­
tive and negative publication biases exist in CM. Asked another 
way, do CM joumalfi tend to publish results favoring CM treat­
ments and conventional medical jotmials publish results not 
favoring CM treatments? 

Examining publication bias is not always straightforward. A 
study by the CM Field found that studies published in Russia 
and China had a disproportionately high number of statistically 
significant resulu (97% and 99%, respectively) when compared 
with Ejvgland (75%)." It is not yet evident whetJier these high 
proportiorje are due to e.xtî rae forms of publication bias or low 
study quality, whicJi overestimated treatment effects,"-™ The 
CM Field i? obtaining tnuwlations of these studies to e.xflmlne 
study quaUty. The qualitative i-esulto will determine whether it 
ia practical to devottf efforts to the tedious task of Identiî ying 
unpublifihed studies 

Language Bias 
Moher and colleagues'' demonstrated that the quality of stud-

iefi published in Frenjch, German, Spanish, and Italian ia compa­
rable with those pul̂ ished In English. The present research of 
the CM Field will ext|end methodological quality knowledge into 
studies txcm Russia knd China. Egger and colleagues" deraon-
errated that a lBngui|ge-related publication bias eidets ij) which 
authors who publish in both German and E nglish tend to report 
nonsignificant ShdingB in German and significant findings in En-
gMah. Preliminary observations suggest that an additional Lan­
guage biaa may exisB for CM. Regardless of whether results are 
significant, some CM topics arc almost exdusively published 
initially in languftgeetrther than English. A systematic review on 
St John's wort, for depression** noted that none of the trials had 
been originally publfched in English, although some were sub­
sequently publishedlir English. A similar experience has been 
reported for Orngki biloba for carebral insufficiency,̂  which 
suggests that for cetjain topics in CM, there may be a language-
related publication lag time—«trend not reported for conven­
tional medicine. Trends such as this underscore the importance 
of the CM Field's effirt to retrieve irials In languages other than 
English and to identjify biases that may be unique to CM. 

Quality AftsesameiM of RCT« 
Assessing study quality also may improve the validity of sys­

tematic reviews. Thje finding that low^uahty studies have re-
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TtUea a Cochrane ayslamatc Reviow* Pertaining to C^Mnplem«ntarv ModldM 

AtviswB complflM 
AcupLncturt (or teihnie 
Acupvnolure lor nicotlrw addldlor 
Salnaolherapy (tpe irerspyl lor anhrllia 
Catil>«a< VMvta e rvduce nrsast «ooiygement in nursing mothem 
Senic for tow«r<ilma attienxderasis 
HomewaVi/ lor aattinn 
Hypnoale (or emchmg ceEsalon 
l^eMiO* 'ar low-bjnh.wAlgM infants 
31 John's m i lar decrflsslun 
vitamin I! for tnwmillenl claudiewion 
Vltairin C lor ttio ooramor' i:old 

naviswt In progfeie 
AcuDuriCtura for lowsr IMCK pain 
Aojpuncturv lor headacha 
A(xiOu'\Q)urs tor oetaoilrthriili 
Alaxandar tachniqua lor asihms 
Ecrnnacai lot mt comnron coia 
Evening Phmrow Oil for premonslryel $/ndromo 
Qingko ijUcbe fOr dcmenta 
0(i)£Mf£i Difoea for rttarmiHent claudication 
Manual therapy tar neclc pfiln 
Manvjal Itierapy fix Mtnina 

Mftrind all Aupplamantfltian lor typa i dlat^lot (n ĵlilLiS 
Music lharacy far damants 
Parnia ze for Intsrmlttam ciaudtcetijn 
ffpeuifl tiflaanum for banî ri (restallc Kyperplaela 
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peatedly yielded exaggerated treatment effects has been docu­
mented for conventional medidne"''̂  and acupuncture.̂  Yet, 
methodological assessments are sometimes absent from non-
Cochrane Coikboration CM systematic rê •iew3, A uumnwtt'y of 
29 meta-analyses of mind-body techniques, for example, dem­
onstrated that orJy about half assessed study quahty.* A.1-
though assessing study quality cannot compensate for fraudu­
lent or inaccurate reporting, it can provide additional validity-
related information to guide revfewei-s' conclusione. For CM, 
quality asees-wents will provide needed aIlB\̂ 'ere to another 
commonly asked question! How good fs the quatityof CM trisls? 

This quality question is usually raised as en implication that 
CM trials reflect lower methodological quality than conven­
tional n̂ .edidina trials. To exaroine this notion, Cochrane Col­
laboration methodologistB are (dlaborating with members of 
the CM Field to compare the methodological quality of CM 
trials with conventional medicine trials on the same diseases. 
Low-quality meta-analyBes for analgesic interventions have 
been found to be associated •with more positive results than 
high-quality meta-analyses," The nnalyisis of CM reviews is to 
examine whether this can be replicated in bw-quaiity vs high-
quality CMreviews, and howaoi-.clusioim of low-quality vs high-
quality CM reWewa on the same topic differ. 

RBvisNwe Complstod by tha CM Field 

The C M Field has completed .syetematic reviews on acupunc­
ture, massage, homeopathy, and herbal medicine. Nineteen re­
views are in process (Table),* and the CM Field has commented 
on protocols of 12 planned and completed reviews.'' 

Conciusians 
A l t h o u g h there is no guarantee tha t systematic reviews w i l l 

result in changing pohcy and practice, there is increasing evi­
dence that policy organizations rely on systematic reviews 
more than they hs ve in. the pa«t.''and that practitioners rely on 
reviews a? a primarj' information source." It has also been 

suggested that consumers oan use reviewss to g;uide decision 
making.'"Traditionalliterature reviews, however, have lacked 
explicit methods and have been suspeptfble to biases that gen­
erally tendto overestimate treatment effects, 'Therefore, at fl 
time when the public is using CM creatments in record num­
bers and ail explicit peer-reviewed and regularly updated sys­
tematic review method exists. It is taperative lo apply this 
method to CM, The Cochrane Collaboration provides a forum 
of interdiflciplinary cooperation in which to produce these re­
views that we hope will result in improved patient care. 

Jeanetie feo, PhD 
Brian M. Berman, MD 
.̂ „ndrfiw J. Vickeru, MA 
iGaus Lind«, MD 

We thank Victorln H9iih»3y for arlitorial asil»t»iii!e. 
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Message From The Field Coordinator 

he Complementary Medicine (CM) Field continues to grow in supportijag the Cocluane Collaboration and .in 
prodiicing systematic reviews. As you will note, seven new reviev̂ 'S are complete and ten new reviews are in progress. 
These reviews are now available thrviugb our website. 

The incrf5a.sed access to Cochrane review.̂  related to CM is lhank,s to the hard work of our Registry- Coordinator 
Mac Beckner and web developer Ralph Reckly. That access as well as the indexing of Cochiane reviews on 
MEDLINE will go far to increase the av/aieness of the Cochrane Collaboratictn and to increase research related to 
CM, We still have a way to go, however. According to the World Health Organization, 70% of the world u.ses 
complementary and alternative therapies. In keeping with that, we continue to l(X»k for ways to increase interna­
tional participation in the CM Field and to enhance the diversity of those involved. Language difficulties and 
cultural norms that can present challenges in conducting systematic reviews (see article on page 2) challenge us, in 
tum, to improve any language and oilturai imbalances that e.xist in tlie Field. One suggestion offered to the 
Steering Group at its meeting in March 2000 was to add promoting incluaiveness to the list of Cochrane Collabo­
ration principles. i 

I look forv/ard to the continued groAvth <j>f the CM Field and certainly welcome your suggestions on how wc 
.roighi improve and expand the Field. 

Briaj^ gamim. ¥wl<i Coordinator 

Condijicting a Coclirajie Review 

Who can do a Coclirane systematic reviejw? In gen­
eral, there are no exclusion criteria for whoican under­
take a review. There are some definite requirements, 
tiiough: acce&s to a computer, time, enthusiasm, and a 
sense of adventure! All Cochrane reviewer^ are volun­
teers and while we do not commission reviews on par ­
ticular topics, we do rccogni?e.that volunteers are more 
likely to be able to review a question that ĥey them­
selves want answered. I 

I 

You'll find that Cochrane has resources available to 
help in the review process. RevMan i.s tfie Cochrane 
Collaboration's software for preparing anA maintain­
ing reviews in the appropriate, format. Usiiijg RevMan, 
the reviewer can create protocols and revievjs with text, 
study characteristics, comparisons, and .study data and 

then perform a rnela-analy sis, if appropriate. Tliere area],so 
training and support re.̂ ources available, both .>elf-paced 
exercises and moi'e formal workshops. For details, visit 
www.cochiane.org/'cochraiie/. 

LNSIDE 

Registry Coordinator Upclaie 
Consumer Update -j 
Challenge in doing Reviews ^ 
For Your Monnatior ^ 
CM Field Board New.s ^ 
Listing of Reviews .-, 
Volunttter Form o 
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i he Cdmplementary Mediciine Field Registry of Randomized Controlled Trials now 
conuins] approximately 5300 RCT's and CCT's. and another 5400 possible RCT'3 
with nearly 1900 hard copy reports in the article archive, In June the updated registry 
was senil to the New England Cochrane Center (NECC) and it will be available on 
l5.sue 4 Of the Cochrane Library by searching the keyword "comptned". Additionally, 
there are! now 49 CM systematic reviews including 7 new reviews (see page 7) and 53 
CM protlocols registered on the Cochrane Library, with the total number of identified 
reviews CM now over 200 (Llcde). 

We ar̂  continuing to execute database specific search strategics on all major biblio­
graphic databases including the Cochrane library, a.s well as continuing to conduct 
hand searches of high priority CM joumals. Additionally, in an effort to make the CM 
field regiistry more accessible to consumers, researchers and hcaldicarc providers, we 
have mounted the registry so that it can be searched on the University of Maryland 
Complementary Medicine Program (CMP) website [http:// 
g('y/w.colmpmed.ummc.umarvland.edul Addihonal CM field infonnation on the CMP 
website includes die CM field progress report and CM field advisory board members 
along with hyperUnks to Cochrane resources. In planning for the future, wc are now 
evaluatihg Meerkat software as a means for managing the CM registry. 

Indlvldiiak wishing to obtain a copy of the r e ^ r y should contact the Registry 
Coordinator, 

William Mac Beckner 
Ccmplenticntary Medicine Program, 
Keman Hospital Mansion 
2200 Kiman Drive 
Baltimdre, Maryland. 21207-6697 
Email;n]iac@compmed,ummc.umaryland.edu 
Tel: + 1 410 44S 6997 Fax: + 1 410 448 6875 

Tlie Colloquium theme will highlight key methodological, logistical, 
and social challenges that need to be, addressed by the Collaborador in 
order to further its goals. Tlte Colloquium includes plenary session.s. 
workshops, pester presentations and social events, providing CoUabo-
n.tion members widx an oppormnity to discuss thdr work and to look 
ai: the achievements of the CoUalKwadon, This is the first Colloquium 
to be held in a developing country and it is hoped this will focus atten-
tiDn on recruiting participants from the developing world and iriaklng 
the work of the Collaboration more universally accessible. 
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Consumer Update 

Can Complementary Medicine be Intergrated into the National Health Service in the United Kingdom? 

In June I attended the above Drug and Therapeutics Bul­
letin seminar. It was an interesdng aftemoon with presenta­
tions on different aspects of complementary medicine. A num­
ber of different complennerjtary medicine 
practitioners attended, the majority from 
the UK, and tlie afternoon generated a great 
deal of discussion. 

The afternoon started with David Pe­
ter giving the Cochrane Collaboration's 
definiuon of complementary medicine: 
'Complementary and alternative medicine 
(CAM) is a broad domain of healing re­
sources that encompass all health systems, 
modalities and practices and their accom­
panying theories and beliefs, odicr than those intrinsic to the 
politically dominant health system of a particular society or 
culture in a given historical period. CAM also includes all 
such practices and ideas self-defined by their users as pre­
venting or treating illness or promoting health and well-being. 
Boundaries within CAM and the CAM domain and that of the 
dominant system arc not always sharp or fixed.' This defini­
tion became a themt throughout the afternoon. However it 
became apparent that complementary medicine (CM) has dif­
ferent meanings for different people. 

It became clear that doctors' attitudes are changing, from 
CM being at the fringe of modem medicine to it becoming 
increasingly available on the NHS. It was repotted also diat 
adverse effects are rare, but that more primarj' research should 
be and is being carried out (there are 49 systematic review,? of 
CM in Issue 3. 2000 of The Cochrane Library'). Most of die 
main complementary dierapies are now covered by university 
degree courses apart from 'touch' based therapies. However, 
there seemed to be a general lack of confidence among general 
practitioners to leam complementary therapies and everyone 
agreed that better education and communicfition needs to take 
place between general and complementary practitioners. 

The second presentation by George Lewith, Semor Re­
search FeUow, Centre for the Smdy of Complementary Thera­
pies, University of Southampton, confirmed the view that con­
sumers want to make an infonned decision about effective-
nes.s and side effects of CM (or, in fact, conventional medi­
cine). There wag general consensus that CM i.s under-funded 
and under-resourced in the UK and that, if used more com­
monly, it could provide cost savings to the NHS, Again, it 
was emphfisized that more research is needed before CM be­
comes pail of the NHS provision. 

Sarah Cant, Senior Lecturer from tli.e Un̂ '̂ersity of Sur­
rey, spoke at length about why consumers find CM attractive. 

She suggested that consumers believe CM is more natural than 
conventional medicine and diey have fewer concerns about 
side effects. Usually they have experienced failure from con­

ventional practitioners and longer consul­
tations with complementaiy providers give 
them a feeling of empowerment in their 
health care decisiorus. Because complemeti-
tar>' practitioners treat consumers on an in­
dividual as well as holistic basis, consum­
ers begin to have a greater understanding 
of their body and its reacdon to the medical 
condition. 

Tina Raphael, a Lecturer in health care 
law and ethics, outlined the legal obligations 

of practitioners noting diat although some CM practitioners 
are regulated, there is voluntary self-regulation for others. She 
also questioned how, in die absence of evidence, a comple­
mentary practitioner can infomi the consumer of all the pos­
sible risks <'tnd benefits. She discussed obstacles to integrat­
ing CM into the NHS, tlie need to establish efficacy and 5afet>-, 
adequate training of practitioners, and the need for negotia­
tion. It seems that CM will only be integrated if it is shown to 
be cost effective, if practitioners want it and if more research 
is undertaken. 

Last, Michael Fox, Chief Executive of the Foundation for 
Integrated Medicine, reviewed die ciurcnt position of Uie NHS 
in terms of complementary m.edicine. He reported that £0.80 
in ever̂ - £100 was spent on research in CM and this needs to 
be increased, .He stated that die current position on regulation 
is unsatisfactory; there are over 150 different regulatory bod­
ies for CM practitioners. One in five consumers is using CM 
in the UK with the most popular dierapies being Herbal medi­
cine 04%), Aromatherapy (21%). Acupuncture (20%), Ho­
meopathy (17%),.Massage (6%), Reflexology (6%), and Os­
teopathy (4%). Approximately 49,0(J0 CM practitioners pro-
sidc a huge variety of therapies at a cost cf £1.6 billion, most 
of which is spent outside the NHS. 

Claire Allen 
Consumer Representaive 

'Inforvtaticn ott obiaitiittg the Coclirane Library is found on 
page 5. 

Find synopses of Cochrane reviews written for 
consmners at the Consumer Network web site: http:/ 
/'hiru.mcmaster.ca/coc.hrane/coclirane/consumer.htin 



Include Dissertations in Systennatic Reviews or Not? 

One of the principles for systematic review is that all 
unpublished data should be Included, If appropriate, but 
there is little information about doing so. Locating such 
data takes considerable time, effort, and expense, par­
ticularly if the author has not published the study and is 
no longer at the host institution. To what extent does 
the inclusion of dissertation research alter the fmdings 
or conclusions of a review? 

In reviewing massage tliei'apy for infants, we identi­
fied 17 dissertations. Almost all (13 studies) were ex­
cluded from the review, 11 because of no or improi)er 
randomization. Another three studies were subse­
quently published as a joumal paper. That left one origi­
nal disseitation that was included in our review although 
that one study made no difference to our review. 

We also checked the Coclirane library and we found 
that 24 of the 878 reviews claimed to search for disser­
tations. However, only five reviews appeared to have 
identified at least one dissertation: three as an included 
study and two as an excluded study. In only one review 
did incorporating dissertation data affect the conclusion. 

So what do we recommend? Allocate time and re­
sources to the identification, retrieval and analysis of dis­
sertations but be prepared tfiat dissertations may not 
change the findings or conclusions of the review. 

Andrew J. Vickers and Claire Smith 

Lessons Learned wliile Doing a Systematic Review 

Although I fully support Cochrane guidelines for con­
ducting systematic reviews, there arc a number of chal­
lenges that may be encountered due to the different sci­
entific culnires and reponlng conventions encountered 
in some countries. As an example, after I presented 
preliminary data on low energy laser irradiation (LEU) 
interventions in Russia at the Rome Colloquium in 1999, 
I was invited by the Infectious Diseases group to review 
LELI as adjuvant treatment for tuberculosis. While 
searching for publications, obtaining copies, w riting let­
ters to authors, and analysing the contents, I leamed 
some lessons although some questions remain mian-
swered. 

Of the 18 publications of controlled studies — all in 
Russian — only one stated that there was randomiza­
tion. Not one author offered explanations in reply to my 
detailed letters, although one did send a letter of refusal. 
Analysis of the published texts revealed that only three 
publications could be considered for my review. Others 
were duplicates or suspected to be duplicates. For ex­
ample, in a second publication from the same group of 
researchers using similar research methods, the number 
of patients was almost duplicated and some outcomes 
were the same. Without explanations from the authors 
about the design, the only option available to me was to 
analyse the phrases used to describe the origin of the 
control group. All studies showed a significant positive 

effect of LELI, almost duplicating the outcomes (pul­
monary cavities closed, perifocal inliltiation reduced, no 
bacterial discharge). 

All these authors believe that they not only conduct 
research, but diat they save lives with LELI while evalu­
ating iL However, in one study two physicians described 
the experimental application of LELI through rigid bron­
choscope to children 1 to 4 ĵ ears of age, under narcosis, 
using up to 12 procedures during one hospitaliration. 

Given that the quality of reporting for many of the 
studies was low, researchers did not use randomkation, 
and authors did not reply to requests for further explana­
tions, I am left to wonder: Can I believe that the one 
study where randomisation was mentioned really used 
diis procedure? And, if not, how much reliance can we 
place upon systematic reviews based upon studies such 
as these? 

Vasiliv Vlassov 

At rhe 5* International Cochrane Collotjiai/n meeting in Cape 
Town, South Africa, Octolnr 25^29, 2000, Dr Vlassov will 
present a paper erititled "Low energy lasers for treatment 
of tubercuLisis." 
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MEDLINE Listing 

Cochrane Reviews are now listed in MEDLINE. The 
source is listed as the Cochrane Database of Systematic 
Reviews with the citation "(Cochrane Review)" appended 
to the title. This makes it difficult to identify Cochrane 
reviews by searching for titles, but discussion is under­
way with the National Libraiy of Medicine to amend the 
entries. If you have questions or comments about the 
MEDLINE indexing, contact Mark Starr, e-mail: 
mstarr@update.co.uk. 

Introduction for Chinese Editors 

The First National Exploratory Meeting on 'Introduc­
tion to the Cochrane Collaboration and Evidence-Based 
Medicine" for the chief editore of leading Chinese medi ­
cal joumals was held in Chengdu in April 2000. 
Cochrane News, Issue 18, June 2000. 

Symposium on Systematic Reviews 

For information about the 4th Symposium on System­
atic Reviews: Beyond the Basics, contact Rochelle Seifas, 
Centre for Statistics in Medicine, Instimte of Health Sci­
ences, Old Road, Oxford. OX3 7LF, UK (e-mail; 
r.seifas@icrf.icnet.uk). 

White House Commission Appointment 

Dr. Wayne Jonas, CM Field Board Member, has been 
appointed to serve as a member of the Wliite House Com­
mission on Complementary and Altemative Medicine 
Policy. 

Alternative Medidne Foundation, Inc. 

The HerbMed* f«x>ject continues to grow and gain rec­
ognition. HerbMed* is a non-affiliated evidence-based 
herbal database, providing independent scientific infor ­
mation on the use of herbs for health. Researchers find it 
a useful first point for tracking down RCTs for system­
atic reviews. 

HerbMed* was chosen as Hot Pick in Science Magazine 
in June 2000 and Hot Site in USA Today in July 2000, 
The Western .Toumal of Medicine has featured the data­
base and the foundation continues to receive testimoni­
als and a record number of visitors. 

