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January 26, 2001 

Ms. Ann Somerset 
Administrative Director 
American Pharmaceutical Association 
2215 Constitution Avenue, N.W. 
Wastiington, D.C. 20037-2985 

Dear Ms. Somerset: 

I am writing this letter on behalf of the White House Commission on 
Complementary and Alternative Medicine Policy, established by the 
President in March of 2000. In carrying out its mandate, the Commission is 
addressing: (1) coordinated research on complementary and alternative 
medicine (CAM) practices and products; (2) appropriate education and 
training of CAM and conventional health care practitioners; (3) dissemination 
of reliable information on CAM to health care providers and the general 
public; and (4) delivery and public access to CAM services. Additional 
information on the Commission is available at its Web site at 
<http://vwwv.whccamp.hhs.qov>. 

The Commission will meet on February 22-23 to discuss complementary and 
alternative medicine in terms of education and training of health care 
practitioners, quality of care, and accountability. To accomplish its goal, the 
Commission needs your organization's input before it begins its 
deliberations. Therefore, we would very much appreciate receiving your 
advice and comments on these issues by February 13, 2001, preferably by 
e-mail or otherwise by fax, so that the Commissioners have enough time to 
review them before the February 22-23 meeting. 

The questions that follow were developed to guide the Commission's 
deliberations. 

1. Do you provide any training in complementary and alternative medicine 
(CAM) in your undergraduate, graduate, or continuing education curricula? If 
no, please explain why not. If yes, please answer the following: 

- What CAM modalities or therapies are offered in your curricula? 
- Approximately how much time is devoted to CAM? 
- Is there any discussion of CAM as a different approach to healing? 
- What are the barriers/incentives to inclusion of CAM in your curricula? 

2) What policy recommendations can you make to facilitate the inclusion or 
expansion of CAM in your curricula? 

3) Should questions regarding CAM be included in national board exams? 



4) What should members of your profession know about CAM or about 
making referrals to CAM practitioners? How should that level of knowledge 
be determined? 

5) Is malpractice a concern in terms of offering or not offering referrals for 
patients for CAM practices and products? 

6) Are there any risks associated with CAM that may be of concern to your 
practitioners? If so, can you suggest any ways that they can be minimized? 

7) Do you have any other thoughts or suggestions that may assist the 
Commission in formulating their recommendations? 

Thank you for your invaluable assistance. Please send your written 
comments to Ms. Corinne Axelrod (e-mail: axelrodc@mail.nih.gov, fax: 301-
480-1691, phone:301-435- 7592), and contact her with any questions you 
may have. 

The February meeting will be held in the Hubert H. Humphrey Building, 200 
Independence Avenue, in Washington, DC. You are welcome to attend. 

Sincerely, 

Stephen C. Groft, Pharm. D. 
Executive Director 
White House Commission on 
Complementary and Alternative 
Medicine Policy 
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January 29, 2001 

Mr. James C. Appleby 

Professional Education and Industry Relations 
American Pharmaceutical Association 
2215 Constitution Avenue, NW 
Washington, D.C. 20037-2985 

Dear Mr. Appleby: 

I am writing this letter on behalf of the White House Commission on 
Complementary and Alternative Medicine Policy, established by the 
President in March of 2000. In carrying out its mandate, the Commission is 
addressing: (1) coordinated research on complementary and alternative 
medicine (CAM) practices and products; (2) appropriate education and 
training of CAM and conventional health care practitioners; (3) dissemination 
of reliable information on CAM to health care providers and the general 
public; and (4) delivery and public access to CAM services. Additional 
information on the Commission is available at its Web site at 
<http://wvwv.whccamp.hhs.gov>. 

The Commission will meet on February 22-23 to discuss complementary and 
alternative medicine in terms of education and training of health care 
practitioners, quality of care, and accountability. To accomplish its goal, the 
Commission needs your organization's input before it begins its 
deliberations. Therefore, we would very much appreciate receiving your 
advice and comments on these issues by February 13, 2001, preferably by 
e-mail or otherwise by fax, so that the Commissioners have enough time to 
review them before the February 22-23 meeting. 

The questions that follow were developed to guide the Commission's 
deliberations. 

1. Do you provide any training in complementary and alternative medicine 
(CAM) in your undergraduate, graduate, or continuing education curricula? If 
no, please explain why not. If yes, please answer the following: 

- What CAM modalities or therapies are offered in your curricula? 
- Approximately how much time is devoted to CAM? 
- Is there any discussion of CAM as a different approach to healing? 
- What are the barriers/incentives to inclusion of CAM in your 
- curricula? 

2) What policy recommendations can you make to facilitate the inclusion or 
expansion of CAM in your curricula? 

3) Should questions regarding CAM be included in national board exams? 
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4) What should members of your profession know about CAM or about 
making referrals to CAM practitioners? How should that level of knowledge 
be determined? 

5) Is malpractice a concern in terms of offering or not offering referrals for 
patients for CAM practices and products? 

6) Are there any risks associated with CAM that may be of concern to your 
practitioners? If so, can you suggest any ways that they can be minimized? 

7) Do you have any other thoughts or suggestions that may assist the 
Commission in formulating their recommendations? 

Thank you for your invaluable assistance. Please send your written 
comments to Ms. Corinne Axelrod (e-mail: axelrodc@mail.nih.gov, fax: 301-
480-1691, phone:301-435- 7592), and contact her with any questions you 
may have. 

The February meeting will be held in the Hubert H. Humphrey Building, 200 
Independence Avenue, in Washington, DC. You are welcome to attend. 

Sincerely, 

Stephen C. Groft, Pharm. D. 
Executive Director 
White House Commission on 
Complementary and Alternative 
Medicine Policy 



FW: White House Commission Page 1 of 1 

Chang, Michele (NCCAM) 
Subject: FW: White House Commission 

Thank you for your recent inquiry regarding the American Pharmaceutical Association's activities in the area of 
Complementary and Alternative Medicine. A copy of relevant APhA policy statements is provided in the 
attached. APhA will provide you with additional information via e-mail by February 13. 

In addition, APhA would be pleased to provide you a copy of a recent educational publication on this topic 
developed by APhA and the American Dietetic Association. If you would like a copy, please provide me with 
your mailing address. 

Thank you. 

James Appleby 

2/14/2001 



APhA 

The National Professional 

Official 
Policy of the 
American 
Pharmaceutical 
Association 

American 
Pharmaceutical 

Association 

2215 Constitution Ave., NW 
Washington, DC 20037-2985 

Subjec t : Regulat ion of Dietary Supplements 
Adopted: 2000 

1. APhA shall work with Congress to modify the Dietary 
Supplement Health and Education Act or enact other legislation to 
require that dietary supplement manufacturers provide evidence of 
efficacy and safety for all products, including products currently in the 
marketplace. 

2. APhA supports the establishment and implementation of clear 
and effective enforcement policies to remove promptly unsafe or 
ineffective dietary supplement products from the marketplace. 

3. APhA shall work with the FDA to improve dietary supplement 
product labeling to ensure full disclosure of all product components 
and their source with associated strengths and recommendations for 
use in specific patient populations. 

4. APhA supports the development and enforcement of dietary 
supplement good manufacturing practices (GMPs) and compliance 
with USP/NF standards to assure quality, safe, contaminant-free 
products. 

5. APhA encourages health care professionals, manufacturers, and 
consumers to report adverse health events associated with dietary 
supplements. APhA encourages the FDA to create a database with this 
infonnation and make it available to all interested parties. 

Subjec t : Complementary and Alternat ive Medicine 
Adopted: 1997 

1. APhA shall support informed decision-making based upon the 
professional judgment of pharmacists regarding the appropriateness 
of use or the sale of complementary and alternative medicines. 

2. APhA shall assist pharmacists and pharmacy students in 
becoming knowledgeable about complementary and alternative 
medications to facilitate the counseling of patients regarding 
effectiveness, proper use, indications, safety and possible 
interactions. 

Subjec t : V i tamins , Minerals, and Other Nutritional 

Supplement U s a g e 
Adopted: 1988 

1. APhA advocates programs which address the public health 
implications of the misuse and/or abuse of vitamins, minerals, 
and other nutritional supplements. 

2. APhA encourages pharmacists to provide health education 
regarding unsubstantiated and/or misleading health claims as they 
apply to vitamins, minerals, and other nutritional supplements. 
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Section A: 

PURPOSE AND MISSION OF COLLABORATION BETWEEN ADA AND APhA 
Recent trends toward "natural therapies" have incre;Lsed the con-
sumption of dietary stipplemeiiLs lunong Ainericaiis. Total sales of 
ilielary siip|)lemenLs in 1998 were estinialed lo be $13.9 billion in 
the United States' and industry projections expect continued sales 
growth of 10% to 14% over the next 3 yeaR.̂  Congressional legisla­
tion inipleineiiting the Dielaiy Supplements Health Education Act 
(nSIIRA) has resulted in a significant increase in the number of 
supplement pralucLs in the marketplace. Neady l6,()00 dietary sup­
plements will be available in the year 2000.' Yet the regulation of 
dietaiy su|)plemenLs, including the development of good mantilac-
tiiring practias (GMP.s') aiid efficacy st,-ind;mis, lags tehiiid that of 
tradition;d medications. 

iJata from the/ln««w/ fij/wt? Pallems in America market research 
siin-ey show that nearly two liiirtls of Americiuis now take dietar)' siip-
|)lements cither daily or a few times jier wcck.-̂  Among tho.se polkxl in 
the American Dietetic Associalion's Nidrition and You: Treticls 
2000 suî ey nearly half reported taking a daily vitamin or mineral 
supplement, allliough ihey still had considerable reservations about 
using hert)al supplemenis. Only 12% of resimnderiLs indicated that 
they t(.K)k heriial supplements daily, while 80%,said that they never, or 
rarely, ii.sed lierl)al supplements.'* Findings from the IhirdNcdional 
Health and Nidrition Examinalioii .Survey, 1988-1994, 
(NIIANES 111), suggest that ii.seof nonvitamin, nonniineral supple­
ments increases wiUi age, is consistent with more healtWul lifestyle, 
;in(l is more common ;imong people of "other" races/ethnicity (nol 
I li.spanic, black nor white). Hie survey also reportcxl a link betwwn 
supplement u.se and higher alcohol consumption and obesity. In 
contrast lo findings from other studies, NtfANES 111 showed no cor­
relation between supplement u.se and geographic region, 
uri)ajiization, education, or income levels.̂  

Purpose 
The American Dietetic As.sociation (ADA) and the American 
I'haniiaceutical Association (APliA), concerned a!)out the growing 
use of dietary supplements by consumers who lack proper guid;uice 
and infomiation about their safety and effectiveness, have joined 
forâ i lo helj) educate he;dtlic;ire |)rofessionals ;uid consum(;i>i on use 
of dietary supplements. This partnership begins a dialogue that 
addre,s.ses the critic:d issues related to dietary supplements. ADA and 
APhA .seek lo equip dietitians and phannacists with the tools they 
need to provide guid,-uice to coii.sumers. Dietitians and phann.acisls 
have the experti.se to evaluate .scic-nlific evidence about dietary sup­
plements, as well as the skills to integrate appropriate therapiL̂  into 
liatientŝ  he;illhcare|)laiis. 

Mission 
Tliis guide is intended to as,sist healthcare professionals in: 
• Fvaluating the science behind supplements 
• Detennining how certain dietar}- supplements may hi into 

current wellness ;uid treatment strategies 

• Understanding [)otential adverse effects, dmg-nutrient interac-
hons, and indicalions for commoidy u.scd dietar}- .supplement 

• Communicating effectively with patients and clients regarding 
dietar}' supplements and answering questions ;il)out their use 

• Undcî tmidingtheelliical, legal, ;ind regulator}'ch;dlenges related 
to dietary .supplements 

• Accessing es.sential resources for reliable inh)rmation regarding 
botanicals ;uid nutrient |)roducti 

• Educating other healthcare professionals, including i)hysiciaiis 
and nurses 

A contiiiumg challenge for healthcare professionals is the lack of 
infonnation about dietar)' supplements including their efhcacy, 
s:ifety, standard dosage, side effects, interactions with medications 
;iiid loods, and how they effect medical conditions. ADA profession-
ids advi.se that the best nutritional strategy for iiromoting optimal 
health and reducing risk of chronic di.sease is to obtain adequate 
nulrieiits from a wide variety of AXKIS. I lowever, the organization also 
acknowledges that.somedietary supplements may provide benefits to 
health and can appropriate in manycircunistances.'' 