We take suggestions. If you need scientific information 
on a herb or herbal mixture that you would like us to 
research, contact the HerbMed* project director: 

Jackie Wootton, M.Ed. 
Tel: 301-581-0116; Fax: 301-581-0119 
E-mail: jcw@amfoundation.org 

How to Obtain the Cochrane Library 

The Cochrane Library is published and di,stributcd by Update 
Software. It i,<i updated quarterly md i& available in CD-ROM 
for Windows or 3-1/2 inch disk for Windows. Subscriptions 
are for one yesr and include current issue plus four quarterly 
updates. JTie Library contains the foUowing infomiaticwi : 
• Tlie Cochrane Database of Systematic Reviews 

(CDSR) 
• The York Database of Abst acts of Reviews of 

Effectiveness (DARE) 
• The Cochrane Controlled Triaia Register (CCTR) 
• The Cochrane Review Methodology Database 

(CRMD) 

Update Software! United States 
93<5 La Rucda 
Vi5W, CA 92084 USA 
Tel; 1 760 727 6792 
Fw: 1 760 734 4351 
e-matl: lnfo<S'updateuKa.coQi 

United Kingdom 
Summertowft Pavilion 
Middle Way 
Oxford 0X2 7LCr UK 
Tel: 44 1865 313 902 
F i t : 44 1865 516 918 
e-mail: update(3ci>clvfane,co.uk 



News From The CM Field Board 

Publications Presentations 

Bennan BM, HartnoU S, Bauaell B, 2000. CAM 
evaluation comes into the mainstream: NIH Specialized 
Centers of research and the University of Maryland Center 
for Altemative Medicine Research in Aithritis. Complemen­
tary Therapies in Medicine 8:119-122. 

Berman BM, Bausell RM. 2000. The use of ncn-phar-
macological therapies by pain specialists. PAIN 85:313-315. 

Berman BM, Swyers JP. Ezzo J, 20<X). The evidence for 
acupuncture as a treattncnt for rheumatologic condihons. In 
R. Panush (Ed.) Rheumatic Di.sease Clinics of North America. 
W.B. Saunders, Philadelphia, PA. 

Berman BM, Swyers, JP, Singh B. HarUioU S. 2000. The 
debate on altemative medicine: Finding a middle ground. .Al­
ternative Therapies in Health and Medicine 6(1): 98-101. 

Ezzo JE, Bernun BM, Hadhazy VA, Jadad AR, Lao L, 
Singh B. 2000 Is acupuncture effecdve for the treatment of 
chronic pain? A systematic review. BAIN 86:217-225, 

Hondras MA, Linde K, Jones AP, Manual therapy for 
asthnaa {Cochrane Review), Int The Cochrane Libraiy, Issue 
3, 2000. Oxford: Update Software. 

Jacobs J, Jimenez M, Malthouse MD, Chapman E. 
Crothers D. Masuk M. Jonas WB. Homeopathic treatment of 
acute childhood diarrhea: Results from a cUnica] trial in Nepal. 
Joumal of Altemative and Complementary Medicine. 2000; 
6:131-139 

Jonas WB, Dillner DK. Protection of mice frotn tulare­
mia infection with ultra-low, serial agitated dilutions prepared 
from F. mlarensis-infticteti tissue. Joumal of Scientific Ex­
ploration. 2000; 14: 35-52. 

Jonas WB, Linde, K., Ramirez, G. Homeopathy and Ar­
thritis. In; Rheumatic Disease Clinics of North America. 
Panush, R. S., (ed.) Philadelphia: W.B. Saunders Co., 2000; 
26(1): 117-123. 

Moerjtnan D, Jonas WB. Toward a re,search agenda on 
placebo. Advances. 2000; 16: 33-46, 

Richardson MA, Sanders T, Palmer JL, Greisinger A, 
Singletary SE. Complementary/altemative medicine use in a 
comprehensive cancer center and die implications for oncol­
ogy. J Clin Oncol. 200O; 18(13):2505-14. 

Sparber .A., Jonas W, White J, Derenzo E, Johnson E, 
Bergerson S. Cancer clinical trialfj and subject use of natural 
herbal products. Cancer Investigation. 2000; 18(5): 436-439. 

Tratani K, Tsuruoka K, (tt^ns), Soho iryo to Kokuran 
kyodo keikaku. Oruianatatibu Medisun (Altemative 
Medicine) 2000; 4(3); 64-7, [Japanese translation of Ezzo 
J, Berman BM, Vickers Al, Linde K. Complementary 
Medicine and the Cochrane Collaboration. JAMA 1998; 
280: 1628-30. 

Bennan B. 
"The University of Maryland Complementaiy and Alter­

native Medidne Program." Harvard State of the Science Sym­
posium. Boston, MA (March 2000). 

"Overview of Complementary Medicine," Supportive Care 
in Cancer. Washington DC (March 2000). 

"Integration of Convendonal and Complementary Medi­
cine: The University of Maryland Experience." Association 
of American Medical Colleges Council of Deans. Puerto Rico 
(Apnl 2000). 
Jonas WB. 

"Balancing Belief and Evidence in Alternative Mrdicinc 
Decisions" (Workshop) 31" Annual Meeting of the Associa­
tion of Applied Psychophysiology and Biofeedback. Denv?.r, 
CO (April 2000). 

"Applymg Evidence-based Medicine Principles to Comple­
mentary Medicine." 48"" Annual Climcal Meeting of the Ameri­
can College of Obstetrics and Gynecology. San Francisco, CA 
(May 200CI), 

"Complementaxy and Altemative Medicine: Actions and 
Interactions." 48** Annual Clinical Meeting of the American 
College of Obstetrics and Gynecology. San Francisco. CA 
(May 2000). 
Jont^ WBf Linde K. 

"Homeopathy: State of the Science". Intemational Con­
ference Evidence-based Complementary Medicine, Universitj 
of Munich, Munich, Germany (April 2000). 
Romoli M. 

"Changes and Limits in Evidence Based Research in Acu­
puncture," Conference sponsored by the ItaUan and Chinese 
Ministry of Health, Rome, Italy (September 2000), 

Other 
Dr. Miiry Ann Richardskon, M.P.H., I)r.P.H^ CM Field 

Board Member, has been appointed program offjcer for extra­
mural research at die National Center for Complementary and 
Aitermative Medicine (NCCAM), National Institutes of Healtii. 
Dr. Richardson will direct NCCAM's oncology initiatives and 
manage the growing portfolio of oncology projects. She was 
previously Director of the University of Texas Center for Al­
temative Medicine Research in Cancer, 

Dr. KjwcUiro 'nistani is handsearching two more acupuncture 
journals in Japanese for llie Cochrane RegisUy: Nilion Shinkyu 
Chirvn Gakkai .Shi flhe Joumal of the Japaa Acupuncture 
and Moxibustion Societyl 1951 -1980 and Ido no Nippon (The 
Joumal of Japanese Acupuncmre and Moxihustinni l94S-
2000, 
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Dietary marine fatty acids (fish oil) for asduna 
Feverfew for preventing migraine 
Low level laser dicrapy for OA 
Low level laser therapy for RA 
Majiual therapy for asthma 
Nutritional supplementation in stable chronic obstructive 

pulmonary disease 
j Psychological therapies for sickle cell disease and pain 

Low Level Laser Therapy (LLLT) In the lycatment ot RA 
(Brosscau L, Welch V ct al., 2000) 

Objective: To astess the effectiveness of LLLT in the rteatinent of 
RA. 
Selection criteria: Randomized ccKitroUed trials of LLLT for tfae 
treatment of patients with a clinical diagnosis of RA, 
Main Jteaults: Hve placebo-controUcd trials with a total of 204 
patients, LLLT reduced pain by 70%, reduced moming stiffness 
duration by 27.5 minutes, and incitaaed tip to palm flexibility by 
1.3 cm rfiltive to placebo. Functional assessment, range of mo­
tion and local swelling did not differ between grtnips. 

Feverfew for preventing migraine 
(Pittler MH. Vogkr BK, Emst E, 2000) 

Objecti^: To systematically review evidence for or against the 
efficacy of feverfew versus placebo for the prevention of migraine. 
Selection Criteria: Randomized, placebo-controlled, double-blind 
trials assessing the efficacy of feverfew for preventing migraine, 
lyj^jn resuii.s: Four trials met inclusion criteria and majority sug­
gested beneficial effects of feverfew coinparedwith placebo. High­
est quality trial, however, found no significant difference. 
Conclusion!̂ : The efficacy of feveri'ew for the prevention of mi­
graine has not been cstablislied. 

LLT (continued) 

Conclu.sions: LLLT could be considered for short-temi relief of 
pain and moming stiffness for RA patients. There is a need for 
RCTS that investigate the effects of wavelength, treannent dura­
tion of LLLT, dosage and site of application over nerves instead of 
joints on LLLT effectiveness. 

REVIEWS in Progress 

[Acupuncture for chemotherapy-induced nausea or vomiting 
among cancer patients * 

lAcupuiKture for lateral elbow pain in adults 
I Acupuncture fat osteoaitfaritis * 
I Aerobic exerci se interv entions for people with HIV/AJD,S 
I Alexander Technique for chronic asthnia 
I Anti-oxidant foods or supplements for preventing cardio­

vascular disease in patients with and without ischemic heart 
disease 

I Asthmatic exacerbations and magnesium :nilphate 
Behavioral treatment of chronic low back pain 

j Elehavioural and cognitive interventions for faecal incontinence 
in childien * 

I Behavioural interventions for priinary and secondary 
dysmeuorrhoea* 

I Breathing exercises in asthma 
I Calcium and phosphate supplementation of human milk for 

promoting growth in pretenn infants 
I Cemikon for Benign Prostatic Hyperplasia 
Chinese herbal medicine fbr atopic eczema * 
Chinese medicinal herbs for chronic hepatitis B * 
Cognitive behavicur therapy for depressed c,-û :rs of people with 
AMieimcrS disease and related disorders 

I Complementary therapies for acne 
Cow's milk and childhood asthma 
Dietary marine fatty acids In asthina control 
Electrical stimulation for pressure sores 
Evening primrose oil or other essential fatty acids for 
premenstrual syndrome 

Food or supplements rich in omega-3 fatty acid* for prevention 
of cardiovascular disease in patients with ischaemic heart 
disease 

I Galantamine for Alzheimer's diseajse 
GKngfco biloba in dementia and cognitive ttnpainnent 
Gingko biloba In Intenniitent claudication 
Manual therapy for mechanical oesk dtsoiders 

I Marine oil suppkmentation m NIDDM 
Massage and aromatherapy for symptom relief in patients with 

cancer * 
I Massage for low back pain * 
Mind/Bcdy Therapy for Filxtjiiiyalgia 
Noninvasive physical treatments for chronic headache 
Omega-3 fatty acids supplementation for rheumatoid arthritis 
Omega-3 fatty acids for cystic fibrosis 
PFMTT and/or biofeedback for faecal incontinence 
Phytoestrogens for menopausal symptoms 
PMS: Evening primrose oil 
Psychological interventions for non-ulcei dyspepsia * 
Pygeura africanum for Benign Prostatit: Hyperpla-sia 
S-adenosyl-L-methionine for alcoholic liver diseases * 
Spinal manipulation for low back pain 
Tanrazine exclusion and asthma 
Therapeutic touch in wound healing 
Vitamin A for measles in children 
Vitamin B6 and placebo in premenstrual .syndiom* 

* New for tliis issue 
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Would You Like To Participate Im The Cochrane Collaboration 
Complejsiemtary Medkine Field? 

Name:. 

Organization;. 

Address- • 

Phone; 

E.Kperience:-

. Countrv: 

Fax:. , E-mail: 

Support Work nf Collaborative Rtxitw Groijp.s (CRGs) 

Prepare and maintain Cochrane 
Complementary Medicine reviews 

Lijr topics of interest below 
Liaison between CM Field and a CRG 
Identify and priontize needed Cochrane 
Reviews 
Train and/or recruit reviewers 
Other 

How I Will Contribute to the Fidld 

IdcntijFy Trials 
Hand search journals Translate articles 

Language Cri laniuageis) 
Other 

Dissemination 
Promote The Cochrane Library 

^ Act as contact person from nowCochraiie 
OrgaDî at.ion for CM Field 
Other 

Tell 116 atWHit yom' interests. 
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ADDENDUM 2 

Cochrane Collaboration 
Complementary Medicine Field Systematic Reviews and 

Protocols 

LCM Field Completed Reviews 

1) Lmde, K, 
Jobst, K. Panton, J. 

.Acupuncture for chronic astbroa m6,rs.fue3 

] 2) Melchart, D, 
Linde, K. Fischer, 
P, Berman, B. 
White, A. Vickers, 
.\. Allais, G. 

Acupimcmrc fot Idiopathic headache lOOlJssue 1 

Mew 3) Smith: CA. 
. Crowther, CA 

.Aiup încTure for induction of labour 

i • • 
2(Kn,.hsue 1 

4) Tulder M:\V^ 
van. Cherkin, DC. 
Berman, B. Lao, L. 
Koeŝ BAV 

j Acupuncture flpr low back pain 

5) White, AR. 
Rampes, H, Emsi, 
E. 

Acupuncture for smoking cessation i 1997 It^ue 1 
1 
1 

6) Den.tri.?, J, -Mexander Ifcluiique toi clirotiic astlima 1000. fssue 7 i 
7) Evans, JR. 

HenshaWj K. 
Antioxidant vitamin and ininera! supplements 
for preverrtinR age-ieJated macular det;eneratioii 

^999, Issue'I 

8) Evans, JR. AntioTcidant vitamin and mineral supplements 
for age related macular degeneration. 

m ^ . Issue 1 

9) Nixon, S. 
O'Brien, K. Glazier, 
K.H. Wilkins, AL. 

Aerobic eX'Srciae interventions for people with 
fflV/.MDS 

2001, .̂ sstie. 1 " 

10) Mcintosh, HM 
Olliaro, P, 

Artemismin derivative for treating 
unconî plicated malaria 

im, Issue 2 

l i ) Mcintosh, HM. 
Olharo, P 

Anetnisinin derivatives for treating severe 
malaria 

1998, Issue 3 
1 

j 
j 

12) Vcrhagen, AP. 
Da Vet, HCW, de 
Bie, RA Kessels, 
AGH. Boers, M. 
Knipschild, PCj. 

Batoeotherapy for riieumatoid artliritis and 
osteoarthritis 

1999, Issue 3 

i 13) Norton, C, 
Hoskcr, G 
Biazzelli, M. 

Biofeedback and'or sphincter exercises for the 
treatment offaeoal i.^onuaence in adulti. 

2000.. /j5«e 2 ; 

14) Wilt, T. lahani, 
A. .Mac Donald, R. 
Stark, G. Mulrow, 
C. Lau, J. 1 

BfiTa-sltosterols foi" benign prostatic hyperplasia 2000, I^sue 2 

Bria.n M, Berman, M.D. 
18 
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15) Kaijalainen, K. 
Malraivaara, .A. van 
Tulder, M. R.uine, 
R. Jauhiainen, M, 
Hurri, H. KLocs^ 

Biopsychosocial rehabilitation for upper liinb 
repetitive strain ityurics 

2000, Issue 3 

i 
l 

16) Holloway, E. 
Ram. FSF 

Breathing exercises for asthma 1998, lisue 4 

New- 17) Kelly, AJ 
Kavanagh, J 
Thomas, J 

Castor oi.l,bath and'or enema for cervical 
priming and induction of labor 

200L Issue! 

18) Wilt, T. Mac 
Donald, R, Ishani, 
A, Rutks, I , Staik, 
G. 

Cemilton for benign prostatic hyperplasia 1998, Issue 2 

New 19) Liu, JP 
Mcintosh, H. Lin, 
H 

Chinese medicinal herbs for asymptomatic 
carriers of hepatitis B. 

2(K)}Js.stte2 

Mew 20) Liu, JP. 
Mcintosh, H, Lin. 
H. 

Chinese medicmal herbs for chronic hepatitis B 2 m , Issue 1 

21) Renfrew, MJ. 
Lang, S, Martin, L, 
Woolridge, NIW 

Treatments to relieve breast engorgeniEnt 
(Previous review title: Cabbage leaves for breast 
engorgement this review has bee-n withdra'wn 
see protocol 14) 

1999, Issue 4 

22) Price, JR 
Couper, J. 

Cognitive behavior tiherapy for chrome fatigue 
syndrome in adults 

1998, feueS 

23) Jones. C. 
Coimac, I . Mota, J. 
Campbell, C 

Cognitive behavior therapy fbr schizophrenta 1999, Issue I 

24) Jepaon, RG, 
Mihaljevic, L. 
Crais, J. 

Cranberries for the prevention of urinary tract 
mfections 

ms, Issue 4 

25) Jepson, RG. 
Mihaljevic, L. 
Craie, J. 

Cranberries for the treatment of urinary tract 
infections 

1998, Issue 4 

26) Woods. RK. 
Thien, FCK. 
Abramson, MJ. 

Dietaiy raarme fatty acids (fish oil) .for 
asthma. 

2000, Issue 3 

271 Van den Ende, 
CHM, Vliet 
Vlieland, TPM. 
Munneke, M, 
Hazes, JMW. 

Dynamic exercise therapy for rheumatoid 
arthritis 

2000, Issue 3 

28) • Melchart, D. 
Lmde, K. Fischer, 
p. HaesmaiT, J, 

Echinacea for the prevention and tteattnent of 
the common cold 

1999, issue 1 

29) Ram, FSF. 
Robinson, SM 
Black. PN. 

Physical tiaining for asthma. 1999, Issue 1 

Mew 30) Fleinming. K, 
Culhim. N 

Electromagnetic therapy for the treatment of 
pressure sores 

2001,/jw 1 

New 31) Flemitiing, K. 
Cullum, N. 

Electromagnetic therapy for the treatment of 
N'cnous leg ulcers 

200\,.rssue 1 

32) Pittler, MH. Feverfew for preventing nrigraine 2000, Issue 3 

Brian M. Berman, M.D. 19 
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Vogler, BK. Ernst, 
E, 

[New 
! 

33) Olin, J. 
Schneider, L 

Galantamine for Alzheimer's disease 2001,/jjue 1 

34) Jepson, RG, 
Kleijnen, ,1. Leng, 
GC. 

Garlic for peripheral arterial occlusive disease 1997. Issue 2 

New 35) Towheed, f E. 
Anastassiades, TP. 
Shea, B, Houpt, J. 
Welch, V. 
Hochberfi, MC. 

Glucosatriinc therapy for osteoarthiitis 2001, Issue ) 

1 36) Evans, JR. Ginkgo biloba extract for age related macular 
degeneration 

1999,/rji«(?3 

New 37) Little, CV. 
Parsons, T 

Herbal therapy for treating osteoarhritis 2001,/w«e 1 

New 38) Little, C, 
Parsons, f . 

.Herbal therapy for treating rheumatoid anhiitis 2001, /:»•.«(£• 1 

39) Lmde, K, Jobst 
K, A 

Homeopathy for chronic asthma 199S, Is.sue 3 

40) . Vickers, 
AJ. Smith, C. 

Homoeopathic Oscillococcinut:i for 
preventing and treating influenza and 
influenza hke syndromes. 

1999, rs.Kue 4 

41) Abbot, NC 
Stead, LF. White, 
AR. Bames, J. 
Emst, E. 

Hypnotherapy for smoking cessation 199S,/,vs/.e2 

42) Roberts, L. 
Ahn].ed, I . HaU, S. 

Intercessory prayer for the alleviation of il l 
health 

1999, Issue 1 

43) Jewell, D. 
Younj, G, 

Intervenhons for nausea and vomiting in early 
pregnancy 

1996,/y5t<t:4 

New 44) Campbell, K. 
Waters, E, 
O'Meara, 5. 
Sunamerbell, C 

Interventions for treating obesity in children 200L Issue 1 

45) Flemraing, K. 
Cullum, N. 

Laser therapy for venous leg ulcers I99i,lssue4 1 

New 46) Higgins, JPT-
Flicker, L. 

Lecithin for dementia and cognitive iinpainneni. 2000, Issue 1 

47) Brosscau, L. 
Welch, V, Wells, 
G, deBie, R. Gam, 
A. Harman, K. 
Morin, M, Shea, 
B. Tugwell. P. 

Low level laser therapy for OA 2000, Issue 4 

48) Brosaeau, L, 
Welch, V, Wells, 
G, dcBie, R. Gam. 
A, Harman, K.. 
Monn, M. Shea, 
B. Tugwell, P. 