AiLSwcR to llie (|uestioi is created by tl le widespreatl use of dietary suj)-
plemerits are not sinii)le. By working together, phannacists and 
dietetic professionals can help consiiniers navigate the often confus­
ing maze of sLipplements and provide them with the infomiation 
needed to make infomied choices about ways to protex:! or improve 
their health. 

Sources 
1. Industry Oveiview 1999—good times roll in the nutntion indus-

tiy. Nutr Business J. 1999; 4 (6). 1 -5. 

2. Nutrition indoslry builds momentum. Nutt Business J. 1997:2:1-5. 

3. Thiiteenth anniinl aaling pattems in America survey. Port 
Washincjlnn, NY: NPD Group, Inc: 1998. 

4. American Dietetic Association. Nutntion and You Trends 2000 
Chicago, IL: 2000. 

5. Rariiiner Kl„ Siibar AF, Thompson FE. Nonvitamin, nonmineial 
dietary supplements: issues and findings hom NHANES 111. JAm 
Diet Assoc. 2000:'1:'147-'15'1. 

6. Ameiican Dietetic Association. Position of the American Dietetic 
Assnaotion: Vitawin nnd Minerol Supplementation Chicaqo IL" 
1995. ' • 
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Section B: 

REGOLATORY, LEGAL, AND ETHICAL ISSUES 
An underst:in(lingof tiie regulatory, legal, ;md ethical issues regal­

ing the use of dietary su[)plements is cmcial for dietetic pmfessionals, 

phannacists, and other healthcare |)rofessionals. Thousands of 

diet;ir}'stii)plements are avaikible in the marketj)lace and consumers 

arc increasingly relying upon healthcarê  professionals to help sort 

fact from fiction and to provide guidance. Tliis section provides a 

brief summ:ir)' of the current regulations concerning dietary sup-

Itlements, including the review prr)cess and ediical issues that should 

be considered before recoiniiieiiding—or not recommending—a 

dietaiy supplement to clients or iiahents.' -

Current Regulations and Review 
Process 
A brief summary of the Dietary Suppleineiits Health Education Act 

of 1994 (DSHh!A) liel|)S chirify the rahonale Ixjhind tlie regulations in 

place today* Prior to DSHEA legislation, the Food and Drug 

Administration (FI)A) regulated dietary supplements as foods to 

ensure' tliat they were s;ife and wholesome :IJI(1 that their labeling w;is 

tnithhil and nol misleading. Widi the enactment of DSIIFA, dietary 

sujiplements gained their own set of legal rules, separate and dis­

tinct from those governing foixl or drugs. 

Under DSHEA, die FDA does not have the juri.sdiction to aulliori7£ 

or re'quirc testing of sup|)lenients prior lo marketing. FDA's re'spon-

sibililies are limited to over̂ îngs;ifety of su|iplements, establishing 

good manufacturing practices (GMPs), and ensuring that product 

information is Iruthl'ul, including claims in a product's labeling, 

package inserts, and accompanying literature. The FDA can take 

action il' it detennines that a product is unsafe or mishilieled. 

dietar}' sup|)lemcnts, including claims in print mid bmadcast ;ufver-

tising, iiifomercials, catalogs, and similar direct marketing 

materials.'' AdvertiseineiiLs for ;uiy products, including dietary sup­

plements, muslbelnithful, nonmisleading. and substantiated. Itotii 

FDA and PfC require strong scienUhc support and carchil presenta­

tion of claims on the package and in ;ulvertising. When evaluating 

potentially un(|ualihe<l health claims, FDA and ITC tend lo arrive at 

the same conclusion.'' 

Definition of Dietary 
Supplements 
\]y definition, tlietar}' supplements are products (other than tobacco) 

intended [o.sit/pkmenl the diet and meet at least one of tlie follow­

ing criteria ;̂ 

• Gontain a vitamin, niiiicr;il, herb or other botanical, or amino 

acid; or contain a dietary substance to supplement the diet by 

increasing the total dietary intake; or contain a concentrate, 

met.'ibolite, coiistihient, extract, or combination of any of tlie pre­

viously descrilwd ingredients 

• Intended for digestion in a tablet, c;i|)sule, powder, softgel, gelcap, 

or liquid fonn 

• l,;il)elcHl as a dietary supplement 

• Cannot be represented for use as a conventional focxi or as a sole 
item ofa meal or diet 

Safety and Efficacy 
According to DSIIflA, manufacturers; of dietary supplement are 

responsible for ensuring dial label infonnation is tmdiful and not 

misleading, and that all ingredients in the sup|)leiiient arc safe. FDA 

is not required and does not evaluate the .scientific data conceming 

the s;ifety, jinqmiled tenehts, or jiossible interactions of a dietary sup­

plement product Ixifore it gfxis to market. IDA will ev;iiuale a product 

only post-market and only when there is .support or documentation 

that a jiroducl may IK unsafe. It is FDAs R'spoiisibility to demonstrate 

that a sii|)pleiiienl is uns;ife or misbdxiled before tlie product c;ui be 

restricteil or b;uined. 

Mainif;cturers and di.stributors do not need to regi.ster with FDA or 

get FDA ;ipproval prior to producing or selling dietary supplements. 

However, if a new ingredient is introduced that was not marketed 

before October 1994, manuf.'icUirers must provide FDA witli evidence 

at least 75 days prior lo entering the marketplace tliat the ingredient 

is "reasonably ex[X3cted to be s;il'e" at the dosage level recommended 

on the package' Evidence is not required if the ingredient is on die 

Generally Recognized as Safe (GI\AS) list. 

A Healthcare Prolessionafs Guide lo Evaluating Dietary Supplements 



Guidelines for Literature Where 
Supplements Are Sold 
DSHE/i peniiits die inaniifaclure'r (or luiyone else) to siip|)ly an ;irti-

cle, book, chapter, or abstract from a scientific joiirii;il to the 

corLsnmer in suppoil of a prcxlucl. The infonnation must not be false 

or misleading and caniiol promole a particular manufacturer's 

bnmd of dietary supplement It must be printed in ilientire'ty witli-

out ;iny added infonnation, present a bahuiced view of die avaihilile 

.scientific infonnation, be disjilaywl widi other similar materials, Ix; 

physically separated from diet;ir}' supplement prrxlucts, ;uid not have 

:ipi)en(ledtoitaiiyotherproinolioiial infonnation. Marketing on tlie 

liileniet is afso subject lo regulation by FTG.''' It is (|uestionable 

whether all retailers follow llitse guidelines and FI'C does not have 

the resources to hilly monitor iuid enforee diem. 

Use of Claims and lUutrition 
Support Statements 
Health claims lor foods ;uid dietar}' su[)|ilements are re'gulated under 

the Nutntion Labeling and Education Act of 1990 (NI.F.A), which 

re(|uircs preniarket apjiroval or authorization of all health claims 

by the RJA. Under ;uiiendmeiits to the law, which were a resultof die 

FDA Modeniiz;itioii Act of 1997 (IDAMA), distnbulors .and manu­

facturers of foixl and dietaiy supplements c;uI afso use health claims 

dial are based on current, published, authoritative .statement from 

selecl federal .scieiitihc bodies, including the National Academy of 

Sciences (NAS).'' These provisions are intended to expedite the 

jirocess by which the scientihc basis for sucli claims is established. 

Under criteria established by IDA, die .aiitlioritative statemeiil dial 

selves as tlie basis for die lieakli claim mu.st: 

• Come from ;i federal scientific body widi olhci;il res|KiiKsibilily for 

public health iiroleclion or research directly relating to human 

nutrition, such ;is the National liistitiites of Health (NIH), die 

Centers for Disease Control ;uid Pre'vention (CDC), or NAS or ;uiy of 

its subdivisions 

• Ite published by the scieiihhc body :uid ciim;ntly Ix; in effect 

• Stale a relationship between a iiiilrieiit and a disea.se or healtli-
relatttl condition 

• Not Ix; a statement made individually by ;ui employee of a feder;d 
scientific body but rather reflect a con.sensns widiin die scientihc 
body 

• Be based on the scientihc body's deliberative iwiew i.if the scien­
tific evidence 

For a complete li.stiiig of FDA-/\|)proved Health Claims, see /\ppen(lix 
A. 

Structure/Function Claims 
In jiuiuary 2000, IDA published a hnal rule enacting new bilieling 

regulations for stniclure/funclion claims for dietar}'supplements.̂  

A stnicture/hinction claim is a statement regarding the effect of a 

nutrient or botanical on a.specihc hinction in the liuiniui body ;uid 

explains the conditions under which supplements can bear such 

statements. For example, a claim limited to die maintenance of 

heaidiy stnicture or function, such as "helps maintain cardiovascu­

lar health," or "builds strong bones" is not considered a disease 

claim since no referenice is made to a disease or medical diagnosis. 

If a product makes a .stmcturc/fuiictioii claim, it must tear the dis­

claimer, "'I'liis st:itement h;is not been evaluated by the Food and 

DmgAdmiiiislration. This product is nol intended to diagnose, trê at, 

cure, or prevent ;uiy disease." 

Additionally, a ni:uiuf;iclurer must submit a 30-day notification of 

intent to market a product with a slnicturc/hinction claim to the 

FDA While the ni:uiuf;ichircr must te ;ible to subst;uitiate its chiinis, 

il does not have lo sharc the subst:uUiatioii with FDA or iiiake it pub­

licly available.'' Previously, some stnictiiRVhiiiction claims that did 

not rei|iiire use of die di.sclaimer or notification to FDA were pennis-

sible. In ordertocomply widi the fin;d nile miy dietary supplement 

currently bearing a structure/function statement without a dis­

claimer must be relabeled within 12 months to include the 

disclaimer, ;uid nohhcatioii of die claim must LH,' bled with die FDA. 

These guidelines are' not applic;il)le lo pii'gn;uit or htctating women, 

wliich will Ix' atklressed by IDA in the near hituii;. 

Disease Claims 
Scp;irate regulations apply if a disease claim is made. In diis case, 

tlie product will be regulated as a drug unless it has :ui authorized 

healdi claim for which die |)roduct qu;difies. A sUitenieiit is consid­

ered a (li.se;ise claim (intended to "diagnose, mitigate, treat, cure or 

|)revent dist̂ ase") if it, either explicidy or implicidy, claims that tlie 

prexluct': 

• Has :m effect on a specific dise;ise or class of diseases 

• I las an effect on ch:iracteristic signs or symptoms of di.sease 

• Has an effect on ;ui ;d)noniial condition associated widi a natural 

state or process, if that condition is uncommon or can caii.se sig-

nibcmit orpemianenl hami 

• Has :m elTcd on di.sease dirougli one or more of die following: 

Implies ;iii effect on disease in die niune of die product 

=> Makes a statement about the formulation of the product, 

including a claim that die jmxlucl contains an ingredient 

that has ten regulated by EDA as a dmg ;uid is well known 

to consumers for its use or claimed use in |)reventii ig or treat­

ing a dtsea.se 
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=> Cites a puhlicadoii or reference that refers to a disease if die 
context of die labeling as a whole implies treatment or pre­
vention of a disease 

=> Uses the term disecm; or ̂ /ismvcc/except in general slate-
nieiits aboi.it di.sease |)reventioii diat do not refer to a s|x;cihc 
disease or ckiss of dise;Ls<.'s 
Uses pictures, vignettes, .symbols, or other means to refer to 
di.sease such as a heart symbol 

• Is a subslitule for a jiroduct that is a therapy for a disease 
• Treats, prevents, or mitigates adven* events associated widi therapy 

for di,se;ise or odicrwise suggests an elf(x;t on di.sease 

Ingredient and 
Nutrition 
Labeling 
Regardless of whether claims are 
made on a produci, ;ill su|ipleinent 
labels are re(|uired lo carry ihe 
name of each ingredient, total 
(|uaiility of all dietaiy ingredients 
(excluding inert ingredients), and 
the wortfs dietary si/pplemenl as 
part of the product name 
(although the tenii dietary' am te 
replaced by adescriphve phrase like 
vilamin and mmttral .'iitp/de-
meid, if desired). In botanical 
products, the part of die plant from 
which die ingredienl is derived 
iiiusl be idenlihed. Suiiplements 
may c;iny a statement on the bitel 
that says the product contains a 
"standardized extract." If the 
quality, purity, strength, ;uid iden­
tity are misrepresented or if any 
statements on the label are found 
lo be false or misleading, a |)rod-
uct is considered misbdxilal. 