Low level laser therapy iio RA 2000, hsua 4 

49) Hondras, 
MA. Linde, K. 
Jones. AP 

Manual dierapy for astlima. 2000, hsm 3 

1 
1 

Brian M. Berman, M.D. 
20 



50) Furlan, AD, 
Brosscau, L, 
Welch, V. Woiifc J, 

Maissaae for low back pain 2000, Issue 4 

51) Vickers, A, 
Ohlflson, A. Lacy, 
JB, Horsley, A 

Massage to promote development in preterm 
ind/or low birth weight infants 

\99%Issw.l 

. 
52) Herxheimer, 

A. Petrie, KJ. 
Melatonin for preventing and treating jet lag 2 m , issue 1 

New 53) Koger, SM, 
Brotons, M 

Music thsrapy in dementitt i m j s s u e 1 

54) Ferreira, IM. 
Brooks, D, Lacas.se. 
Y. Goldstein, RS 

Nutritional supplementation in stable chronic 
obstructive pulmonary disease 

2000, h.sus 1 

55) Wilkinson, 
EAJ. Hawke, CL 

Oral zinc for arterial and venous leg ulcers \99%,hsui!l 

56) Joy, CB 
Mutnby-Croft, R. 
Joj^^LA-

Polym^aftirated fetty acid supplementation (fish 
or evening primrose oil) for schizophrenia 

2000, Issue 1 

57) Anie, KA. 
Green, J 

Psychological therapies for sickle eel; 
disease and pain 

2000, Issus 3 

58) Wilt, T. Ishani, 
A. Stark, G. Mac 
Donald, R. Mulrow, 
C. Lau, J. 

Sererjoa repcns (saw palmetto) for benign 
prostatic hyperplasia 

1998, hsus 4 

New 59) Suresh, 
GK; Davis, 
JM; Soil R.F 

Superoxide dismutase for preventing 

chronic lung disease in mechanically 

ventilated preterm infants 

2001, I.s:>ue 1 

60) Beainon, S, 
Falken'oach, A. 
Fainburg, G, Linde, 

1 K 

Spelcotherapy for the treatment of asthroi 2000. Issue 1 

61) Linde, K. 
Mulrow, CD 

St. John's Wort for depression 1998,/ i jHc2 

62i Douglas, RM. 
Chalker, EB, 
Treacy, B 

Vitaniin C for preventing and treating the 
common cold 

1998,/ijue 1 

63) Kleijnen, J. 
Mackerras, D 

Vitamin E for intennittent claudication 1996 Issue 1 

64) Scares, KVS, 
McCtrath, JJ 

Vitamin E for neuroleptic induced tardive 
dyskinesia 

2000, Issue 3 

65) Tabct, N. 
Birkfl, J. Gnmiey 
Evans, J. One!, 
M, Spector. 

Vitamin E in Alzlitimer's disease 2000, Issue 4 

66) Raxnaratnam, 
S. Sridharau, K 

\ oga Ul the (reatment of epilepsy ) 999, Issue 3 

67) Marshall, I Zinc in the treatment of the comition cold 1999,Asue2 
6o) Mahomed, K j Zinc stipplementation in pregnancy 1997,JjiKe3 ; 

Brian M, Berman, M,D, 21 
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II. CM Field Protocols 

New 

1) He,L, Zhou, D 
Wu, B. Li, N, 

2) Richardson, MA. 
Allen, C. Ezzo, J. 
Lao, L. Ramirez, 
G Ramirez, T. 
Zhang, G 

3) Green, S. 
Buchbinder, R. 
Hall, S. Bamsley, 
L, Forbes, A, 
Smidt, N, 
Assendelft, W. 

4) Ezzo, J. Hadhazy, 
V. Berman, B, 
Birch, S, Kaplan, 
0. Hochberg, M. 

5) Concia, M. Veloso. 
M, Correia, C 

6) Correu, M. SUva, 
C, Veloao, M. 

7) OITBU, RW. Lane. 
RJM. Ross, M. 

8) Hooper, L. Capps, 
N. Clements, G. 
Davcy Smith, G, 
Ebrahim, S, 
Higgins, J, 
Ness, A. 
Riemersma, RA. 
Summerbell, CD. 

Acupuncture for bell's palsy 

Acupuncture fbr chemotherapy-induced nausea or 
vominng among cancer patients 

AcupuncUu-e for lateral elbow pain in adults 

Acupuncture for osteoarthritis 

Antioxidants for acute stroke 

AntioJddants for secondary prevention after 
stroke or transient ischaemic attack. 
Antioxidant tieatment for amyotrophic 
lateral sclerosis / motor neuron disease 

9) Brazzelli, M. 
Griffiths, P. 

10) Wilson, ML. 
Mujphy, PA-
Pattisoa, HM, 
Fargnhar, CM, 

Anti-oxidant foods or supplements for 
preventing cardiovascular disease 

Behavioural and cognitive interventions for faecal 
incontinence m children 

11) Snowden,HM, 
Ren&ew, MJ. 
Wookidge, MW 

12) Hoare, C, Leonard, 
T. WilUams, HC. 

13) Charlesworth, O. 
Riordan, J, 
Shepstone. L. 

14) Coates. P, EadyA, 
E. Cove J. H. 

Behavioural interventions for ptirnaiy and secondary 
dysmenorrhoea 

Treatmentf to relieve breast engorgement during 
lactation 

Chinese herbal jtiedicinj for atopic eczema 

Cognitive behavior therapy for depressed carers of 
people with Alzheimer's disease and related 
disorders 

200\ , Issue 1 

2000, Issue 1 

I999,;^5«e 1 

199S./i™e3 

I99i, Issue i 

1999, Issue 3 

20Q\, Issue I 

! 1999, Issue 2 

2000, fssus 2 

2000, Issue 3 

2000. Issue 2 

Cort^lemeatary therapies for acne 

15) Caraballoso, M. 
Bonfill. X. Serra. C 

I 16) Flemming, K. 

Drugs for preventing lujrg cancer 

Electrotiierapy for chionic wounds 

2000. Issue 2 

m9,h.sue4 

1999, Issue 2 

2000, .Issue 1 

2000, Issue 3 

Brian M . Bennan, M . D . 
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Cullum, N. — I 

17) Flemming, K. 
Cullum, N 

Electrotherapy for pressure sores 2000, Issue 3 

18) Flemming, K, 
Cullum, N. 

Electrotherapy for diabetic ulcers 2000, .Issue 3 

19) RuBther, A; 
Bucschel, G; 
Leipner, J; Linde, 
K; Rostock, M; 
Homebcr, M 

Enzyme therapy in oncology 2C00, Issue 4 

20) Strid, J. Jepson, R. 
Moore, V, 
KleijuBtj, J. lasco, 
SM 

Evening primrose oil or other essential fatty acids fbr 
premenstrual syndrome 

199S,/m(?2 

21) Kleijnen, J. Gmkgo biloba for intermittent claudication I996,hsue2 
New 22) Birks J, Gtimley 

Evans J, 
Dongcn M 

Ginkgo biloba for dementia and impairment 2001 Issue 2 

23) Novak, F. 
Avenell, A. 
Heyland, DK, 
Croa], BL. 
Drover, JW. 
Jain, M. Noble, 
D. Su, X. 

Glutamine supplementation for critically ill 
adults 

2000, L̂ sue 3 

24) Wilson, ML. 
Murphy, PA, 
Farquhar, CM 

Herbal and dietary therapies for primary and 
secondary dysmenorrhoea 

1999,/.w2 

New 25) Bennett M, Heard 
R 

Hyperbaric oxygen therapy for multiple sclerosis imjssuel 

26) Beamon, S. 
Falkenbach, A, 
Jobst, K. 

Hydrotb^apy for asthma 

. 

1999, .Issue 4 

27) BlftckhallK, 
Appleton S 

Ionisers for chronic asthma 2000 Issue 3 

28) Bent, S. Tsourinas, 
C. Romoli, M, 
Linde, K. 

Kava for Anxiety Disorder 1999, Issue i 

29) Beamon, S. 
Falkenbach, A. 
Jobst, K. 

Hydrotherapy for asthma 1999, Issue 4 

30) Shaw, K. Turner, J. 
SpinkS; A. Del 
Mar, C 

Management of Depression with Tryptophan and 5-
Hydrox>-tryptophan 

1999, Issue } 

31) Gro«,AR. 
Hondias, MA. 
Aker, PD. Peloso, 
P. Goldsmith, CH. 

Manual therapy for mechanical neck disorders 1997, Issue 3 

Brian M. Berman, M.D. 23 
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32) Lockliart-Wood, K. 
Gambles, M. 
Wilkinson, S 

Massage and aromatherapy for sTOî itom relief m 
patients with cancer 

2000, Issue 3 

New 33) Urrjtia, G Bonfill, 
X Del, 

34) Pozo, P Fernandez 
A 

Neuroreflexology for low back pain 2001 Issue 2 

35) Hadhazy, V. Ezzo, 
JM. Berman, BM, 
Creamer, P, 
Bausell, B 

Mind'Body Therapy for Fibromyalgia 2000,rssue 3 

36) Greener, .1. 

Enderby, P. 
Whurr, R. 

Pharmacological treatment for aphasia 

following ,9troke 
\99ii, Issue 2 

37)Bronfon, G. 
Nilsson, N, 
.Assendelft, 
WJJ. Bouter, 
LM. Goldsmithj 
C. Evans, R. 
Haas, M. 

Noninvasive physical treatments for chronic 1 1999, Rsue 3 
headache. 

1 

1 
38) Salinas, A. 

Berchuk. M. 
Welch, V. 
Fortin, P. Shea, 
B, 

Oniep 3 fatty acids supplementation for 
rheumatoid art.hnt)s. 

1997, Issiie 3 

39) Farmer, .4, Dineen. 
S 

Onega 3 fatt\' acids tm glycaeroic control of plasma 
lipids in type II diabetes mellitus 

1997, h.sue 3 

40) Juni, P. Fux, C, 
HertDg, MGL. 
Egger, M, Emat, E 

Padma 28 (a Tibetan herbal 
preparation) for intermittent claudication. 

1991,.Issue 4 

41) Beetles Wilkon, 
N.. Elliott, TM, 
Everard. ML 

Omega-3 fatty acids for cystic fibrosis 2000, Is.sue 3 

42) Lethaby, AE. 
Kionenberg, F. 
Roberta, H, Eden, 
J 

Phytoestrogens for mcnopHiisal symptoms 1998, Issue 4 

43) Soo, S. 
Moayyedi, P. 
Decks, J. 
Delansy, B. 
Foxman. D. 

Psycho tlierapy for non-ulcer dyspepsia 1999, Issue 3 

44) Wilt, T, Ishani, A, 
Mac Donald, R. 
Rutks, 1. Sta.rk, G 

Pygeum afticanum for Benign Prostatic Hyperplasia 2000, Issue 2 

New 45) Gambles, MA. 
Lockhart-Wood, K. 
Wilkinson, SM 

Reflexology for syn^tom relief m patients with 
cancer 

2001, Issue 1 

45) RambaldijA, 
Ghiud, C. 

S-adenosyl-L-methionine for alcoholic liver diseases 1999,./J^uir3 
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47) Wilson, ML. 
Murphy, PA. 
Johnson, TC. 
Farquhar, CM 

Spinal manipulation for primary 
and secondary dysmenorrhoea 

1999,/.S5we3 

48) Aflsendelft, WJJ. 
Shekelle, PG. 

Spinal manipulation for low back pain 1996, Issue 1 

New 49) Rees, K. Bennett, 
P. Vedhara, K. 
West, R. Davey 
Smidi, G. Ebrahim, 
S 

Stress management for cotonarj' heart disease 2001, Issue I 

New 50) Szatmari, Sz 
Wbitehouse, PJ 

Viiqjocetine for cognitive impairment and dementia 2001 Issue 2 

51) 0'Mathuna,D. Therapeutic touch in wound healing 1998, Issue 3 
52) Iftsco, SM. Castro. 

.^A. Atallah, AN 
Vitaioin B6 and placebo in premenstrual syndrome 1998,/J™C4 

53) KauT, B. Vitatnin C supplementation for asthma i 1 9 9 7 , 3 
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2001 Li, Zi Chinese herbal medicine for chronic renal failuie \ March, 2001 
2001 Xiong, Dylan Compound red sage root (radix salviae miltionhiaze) 

versus nitrate for angina 
March, 2001 

1 
2001 ZcfLg, Xianiong Gingko biloba extract for acute ischaemic stroke March, 2001 
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University of Maryland 
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CAM evaluation comes into 
the mainstream: NIH 
Specialized Centers of 
research and the University of 
Maryland Center for 
Alternative Medicine Research 
in arthritis 

B.M. Berman,' S. Hartnoll,^ B. BauselP 
•University of Maryland Scliool of Medicine Complementary Medicine 
Program, James L Kernan Hospital, Baltimore, MD, USA 
^University of Maryland SchtDol of Medicine Complementary Medicine 
Program, MD, USA 

SUMMARY. In September of 1999 the National Dnstitutes of Health (NiH) announced 
the fun^ng of five Specialized Centera of Reseairch in compionentary and altonative 
medicine (CAM), bringing the total number of centers being supported to nine.The 
NIH center grant model provides e tremendous boost to the scientific investigation of 
CAM, rturturing an emerging field through the support of a step-wise research 
program of clinical and pre-clinical trials and developmental and feasibility studies; the 
building of infrastructure; and the training of a new cadre of scientific investigators in 
the fleld-This article explains the overall objectWes of the NIH Specialized Centers 
program and focuses on one of the oldest CAM research centers In the USA, exploring 
some of the challenges faced in conducting CAM research while developing a center, 
and some of the goals and activkiea of the center, ® 2000 Harcourt Publishers Ltd 
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In Septcmbar 1999 the National Instituies of 
Health (NIH) announced the funding of five 
Specialized Centers of Research in eomplementai-y 
and alternative medicine (CAM), brinjing the total 
number of centers being supported lo nine. These 
grants we aji encouraging jump-stan into the new 
millennium and a fittingly symbolic ending to the 
lajt decade of the old ttiilleniuuto-a decade in 
which CAM research in the USA has eĵ perienced 
a changing of the rides and a slow, but steady, 
rise in its acceptability as a target for federal 
support. Each of the centero wijj be receiving 
appiwlmately S7..'i million in funding over the 
next 5 years and is expected to conduct clinical 

and pre-cUnica] research; encourage developmen­
tal and featiibility studies; and educate and train a 
new cadre of scientific invcstigaiors in the field. 
The nine centers are located around the country 
and each will have a disease or therapy area of 
focus (Table 1), Two of the centers funded la,st year 
(Columbia University and Universily of 
Maryland) were previously funded by the NIH and 
will be building on the initiatives srartrid over the 
past 4 year.s. 

The NIH center grant model djaws from the 
experience of more marure JisclpUnes and is 
designed to nurture an emergias field through a 
carefully staged research process. This process 

I t ? 
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Ana. of Fdcua Institution Principal InvMttpttor 

Addiction 

Arcirlils and Reltted Disorders 
Cardiovascular Diseases 
Cardiovascular Oiseasss 
and Aj tn j In Afrtcan-Amerlcars 
Cfilropracrlc 

Cranioftctal lascr^Jerj 

Neiirclojicil Disorders 
Pedatrici: 
Women's Health 4 Aglnj 

MInrieapdiU Medical RestMTcii 
Pourdation 
Unlveraiq* of Maryland 
University of Kicl-.ljan 
Mahirtshi Unlverslr/ 

Palmer Centsr for Chiropractic: 

KaiS«r Fourdatlon Hospital. 
Ore JO n 
Oregon Healtn Sciences Unlv*fslc/ 
Urilversity of Arteoru 
Cotumbil UfMvertty 

Thsmas Klresuk. PtiD 

Brian Bermar, MD 
Steven BoHlnj MD 
Roben. Schneider MD 

William i«l*eker. DC, MPH 

Alexarder V/hite. DDS 

Bii-ry Oteii, MD 
FiyM GhilfUft, MD 
i"rfldi Krononbary. PhD 

includes generating information on the effective­
ness uf a therapy through a range of roethodologiciU 
deaigni", the phasing of smdies leading up to large 
randomized, controlled trials, and the building of 
infrastructure through support of care resources 
(such as data management, statistical analysis, and 
administration) and ttie training cf ncvi' investtga-
tois. Hence, a miiumunn of three studies are sup­
ported under each center grant and are expected to 
lead on to large, randomized, controlled clinical tri­
als. At the same time, innovative preliminary pro­
jects v/in be funded (subject to rigorous peer 
review) by the centers' development and feasibility 
programs. Junior faculty and post doctoral fellows 
will be provided education and training in C >̂M and 
research, thus growing a new generation of investi­
gators who are sensitive to the issues and challenges 
particular to CAM.. 

The University of Mar/land Center 

The Center for Alternative Medicine Evaluation atici 
Research in Arthritis is housed within the 
University of Maryland's Complementary Medicine 
Program. This center grant is a competitive wsnewal 
of one of the initial 10 center grants awarded by the 
NIH in 1995 and builds upon a research program 
that is focused around pain related conditions 
Wliile each of the C.A,M centers undoubtedly has its 
own valuable stories to share, the University of 
Maryland piogiam. as one of the oldest centers in 
this country, will be the focus of this article. We will 
explore some of tlie challenges ive have faced in 
conducting CAM icacarch while developing a cen­
ter, and outline the goals for our center. 

Edging into the academic arena 

Everyone involved in the scientific investigation of 
CAM as well as its clinical praaice is aware of the 
many obstacles that have confronted thi.s field in its 
struggle for legitimacy in the medical and research 
arenas. .At the time that the Unlvej-siry of Maryland 
CAM program was established in 1991, one of the 

most often voiced criticisms of CAM was lhe lack 
of iciencific data on its effectiveness and safety. 
Hovi'ever, at the same time, the CAM f.eld lacked 
tha infrascructures and research capacity with which 
to suppon and foster the sorely needed studies and 
trials. Most CAM practitioners themselves had little 
training in resewch, nor were there sources for the 
funding of research. Our program was fortunate to 
receive core funding from a private foundation and 
to find aa acacemic institution cjpen to embracing 
CAM evaluation at a time when the prevalent atti­
tude to CAM in academic medical circles was char­
acterized by hostility' or distrust With these 
resources at our disposal we were able to begin pilot 
Studies which could geneiate crjcial prelitiiiaaty 
data allowing us to be competitive in applications to 
funditig institutions such as tlie NIH. 

Embarking on a research program 

Before starting any studies and in order K> assure 
ultimate usage of our limited means as well as iden­
tify the most needy and/or promising areas of inves­
tigation, we drew up a strategic plan for the center 
and set a research agenda. Our leaearch agenda was 
based on sun'eys of CAM therapy usage rates, con­
ditions idetuilied as major public health pniblems, 
and review of the existing CAM literature,' As a 
rcftiill of this process we chose to focus on pam-
related c:ondiiions and to initially examine therapies 
where there was the greatest body of evidence sug­
gesting their usefulness, as well as evidence of their 
use by consumers. 

Multiple preliminary scudies based upon strong 
theory and the empirical work of previous investiga­
tors IB always necessary before a deQnitive study is 
mounted, to our experience, following a step-wise 
progression of studies (somewhat mirroring the 
Fe.deral Drug .Administration guidelines for phasing 
of smdies,) has aUowed for consideration of method­
ological issues, such as appropriate control groups, 
and other therapy-speciiic issues, such as appropri­
ate dosage and safety, before embaricing on flill-
blown. Phase 3, taadDmized controlled trials (RCT), 
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As an example of oiir approach, our group used the 
Phase I pilot .studies to test suitable outcomes mea­
surements and determine standardized acupuncture 
treatment protocols in studies of acupuncture for 
postoperative dent»i pain and for osteoarthritis. On 
the basis of this work we were able to successfully 
compete for some of the initial developmental grants 
funded by the newly-created -NIH Office of 
Alternative Medicine, We then followed this work 
with two Phase 2 studies: one small trial (« = 39) 
comparing acupuncture to a mock acupuncture con-
ttol (which involved no needle insertion) for acute 
pain; one larger study (n = 73) comparing acupunc­
ture plus standard care to standard care alone with 
osteoarthritis patients,̂ -'These studies allowed us to: 
1) test our hypothesis on a small, cost-effective 
jcale; 2) conduct a power calculation for a larger 
trial; 3) assess the feasibility of the research setting; 
and 4) re-soKe unforeseen probletns and thus design 
a solid study protocol for the RCT. Both studies are 
now funded by the NIH au the Phase 3 stage and. 
with large sample sizes and multi-site location, will 
be more definitive efficacy studies. The osteoarthri­
tis study is a three arm parallel design (n = 370) com­
paring real versus sham acupuncture versus an 
education control group; whJe the dental trial is a 
two sxperiment, two site smdy that combmes ele­
ments of both Phase 2 and 3 trials. 