Final rules wciil into effect in 
March 1999 requiring dial all sup­
pleineiits carr}' a "supplemenl 
hicts" panel lhal includes the fol­
lowing infonnation ''*: 
• Slatemenl of identity 
• Nel(|u;uilityof ingre'dients, listed 

1))'common name in descending 

order by weight; active ingredients must te listed; other ingredi­
ents, like hllers, excipients, artihcial color; or flavoB, svvcx;teneni, or 
binders must also be provided, if ;i |inxluct contains a proprietary 
blend, the tolaf amount of the blend must he slated, aldioiigli the 
indivi(lii;d amounts of each ingreilient do nol have to te l;dx;led 

I Appropnate,ser\'ingsize 
I Directions for use 
I Qiiaiility and percent daily values (DV) for l4 nutrients and any 
other a(kled vit;uiiiiis or minerals when present at significant lev­
els; for products with no established Reference Daily Intakes 
(RDI), the amount |)erser\'iiig must Ix; .stated (eg, 15 mgoniega-
3 fatty ;icids) 

Anatomy of the New Requirements for 
Dietary Supplement Labels 

(Effective March 1999) 

Statement of 
Identity 

Net quantity of 
contents 

Structure-

GINSENG 
A [METAmr SUPPLEMENT 

EO CAPSULE ;̂ 

function claim 

Du-ections 

Supplement 
Facts panel 

Other 
inigredients 
ih descehding 
oftSeftA 
predominance 
and by common 
name or 
proprietary 
blend. 

"When you need to pertom your best, take gin^enn • 
This lUtamtnt tua not be«n tvatuated by the Food and 
Drug Administratk>n. Thm product is not intended to 
diagnose, treat, cure, or prevent any disease. 

DIRECTIONS FOR USE: Take one capsule daily. 

Supplement Facts 

A 8 C Ccmcunv 
A f i i ' v t . t r * . kOOOOOt 

Name and place of business of manufacturer, 
packer or distributor. This is the address to 
write for more product information. 

Adapted from FDA Find! Rule 
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• N;uiie ;uid place of busiiiBS of die in;uiufacturer, packager, or diŝ  
tributor 

• The temi hi}>hpoloncy am only be u.sed on producls conlajiiing 

1(X)% or more of die est;il)lishal RIH for that vil;iiiiin or mineral 

• If a structure/function claim is made, the disclaimer slatemenl 

("This statement has not been evaluated by the Food and Drug 

Administration. This product is not intended to diagiio.se, treat, 

cure, or prevent luiy disease.") must be included 

Good Manufacturing Practice 
(GMP) Regulations 
DS1IFJ\ explicitly gnmled FDA die andiority to estiililisli GMPs specif­

ically lor dietary siipplemeiiLs. GMPs govern the preparation, 

packing, ;uid holding of dietary siipplenienLs under conditions that 

ensure tlieir product integrity. FDA |)ul)li.slied propo.scd dietary sup-

lileiiient GMPs developed by the siip|)lenient industry in 1997.'̂  

I lowever, at tliis time, there is not a hn;d mle on GMPs spccihcally lor 

diet:iry supplemenis. FDA ex[)t;cLs to issue a lonn;d proposc>d mle for 

hirtlier comment in 2()00 lollowetl by a Hnal rule. When hnal sup­

plement GMPs are adopted, they will oirer greater assurance dial all 

supplemenl manufacturers are using quality control procedures 

;uid |)roviding reliable products. 

Gunt-nlly, su|iplement m;uiuf:icturers must follow fixxl GMft dial do 

not address the uni(|ue ;LS|)ects of .supplement manuhicluring. 

Therefore, .some supplement manufacturers are .setting dieir own 

.standards to ensure quality supplement products. Other maniifac-

liircrs voluntarily follow GMPs devi.sed by trade gmups (such ;LS iJie 

National Nutrihon;d Foods Associalioii). 

Anolher method to ensure quality is participation in an inde|)en-

dent auditing system. The United States Pliamiacoi)eia (DSP) is a 

nongoveniment, noniiroht organization lhal .sets standards assur­

ing integrity and unifonii ijuality of drugs ;uid healthcare 

technologies.'" IJSP publishes die UmlcdSlalas Rharmamlxm -

NaliotudEortnubry maiiu;d {IJSI'24-NF 19, tlie most recent ali-

tioii), which ilesigiiates the standanis for daigs, excipients, dietary 

supplemenLs, vitiuiiins, ;uid minerals. The .standards .set by USP on 

lircKluct strength, (|ualily, ;uid purity are legally enforceable by I'DA. 

A supplement may contain the USP or National Formulary (NF') 

.symbol on its packaging, whicli indicates dial die product II;LS met 

USP st;ui(lards for disintegrahon, di.ssolutioii, purity, strcnglh, pack­

aging, labeling, and weight v;irialion. Also, any supplement with 

USP or NF designation is n;qiiire"d lo display a lot iiuinlier ;ui(l expi­

ration date. Slandards are voluntary, allowing supplemenl 

manufacturers di(; o|)tion of choosing whether to adoj)! and imple­

ment them. USP has develoi>cd standanis for vitamins ;in(l minerals 

and is currently developing public .standards for die 21 top-selling 

herbs, as well as bohuiical extracts ;uid dosage fomis. 

There arc also a number of iiitlei)endenl, diird-party companies dial 

are toting dietaiy siip|)lements. Many of these comp;mies have Web 

sites listetl in Section I of diis guide. 

Presidential Commission on 
Dietary Supplement Labels 
Due to concern that consumers are .sometimes misled by current 

dietaiy supplement advertising :ijid di.siribution practices, as part of 

DSFIFA, a .seven-member Presidential Commission on Dietary 

Supplemenl Labels (CDSI.) was appointed in 1995. Their mandate 

was to evaluate ;uid make recommendations ;iboiit how to provide 

coiisumeî ; with infomiation on .supplemenLs dial is iRidihil, scien­

tifically valid, ;uid nonmisleading. In late 1997, Ihe CDSL issued its 

fin;il report''- in which it: 

• Called for iiiiproveineiits in surveill;uicefi.supi)lemeiit safety mid 

in reporting of adverec re';ictions to supplemenLs 

• M;ide recommendations on llie scope and .siibslantiation of nutri­

tion .support claims 

• Agreed tli.al health claims for diet;iry,su|)plemeiits .should undergo 
the s;inie audiorizaUon procedures ;is claims for f(xxk 

• Urged healthcare professionals to increase their knowledge of 

dietary supplemenLs lo aid consumers in making decisions 

• Recommended lhat die F'DA investigate die feasibility of :ipproviiig 

botanical reinedies for over-the-counter use when sufficient evi­

dence is av;iihible 

• Suggested itiat the supplement iiidushy apiioiiit an expen advisory 

committee to jirovide guidance on the s;d'ety ;md efficacy of sup-

lilenieiiLs 

• Recommended that Congress hilly fund ihe Ofhce of Dietary 

SupplemenLs (ODS) its intended under DSHFA 

FDA iiiiblished a response to die CDSL report in I998. Since then, 

ITJA has begun reevaluating MedWatch (its reporting program for" 

.•ulverse eveiiLs) lo include diel;iry supplements by appointing a work 

group and increasing funds lo imjirove the current system. 

Additionally since piiblicalion of die CDSL re^port, binding for ODS 

has been increastxi. 

Office of Dietary Supplements (ODS) 
ODS begiui o|)crations in November 1995. iLs iiii.s,sion is lo.strengdieii 

knowlalge and iindeRtanding of dietary supplements by cv;ilnahng 

.scientihc information, .sliimdaling and supporting research, dis-

.seminating research results, and educating the public to foster :m 

eiih.uiccxl (|u.ality of life .and healdi for the US iiopiilalion." 
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ODS is responsible for co(.)nliiiating research on dietary supplements 
at NIH; organizing .symposia; serving as principal advisor to Nlll, 
CDC, FDA. and others regarding dietary supplemenLs; and compil­
ing research on supplemenLs into its two dalab;ises. The 
International Bibliographic liifoniiation on Dietary Supplements 
(IBIDS) is a database of published, international, scientihc litera­
ture about dietary supplements, including viiamins, minerals, and 
botanicals. IBIDS currently contains more than 328,1)00 .scientihc 
abstracLs and citations. CARDS (computer access to research on 
dietary supplemenLs) is a database that lisLs existing and ongoing 
dietary supplement research currently supported by federal agen­
cies. Both Web sites are available through the ODS Web site 
(littp:/AKfp.od.iiili.gov/ods/). 

By die end of hscal year 1998, ODS cooalinaled 13 studies through 
the Research Knhancemenl Awards Program and in 1999 awarded 
inajor grmits of $ 1.5 million per ye;ir for 5 years to die University of 
California, Los Angeles, and the University of Illinois, Chicago, to 
establish llie hrsl Dietary SupplemenLs Research Centers with an 
emphasis on botanicals. Aiklilionidly, ODS is in llie process of devel­
oping infomiation fact shcx;Ls on supplemenLs for the public. 

FDA's 10 Year Plan 
In J;uiuar)' 2000, FDA presented an oudiiie of an overall dieLiry sup­
plement slralegy in a lO-year phui to achieve effective regulalion of 
dietary suppleiiieiits.' '' The goal of die program is to have a science-
based regulatory program that fully iiii|)lemenLs DSIIFA, thereby 
providing cniisuiiiers with a high level of confidence in the s;d'ely, 
com|iosilion, and lalieliiig of dietary sii|)pleinentpmducLs. Thepbui 
encomp;isscs such issues as s;ifely, l;ilx;ling, l)oiind;mes (dietary' sup­
plement versus drug and dietary supplement versus convenlional 
food), enforcement acdvitics, eiiluuiced research ;ui(l science capa­
bilities, and outreach effnrls to assure effeclive coiiimunicalion. A 
delailed outline of die i:>iekir)i Supplemenl Slratet̂ ': Ton Year Plan 
is avail;il)le al hltp://www.vm.cfs;ui.fda.gov/~dms/ds-stral.hUiil. 

Legal Considerations for Dietetic 
Professionals and Pharmacists 
As dietary supplements become more mainslream among con­
sumers, dietetic professionals and pliannacisLs may sometimes hnd 
conllicting state laws that beg questions regarding their re^speclive 
scopes of practice. There are often iiiconsislencics bchveeii medical 
licensing laws— which dehiie the iiractice of medicine in teniis of 
diagnosis, preveiilion, cure, and treatment of huniaii injur}' or dis-
ea.se—and sco|)e nf practice laws for ancilkiry healthcare 
professionals.'̂  It is imperative to rese;irch the dietetic or pharm.a-
ceutical licensure law in each stale as well ,LS each stale's inedical 

licensure laws for ;my potential iiicongmities. Facli state's depart­
ment of professional regulation can lie of assishuice. 

Dietetic pn)fĉ siollals ;uid phannacists must have a strong knowledge 
of dietary su|iplemeiits in oaler to provide appropriate recoinnieiida-
hoiis to consumeis. Il is important that recommendations of dieUiry 
.supplemenLs are woaled c;iR'fully, in order to avoid die ;ippe;ir;uice of 
diagnosing ;UK1 treating disease. A disckiinier which explains tlie scope 
of the practice of dietetics professionals and phannacists, may t)e 
appropriate. Patients slioiild be reminded to consult a physician for 
all malical condihoiis, infonn pliysici:uis of :uiy dietary supplements 
dial tliey ;ire tiiking, ;uid lo continue lo see a physician for follow-up. 
Dtspile diese precautions, however, the ri.sks of preisecutioii, litigation, 
;uid di,sci|)line are ver}' remote, but real. 

Considerations for the Future 
Revisions to the current regulatory environment are needed to pro­
vide assurance to the healdicare professional, ;is well as the 
consumer, dial the dic'lary supplement prmlucLs they recommend or 
purchase are efficacious and siffe. Both the American Dietelic 
Association (ADA) and the American Pharmaceutical Association 
(APliA) have provided dieir iii|)ul to FDA on ways to improve regu-
hition of dietary supplements. ComnieiiLs can he found on their 
ii'siKctive Well sites, littjiyAvwwealrigl iLorg ;uid littpyAvww.aplianeLorg 
APliA also addresses dicir recommendations in the 1999-2000 APliA 
Poliq'CoiiiiiiitleeRe|)ortoii the Regulation of Diet;̂ ŷ Supplements.''' 

Ethical Issues 
There are many ethical issues to consider when recommending 
dietary su[)pleiiienLs to clieiits ;uid patieiiLs.'̂  ADA ;ui(l APliAeach has 
a Code of Flliics lhal jirovides a framework of ihe roles and resjioii-
sibiliUes of dietelic |irofessionals ;uid phannacisLs."̂ '̂'̂  lliese codes 
are based on moral obligations and virtues and are established to 
guide dietitians ;uid phannacists in relationships with patients, other 
healthcare |)n)fes,sioiKils, and the |niblic. 