Finding and en^aluating the existing 
evidence 

One Stumbling btock we encountered early In our 
investigation of CAM was establishing what is 
known already. Without a thorough knowledge of 
the literature it is impossible to set a research 
agenda, know the pertinent questions to be asked, 
the study designs that are- needed, or the method­
ological issues 10 be confronted. Much of the litera­
ture on CAM had not been published in .mainstream 
medica) joumals, was publisbed in languages otlier 
than English, and was not available through tradi­
tional medical literature databases and Ubraries. In 
our search for the literature on pain we confronted 
this problem and were able, as part of our first NIH 
center grant funding, to compile a database of the 
literature in CAM and pain (CAMPAIN). We drew 
from electronic sources worldwide as well as carry­
ing ..Out extensive hand-searching of journals and 
conference proceedings. A review we conducted of 
acupuncture treatment for chronic pain problems 
serves as an example of the hurdle of finding the lit-
erature in CAM In this study, a search of our 
CAMPAIN database yielded 58% more citations 
than a similar search of the National Library of 
Medicine's (NLM) MedUne database. The CAM-
FAIN database (available on our viicbsitc: 
www.compmed.ummc. umaryland. edu) currently 
contains 12 000 citations, testimony to the fact that 
there is existing evidence on C.AM, although it has 

just been more difficult to access than other medical 
literature. Our reviews to-datc, however, suggest 
that the quality of the science is generally poor and 
there are many gaps in our knowledge.'^ 

At Ihe international level, effons to collect and 
evaluate the CAM literature have beer substantially 
iinprovcd through the establishment in 19% of a 
complementary medicine (CM) field within the 
Cochrane Collaborailon.' The field is coordinated 
through our centet and we maintain a comprehen­
sive registry of RCTs in. CAM which is uploaded to 
the central Cochrane library (which contains all 
known RCTS for all of medicine). Tlie registry lays 
the groundwork for collaborators worldwide to con­
duct systematic tftviews which will summarize 
existing evidence while minimizing bias. 
Furthermore, the CM field has also been working 
with the NLM to identify journals and (c refine their 
thesaurus of CAM subject headings for Medljne. 

Evaluating C A M In a clinical setting 

Some of the greatest challenges our center has faced 
has been in our clinical program. At the progritm's 
out-patient cUnic, based at one of the Uaiversify of 
Maryland hospitals, we have been assessing the 
value of integrating CAM therapies with conven­
tional medicine in the treatment of patients with 
pain related conditions. However, generating truly 
useful dau from outcomes research is extremely 
difficult due to the hectic, uriconcmlled nature of 
clinical practice. On the whole, any data generated 
!3 generally less controlled tban even our crudest 
pilot studies. For example, it is difficult to employ 
prospective exclusion/inclusion criteria for clinical 
patients and to administer outconaes measures spe­
cific to a particular diagnosis in a clinical setting. 
Although the clinic continues to be popular among 
patients and our data shows hish 5atisl"action levels, 
developing mtantngful outcomes data will continue 
to be a challenge fot our center and the CAM com­
munity in general. 

On a more practical level, obstacles we have 
faced in our clinical program have included distrust 
and unfamiliarity with CAM amongst many of the 
University's faculty and clinicians who have been 
opposed to CAM tiierapies being offered under the 
University's umbrella. However, we have sought to 
build confidence among our colleagues by offering 
only those CAM therapies for which there is soaie 

• body of evidence to support their cliiucal usefulness 
and safety. Over time, the clinic has offered an 
exceUent opportunity to build bridges tlirough 
shared patient care, and has generated ideas for col­
laborative research endeavors. We have also had 
some interesting instances where some of our tnost 
skeptical research collaborators have resorwd to 
acupuncture for relief of their own pain condition.s. 
Pers.inal experience of relief has often done more to 
change attitudĉ s than objective research data! 
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Other hurt we have faced have inclv 
staffing and reimbursetrwnt. The CAM therapists 
involved with our clinic have had extensive training 
in their respective fields aad have been credentialed, 
however, with little standardized credantialing in 
most CAM professions to-date, finding suitable 
practitioBexs has not always been straightforward. 
Furthennore, lack of experience with or training in 
CAM has meant that there have been few (^ysi-
cians who can work at the clinic and coordinate 
iniegrated programs of care. Insurance coverage of 
CAM has only recently begun to improve and, 
while this obviously creates problems in making the 
clinic financially viable, it has also created prob­
lems in tracking long-term cost; of CAM care, 

Looldng to the future 

It will be exciting to observe how each Specialized 
Center confronts the issues and challenges of CAM 
evaluation. The NIH center grant raechaalgm, with 
its emphasis on rigorous scientific process, a struc­
tured progression of tesearch, innovation, as well as 
training, provides the structure for CAM investiga­
tion to make huge advances in the new millennium 
Our center will continue with efficacy trials (e.g. 
oine study funded by our center giant will evaluate 
minij/bcdy therapies for fibromyalgia), as well as 
studies of basic mechanism involved in CAM thera­
pies (e.g. another program of reseaich itivolves 
identifying the antagonist receptor system as waU as 
the descending modulating pain pathway in the 
brain stem involved in electro-acupuncture using an 
aaimHl model that wa have pioneered in our basic 
science laboratory). We will also explore the long, 
term outcomes; pattems of health services utiliza­
tion and costs of patients who are treated by 
acupuncture in the osleoartlmtis RCT that is cur 
rently underway; as well as begin the Investigation 
of the ose of various herbs in the treatment of 
injElamTOatton and immune mediated aitiiritis. to 
addition to our own primary research, we will con­
tinue lo synthesize the results of CAM trials in order 
tc make summary judgroents regarding ctfcctivc-
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J. Equally exciting, the Special Cimier 
mechaniam has provided a budget of appioxiiiQUely 
three quartets of a million dollars to fund projects 
involving promising investigators outside our pro­
gram to continue the process that we have been 
involved witb for the past decade. In this manner we 
hope to add to the scientific body cf information on 
CAM and broaden the spectrum of evidence based 
treatments for chronic pain problems. 
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Complementary medidne and medical education 
Teaching coviplemeJitary medkine offers a way of making teaching more holistic 

c i omplcroei.itaJ7 and altemative mediicine is rto 
longer an obscure issue bi medidne. Our 

1 patients are using alternative therapies in addi­
tion to conventional care' * and sometimes do not 
share this information with us. But even if they did 
would know hem* best to advise ihem about safety 
issues or about the effectiveness of a {articular therapy 
for their problem? Surveys indicate thai doctors atid 
medical studenta are increasingly interestjed in 
complementary and alLemadve therapy,*"* yet lack <^ 
knowledge is one of the greatest barriers to ite appro­
priate use, .Although many medical schools and 
training prognunmes now include teaching on 
complementary and alternative therapies, tlie 
approaches arc variable and often superficiai 

In this issue Owen et al ask provocatrve questions 
about our attitudea and behaviour towards complemen­
tary- and alteraative therapy (p IM),* and point out that 
few of us encountered such therapy as medical studetjts 
or during later training Nevenhdcss, there are signs of 
change and Owen et al de&otibe initiatives to indude 
complettietitary and altemath'e therapy in mediital edu­
cation in the United Kingdom, .Similar changes are 
occmring in the United Stares, In 1996 a national 
conference on eotnplementary and altertiaQve therapy 

BMT ^'OLU^^E»2^ SOJAMJARYJOOI brojioni 

education Invc-Iving the National Inatitutci of Health 
recommended that complementaiy and aUematjvc 
therapy shcmk) be ir>duded in nursing nnd medical edu­
cation. Two years later a survey of all 125 US inedical 
schools found that 75 of them ofiferecl .some form of 
education on camplemeniary and altemati\e therapy. 

Teaching indudes elective modules, ccire curria.ilurn 
lectures, and inclusion in problem based learning at 
undergraduate and residency level Institutions such as 
Harvard and Stanford offer continuing postgraduate 
education courses, and tlie univcrsiriei of Maryland and 
Arizona offer researd) and dinical fellowships. Tn 
addition, special interest groups in complctnencary and 
altemative thempy have been formed in professional 
organlsatlrns such aa the /Vs-sodaiion of American 
Medical Colleges, and the Sodety for Teachers of Family 
Medidne has issued guiddincs on inctuding comple­
mentary and alternative tiierapy in the currioilum for 
reiidents.' The >31H-National Center for Cotnplemen-
tary and Alternative Medicine recendy issued fiinding 
initiatives to support tFie dcvelc^ent of teachir.g on 
complementary and alternative thesipy in medical den­
tal and tMraing educatioa Hie centre nixi supports 
carw devdopment and trainu^g progranunes at several 
of its research centres around tlie ocaintry 
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Editorials 

When in 1992 we developed a complementary and 
alternative therapy curriculum at the Univerjiiy of 
Maryland we thought it Impiortant to present the 
therapies m the context of their own philostTphiea and 
models of health and lllnest. Students and residents have 
the opportunity to experience the dinical practice of 
these therapies both In the community and in our own 
integrated medical clinic We aito teach students how to 
find and evaluate the evidence for the safety and efficacy 
of cotnplementary and alternative therapies. Our goal is 
to encourage the additional skills of openness, sensitivity 
to cultural influences and belieia, communication, and 
critical appraisal of the literature of complementary and 
altemative therapy treatments, 

Nevertheless, great heterogeneity exists in the 
content, format, and requirements of complementary 
and altemative therapy couraes for medical students and 
physicians in naining. Typically, courses give an overview 
of the main complementary and akernaiive therapies 
and tiieir uses and possible effects, but tiiey do not teach 
skilb to a dinical level of competence. Dedslons about 
which complementary and alternative thet^ies to 
include in teaching will necessarily be dictated by usage 
pattems and resources in one's lixality. However, 
guidance about the main complementary and altema­
tive therapy categories can be obtained firom sources 
sudi as the National Center for Complementary and 
Altemative Medicine (http>Vnccem.nilLgov). In addi­
tion, however, some general consensus needs to be 
reached on the e&senoals of a core curriculum. This 
should aim to improve dtictors' knowledge of comple­
mentary and alternative therapy practices and their 
place in patient ore; their ability to advise and guide 
patients about these therapies; (heir ability to re£er 
patients to piactitionen of complementary and altema­
tive tfierapy; and their knowledge of tiie pr&cticalities, 
such a« credentials and legal and reimbursemenr issuei. 

Moit medical schools hawe a packed curriculum, so 
complementary and alterrEUiw therapy options tend to 
be dectives v̂ -kh only a smattering of core cunicuium 
lectures, Given tfie shift towards problem based and case 
based leaming, it i j a realistic goal to have complemen­
tary and alternative therapy treatment options inte­
grated into esdjting teaching at aU levels. This highli^ts 
the need fbr faculty clevelopmenL Academics who are 
not experts in complementary and alternative therapy 

but accept its legitimacy at some level must gun knowl­
edge of th* subject tti order for students to receive diis 
exposure. Complementary and altemative therapy edu­
cators will need dearly lo define their objectives and 
goals and be rigorous in evaluating whether their aims 
are being meL Nevertheless, until qualificuion require­
ments include components on complementary and 
altemative therapy it may seem an intkjgcnce to 
curriculum Committees and students to dedicate time to 
complementary and altemative therapy. 

We know from research that people are drawn to 
complementaiy and alternative therapy mostly our of a 
desire for a more humanistic, "holistic" approach."'° 
Medical education should rc-cxamine die emphasis it 
places on the importance of the integration of mind, 
body, and spirit and acknowledge the role of sodal, cul-
tiii'al. and environmental influences and the power of 
self care and healing. Healthcare professionals, 
patients, and our healthcare system can only benefit if 
medical education bridges the gap with complemen­
tary and alternative therapy. 
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Questions for the Panel on Concerns about CAM and CAM Research Panel: 

What are your major concems about CAM practices and products and about CAM research? 

WTien addressing the need to find research methods and approaches to estabUsh the safety and 
effectiveness of CAM practices and products, in addition to data collection and clinical trial 
methodology, consider how we can study the complex questions inherent in CAM such as 
multiple interventions; complex systems and complex compounds; mind-body interactions; 
individualization; the placebo effect; qualitative research; energy medicine; provider/patient 
interaction; multiple populations including culture/race, gender, age; and so forth? 

What policy recommendations can you offer regarding research on CAM practices and 
procedures for the Commission's consideration as it develops its report to the President and 
Congress? 



William M. London 

William M. London, EdD, MPH is the president of The National Council Against Health 
Fraud, Inc. He is an associate professor of health care management and the director of the 
Graduate Program in Health Care Management, College of St. Elizabeth in Morristown, 
New Jersey. He also has an appointment as a specialized faculty mentor in the Master of 
Science in Public Health program of Walden University. Dr. London is a contributing 
editor to The Scientific Review of Alternative Medicine and Aberrant Medical Practices. 
He is a co-author of sixth edition of the college textbook Consumer Health: A Guide to 
Intelligent Decisions and a co-author of the seventh edition of the textbook, which is 
scheduled for publication in July 2001. 
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Statement of William M. London 

2. WFICCAM should promote opportunities for research to increase knowledge about 

quackery/health fraud as a public-health problem associated with the "complementar>'" and 

"alternative" medicine marketplace.̂  

3. WHCCAM should declare that it is misleading to use the terms "complementary" and 

"alternative" to refer to questionable, unproven, and disproved methods. Reliable and useftil 

intormation must be grounded in principles of con.sumer protection and science. 

4. WHCCAM should recommend that appropriate access and delivery of healthcare be based on 

principles of consumer protection and science. 

' Eisenberg DM et al. Unconventional inedicine in the United .States: Prevalence, costs, and patterns of use N Enel J 
Med. 328:246-252,1993. 

Gorski T. Do the Eisenberg data hold up? .Scientific Review of Alternative X^edicine 3(2):62-69;l 999. 
• Angell M , Kassirer J. Altemative medicine—the risks of untested and unregulated remedies New Enel 1 Med 
339:839-841 ;1998. 
' London W Alternative health (letter). The Plain Dealer Magazine. November 19, 19S9, pp. 14, 32 
^ Green S A critique of the rationale for cancer treatment with coffee enemas and diet. JAMA 268:3224-3227,1992. 

Jury calls the 'hair test' a scam. PROBE 8(10 & 11):9,2000. 
Garner B.A. A Dictionary of Modern American Usage. New York: Oxford University Press, 1 998, p. 34. 
Jarvis WT Quackery: The National Council Against Health Fraud Perspective. Rheumatic Disease Clinics of 

North America 25:805-814:1999. 
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Statement of William M. London 
Quackery: "Promoting health products, services, or practices of questionable safety, 

effectivenes.s, or validity for an intended purpo.se." [NCAHF, 1986] 

Health fraud/quacks: "Health fraud is the promotion, for financial gain, of fraudulent or 

unproven devices, treatments, services, plans or products (including, but not limited to, 

diets and nutritional supplements) that alter or claim to alter the human condition. Those 

who promote such medical remedies that do not work or have not been proven to work 

are called 'quacks.'" (The Assembly Republican Task Force on Health Fraud and the 

Elderly, New York State As.sembly, June 1986] 

Health fraud: "The deceptive promotion, advertisement, distribution or sale of articles, 

intended lor human or animal use, that are represented as being effective to diagnose, 

prevent, cure, treat, or mitigate disease (or other conditions), or provide a beneficial 

effect on health, but which have not been .scientifically proven safe and effective for such 

purposes. Such practices may be deliberate, or done without adequate knowledge or 

understanding of the article." [Compliance Policy Council of the U.S. Food and Drug 

Administration. Announced in a letter from M. L. Frazier, Director, State Infonnation 

Branch, .June 18, 1993.] 

Recommendations 

1 The education and training of health care practitioners must address principles of consumer 

protection and science. Health care practitioners must learn to recognize quackei-y/health 

fraud associated with "complementary" and "alternative" medicine. 
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Statement of William M, London 

• Providing a center for communication between individuals and organizations concerned 

about health misinformation, fraud, and quackery, 

• Supporting sound consumer health laws. 

• Opposing legislation that undermines consumer rights. 

• Encouraging and aiding legal actions against those who violate consumer protection laws. 

• Sponsoring a free, weekly e-mail newsletter, 

NCAHF's publications rely on the following definitions: 

Fraud: "An intentional perversion of truth for the purpose of inducing another in reliance 

upon it to part with some valuable thing. . . . a false representation of a matter of fact, 

whether by words or by conduct, by false or misleading allegation.s, or by concealment of 

that which should have been disclosed, which deceives or is intended to deceive another 

.so that he shall act upon it."[Black's Legal Dictionary, 4th Edition, 1968] 

Misinformation: "Untrue or misleading information." [Webster's Seventh New 

Collegiate Dictionary, 1972] 

Promote: "To contribute to the growth or prosperity of; to present for public acceptance 

through advertising and publicity." [Webster's New Collegiate Dictionary, 1975] 

Quack: "Anyone who promotes medical schemes or remedies known to be false, or 

which are unproven, for a profit." [United States House of Representatives, Select 

Committee on Aging, Subcommittee on Health and Long-term Care. Quackery: A $10 

Billion Scandal, Washington, DC, 1984, US Government Printing Office.] 
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Statement of William M. London 

• Professionals in the health sciences, academia, law and business as well as government 

agencies share a responsibility to help con.sumers protect themselves from deception and 

exploitation in health-related matters. 

• The scientific process is essenfial for discovering truths and validating health claims and 

information. 

• Health products and ,services should be: 

• proved safe and effective before marketing with proponents bearing the burden of 

such proof 

• accurately labeled or fully described. 

• tnithftilly advertised. 

• As noted in the Consumer Bill of Rights, consumers have: 

• 1 he right to free and informed choice. 

• The right to accurate information. 

• The right to ,safety. 

• The right to be heard. 

• The right to consumer education. 

Activities and Purposes 

NCAHF's activities and purpo,ses include: 

• Investigating and evaluating claims made for health products and ,services. 

• Educating consumers, professionals, business people, legislators, law enforcement 

personnel, organizations and agencies about health fraud, misinfonnation, and quackeiy. 
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Statement of William M. London 
motto of The National Council against Health Fraud is: "Enhancing freedom of choice through 

reliable information." 

About The National Council Against Health Fraud, Inc. 

The National Council Against Health Fraud is a nonprofit, tax-exempt voluntary health agency 

that focuses its attention upon health fraud, misinformation, and quackeiy as public health 

problems. It is private, nonpartisan, and nonsectarian. Its members are health professionals, 

educators, re.searchers, attorneys, and other concerned citizens. Its officers and board members 

serve without compen.sation. 

Background History 

Tlie Council originated in 1977 as the Southern California Council Against Health Fraud, Inc. 

and became the California Council Against Health Fraud in 1978. The Council became national 

in 1984. It is now incorporated in California and has members in all 50 states, the District of 

Columbia, and .several foreign countries. Nearly all of our funding comes from membership dues 

and individual contributions. 

Basic Principles 

NCAHF bases its claim to be a consumer organization on its founding principles derived from 

consumer protection law and the scientific process. Included are the beliefs that: 

• "Consumer" is not a special class but a role played by all; everyone in a free enterprise 

society has a stake in maintaining high standards for health products and services. 
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Statement of William M. London 

According to a usage dictionary, "First, alternative may suggest adequacy for ,some purpose...; 

and .second, it may suggest compulsion to choo.se,' Questionable and dubious methods are not 

adequate for their intended purposes. And consumers should not feel compelled to choose them. 

It is unavojdabJ_eJ-orJeg4#mate-pr-a&tj4iener&4oaisie unproven methods. Medicine will never have 

all the answers. Clinical judgment and innovation will always be important to the art of 

delivering healthcare. However, responsible healthcare professionals do not promote unproven 

methods, fhe promotion of unproven methods through such methods as advertising and publicity 

is objectionable because it is deceptive. It violates the ethical principles of veracity and non-

maleficence. 

Eveiyone wants alternatives, but they want genuine alternatives. Many promoters of 

"alternative" medicine exploit this by calling for "freedom of choice" for consumers. What these 

promoters really want is freedom from accountability to consumers. They support the concept of 

caveat emptor, "let the buyer beware," but they have a problem with the concept of caveat 

vendor, "let the seller beware." Caveat vendor provides a rafionale for consumer protection laws 

to compensate for the disadvantageous bargaining position consumers have in the health 

marketplace. It is difficult to evaluate claims for health products and .services. We are %ailnerable 

lo mistaken perception and deception especially when we feel threats to our well-being and when 

we are desperate for answers. It is important to protect con.sumers from both intentional and 

unintentional deception. And it is also important to preserve Inie freedom of choice. Thus, the 
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Genuine alternatives or genuinely complementary methods tend not to require the justification of 

labels like "alternative" or "complementary" in marketing. 

Experimental methods are unproven, but are studied responsibly with extra care given to seeking 

informed consent from study participants and protecting them from exploitation. It is reasonable 

for taxpayers to expect that their financial support will be used to study promising rather than 

implausible methods. But many taxpayers don't realize that alternativLsts do not espouse such 

values. Alternativists have no problem with taxpayers supporting the study of implausible 

methods. 

Remarkably, NCCAM is currenlly fiinding a study of an "alternafive" protocol involving enzyme 

supplements and coffee enemas. The protocol is implausible.^ had been used on a Hodgkin's 

lymphoma patient who died. Last year a jury found that the patient was 51% responsible for her 

harm. The jury said that the patient was "negligenf in letting the physician treat her and for 

foregoing the standard care her original doctors had recommended.*^ 

Questionable methods are those for which scientific evidence is insufficient to support the claims 

made by proponents. The most implausible questionable methods are legitimately described as 

dubious. (Perhaps I should add a fourth category of plausible alternatives with clear benefits and 

clear risks when used for an intended purpose, but for which it is unclear whether proven 

benefits outweigh the risks. Estrogen replacement therapy for postmenopausal women might 

belong in this fourth category.) 
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Statement of William M, London 

hunches, clinical impressions, subjectivity, anecdotes, reports of best cases, legends, and so-

called "other ways of knowing," as sufficient "proof to justify their promotional efforts. They 

tend not to value efforts to identify sources of clinical illusions and to reduce the problems of 

systematic and non.systematic errors leading to faulty conclusions. 

.AJternativists also value different credentials and standards of pracfice than tnost consumers 

expect. "Alternafive" credenfials and .standards of practice tend to be different in that they don't 

espouse the need for professional accountability. 1 believe the WHCCAM should note that this 

poses a problem for consumers. 

"Alternative" medicine methods generally do not allow or necessitate a choice between two or 

more things, as suggested by dictionary definition number 1 above for "alternative." Drs. Marcia 

Angell and Jerome P. Kassirer, former editors of The New England .Journal of Medicine have 

pointed out: "There cannot be two kinds of medicine—conventional and alternative. There is 

only medicine that has been adequately tested and medicine that has not, medicine that works 

and medicine that may or tnay not work."^ 

I have proposed that alternatives be classified into tliree categories: genuine, experimental, and 

questionable.'' 

Genuine alternatives are backed by sufficient scientific evidence showing that the potential for 

benefit exceeds the potential fbr harm to specific populations fbr specific intended purposes. 
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Statement of William M. London 

methods. Traditionalists and true-believers cling to unsafe and ineffective methods as a matter of 

faith. 

1 am unaware of any efforts by OAM and later by NCCAM to identify methods promoted as 

"complementary" or "alternative" that should be discarded. In order to provide reliable and 

useful information about complementary and alternative medicine, it is necessary to identity 

methods that .should be discarded. I ask that the WHCCAM to make recommendations to 

accomplish this based on principles of consumer protection and science discussed later in this 

paper. 

Much has been written about the established institutions and systems of delivering medical care. 

I think it is fair to note the existence of the "alternative" medical establishment which is 

composed of prominent promoters, practitioners, organizafion.s, foundations, retail busines,ses, 

wholesale businesses, politicians, the NCCAM, the WHCCAM, and other insfitutions. The 

"alternafive" medical establishment has even extended its reach into medical schools, other 

professional schools, colleges and universities, hospitals, and insurance plans. In so doing, 

alternafivists have increased their power and, in effect, invalidated the NCCAM definition of 

complementary and alternafive medicine. 

"Alternative" medicine is alternative in the sense of espousing or reflecting values that are 

different from those of the establishment (definition 2a above), i f by establisliment we mean 

people who insist that health products and services be proved safe and effecfive—with 

proponents bearing the burden of such proof—before promofing them. Alternafivists often value 
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complements anything else in providing benefit to health. The claim that a particular method is 

complementary to anything el.se is misleading unless the claim can be supported by evidence. If a 

meihod doesn't add to the outcome then it isn't complementaiy; it just adds to the ccst. Few, i l ' 

any, methods, marketed as "complementary" medicine have been shown to complement 

anything else. 

What Would Make "Altemative" Medicine Alternative? 

The American Heritage Dictionary of the English Language, Third Edition defines alternative, 

when u,sed as an adjecfive, as: " 1 . Allowing or necessitating a choice bet\veen two or more 

things. 2.a Exisfing outside tradifional or established insfitufions or .sy.stems : an alternative 

lifestyle, b. Espousing or reflecfing values that are diffeient from those of the establishment...." 

(p. 55.) 

The NCCAM definition suggests that "alternative" medicine is "alternative" in the sense of 

dictionary definition 2a. To some extent this is a fair characterization. However, "alternative" 

medicine is largely "traditional" itself and it has become its own "establishment." Promoters of 

"alternafive" medicine often promote tradifional .systems for alleged healing. Strong reliance on 

tradition is one of "alternafive" medicine's biggest problems. Tradition-bound .systems resist 

change, 'fheir proponents selectively seek affirming evidence while rejecfing disconlirming 

evidence and criticism. Proponents adhere to orthodoxy. 

On the other hand, science/evidence-based medicine is iconoclastic. Medical pracfice changes 

over time because scientifically-based pracfifioners learn to discard unsafe and ineffective 
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"unconventional.") The study reported on a national telephone survey of the use by adults of 

methods such as relaxafion techniques, massage, exercise, prayer, self-help groups such as 

Alcoholics Anonymous, imageiy, biofeedback, and hypnosis. Many of the methods discussed in 

the survey are either methods of self-care or, in contradiction to the definition used for 

"unconvenfional medicine" in the study, are methods with established medical uses.̂  The study 

showed that few survey respondents used commercially promoted methods such as acupuncture, 

homeopathy, energy healing, megavitamin therapy, and herbal medicine. Strangely, 30% of 

respondents who reported use of chiropracfic didn't actually see a provider of chiropracfic 

services. 

The NCCAM definition has little to do with what the words "complementary" and "alternafive" 

actually mean. To refer to "complementary" and "alternative" methods is to imply that such 

methods actually complement other methods or serve as alternatives to other methods. The 

"complementary" and "alternafive" medicine marketplace is dominated by products, services, 

and regimens that have not been shown to complement or serve as a genuine alternative to any 

other method for significant intended purposes. 

What Would Make "Complementary" Medicine Complementary? 

The American Heritage Dictionary of the English Language, Third Edition defines 

complementary as: " 1 . Forming or serving as a complement; completing. 2. Supplying mutual 

needs or offsetting mutual lacks." (p. 386). Thus, to refer to something as "complementary 

medicine" implies that it completes what some other medicine does not do on its own. However, 

just because someone refers to a method as complementary does not mean it actually 
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Problems with Terminology 

According lo Executive Order 13147, the White House Commission on Complementary and 

Alternative and Medicine .shall provide a report on recommeiidafions addressing: "(a) the 

educafion and training of health care pracfifioners in complementary and alternative medicine; 

(b) coordinated research to increa.se knowledge about complementaiy and alternative medicine 

pracfices and products; (c) the provision to health care professionals of reliable and usefijl 

information about complementary and alternative medicine that can be made readily accessible 

and understandable to the general public; and (d) guidance for appropriate access to and delivery 

of complementapy' and alternative medicine." 

In order lo make these recommendations, I recommend that the Committee acknowledge that the 

tenn "complementary and alternative inedicine" implies much more than what is in the definition 

of complementaiy and alternative medicine u,sed by the Nafional Center for Complementary and 

Alternative Medicine (NCCAM), According NCCAM: "Complementary and alternafive 

medicine (CAM) covers a broad range of healing philosophies, approaches, and therapies. 

Generally , it is defined as those treatments and healthcare pracfices not taught widely in inedical 

schools, not generally used in hospitals, and not usually reimbursed by medical insurance 

companies." 

The NCCAM definition is similar lo the definifion used for "unconventional medicine" in a 

paper by Eisenberg et al,' which is olten misrepresented as providing evidence that Americans 

are so interested in "complementaiy and alternative medicine" that NIH funding of CAM 

research is needed. ("Complementary" and "alternative" have far more promofional value than 
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Dr. Simeon Margolis: Summary of Remarks 

Let me preface my remarks by stating that I would enthusiastically welcome any altemative and 
complementary product or practice that is proven to be effective. 

As you have heard or will hear from other members of the panel, the major problems with CAM are 
well recognized: 

Most CAM products and practices are either untested or based on unreliable research. 
Nonetheless, they are aggressively promoted, usually with guarantees of success. Yet any 

expenenced physician knows that no treatment or procedure is always effective. 
These promotions and promises mean that patients may waste money on unproven measures, -

and at the same time fail to seek medical attention and obtain medications or procedures with proven 
effectiveness for illnesses that may have serious consequences. 

People are urged to use CAM products because they are "natural", apparently forgetting that 
poison ivy, floods, hurricanes and tornadoes prove that natural isn't necessarily good. 

And finally, because CAM products are unregulated, patients can be subjected to serious risks. 

I will take one example - chelation therapy - and have included an article I have written on the 
subject as a reference. 

Chelation involves a course of 2 to 3 weekly, 2-hour long intravenous infusions of EDTA for a 
total of 30 treatments. Based on a number of uncontrolled studies, chelation therapy is reputed to 
improve the activity-related pain of coronary artery disease and peripheral vascular disease by binding 
calcium and heavy metals that may cause damage by enhancing die oxidation of tissues and blood 
protems. With the exception of one small, short study, all of the CAM-based studies of chelation had 
no control group. Two earlier randomized, blinded studies, done in Scandinavia and New Zealand on 
patients with claudication, injected either EgTAor saline alone in acgnggj_ernnp After treatment 
there were no differences between die EDTA group and thecogMffloup in how long they could ' 
ŵ lk on a treadmill before developing leg pain. A recent study from Canada of SOlngina patients 
reported this March at a meeting of the American College of Cardiology, found no differences between 
the EDTA and control groups in how long they could walk on a treadmill before developing ischemic 
changes on an ECG. BUT in all three studies patients in both the EDTA and control groups had 
modest improyements,in,ho_wJong_feey could walk before develo îngjegpain or angina. These 
findings emphasize the importance of a control group in studies of^hikn^HT^TSHT^CAM product 
or procedure. 

In the Canadian study, patients in both groups reported on questionnaires that tiiey had less 
angina and better quality of life after the treatments. Chelation patients often feel they were improved by 
the treatment; but I suspect that anyone in this audience would tell their doctors tiiey were better and 
mdeed believe tiiey were improved, after tiiey underwent 30 intravenous infusions and spent about 
$5000 out-of-pocket. 

Most distressing to me is the statement made in response to the Canadian study by Dr Michael 
Janson, past president of tiie American College for Advancement in Medicine, who is quoted as saying 



MMi-tjo-^iaiai L i . ^ c HUMKINS ENDOCRINDLDGY 410 955 8172 P. 03/03 

"I've been doing it for 18 years and have seen some dramatic differences. I've been really impressed 
with it". He also said that 75% of his patients respond and are able to walk farther and have less chest 
pain. His reaction raises the concem that CAM practitioners will not accept the negative results of 
scientifically valid studies and alter their practices accordingly.. If that is true, properly conducted 
research by either CAM investigators or NDH-supported investigators at academic institutions will be 
nothing more than a waste of time and money, 

A second question we were asked to address is how valid research can study the complex 
issues inherent in CAM research. 

I submit that the problems associated with CAM research are inherently no different than those 
faced in other areas of clinical research. What is needed is some ingenuity, the design of carefully 
controlled studies, and the willingness of investigators to roll up tiieir sleeves and do the work. 

My recommendations to the Commission are: 
^ 1. CAM research requires large well-controlled studies which provides scientific evidence that 
either supports or rejects the value of all CAM products, such as herbs and vitamins, as well as 
procedures, like chelation and therapeutic touch. Such studies on safety and efficacy must be done 
before marketing and promotion of products because it would exorbitantiy expensive for govemment ^ 
agencies to ftmd such studies on every herbal product, for example, reputed to be beneficial. The 

-failure to carry out such studies means that the public will lose out on two scores: 
First, the public will continue to waste money using ineffective and possibly risky CAM 

products. 
Secondly, they will not have widespread access to CAM products and practices that really are 

_ effective. 
2. The Commission should urge Congress to revise the "dietary supplement" act of 1994 so 

that the FDA has some control over CAM products and procedures. 
3. Finally, the Commission and CAM practitioners must accept and act appropriately if the 

results of sound studies prove that a CAM product or practice is ineffective or dangerous. 

Simeon Margolis, M.D., Ph,D. 
Departments of Medicine and Biological Chemistry 
Johns Hopkins University School of Medicine 
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EDTA CHELATION 
THERAPY SHOULD BE 
MORE COMMONLY 

USED IN THE 
TREATMENT OF 

VASCULAR DISEASE 
L Terry Chappell, MD 

L Teixy ChappeU is in private practice in Blufflon, Ohio He 
« assistant professor of femily practice at Wright State ' 
School of Medidne and is president-elect of the Ainerican 
Lollege for Advancement in Medicine. 

EDTA chelation therapy is safe, effective, and more economical than 
commonly used surgical treatments for vascular disease. This article 
includes evidence of effectiveness, mechanisms of action of EDTA a 
discussior, of studies that havcbeen done regarding the therapy, and 
some bn^case reports, ne conclusion is that EDTA chelation thera­
py should be a therapeutic option for vascular disease, either by itself 

Z ^ ^ t T f . " """^ ''""^^'^P^'^^cols. (Alternative Therapies in 
Health and Medicine. 1995:1(2):53-57) 

S tandard treatments of coronary, cerebral, and peripher­
al vascular disease are expensive and have high compli­
cation rates and significant mortality. The integration of 

^hylenediaminetetraacetic acid (EDTA) chelation thera­
py wTth these treatments would make them safer and more cost-
ettective and would often result in better clinical outcomes 

The foUowing facts are supported by the literature-
• The mortality rate of coronary bypass is 4% to 10%.' and is 

even higher in elderly patients.' Common compLcaUons 
are restenosis within 7 years' and significant cerebral dys­
lunction after the procedure.* 

• Only a limited number of vessels can be treated by angio­
plasty, and restenosis rates are as high as 40% within 6 
months.' 

• A cardiac bypass procedure costs about .$50.000̂ • EDTA 

COUNTERPOINT 

CHELATION THERAPY 
IS INEFFECTIVE 

FOR THE TREATMENT 
OF PERIPHERAL 

VASCULAR DISEASE 
Simeon Margolis, MD, pho 

Suneon Margolis is a professor of medicine and biological 
chemistry at Johns Hopkins School of Medidne in BalLore. 

The case against chelation therapy for cardiovascular 
disease (CVD) can be summarized in one sentence 
Although advocates of chelation therapy have report­
ed favorable results based on uncontroUed. usually ret­

rospective "studies," two double-blind, randomized 
phcebcHconttoUed, prospective trials have shown that intusion.' 
ot ethylenediaminetetraacetic arid (EDTA) are np more effective 
in unp^ving the manifestations of peripheral vascular disease 
^Fvuj than are infiisions of a placebo. 

Proponents have claimed that chelation therapy imp.-oves 
hver fimction. memory, and vision; lowers cholesterol; relieves 
symptoms of arthritis. Parkinson s disease, and multiple sclero­
sis; and reduces the incidence of cancer. The major use of chela­
tion therapy, however, has been to treat CVD. In at least 50 
published papen, chelation therapists have reported remarkable 
improvements in symptoms and objective findings following a 
course of chelation treatment. Unfortunately, these report.s pro­
vide no acceptable scientific evidence for the benefits of chela­
tion therapy because none of them included a control group. 

In a meta-analysis Chappell and Stahl' selected 19 of 40 
articles describing the effects of chelation treatment on CVD. 
T h ^ concluded that 87% of the patients included in their analy-
s-s demonstrated clinical improvement by objective testing " A 
letter by Jonas' points out that this meta-analysis is fatally flawed 
despite a reasonable statistical approach. The absence of a con­
trol group in all but one of the studies is sufficient to reject the 
validity of the analysis. As shown in controlled studies described 
below, chelation therapy does provide some objective short-
term improvement in patients with PVD, but similar improve­
ment occurred in the control patients. In addition to the other 
weaknesses cited by Jonas. 94% of the subjects included in the 
meta-analysis (21.629 of 22,765 subjects) were from two 
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chelation therapy costs about one tenth that amount. 
In [he last 20 years, mortahty due to cardiovascular disease 

has declined somewhat.' This improvement is probably due 
more to lifestyle changes than to new therapeutic interventions.' 

Good, clean, precise, double-blind controUed trials on car­
diovascular therapies are desirable, but because of the number of 
variables, such studies are very difficult to conduct with high 
accurac)., and they often conflict. None have been performed for 
bypass, angioplasty, or EDTA chelation. 

A preponderance of evidence shows that EDTA and other 
chelating agents are effective in treating vascular disease and are 
dramatically efifective in certain patients. When given according 
to the published protocol. EDTA is safe, with a mortality rate 
that approaches zero and very low morbidity.' 

COUNTERPOINT 

EVIDENCE OF EDTA EFFECTIVENESS 
Chappell and Stahl'" did a meta-analysis to determine 

whether correlation between treatment with EDTA and improve­
ment in vascular disease was significant. Meta-analysis is a tech­
nique that is particularly well-suited for determining the net 
effect of multiple studies with somewhat different designs and 
for evaluating controversial therapies." " Of the 41 studies we 
found m a literature search, 19 that were published or submitted 
lor publicauon met our criteria that objective data be listed on 
mdividual patients with vascular disease. A total of 22 765 
patients had been enrolled in these studies; 87% of them had 

I measurable improvement with treatment, and the correlation 
I coefficient was highly positive at .88. To ensure that dieie was no 
1 type I publication bias by excluding unpubhshed data, a foUow-
I up study onI241 patients from 32 investigators was done That 
, "^ '̂--̂ n l̂ysis also showed a correlation coefficient of .88. and 
I »»% ot the patients improved. Our conclusion was that EDTA 
I was indeed effective in treating vascular disease. Using the 
I square of the correlation coefficient as an estimate of the vari-
j abihty. It was estimated that 77% of the variability in impitive-
I ment was due to EDTA and the rest to unknown fiictors The 

.mprovement rate of 87% is comparable to that in the primary 

c , j 7 ' i f ! ! ^ f '"^rit special mention. Olszewerand 
Carter- published a study of2870 patients with various chrome 

2 1 T I P'^'^y ^^^'^ 90% of them 
d o Z br H ' ^ ' y ^'''^ ^ '̂"P'̂ '̂ d a small 
pain IK . '"^^y" cardiovascular 
pat ents that was strongly positive. Van der Schaar̂ ' demonstn,t-

>ng. almost all patients unproved with EDTA ti^tment. Rudolph 

slnH ' ' ^ T ' " ^ ' * improvement on Doppler ult«-

recently pubhshed a case study" with retinal photoglyphs show-

nates used the iron chelator defemxamine to pm^ent vascular 

studies.'' The size of these two studies so dominates the out­
come of the meta-analysis that the other 17 studies donT affect 
the results. 

Arc these two large studies examples of careful clinical 
investigation? Judge for yourself In the larger study with 19147 
subjects, which was unpublished at the time of the meta-analy-

i SIS. investigators apparently used only thermography to measure 
unprovement. Although a survey' showed that the majonty of 
authors and half the responding editors felt that it was accept­
able to include unpublished data in a meta-analysis, the scientif­
ic ngor and validity of this large study, wliich accounts for the 
vast bulk of the patients included in this meta-analysis are 
impossible to evaluate. Both of these studies were retrospective 
mcluded no controls, and involved a mixture of patients with 
PVD. coronary artery disease (CAD), and cerebrovascular dis­
ease. The lack of validity in lumping these three aspects of CVD 
together m a meta-analysis is evident f̂ om another publication 
by the authors of the smaller of these two studies,' in which 
marked improvement in 91% of patients with PVD 77% with 
CAD, and only 24% with "cerebral diseases" was reported No 
improvement was seen in the 88 patients who had suffered a 
stroke at least 6 months before the initiation of treatment 

A placebo-controlled study of chelation therapy was started 
in 10 patients with PVD by Olszewer and coworkers' but after 
10 mfosions diey noted that "some patients were improving sub­
stantially but others were not." When the code was broken 
these investigators found that the five subjects who had not 
unproved were receiving the placebo infbsions. Accordingly all 
subjects were then treated with 10 infosions of EDTA. and those 
inidally in the control group improved nearly as.much as those 
receivmg the fuU 20 infiisions. IncidentaUy. this raises the ques­
tion of whether 30, 20,10. or even fewer treatments with EDTA 
are needed to achieve the improvements claimed for chelation 
therapy. This issue has never been carefoliy evaluated. 