Position p;ipers |iubl ished by ALW ;uid APliA provide guid;uice regard­
ing ethical issues reT'iled to dietary supplemenLs. ADA, for exiuiiple, 
has a position on Vilamin andiMineraLSttpplcmtmlalion̂ ^ and 
its iiositioii on dietary sui.iplenienLs is addressed in its paper on 
Funclional Fooch,̂ '' lioth of which can l)e acccs.sccl at the ADA Web 
sile (hllp://www.eatright.orjyposidoiis.html). Likewisi;, die APliA has 
an ofhcial jiolicy concerning Vit(i7?ms, Minerals, and Other 
Nulriliomd Supj)leine>il llsage'̂  and a polic7on Cotnplvmctilary 
and.ilhrnalivc Medicine}̂  which addre'sses dietar}' supplements. 

ADA'S Slanclank of I 'rofxsional I 'raclk.efor IJieleltc Pivfcxsionals'-'' 
aiid APIiA's Principles (f Practice for Phar/naceitliad C'arê ^ are 
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;irklitional sources for :i|.)plication of eUiics to pnictice. 'Hie st;uid:irds 

are not re(|uirenienLs, but rather describe the expectations and 

respoiisiliilitics of dietetic professiomils and phaniiacisLs, re^po:tively, 

in providing services to die|)ublic. lliere are,sever;il ethical (|ucstioiis 

die praclitioiier should consider before counseling a patient and 

re'comiiieiidiiig dietaiy supplemenLs, including'5: 

• Have I sufnciently researched this subject area to comment on it 

or do 1 need to refer the jialient to .someone who knows more? 

• Am I familiar with dosages and potential interactions between 

diis supplement and loaLs/odier medications' 

• Am 1 reasonably convinced of die safely of lliis supplement for this 

particular patient? 

• Am I rea.sonably convinced of the efhcacy for the intended jinr-

pose of lb is .supplement for this particuhir patient;̂  

• Is there sulbcienl scientihc evidence of greater benefit tli;in risk to 

.support use of this supplement? 

• If I sell this product, do I know enough about it to feel comforl-

;ible .selling il or having ii avail;ible for patienl .self-.selectioii:'' Can 

I recommend iLs u.se in ;ui unbiased niimner? 

The area ot dietary supplemenLs can be a challenging one when 

applying practice sl.indards. For some supplemenLs, diere is liiiiiled 

convenlional .scientihc research available; forodieis, Uie evidence is 

considered siibstaiitive enough to warrant recommendations lor 

usage CuiTciit practice guidelines tend lo rely on convenlional 

medical re'search, which n.ses well-designed properly conlrolled clin­

ical Irials as its stmidard Research studies of diis caliber with dietary 

supplemenis are ciint'iitly limited but certiunly gitiwing. There is a 

commitment by ITM and ODS lo miike cliiiiad trials more sLuidard 

practice for the evaluation of pnndiict efficacy within the supiilcmeiit 

industry. However, clinical trials are costly in terms of time and 

resources. There is a need lo build a stronger .scientihc basis for 

dietiuy supplemenLs to prove dieir effic;icy in promoting lie;dtli :uid 

treating di.sease. Additionally, scieiitihcally proven benehLs need to 

be clearly staled .so consumeis c;ui understand the intended u.se of 

dietary supiileiiients. But uiilil dial time, as widi any health prod­

uci, practitioners must weigli die risks versus benehLs for ;iny given 

supplement intended for an individual |)ahent. 

Practitioners who have c|ucslioiis regarding ethics in the area of 

dietary siipplenieiits should conlacl their professional association 

(ADA or APhA), state regulators, or anolher a|)pro|)riale ageiic7 for 

.specihc help. Since the s;ifety and efhcacy of many diehuy supple­

menLs is unknown, this jirescnLs ;i particular cb;dlenge to die dietelic 

I)rofessi()nal and pliarniacisi in advising palienLs who wish lo use 

diese iiRxlucLs. Healdicare professionals mii.sl decide how lo ivspon-

sibly advise patients about the use of dietar}' sup|)lenienLs in the 

ciirre'ut environmeni of inconclusive evidence 
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Section C: 

EXAMINING THE SCIENCE BEHIND DIETARY SUPPLEMENTS 
With the increasing popularity of dietary supplemenLs, clinical 

research in tliis evolving area of .science has expanded signihc:uitly 

Research ii'gardiiig a numlier of die most widely used supplemenLs 

(including vit;uniiis E and C, St. John's wort, .saw palmetto, ;uid odi­

ers) is now fairly comprehensive. This information has jiercolated 

through |)eer-rcviewe(l medical liteniture by way of individual stud­

ies, systematic reviews, and meta-analy.ses. This allows tertiary 

literature sources (see Section I) to provide evi(lencc-b;isc\l infonna­

tion that is useful to healllieare professionals and palienLs when 

making informed decisions about su|ipleinent u.se. Of course, the 

quality of the tertiar}' literature source inu.st l)e considered. 

The jirocess of completing an evaluation of the .scientihc evidence 

concerning a diet:iry supplement is lengdiy ;uid tedious. Fortunately, 

several excellent resources exist to provide the healdicim; professional 

with a siimmaiy of llie avail;il)le evidence on die majority of dietary 

supplemenLs: 

• The Uiiiveisity of Illinois, Chicago (DIC) posLs a det;uled handout 

evaluating eight botanical suppleineiits at htlp://wwwuic.edu/ 

pliamiaq'/researcli/dieL'celitnil. 

• The Diiited States Pliannacopia (DSP) already has standards for 

vitiiniiiis and minerals, ;uid is developing a s(;ries of monographs 

on bohuiicals. For ex;unple, saw palmetto is comjilele and c;in lie 

found at htl|)://wwwusp.org. 

• 'Fhc European Scientihc Cooperative on Phytotherajiy (ESCOP) 

has a series of monognijihs on plant dnigs, widi 50 com|ileted so 

far 

• 'I'hc World Health Organization (WHO) has published mono­

graphs on 28 medicinal jilanls, the hrst volume in a 

comprehensive series on dietary supplements. For information 

on ()urch;ising It^O Mottograph'; on Selected Mtxliciricil Plunk. 

volume I, contact: 

WHO Publicaboiis Center, USA 

49 Sherid;iii Avenue 

Albany New York 12210 

'I'elephone (518) 436-74.1^ 

For supplemenLs diat are wo/ :uiiong die inosl popular, a melliod to 

examine die limited body of evidence is needed. 'Iliis section prc'soiiLs 

one .systematic inediod for healthcare i)rofessionals to u.se in gatlier-

iiig and evalualiiig infomiation for a particular dietary supplement. 