To date, three reports have described the results of two ran­
domized, double-blind, placebo-controlled studies of EDTA 
chelation for treatment of PVD. The first' reported results from a 
subset (30 patients) of 153 Danish patients with claudication 
treated with 20 infosions of either sodium EDTA or saline. They 
found no differences between the 15 treated with EDTA and the 
15 control patients in angiograms, ankle brachial indices trans­
cutaneous oxygen tension, walking distance, or subjective 
improvement measured before, during, and alter the infosions 
This paper was soundly criticized in an unsigned editorial' as a 
harsh critique" revealing "pohtical bias" radier than welcoming 

It as the first careful, controlled study of the issue. The editorial 
suggested that the 30 patients selected for inclusion in the study 
might not be representative of the whole group of 153 subjects 
and that "the authors may conveniently forget to publish the 
entire data." The absence of a bibliography was deemed 
imusual. 

The results from all 153 subjects were published," along 
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t T c Z S ' ^ ' T o ^ ^ * ^ ' ' ^ ^ ^ ' i - Casdorph- used 
m mm ' " ' ^ " ' • 1 " " ^̂ '̂ ^ demonstrated improv' ment m coronary and carotid disease. ^ 

Researchers in two studies (pubUshed in three ioumak^^ 
h a v e c , 3 ^ d ^ , ^ , i , , , , , ^ ^ „ ^ ^ ^ ^ ^ ^ ^ 

nectiveness of EDTA chelation treatment. Subjects m both 
groups were prmiarily smoken who had severe d l S and 

7 r ' " " " P'-y^'"''"^ experienced with 
? ! ^^k^s greatly J i s T 

of the reated patients improved in both studies. Sbth-N?elson 
and coUeagues did not follow the protocol for EDTA 1 
hshed by the American College for Advancement n S ^ J ^ 
although they claimed to have done so. TTte study wL 
.n at least four journals^- and also by the D ^ S coTncS^^ 
scientific Dishonesty." The trial by Van Rij and co t^Ts" ac^" 

Hy compared two chelating solutions, with E D S L t 
od̂ er without. Intermittent claudication patients treateTw t̂h 
( 6 m T : r ' ' ' ' ' ' I ' ^'^"^^'""^ -Pavement he form 
lent is m u t - P - -

p̂y by Hancke and FlytUe.̂ - Similarly, 2 r o f ^ : ^ T ^ ^ Z 
amputation were able fo cancel their^urgety a K V l S ' 

btas e n ^ . L T ' ' ^ ' ' ' ' ' ' ' ' ' ' ' ' ^07.000 bypasses might have been avoided and 102,000 limbs mieht 
have been saved. The estimated direct cost savings T t l T ^ 
alone would have been close to $8 bilUon. ^ 

COUNTERPOINT 

MECHANISMS OF ACTION 

EDTA^ltanv"'!?' '" '" ' ' " ' r ' ' ' " ' ' ' ^ " " ' ^ " ^ ^ for 
i X n c e • P''''"* " " ' I a positive 
mfluence on cell membrane fonction. Kaman and associates" 

of p atelet aggregation and prolongation of panial thromboplas 

M Z r r ad?" . " " ' ' ' " ' ' " ' ^ ^ ' ^ ^ " " " " " ^ effectiveness of 
ar S Z M P^̂ "̂'̂ ^ °^EDTA. Rudolph et 
e l ? f . treatment Furthe 
effects include miproved lipid levels" and the restoration o S c 

e 3 / ^ ' ' ^ " ' ? --branes." Sever^dSed 
reviews of these mechanisms have been published 

«ia n C b l t f ^ r ' ^ ' u ^ : ' ^ ' ^ ^'^^^-^^ cardiople-
L k e d i ^ r '"'^ « « " ^ y demonstrate a 
marked mcrease m free-radical activity alier pri,„ary coronTry 

with 21 references. When examined 3 and 6 months after rh 

X̂^̂ortrdTaTtV-r' 
^ objective measurement of distance the l '^''^^''"P^ 
before developing leg J i n l n T l ^'^^ 
n̂ ade the fo ^ 4 c S . ^ t ^ ^ Z Z ^ ^ ' f^^^ '^ ' 
EDTA instead of magnesium EDTA wo^Wt l ? 1 
unblind the study; mineral and vLmm tup̂ ^̂ ^̂ ^̂ ^̂ ^ T 
not prodded; the load of 8.4 g of s o d i u r S l " D T " 
detrimental; and two thirds of the patients continued to^^okT 

and magnesium EDTA. A daily oral supplemem i in, nd 

soAumTn th ^ . T " " ' '"'"P''"'^ """^ am'̂ ^nt of 

enect, and a recent epidemiological study" showed that intake of 

male smokers, but not m men who had never smoked 

t r i a l l f ' h T ' '^""^''"'''^'^' ""domized, placebo-controlled 

S L d ^T t r K " ' ^ ^ ' ' ' ' ^ " - - ^ - New 

to sLok? M ^ '"^^'^"^ not permitted 
S ^ e n he 1 1 ' ' " ' " ^ " " ^ were detected 

mf H " ' ' ' ' " ^ -'''^/brachial pulse 

to« Ss Tart "^"^"y '^^^^ ^ - ' ^ ^ «f 
S i n c T ^ ^ ^ ""'"^ ^ improvement ,n 
wa^ng distance was reported in 60% of the chelation grxiup and 

D ! ! 1 . ™' ^™"P- "'^"'t'' obtained m the 
^a te^^hln '^^^ °f ^i-^iacebo patients and 48% o f l t 
^ Z t Z T ^ r^""""^ ' " " ' ^ i m p r o v e m e n t in their 

T c Z w ? T '"'^^^ demonstrate the strong 
o t d a l f H"^treatments and rhe questionable validity' 

companson is made with some type of placebo treatment 

P m „ r r " " " . " " ^ ' ^ ' ' ' " ' ^ o f c r i t i c i s m o f th i s StUdy w i l l 

emerge fbm the advocates of chelation treatment PerhapsX 
answer IS best p^dicted by quoting the last paragraph fro'm 
editorial supporting chelatfon therapy.' "Our obligation . 

th tee n que which we use constantly in our practices is benefi-

^tient T<̂ ^ ^ ' ' " f " "^ '̂̂ ^ P^°P'^ '^f^^ are our 
pa lents. Thus, and only by such measures, do we remove the 

indeed" t ' t ' ' ' ^ ' "^^^^^ chelation ™;.-
•ndeed, why ACAM fAmerican College of Advancemen in 
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I 

angioplasty in acute myocardial infarction. Since chelating 
, agents can often control free-radical activity, they appear to be 
, ideal agents for improving outcomes in patients with coron' 

anery disease.'"' > toronary 
FnxA^r''"'^' :'"-''̂ **S"^d. randomized studies on the use of 
EDTA for vascular disease should be completed. But h above 
evidence IS sufficient at this time for the off̂ âbel use of che a Z 
agents with informed consent. cneiatmg 

DRAMATIC CASES 

Physicians who offtr chelation theranv oft^n K,., 
fiilly treated patients who had had m S s S ? ^ ' T ' 
and been told that nothing remained t o t d X t Z t S 

days per year in the hospital for 3 years HP h.A Z P^"^,^ 

S5000 b, spent on ,h, highly ,uccmli,| EDTA ,™», . „ , 

EDTA treatment is not a'mapifki.tt^t-HI. •• 

Aiodem protocols should include EDTA th«« for all tynes anW Ho„^ r . ^ '^^"erapy as an option 

^ e n c o ^ ^ b i i i r ""^^ ™^ *^"Py ̂ Ĵ ô Jd 
^« s i t u a t C S l n r r " " ' ' " ' " ' " " 

COUNTERPOINT 

Medicinel founded its Journal, to be used as a proper instrument 
for reporting appropriate clinical and scientL stud" wT rh 
.W-/.A.....W.>,,"(rnyemphasis).ThS^^^ 
not seem to reflect a desire to learn the truth about ch aZn 
therapy, and now weU planned .studies, not an ugly bias have 
^hown that chelation therapy has no place in the'treatment I f 

The bias frequently referred to by the advocates of chelation 
herapy suggests that their "opponents" fear the potent^ t ; 

cial loss associated with the cure of CVD by chelation rh 
My gness is that others, like myself, havet f "ha" c o 3 
nonal treatments will be replaced by chelation therapy R ^ ' 
we are concerned that a multihide of sufferers will P^; ' ' ' ' ' ' ' 
.pend about $5000 each out of pocket Snc i ^ u eTs do n'? 
COV. d,e costs of cheladon) for a tLtmeit proVe;̂ ^̂ ^̂ ^̂ ^̂  

tidon P'''^"^^' ''^^^ chelat^n 
btioners. who face significant financial loss if patients are fi^ I 
convinced that chelation treatment is a waste o'f money ' 

therapy. This treatment does appear to provide short-term 
™pn.vemen, although it is probably a placebo effe^ TlL /e^ 
question, however, is whether chelation\reatments giv 0 ' 
term benefits for patients with PVD or other CVD. N^ne of "he 
nidies has yet addressed this issue. If those carrying ru chda 

tton therapy wish ,0 justify the practice, theu^Iigation is to 
prove by weU-planned studies that this technique prfvi s ,on ° 
teim benefits to the sick people who are their patients. ^ 

9. 
10. 

11. 

12. 
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and/or angioplasty treatment to prevent restenosis and also as a 
prevention technique fbr type I cardiac parients. especially those 
with high nsk factors for caidiovascular disease and stroke. 

EDTA treatment is not a substitute for the judicious use of 
surgery or the appropriate use of pharmaceuticals, nor does its 
use preclude the appropriate use of either when indicated When 
conscientiously apphed by a trained physician in a comprehen-
«ve program that includes lifestyle modification and rational 
pharmacotherapy. EDTA chelation is scientifically sound clini-
cally effective, exceptionally safe, and comparatively inexpen­
sive. And It is compatible with other treatment modalities What 
more can be asked from a medicai therapy? 
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Arthur P. Grollman, M.D. - Biographical Sketch 

Dr. Arthur Grollman is currently the Evelyn Click Professor of Experimental 
Medicine, Professor of Pharmacological Sciences at the State University of New York at 
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relinquished his administrative responsibilities to devote full time to research. From 
1970-1972 and again from 1994-1996, he served concurrently as Associate Dean for 
Scientific Affairs. 

Dr. Grollman is internationally known for work in cancer research which currently 
focus on molecular and environmental carcinogenesis. He serves as Principal 
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and the Weizmann Institute. He has served on many national scientific advisory boards 
and recently organized a symposium sponsored by the American Association of Medical 
Colleges entitled "Alternative Medicine—The Importance of Evidence in Medicine and in 
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Herbal Medicines: Danger and Opportunity ( J^^^)^'^ 

Since the advent of the era of modern medicine, the majority of Americans have 

relied heavily on prescription drugs and/or over the counter medications for relief from 

symptomatic illness. The first effort by the federal government to protect consumers of 

drugs took place in 1906 with the passage of the Pure Food and Drug Act, which was 

prompted by journalistic exposure of false and misleading advertisements for patent 

medicines. The first legislation designed to ensure safety of drugs, introduced in 1938, 

was an amendment to this Act, following the deaths of children treated with 

sulfanilamide, an early antimicrobial, which had been formulated as a toxic elixir. In 

1962, human tragedy again resulted in new regulations when women in Europe, given 

thalidomide as a sleeping medicine during the first trimester of pregnancy, subsequently 

gave birth to infants with phocomelia, a rare birth defect. Legislation requiring 

premarketing testing of new drugs for carcinogenicity and teratogenicity was promptly 

enacted. The responsibility for monitoring safety and efficacy of drugs has been placed 

on the Food and Drug Administration with funding and oversight provided by Congress 

(1)-

Most Americans take effective FDA surveillance for granted. Relatively few are 

aware that a major change has occurred with respect to the regulation of what are now 

called dietary supplements, including herbal medicine. This category comprises 

products taken by more than 100 million Americans. 

' ^Chinese characters for danger and opportunity which together translate as "crisis" 
^ Statement to be presented to WHCCAM on May 15, 2001 



The Dietary Supplement Health and Education Act of 1994 (DSHEA) now allows 

botanical products to be marketed without prior testing for safety. Omission of such 

protection is considered by pharmacologists, pharmacists, physicians, consumer health 

advocates, regulators, and some leaders in the botanical industry to be, in the words of 

one eminent pharmacologist, "an accident waiting to happen" (2). 

Five centuries ago, Paracelsus wrote that "all drugs are poisons—it is a question 

only of the dose". This wisdom from the father of modern pharmacology is applicable to 

this discussion of herbal medicine. Some proponents of complementary and alternative 

medicine (CAM) have been quoted as saying that herbs, being "nature's chemicals," are 

intrinsically non-toxic. Nothing could be further from the truth! Some of the world's 

most toxic substances, including strychnine, hemlock, poison mushrooms, and tobacco, 

are derived from plants. The handful of plant products whose therapeutic effectiveness 

is unquestioned (digoxin, morphine, quinine, etc.), exhibit exceedingly narrow 

therapeutic windows. In permitting botanicals to be marked as dietary supplements 

rather than as drugs, Congress regrettably has released manufacturers from the burden 

of providing "proof of safety" prior to exposing a large and potentially vulnerable 

population to serious adverse effects (3). In contrast, before a new drug can be 

marketed or even administered to patients in clinical trials, studies on experimental 

animals, followed by limited Phase I tests in human volunteers, are required. Phase I 

studies explore the potential of a new drug to produce adverse effects, including drug 

interactions. 

Three current situations epitomize the problems inherent in permitting herbal 

products to be classified as dietary supplements and to circumvent the premarket safety 



testing required for drugs. The dangers associated with the herb Aristolochia fenc/will 

be discussed first but the story is not unique. Many other herbs are toxic (4) as 

reflected in numerous reports to Poison Control Centers throughout the U.S. (5). 

Aristolochia—The herb Aristolochia fanchi (also known as birthwort) has been 

used since ancient times and is a component of traditional Chinese medicine. 

Aristolochia is available in capsule form in the U.S. (6). This herb was reported to be 

nephrotoxic as long ago as 1964; shortly thereafter, it was shown to cause cancer in 

experimental animals. In 1992 in Belgium, more than 100 cases of renal failure, 

requiring chronic dialysis and/or kidney transplantation, were reported (7). An 

epidemiological investigation revealed that the victims, most of them young women, had 

been given Aristolochia fangchi in the same weight reduction clinic. More than half of 

these women went on to develop urothelial cancer (8). Despite this report—and the 

banning of this herb in many European countries—Aristolochia remained on sale in the 

United States. In April, 2001, nine years after the first clinical report, the FDA belatedly 

wrote letters to physicians, pharmacists, consumers, and manufacturers, alerting them 

to the serious danger to health associated with use of this herb (8). It is instructive to 

contrast this sequence of events—where the ability of the FDA to take preventive action 

against a toxic and demonstrably carcinogenic dietary supplement is constrained by the 

provisions of DSHEA—with those associated with thalidomide—where the FDA acted 

on European reports before the drug was released in the United States, protecting the 

American public against exposure to a drug associated with irreversible birth 

deformities. 



Ephedra—Many dietary supplements contain ephedra alkaloids, the active 

principle of a popular herb known as ma huang. Ephedra is heavily promoted for use in 

weight reduction programs and for energy enhancement—a so called "thermogenic" 

product or "pep pill". The safety and efficacy of products containing ephedra have not 

been established and reports of their adverse effects—including permanent injury and 

death—have appeared with increasing frequency since passage of DSHEA (10). 

Between 1993 and 2000, the FDA received over 1,100 such reports including notices of 

heart attacks, cardiac arrhythmias, hypertension, acute psychoses, seizures, and in a 

few cases, death (11). More than half of these events occurred in persons less than 40 

years of age. An independent study revealed that FDA records less than 1 % of the total 

number of adverse events resulting from dietary supplements; thus, more than 100,000 

consumers may have suffered similar adverse effects over this period of time. 

Why has regulatory action against ephedra not been taken? Because, under 

DSHEA, there are no provisions for manufacturers to demonstrate proof of safety or 

effectiveness for any substance classified as a dietary supplement before it reaches the 

consumer! In contrast to new drugs, manufacturers and distributors of dietary 

supplements are not legally required to record, investigate, or even forward to the FDA 

reports they may receive of injuries or illness related to the use of their products (3). 

Following release for public consumption, FDA assumes full responsibility for proving 
^ — ~ 

that a supplement is unsafe. Only thenmayJLtake action to restrict the product's use or 

to remove it from the marketplace. As documented in an important recent report from 

the Office of the Inspector General (5), Congress has failed to allocate sufficient 

resources to conduct necessary investigations. Making matters worse, in the case of 



ephedra, FDA^was blocked in 1997 from mandating labels warning of potential toxicity 

and setting dosage limits for reasonable use. 

Phenylpropylamine—The pharmacological effects of phenylpropylamine (PPA) 

on the cardiovascular system are very similar to those of ephedra. It is instructive to 

compare the handling of these two products by the FDA. A controlled study describing 

hemorrhagic stroke in young women taking PPA appeared in the same issue of The 

New England Journal of Medicine as a detailed report from UCSF analyzing the 

adverse effects of ephedra (12). As a direct result of this study, PPA was banned by 

the FDA and OTC products containing the drug were voluntarily removed by 

pharmacies throughout the U.S. In contrast, the sale of ephedra herbs without 

appropriate labeling to warn consumers of their inherent risks continues unchecked. 

I have cited only two examples of serious toxicities resulting from the failure to 

regulate dietary supplements. Toxic effects of many other herbs have been reported (4) 

and calls to Poison Control Centers to report adverse reactions to dietary supplements 

have increased sharply since 1997, reaching 17,000 last year (5). 

Another important safety aspect of the marketing of herbal products relates to the 

lack of standardization (13). Even for commonly used herbal products the amount state 

on the label often differs substantially from the amount contained in the preparation 

(14). In addition, adulteration of herbal remedies with heavy metals and prescription 

drugs (including steroids) is widespread. A random analysis of herbal products sold in 

San Francisco, conducted by the California Department of Health, revealed that 40% of 

herbs tested contained these such toxic contaminants (15). To complicate matters, it is 

difficult and often impossible for an analytical chemist to determine whether a botanical 



remedy contains the specific herb(s) named on the label. Good manufacturing 

processes have been promised by industry but are slow in coming as they are required 

by common sense but not by law. Unannounced inspections and strong penalties for 

violations are required to address this present threat to public health. An effective 

system for reporting adverse effects of dietary supplements as recommended by the 

OIG (5) is crucial and should promptly be put in place. 

Drug Interactions—The failure to regulate herbal medicine is associated with a 

major risk of drug interactions. This problem can—and probably does—occur with 

many herbal preparations, as recently shown for St. John's Wort, a product used widely 

in the U.S. and in Europe for the treatment of depression. The administration of St. 

John's Wort concomitantly with a protease inhibitor used in the treatment of AIDS, was 

shown to result in a dramatic decline in the level of the inhibitor (16). This situation is 

life-threatening to the HIV-infected individual who requires protease inhibitors for 

continued viral suppression. Furthermore, patients with heart and kidney transplants 

receiving immunosuppressants showed signs of organ rejection after co-administration 

of St. John's Wort (17). 

Follow-up investigations confirmed that a common family of P450 enzymes 

involved in metabolism of these and many other pharmaceuticals is induced by St. 

John's Wort. Other drugs metabolized by this pathway (designated CYP3A4) include 

many of those used by the millions of Americans being treated for hypertension, heart 

failure, asthma, certain infections, and other chronic diseases, conferring on this herbal 

remedy—innocuous when taken alone—the ability to inactivate life-saving drugs on 

which many elderly patients depend. Because the potential for drug interactions is 



proportional to the number of chemical constituents present; herbals are much more 

likely than single drugs to be involved in drug interactions, due to the myriad of chemical 

principles they contain. The scope of this problem could be significantly reduced by 

requiring premarketing safety testing. 

As the title of this presentation suggests, there is an "opportunity" to improve the 

safety of dietary supplements. Health professionals and consumers should be informed 

about the dangers of herbal medicines and the need for controlled studies to evaluate 

efficacy as well as safety. These issues recently have been addressed in editorials in 

leading medical journals (18-19) and in a symposium sponsored by the American 

Association of Medical Colleges (20). Journalists and consumer advocates have a 

special responsibility to convey messages regarding drug safety to the public. 

RECOMMENDATIONS 

What should the White House Commission on Alternative and Complementary 

Medicine recommend to the President to reduce the dangers associated with the use of 

herbal medicines? I suggest the following: 

1. As a matter of the highest priority. Congress should amend DSHEA so that 

manufacturers of dietary supplements, including herbs and other botanicals, would be 

required to obtain pre-marketing approval by demonstrating to the FDA that the product 

does not present a significant or unreasonable risk of injury under conditions of uses 

recommended or suggested in the label. Additionally, manufacturers should be 

required to develop warning labels for consumers and to participate in good 
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manufacturing processes. Severe penalties would be imposed on manufacturers who 

avoid or neglect this public health responsibility. 

2. All recommendations contained in the OIG report should be promptly 

implemented. These actions will ensure that the FDA receives necessary information 

regarding adverse reactions to herbs, botanicals, and other dietary supplements, 

facilitating early detection of toxicity and disclosure of this essential information to 

consumers. A modest (0.3%) increase in the FDA budget would be sufficient to effect 

the recommended changes. 

3. NIH should conduct randomized double-blind, placebo-controlled clinical trials 

designed to test the efficacy of selected herbal medicines and, at the same time, 

quantify their adverse effects. This basic information has been recently obtained for St. 

John's Wort (21) and will help to establish the risk/benefit ratio. 

4. Basic research should be conducted on the mechanism(s) of action and toxicity 

of commonly used herbal medicines. This approach may provide leads to new drugs 

and help to anticipate toxic effects. 
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E X E C U T I V E S U M M A R Y 

PURPOSE 

ToassesstheeffectivenessoftheFoodandDrugAdministration's(FDA)adverseevent 
reportingsystemfordietarysupplementsinprotectingtheAmericanconsumer. 

BACKGROUND 

Dietarysupplementsareincreasinglypopular.Currentlyabout60percentofAmericans 
takesomeformofdietarysupplementeverydaywithoutanyappareiitproblems. 
Supplementsincludesubstancessuchasvitamins,minerals,botanicals,andaminoacids. 
Althoughmanyofthesesupplementscanbebeneficial,therearerisksassociatedwith 
soiTie.Forexample,ginkgobilobamayleadtoexcessivebleeding,vitaiTiinAinhigh 
dosagesduringpregnancymayleadtobirthdefects,andSt.John'sWortmayreducethe 
effectivenessofsomeantiviraldrugs. Unlikenewprescriptionandover-the-counter 
drugs,FDAdoesnothavetheauthoritytorequiresupplementstoundergopremarket 
approval forsafetyandefficacy.Instead,itreliesiTiostlyonitsadverseeventreporting 
systemtoidentifysafetyproblems. 

FDA'sAdverseEventReportingSystemforDietarySuppiements 

FDA'sadverseeventreportingsystemfordietarysupplementsincludes(l)detecting 
adverseevents,(2)generatingsignalsofpossiblepublichealthconcems,(3)assessmg 
thosesignals,and(4)takingappropriatesafetyactionsbasedonitsassessment.An 
adverseeventisanincidentofillnessorinjurythat ma)^beassociatedwithaproductor 
ingredient. Withfurtherinvestigation,theassociationmayormaynotbeconfirmed. 
Reportingadverseeventsisentirelyvoluntary,andFDAreceivesreportsfroniavarietyof 
sourcesincludingconsumersandhealthprofessionals. 

Whenasignalofapossiblehealthproblemisgeneratedfromtheadverseeventreporting 
system,FDAassesseswhetheritisanactualpublichealthproblemwarrantingattention. 
FDAcanassessthesesignalsbyreviewingscientificliterature,consultingwithexperts, 
reviewingclinicaldata,conductingitsownlaboratorytests,and/orcommissioningstudies. 
IfFDAconfirmsthatapublichealthproblemexistsitcantakearangeofsafetyactions, 
suchasissuingwamingstoconsumersandhealthprofessionals,issuingimportalerts, 
requestingproductrecalls,orseizingproducts. 

Thislnquiry 

Tnthisreport,weevaiuatehowwellFDA'sadverseeventreportingsystemfordietary 
supplements tunctionsasaconsumerprotectiontool.WeanalyzeddatafromFDA's 
database;reviewedFDAlaws,regulations,policies,andprocedures;reviewedseveral 
adverseeventreports;reviewedrelevantliterature;andinterviewedFDAofficials,industry 
representatives,andscientificexperts.Wedidnotevaluatetheinternal 
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operatingproceduresofthesystem. 

FINDINGS 

FDA'sadverseeventreportingsystemdetectsrelativelyfewadverseevents. 

Adverseeventreportingsystemstypicallydetectonlyasmallproportionoftheeventsthat 
actuallyoccur.ThisappearstobeespeciallytrueofFDA'ssystemfordietary 
supplements.ArecentFDA-commissionedstudyestimatedthatPDAreceiveslessthan! 
percentofalladverseeventsassociatedwithdietarysupplements.Amongthefactorsthat 
maycontributetounder-reportingarethatmanyconsumerspresumesupplementstobe 
safe,usetheseproductswithoutthesupervisionofahealthcareprofessional,andmaybe 
unawarethatFDAregiilatesthem.FDA'slimitedoiitreachconcemingthissyslem 
contributestothisunawareness. 

Ithasdlfflcuitygeneratlngslgnaisofposslbiepubilcheaithconcerns. 

FDAlacksmuchoftheinformationthatisnecessarytoeffectivelyanalyzeadverseevent 
reportsandtogeneratepossiblesignalsofconcem.Belowwedocumentthelackof 
informationbypresentingFDAdatabetween 1994-1999. 

Limitedmedicaiinformation. FDAdidnotreceivethemedicalrecordsfor58percent 
(464of80I)ofthereportsforwhichitrequestedthem.Only20percent(527of2,547) 
ofadverseeventsreportsreceivedbyFDAcamefromhealtiiprofessionals. 

Litnitedproductinformation. FDAwasunabletodeterminetheingredientsfor32 
percent(l,153ot3,574)oftheproductsmentionedinadverseeventreports.FDAdoes 
nothavetheproductlabelsfor77percent(2,752of3,574)oftheproductsmentionedin 
reports.FDAdoesnothaveproductsamplesfor69percent(130ofl 88)oftheproducts 
forwhichitrequestedthem.Productsamplesareespeciallyhelpflilbecausedietary 
supplementingredientsarenotstandardized. 

Limitedmanufacturerinformation. FDAreportsthatithasreceivedfewerthaniO 
adverseeventreporlsdirectlyfrommanufacturers.FDAwasunabletodeterminethe 
manufacturerofdietarysupplementproductsfor32percent( i , 153on,574)ofthe 
productsinvolvedinreports.FDAwasunabletodeterminethecityandStatefor71 
percent(644of904)ofthemanufacturers. 

Limitcdinformationonthedietarysupplcmentconsumer. FDAwasunableto 
follow-upwith27percent(2i4of?0i)ofthereportsittaggedforfollow-upprimarily 
becausethereportslackedsufficientinformationtoidentifytheallegedinjuredparty. 

Limitcdabilitytoanalyzetrends. FDAhasdifficiiltyanalyzingtrendsofadverseevent 
reportsbecauseitslacksanadequatecomputerdatabaseforroutineanalysisandreceives 
relativelyfewreports. 
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FDAIacksvitalinformationtoadequatelyassessslgnalsofpossiblepublic 
healthconcernsgeneratedbytheadverseeventreportingsystem. 

Inordertoassesssuchsignals,FDAmustdrawuponkeyinformationextemaltothe 
system.ButFDAfacesobstaclesinobtainingsuchinformation.Forarecentcasestudy 
thatdocumentstheseobstaclesseeappendixA. 

Limitedclinicalinformation. Thereissomeclinicalinformationavailableondietary 
supplementsandmoreisbecomingavailableeveryday.But,thecurrentregulatory 
frameworkfordietarysupplementspeimitsmanufacturerstomarketasupplementwithout 
premarketsafetystudies.Forthisandotherreasons,FDAhasrelativelylittleclinical 
informationonparticularproducts. Thelawrequiresmanufacturersofcertainnewdietary 
ingredientstonotifyFDA75dayspriortomarketandinclude"relevant"safety 
information.However,veryfewdietaryingredientsaresubjecttothisrequirement,and 
FDAhasissuednoguidanceonthetypeofsafetyinformationthatshouldbesubmitted. 

Limitcdinformationonconsumeruse. FDAlacksamechanismtotrackthenumberof 
consumersusingaparticularsupplement.SuchinformationcanbehelpfUltodetermine 
theincidenceofcertainadverseeventsintheuserpopulationandthus,theextentofthe 
publichealthproblemthatitposes. 

Asaresult,FDArarelytakessafetyactionsrelatedtotheadverseeventreportlng 
system. 

SafetyactionscanbeofsigniFicantbenetlttoconsumersafety.Forexample,basedon 
FDA'sinvestigationofadverseeventreports,itfoundproductscontainingplantainwere 
contaminatedwithZ)/gzto/fi7a/7ato,aplantthatcancauseheartattacksincertain 
individuals.FDAissuedaconsumerwamingagainstcertainproductscontainingplantain 
andaskedsupplementmanufacturerstovoluntarilyrecalltheirproductscontaminatedwith 
Digitalis lanata. 

But,betweenJanuaryl994andJune2000,wewereabletodocumentonly32safety 
actionsthatFDAtookbasedontheadverseeventreportingsystem—aperiodwhenmore 
thanlOOmillionpeopleweretakingsupplements.Withlimitedinformationtodrawupon 
togenerateandassesssignals,FDArarelyreachesthepointofknowingwhethertakinga 
safetyactioniswarranted. 

Publicdisclosureofadverseeventreportscanalsobeconsideredatypeofsafetyaction. 
FDAusesitswebsiteasitsmainvehiclefordisclosure.However,itswebsitehas 
signiricantlimitations;forexample,itprovidesnoevaluationofthereports,contains 
misleadinginfonnation,andisrarelyupdated. 

RECOMMENDATIONS 

OurevaluationofFDA'sdietarysupplementadverseeventreportingsystemleadsusto 
concludethatwithoutfurtherdevelopmentoftheoverallregulatoryframeworkfor 
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dietarysupplements.thepotentialofthesystemtoserveasaconsumersafeguardis 
inherentlylimited. Theprogramsimplycarmotserveasanadequatesafetyvalveuntil 
othermeasuresaretakenthatwillallowFDAtogenerateandconfirmsignalsofpossible 
publichealthconcems. 

BelowweofferourrecommendationsasablueprintforactionsthatFDAcantakeovera 
reasonableperiodoftime.Ithasalreadycalledforsomeoftheminitsstrategicplanfor 
dietarysupplements.Werecognizethatsomeofourrecommendationswillcallfor 
legislativeorregulatorychanges.Wealsorecognizethatresourcesarelimitedandthat 
someofourrecommendationsmayrequireadditionalresources. 

RECOMMENDATION1:Facilitategreaterdetectionofadverseevents. 

RequiredietarysupplementmanufacturerstoreportseriousadverseeventstoFDA 
forsomeproducts. FDAshouldexaminewhattypesofproductsoringredientsshould 
fallunderthisrequirement.FDAalreadyrequirespharmaceuticalmanufacturerstoreport 
adverseeventsforallprescriptionandsomeover-the-counterdrugs. 

ContractwithPoisonControICenterstoobtaintheiradverseeventreportson 
dietarysupplemcnts. ThesecentersholdinformationthalmaybeusefultoFDA. 
ReportsfromPoisonControlCentersmayprovideadditionaldatatohelpgeneratesignals 
ofpossiblepublichealthconcem. 

Informhcalthprofessionalsandconsumcrsabouttheadverscevcntreporting 
systemfordietarysuppIements.ThemainwayFDAcanaccomplishthisisby 
expandingitsoutreachtohealthprofessionalsandincludinginfonnationaboutthesafety 
actionsithastaken.Otherpossibilitiesincluderequiringmanufacturerstoprovideatoll-
freenumberontheirproductlabelsorplacingFDA'stoll-freenumberonlabels. 

RECOMMENDATION2:Obtainmoreinformationonadverseeventreportsin 
ordertogeneratestrongersignaisofpublichealthconcerns. 

Educatehealthprofessionalsabouttheimportanceoflncludingmedicalinformation 
inadverseeventreports. Withoutmedicalinformationabouttheallegedinjuredparties, 
FDAlackscrucialinformationfordeterminingthelikelihoodthatanadverseeventwas 
relatedtotheuseofadietarysupplement.WhenFDAconductsoutreachitshould 
encouragehealthprocessionalstoobtainpermissionfromtheirpatientstoreleasetheir 
medicalrecordswhenappropriate. 

RequiredietarysupplementmanufacturcrstoregistertheirproductswithFDA.A 
completeproductregistrywouldallowFDAtoinstantlyaccessalistofallofthe 
ingredientsinaparticularproductanddeterminetheproductmanufacturer'snameassoon 
asitreceivesanadverseeventreport. 

RcquircdictarysupplementmanufacturerstoregisterwithFDA. Aregisti^yof 
manufacturerswouldenableFDAtoquicklyandeasilycontactamanufacturerwhose 
productwasassociatedwitlianadverseeventtoobtainadditionalinformation. 
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NotifyinanufacturerswhenFDAreceivesaseriousadverseeventreport. Alerting 
manufacturersofadverseeventsinwhichtheirproductshavebeenmentionedwouldgive 
FDAtheopportunitytoobtainmoreproductinformationfromthemanufacturer.lt 
wouldalsoallowmanufacturerstoreevaluatethesafetyprofileoftheproduct,including 
manufacturingprocedures,inatimelymanner. 

Emphasizetohealthprofessionalsandconsumcrstheimportanceofprovidingaway 
toidentifytheallegedinjuredparty. WithoutthisinformationFDAmaybeunableto 
gatheradditionalinformationexcludedfromthereport. 

Developanewcomputerdatabasetotrackandanalyzeadverseeventreports. To 
helpidentifysignals,FDAneedsadatabasethatallowsforqueryingbyingredientsaswell 
asproductsandtypesofadverseevents. 

RECOMMENDATION3:Obtainvltallnformationtoadequatelyassesssignals 
generatedbytheadverseeventreportingsystem. 

Issueguidanceonthetypeofsafetyinformationthatmanufacturersshouldinclude 
intheTS-daypremarketnotificationrequirementforsomenewdietarysupplement 
ingredients. FDAshouldtakefuUadvantageofitsexistingauthoritytoobtainasmuch 
safetyinformationaspossiblepriortomarketing. 

Explorethepossibilityofamonographsystcmfordietarysupplementsthatwould 
containsafetyinformationonparticularingredients. Monographsarepointpaperson 
particularingredientsthatcontainsafetyandefficacyinformation.Suchasystemwould 
allowFDAtohaveinasystematicfashionsafetyinformationthatitcouldrelyuponto 
helpmakedecisions. 

CollaboratewiththeNationallnstitutesofHealthinsettingaresearchagenda 
addressingsafetyissues. AnotherwaythatFDAcangainclinicalinformationisby 
collaboratingwiththeNationallnstitutesofHealththatfundsandconductsresearch 
relatedtodietarysupplements. 

AssistindustryandthcUnitedStatePharmacopeiainstandardizingdietary 
supplenientingredients,particuIarIybotanicals. Standardizedingredientswouldallow 
FDAtohavetheconfidencethatintakingactionagainstunsafeproductsorihgredientsit 
isaddressingalltheproductsposingahealthrisk. 

Expeditcthedevelopmentandimplementationofgoodmanufacturingpracticesfor 
dietarysupplementmanufacturers. Standardizedingredientsmustbecomplementedby 
FDAenforcingthosestandardsthroughgoodmanufacturingpractices.Theseareessential 
forFDAtobeassuredoftheprecisecontentsofeachbatchofsupplementsthatis 
manufactured. 

AdvcrsL'KvcntRcportinKSystcniforDictarySupplcments V OEI-01-00-00180 



RECOMMENDATION4:Disclosemoreusefulinformationtothepublicabout 
dietarysupplementadverseevents. 

FDAshouldprovidemoreusefuldataonitswebsitesothatconsumerscan,tosome 
extent,evaluatethelikelihoodthattheadverseeventwasrelatedtothesupplement. 
FDAcouldupdatetheinformationonitswebsitemoreregularly.FDAcouldalso 
accomplishthisisbyprovidingsummarydataonthenumbersandtypesofreports 
receivedbyproducttypesoringredients.Overtime,asresourcesbecomeavailableit 
couldconsiderindicatingthelikelihoodtheeventwascausedbyaproduct. 

COMMENTS 

WereceivedcommentsonourdraftreportsfromtheFoodandDrugAdministration.We 
alsosolicitedandreceivedcommentsfromthreetradeassociations(ConsumerHealthcare 
Products Association, AmericanHerbalProductsAssociation,andtheCouncilfor 
ResponsibleNutrition)andtwopublicinterestorganizations(PublicCitizen'sFlealth 
ResearchGroupandtheCenterforScienceinthePubliclnterest.)SeeappendixCforthe 
commentsintheirentirety. 

Onthebasisofthesecommentswemadeseveralchangesthatarereflectedinthisfinal 
report.Someinvolvedminortechnicalchanges,andothersinvolvedbriefelaborationsto 
clarifyandaddcontext.Intwoinstanceswemodifiedourrecommendationstotarget 
themmoreeffectivelyandtominimizeregulatoryburden.Welimitedthescopeof 
mandatoryreportingofadverseeventreportstoeventsthatarebothseriousinnatureand 
fallunderacertainsubsetofproductstobedeterminedbyFDA.Similarly,insteadof 
callingforFDAtonotifymanufacturersofalladverseeventreportsitreceives,wecalled 
forittonotifythemanufacturersofseriousreportsonly. 

FoodandDrugAdministratlon 

FDAreportedthatourfindingswereafairassessmentofthechallengesitfaces.ltalso 
agreedwiththemajorityofourrecommendations.Aspartofitscomments,itcategorized 
ourrecommendationsintothreeareas:(l)tasksthatitcancurrentlyaccomplish,(2)tasks 
thatrequireadditionalresources,and(3)tasksthatrequirebothlegislativechangesand 
additionalresources.FDAdocumentedtheprogressithasmadeineachofthese 
categories. FDAindicatedthatthemajordifficultyitfacestoimprovingthesystemisa 
lackofadequateresources. 

FDAismakingprogresstowardimprovingthesystemalongthelineswecallforinour 
report. ManyofourrecommendationsarealreadyincludedamongFDA'stoppriorities 
fortheyearaswellasinitslO-yearstrategicplan.WealsoencourageFDAtoseekthe 
authority itneedstorequiremanufacturerandproductregistrationandmandatory 
manufacturerreportingofadverseevents. 
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TradeAssoclations 

Thethreetradeassociationsprovidedsomesupportforourrecommendations,butforthe 
mostpart,theywerehighlycriticalofbothourfindingsandrecommendations.Whilewe 
disagreewiththethrustoftheircomments,theyhelpsharpentheissuesthatneedtobe 
addressedaspartofanyreform. 

Oneoftheirmajorcritiqueswasthatwechosenottoevaluatetheintemaloperating 
proceduresofFDA'sadverseeventreportingsystem,therebyleavinguswithlittlebasis 
forourbroaderrecommendations.Weagreethattherecouldbevaluetoaprocedural 
review.FDAshouldbedoingeverythingitcantomakesurethecurrentsystemoperates 
aseffectivelyasitpossiblycan.However,weofferstrongevidencethatthecurrent 
systemisfundamentallyflawedandcannotprovideanadequateconsumersafeguard 
unlessFDAisgivenmoretoolstodothejob. 

Anothersignificantcritiquewasthatwefailedtoviewdietarysupplementsinthecontext 
ofafood-relatedsystem.Thisfailure,theyclaim,ledustocallformoreextensive 
oversight,similartothatforprescriptiondrugs.Ourinquiryfocusedonhowthecurrent 
systemwasfunctioningandmadeusacutelyawareofjusthowlittleinformationFDAhas 
availabletodetenninewhetheradverseeventsaboutdietarysupplements(however 
characterized)presentdangersignsthatshouldbeaddressed.Withoutanimproved 
capacitytoobtainsuchinformation,FDA'sadverseeventreportingsystemwillcontinue 
tofallshortofitspotential. 

Stillanothercritiquewasthatourreportreflectsanegativeviewofdietarysupplements 
andfailstorecognizetheirroleasself-careproductsthatsomanyconsumersvalue.We 
regretanyimplicationofsuchanegativeview.Ifthekindofrecommendationswecallfor 
areenacted,wesuggestthatconsumerswouldhavemoreextensiveandusefulinformation 
availabletothemontheseself-careproductsandcouldhavemoreconfidencethatan 
adverseeventreportingsystemwasprovidingthemwithavaluablemeasureofprotection. 

PubilclnterestOrganizations 

Thetwopublicinterestorganizationsstronglysupportedourreport.Theirmaincritique 
wasthatwedidnotgofarenough.Onecalledforlegislativechangesthat,overtime, 
wouldsignificantlyenhanceFDAauthorities.TheothercalledforFDAtosupporta 
systematicstudyofdietarysupplementsafetyandefficacy.Whileourevidencedidnot 
allowustogoasfarastheseorganizationswouldlike,itdidleadustoemphasizethata 
comprehensivesetofchangesmustbecarriedoutiftheadverseeventreportingsystemis 
toprovideanadequateconsumersafety valve. 
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Max Heirich is associate director of the University of Michigan Health Policy 
Forum and also serves on the Advisory Board for the University of Michigan 
Medical SchooFs Complementary and Alternative Medicine Research Center. 
For the past twenty-five years he has been teaching courses on Asian medical 
systems, designing demonstration/evaluation research which incorporates CAM 
approaches into worksite wellness programs, and also doing research on health 
care policy. A professor emeritus and research scientist emeritus at the 
University, he currently serves as an adjunct lecturer in the University of 
Michigan's School of Medicine and directs the Worker Health Program at the 
University of Michigan's Institute of Labor and Industrial Relations. He has 
been a consultant on prevention to committees of the U.S. Senate and the 
Michigan State Senate, to Merck Pharmaceutical Company, the United Auto 
Workers, Ford and General Motors. Heirich has had research grants from the 
National Institutes of Health's Heart, Lung, and Blood Institute, the National 
Institute on Drug Abuse, and the Public Health system's Center for Substance 
Abuse Prevention, a part of SAMHSA. Heirich coauthored an NIH-sponsored 
manual, a research-based, step-by-step guide for doing worksite cardiovascular 
wellness programs, and later chaired a working group of nineteen national 
organizations that drew up recommended guidelines for worksite health 
promotion. He is the author of several books, including RETHINKING 
HEALTH CARE: INNOVATION AND CHANGE IN AMERICA, Westview 
Press, 1998, and numerous articles. His most recent work has focused on the 
development of strategies for getting more effective health care to those who 
now have only limited access to health care services. 

411 



White House Commission on Complementary and Altemative Medicine - Policy Meeting 
May 14*-16'\ 2001 
Linda L. Bedell-Logan 
Page 3 

for patients allMering from chronic disgSs^nd negoJkttm§,with manag^d\;are compartks to 
reimbursey(nese\cost ŝ virvg programs. The\JSRn51ic HealtlvServjjges estirtmtesihm 70%^cHh^ 
heaKh_9are budge^ /̂spent oii_2^%'̂ of the population, that segment of the population which 
suffers from chronic diseases. 

Testimony 

The recommendations that follow are intended for healthcare as it exists today, for the urgent 
needs of patients without choice, providers without the right to make clinical decisions, and 
payers without answers. 

The origin of CPT was created by the desire to obtain utilization data for conventional medicine 
techniques and procedures. The role of CPT in the eyes of the AMA was to categorize 
conventional medical services in effort to objectify services rendered in the physicians office. 
The license to use these codes is then purchased by the insurer and the CPT books are sold to 
physicians offices. This mass distribution of CPT resulted in the creation of a standard language 
used to submit information to insurance carriers. There are three main factors that have 
attributed to the demise of the clinical usage of CPT, the administrative paper war associated 
with CPT and the crash of managed care systems because of the misuse of CPT. 

First, the clinical usage of CPT in the physicians office was severely misused and abused in the 
70's and 80's. The crack down by Medicare's fraud investigation unit discovered huge abuses in 
the way services were reported and began to create guidelines around how long a physician 
could spend with a patient with a given disease and how that service needed to be coded in order 
to be paid. Once the commercial insurers caught on to this same kind of abuse, meetings began 
to take place with the large insurance companies in the country and Health Maintenance 
Organizations (HMO), and the advent of Managed Care resulted. 

The second factor of the demise of the administrative side of health care was when the simple 
use of the CPT, used to track utilization and cost data, became the tool for measuring best 
practices in managed care. Actuarial firms all over the country purchased large quantities of 
CPT data from many sources, and from those data decided what were the best practices in 
medicine. Then, these firms sold the analyses of their data to managed care and insurance 
companies who started to create software that would "kick out" claims if the ICD 9 (diagnosis 
code) did not match the best practices analyses generated from the CPT data previously 
collected. 

Picture this if every physician decided to treat terminal cancer patients by significantly 
changing their diet - given the way we make best practices decisions today - chemotherapy 
might cease to be considered best practice. Just because the data indicate a treatment is most 
widely used, it does not prove the efficacy of that treatment. CPT data should be used only as it 
was intended to be used - for utilization review and not the determination of best clinical 
practices. In making these data best practices guidelines, we have increased the cost of health 
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care significantly by giving many patients the wrong treatments for them because it was the only 
thing the insurer would cover. Using CPT to provide best practices guidelines assumes we are 
all the same. That is an assumption that will continue to increase health care costs in this country 
until we stop and realize that the way we capture data must change. 

Finally, we must record some objectified measurement of patient outcomes and/or progress at the 
encounter level to assist the payers with controlling overutilization. A potential example of how 
we might do is as follows: 

• The provider submits a protocol with a estimated number of treatments and specific 
objective treatment goals 

• For each subsequent claim, the patient indicates on a scale of 1-10 his/her perceived 
rating of the current status of the presenting problem and progress towards treatment 
goals 

• The provider enters this patient rating on one of the "open" fields on the current HCFA 
1500 form 

• That we begin the coding of innovative treatments by starting with HCFA at the HCPCS 
level and then adopt codes into CPT as their meaning and utilization are studied. This 
gives the insurers time to update their systems and provide for education in the use of 
these new codes and speeds up the amount of time it will takes to get these new codes 
accepted by CPT/AMA. 

• I believe we should not try to replace CPT but instead to enhance its use and provide a 
bridge for consumers to access therapies that cannot be coded legally today. 

If no progress is being made or no improvement is shown (patient reported) then the patient 
would be switched to a new treatment plan. This approach allows all of us to choose the kinds 
of treatinent we want to receive, patients and providers to collaborate on treatment 
options, providers to responsibly innovate in the treatments they offer patients, and payers 
to control cost - all better than we are now. Waste is minimized, and administrative costs are 
slashed because providers no longer must generate huge volumes of paperwork to convince 
payers to consider coverage for innovative treatments. Health services research at the patient 
encounter level provides a valuable realworid corroboration of the results of randomized 
controlled trials. It measures the appropriateness and the outcome of treatment plans to which 
both the patient and the provider have agreed, with which both can willingly comply, and which 
improve the odds of a positive outcome. 

Best practices are only best for those patients who respond best to them. The rigidity with which 
we are now managing care puts physicians into ethical quandaries, and puts patients into the 
predicament where they are receiving the wrong treatment plan for them because that is what is 
covered by insurance. 
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Questions for the Research Methodology Panel: 

When addressing the need to find methods and approaches to establish the safety and 
effectiveness of CAM practices and products, in addition to data collection and clinical trial 
methodology, consider how we can study the complex questions inherent in CAM that require 
study such as multiple interventions; complex systems and complex compounds; mind-body 
interactions; individualization; qualitative research; the placebo effect; provider/patient 
interaction; multiple populations including culture/race, gender, age; and so forth? 

How do current methodologies need to be modified to address questions conceming energy 
medicine? 

How can good data on CAM procedures and products be developed?; accessed? Wliat would a 
workable progression be from early anecdotal reports to the development of good data? 

What can CAM practices and products contribute to investigations where there is overlap with 
conventional areas of research, e.g., wellness/health promotion and disease prevention/preventive 
medicine, nutrition, exercise, chronic conditions, pain management, self care, care for the 
terminally ill? 

How can research collaborations between conventional and CAM institufions be facilitated? 

How can communication between conventional investigators designing CAM protocols and 
CAM practitioners be improved? 

When studying CAM products and procedures, how often are cost-benefit analyses included? 

At what point is the knowledge base sufficient to move results to clinical practice? 

What policy recommendations can you offer regarding research on CAM practices and 
procedures for the Commission's consideration as it develops its report to the President and 
Congress? 



John Chabot, M.D. 
Columbia University 



Withdrawal/Redaction Marker 
Clinton Library 

DOCUMKNT NO. 
AND!VPE 

SlJBJKCr/riTLK DATK RKSTRICTION 

001. resume John Chabot (partial) (1 page) 02/05/2001 b(6) 

COLLECTION: 
Federal Records 
White House Commission on Complementary and Altemative Medicine Policy [WHCCAMP] 

OA/Box Number: 4.3232 

FOLDER TITLE: 
WHCCAM Commissioner Briefing Book (2), May 14 - 16, 2001 [3] 

201 -0568-S 

kc816 

Presidential Records Act - |44 U.S.C. 2204(a)| 
RESTRICTION CODES 

Freedom of Information Act - |5 U.S.C. 552(b)| 

PI National Security Classified Information |(a)(l)of the PRA| 
P2 Relating to the appointment to Federal office 1(a)(2) of the PRA| 
P3 Release would violate a Federal statute |(a)(.1) of the PRA| 
P4 Release would disclose trade secrets or confidential commercial or 

financial information 1(a)(4) of the PRA| 
P5 Release would disclose confidential advice between the President 

and his advisors, or between such advisors |a)(S) of the PRAj 
P6 Release would constitute a clearly unwarranted invasion of 

personal privacy 1(a)(6) of the PRA| 

C. Closed in accordance with restrictions contained in donor's deed 
of gift. 

PRM. Personal record misflle deflned in accordance with 44 U.S.C. 
2201(3). 

RR. Document will be reviewed upon request. 

b(l) National security classified information 1(b)(1) of the FOIA| 
b(2) Release would disclose internal personnel rules and practices of 

an agency 1(b)(2) of the FOI A| 
b(3) Release would violate a Federal statute 1(b)(3) of the KOIA| 
b(4) Release would disclose trade secrets or confidential or financial 

informalion 1(b)(4) of the FOIA| 
b(6) Release would constitute a clearly unwarranted invasion of 

personal privacy 1(b)(6) of the FOIA| 
b(7) Release would disclose information compiled for law enforcement 

purposes 1(b)(7) of the FOIA] 
b(8) Release would disclose information concerning the regulation of 

financial institutions 1(b)(8) of the FOIA| 
b(9) Release would disclose geological or geophysical information 

concerning wells 1(b)(9) of the F"OIA| 



MAY-10-2001 15:47 
SURGICAL SPEC. 

r 

212 305 5992 P.02 

Curriculum Vitac 

DHtf wfRrcparm: febmory 5,2001 

Nainft: 
DitthdAte: 
Diithpiacv: 
Citizonship: 

Addiest: 

Academic Tratniag 
College: 

Mrulicol School; 

John A. Ciiwhot. M.D. 

TrainiM: 

MilitarY Service: 

Bqafd Lerttficntkm: 

(b)(6) 

UnlteJ States 

I (b)(6) I 
Rye, New York 10580 

Ttifi-s Uoivcrsity 
Medford. MossacbuseUii 
n.̂  in Enfineehng SciviuY. 
1775 - 1979 

Doctoi of Mediciuft 
Dartmouth Me4Jic?il .School 
Ilanover, New Hampshire 

Vm 1983 

Student Fdlow in PottaolOAy 
Mary HitL-limck Mcmonal Hospitxi 
Hanover, New Hampshire 
1980-1982 

New Ydik #166730 I 
DEA#TiC2270Wl 

Inientship, Residency, aiul Fftlowship in Trantplantniion: 
Cntmabia-Prcsbyterlan McdicaJ Center, New York 
1983 - IWO 

None 

Ameiicaa BUMUI nf Surgery 
June. 1991 

''' ' i '̂ • • 

^31 



flPY-10-2001 :48 SUPGICPL 5PEC. 212 305 5992 p. e: 

\merlcan Medical Associauon 
FeTlow in tb. American CoUeg. of Surgeons 
New York Surgical Society 
New York Transplantation Suci.'t̂  
Z l l Association of EnUuciin. Surgeon. 

1990 -1991 

1991- 19')ft 

1998 - Present 

Insti.ictor in Clinical Surgm 
CuDegc of Physicians an<i Surgeons 
C.oliuribia University 

Assistant rtofessor of Stu gery-
College ot Physicians & Surgeons 
Columbia University, New Yori; 

Associate Professor of Clinical Surgery 
College of PhysiciHiis & Surgeons 
Columbia Unlv?i>ii.y. New York 

IloSDital AppMntmeab: 

lyyO 1991 
Assistant in Surgery 
Presbyterian Hospital 
New York. New York 

1991-199R 

1998-Prc.sent 

Asslsvant Attcndinc 
Pr^sl'y'crian Hospital 
Nrw York, New York 

As.sociaic Attending 
Tlic Ne-w York-Presbyiri lan lloapitai 
New York, New York 
1998 - Present 

PHOTOCOPY 
PRESERVATION CLINTON LIBRARY PHOTOCOPY 



!1flY-l0-200l ;48 SUPGICPL SPEC. 212 305 599: P. iJ3 

Pnifessiona Innnl T̂ rn""''>"'""8 and Soctettss: 

American Medical Assocution 
Fellow m ilif̂  Amencan College of Surgeons 
New York Surgical Society 
New York Transplantation SocK-.ry 
Z Z . Association of EnUocnne Surgeons 

1990-1991 

1991-199ft 

1998 - Present 
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John A Chabot, MD 
Associate Professor of Clinical Stirgcry 
Columbia University 

I became involved with a specific alternative medicine protocol 
when the director of our comprehensive cancer center, KarenA"^^^' 
MD was asked to consider designing and ninnmg a cUmcal tnal oi lU, 
efficacy Dr. Andnan asked me to consider running the chnical tnal 
because of my focus and expertise in pancreatic cancer. My mibal 
reaction was highly skeptical, however I agreed to consider the tnal̂  The 
therapy consists of high dose oral pancreatic enzyme supplements, a stnct 
nuhsSonal regimen with a focus on fresh fruits and vegetables as well as 
several cleansing and cathartic procedures 

1 reviewed the treatment provided to eleven patients in a pilot 
study completed several years earlier by Nicholas Gonzalez^ID. This 
group of patients lived for a significantly longer period of time than I 
would expect Patients with advanced pancreatic cancer are expected to 
live approximately six months (median survival 5.7 mo). The median 
survival in this group was 17 months. 1 validated the underlying disease 
and reviewed records to confirm that these were advanced cases. 
Although, 1 could not explain or understand the widerlymg mechanism ot 
this protocol, I chose to become involved because of the dramatic results 
obtained in the pilot study. 

After obtaining approval of our Cancer Committee and the 
Institutional Review Board we opened an NCI funded randomized chnical 
trial comparing the Gonzalez regimen with Gemcitabine (standard 
chemotherapy for advanced pancnsatic cancer). Despite widesprwid 
publicity and a multitude of interested patients, we enrolled very few 
patients in the first year. The vast majority of patients who contacned us 
for infomiation were either ineligible due to very narrow eligibility criteria 
or declined to participate when leaming of the randomized nature of the 
trial. Those people who expressed interest in the regimen in most cases 
would not consider chemotherapy as a reasonable treatment for their 
disease. They wanted the Gonzalez regimen or nothing. It became clear 
to us lhat we would never enroll the 70 to 90 patients we required to draw 
a valid conclusion regarding the efficacy of this treatment We therefore 
redesigned the trial to allow patients to choose which therapy they would 
receive. We will still compare the Gonzalez regimen to chemotherapy 
based treatment, We will carefully control the two critical variables that 
predict survival in advanced pancreatic cancer patients, extent of disease 
and ability to eat Without a randomized design, however, we increase the 
risk that bias will enter the shidy and skew our results. We expect that 
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rigorous adherence to protocol criteria and careful analysis of result, will 
allow us to draw conclusions. 

Thus far, 1 have made three observations: 
1. Among those people we have screened for this protocol, the bias 

toward altemative therapy is very strong. „„ h-<.ith;pr 
2, Patients who express interest m this protocol are 8^;;""^ 

than the overall population of patients with advanced pancreatic 
cancer The patients who meet the eligibility critena are clearly 
healthier than Uae general population of advanced pancreauc cancer ^ 

3 m Effect, of psychosocial support and the availability of hope are not 
insignificant l!i the absence of blinded, ^^'^f '^ '^^tJI^^^Zt . 
the^ effects from physiological or pharmacological effects represents 
a major challenge to clinical trial design. 

(f' 
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Biographical Sketch of Marcia .\ngell, M. D., F.A.C.P, 

Marcia Angell, M. D., is Senior Lecturer in the Department of Social 
Medicine at Harvard Medical School. She stepped down as bditor-in-Ch.ief 
of the New England Journal of Medicine on June 30, 2000. A graduate of 
Bo.ston University School of Medicine, she named in both internal medicine 
and anatomic pathology and is a board-certified pathologi,st. She joined the 
edi torial staff of the New England Journal of Medicine in 1979, became 
Hxccutivc Editor in 1988, and Editor-in-Chief in 1999. 

Dr. Angell writes frequently in professional journals and the popular media 
on a wide range of topics, particularly medical ethics, health pohcy, the 
namre of medical evidence, the interface of medicine and the law, and care 
at the end of life. Her critically acclaimed book, Sdence on Trial: The 
Claxh of Medica! Evidence and the Law in the Breast Implant Ca.se, was 
published in June, 1996, by W. W. Norton & Company. In addition, Dr, 
Angell is co-author, with Dr. Stanley Robbins and, later. Dr. Vinay Kumar, 
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chapters in several books dealing with ethical issues. 

Dr. .A.ngell is a member of the Association of American Physicians, the 
Institute of Medicine of the National Academy of the Sciences, the Alpha 
Omega Alpha National Honor Medical Society, and is a Fellow of the 
American (College of Physicians. In 1997, Time magazine named Marcia 
Angell one of the 25 most influential .Americans. 
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RESHARC'H MH niODOLOGY IN CAM 

by Marcia Angell, M. D. 

CAM is an umbrella term for a large number of di.sparatc practices based on 
different theories. These include, for e.xample, homeopathy, therapeutic 
touch, naturopathy, chiropractic, acupuncture, herbal medicine, imagery, 
crystal healing, and chelation therapy. They have very little m common' 
except for the fact lhat they are practiced largely in the absence of good 
sciemific evidence to support their use. 

Because CAM consists of such disparate practices, it makes no sense to 
imagine that we need to develop a .single new research methodology for 
studying them all or that this differs from the methodology for studying 
standard medicine. A clmical trial of acupuncture, for example, presents 
different methodological problems from a trial of ginseng. The former 
would require careful attention to the selection of a companson group or 
groups, whereas the latter would require attention to the purification and 
standardi/aiion oflhc produci being tested In fact, the problem.s m studying 
various CAM practices differ at least as mucli trom one another as they do 
from the equally diverse problems m designing studies of standard practices. 
The problems in designing trials of new cocktails to treat leukemia are not 
all that different from the problems in studying herbal remedies. And the 
problems in studying fetal cell transplantation for Parkinson's disease are 
similar to those of studying acupuncture. 

{3ut none of the methodological problems arc in.soluble. For years, scientists 
have managed to devise valid ways to study potential new remedies, and 
there is nothing qualitatively different about CAM. We need to get on with 
the job, because millions of people are taking remedies for winch there is 
Httlc or no evidence, These remedies need to be put to the test. Tradition 
and testimonials are no substimte for scientific evidence. I'his has been 
demonstrated repeatedly in medical history. The spectacular advances in 
clinical medicine during the 20''̂  century correlated with the acceptance of 
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the need lo demonstrate effectiveness scientifically and objectively. What 
seems self-evidently true often proves false, and wc have no choice but to 
rely on the scientific method to settle the matter. 

Despite some ditTerences in the details of research methodology, the 
overarching approach is the same for studying any potential new treatment -

Sidiether considered as CAM or standard medicine. Th^ scientific method 
includes fomuilatmg a hypothesis that can be tested, designing a study to test 
it, collecting data, and drawing those conclusions and only those 
conclusions that are supported by the data. It proved to be the only way to 
gam infomiation about the natural world - • tmd our bodies arc a part of that 
world. The scientific method was not a regional or culmral choice; it was 
forced on people all over the world, because il worked. 

In summary, there are not two kinds of medicine - CAM and standard 
medicine. There is only medicine that has been adequately tested, and 
medicine that hasn't. In general, CAM falls into the second category. 
Standard medicine falls into both. Wliether biologically implausible (or 
even impossible) remedies should be tested is arguable. 1 have come to 

M^elieve that widely used remedies should be tested for safety and 
effectiveness, even when they are biologically implausible. If they are 
shown to be effective and reasonably safe, they should be incorporated into 
clinical practice, regardless of whether they originated as CAM, But there 
are no short-cuts, and there should be no free passes. 