Well-controlled, randomized trials with adetjiiale sample size are 

considered the "gold standard" when it comes lo evaluating drug 

churns and healdi claims for food pnxlucLs. While .some may argue 

dial the s:iiiie stringent criteria should lie ajiplied to dietary sujiple-

meiiLs, currently diere is little research of this quality available by 

which to evaluate select dietar}' supplemenLs. Product claims that 

lack support of die prrxlucl's efhc:icy by propcHy controlled clinical 

Irials should be queslioiied. Civen die jjaucily of clear-cut .scientihc 

evidence related to effecLs and fieneflLs of some dietary supplemenLs, 

the question of whether or not to recommend a particular supple­

menl lo a iiatientcan present a problem. 

Rosenbloom and StoHie' .suggest a unique way of evaluating a 

dietar}'supplemenl for ;ui individual patient using the familiar SOAP 

(Subjective, Objective, Assessment, Plan) format. The SOAP 

appro:ich allows for :in in-depth review ol the infonnation on a par-

licular supplement while al the same time recognizes that die 

scientihc evidence avaibilile for these supplements may be less dian 

ideal. KS0.\P CbecklL'̂ l for evaluating a dietar}' supplemenl is shown 

in Apjieiidix Ii. 

Subjective c 'unscientific" information) 
Toconducl a subjective analysis, collect as much infomiation as pos­

sible about the product, including promotional literature, 

advertisemeiiLs, Web sites, articles from consumer magazines, and 

anecdotal reports from patienLs. Call the iiianufaclurer and ask to 

speak with .someone who can address your queslioiis (see .Section D 

ol ihis guide for delailed infomiation on requesting infomiation 

:uid s;uii|)le (|iiesliniis lo ask nianuhiclurers) orchc^k die manufac­

turer's Web site for infonnation. Be aware, however, that many 

sup|)leiiient compimies often supply "proof of dieir claims by cit­

ing ;iiiecdotal reports from sa[i,sbed customers or "intenial" research 

dial includes charts, tables, and graphs. This infomiation is often 

pre',s(;iiicd in a fomiat designed to look like a published research study 

when, in fact, it is not. 

In gadiering subjective infoniiahon, investigate the following: 

• Whal claims are lieing made for the product? 

• Who is making lliese claims? 

• Why are these claims made and what is the motivation behind 

diem:-' 

• Is the product marketed in a phannacy, health forxl .store, or .sold 

by an individual or a healthcare professional':' 

• Why is your patient irilerested in taking the supplement' What 

was he or she told about it' Where did the infoniiahon originate? 

While there is a significant amount of infonnation available on die 

more coniiiioiily u.sed diel.-irysiipiilemenls, some of Ihis iiifoniialion 
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may have litde,scientific,supjxirt. 'iTicTCfore, when scientihc research 
is not av;iilable despite an aliuiidaiice of subjective data, die jihar-
inacisl or dietetic professional should be responsibly cautious in 
recommending its use. 

Objective (scientific and patient-related 

information) 
The objective review of a dietary su|)plement includes detailed, fac­
tual infonnation about the jjroducl, including a review of the 
literature. While it may nol be possible lo airswer all of ibese ques­
lioiis, here is a li.sl of .some to consider 

• Is the supplement gcnenilly safe:-' Can it cause harm at any 
dosage? 

• Is the produci m.'uie by a company that is known to use s;ife ;iiid 
good ni;uiiifacturing praclices? If not, is die compiuiy a large ;ind 
re'-six-fted one dial is highly likely lo use s;ife ;uid ;ip|)ropriate iii;ui-
ufacturing conditions? Are you conhdent that die product or 
ingrexlienl(s) is nol C()nt;uiiinat(!d or adulterated? 

• Whal is known aboiil efhc;icy in the condition for which the 
palienl wishes to use die prrxlucl? Are diere ilata to support elhcicy? 

• Does the preparation method .-d'fecl the potency or safety of the 
active ingredient? 

• Whal is ihe mixle of .action or underlying nicdi;mi.sni of die pri­
mary active com[x)iient(s)? 

• In what plant and plant part(s) is die ;ic:live ingrcdieiit(.s) found? 
• Whal does the ;ichve ingrcdieiiKs) (k)? 
• Flow much of each ingre-dienl is in die product? 
• What is die iiecoiiinieiided dosage of die prexluct? 

11 is ;d.so irnport;int lo consider die individu;d padenCs needs, such as: 
• What is the nature, severity, or diiradon of die disease or condition 

for which the prrKluct is to be used? 
• Is die diagnosis hmi? Was die patient diagno.se(l by a healdicare 

professional? 

• Wli.at are die patient's coiiconiitaiil di.se:ise stales? 
• Whal are the |)atient's concomitant prescription or over-llie-

coiinlerniedicahons? 
• What are the likelihood and .severity of hann if the supplement 

ht;ahiieiit does not ;iid diecondihon, masks ;uiodiercoii(lihoii, or 
preveiiLs the pahent from seeing a liealthcui; |)rofession;d? 

Coinbiiialion products, where two or more active ingredients are 
combined inlo one supiilement, po.se a unique sitiiadoii. Only rarely 
are clinical data available dial ex.imine die efhcacy of the particu­
lar combinalion produci, .so each ingredienl niu.sl be evaluated 
individually In combinalion pnxlucLs, some of die ingredieriLs may 
have evidence of safely and efhcacy, while odiers may nol. A com­
mon problem with coinbiiialion prodiicLs is di;il even if an 

individual iiigre'dieiil has been shown to lie of v;due, die lunount of 
die ingredient in die combination jirodud is ty])ic;dly much less di;in 
that used ill clinicil trials. In diis case, diere is no evidence to ensure 
dial Ihe pnxlucl would jirovide the .same beiiehci;d effect. 

New ladling laws for dietary supplemenLs took effect in 1999 that 
require each supplemenl lo any a "suppleinenl fncLs" l;ilx;l ;iiid ;in 
ingre-dienl list (see Section B). Shil, Uiis infonnation does not always 
disclo.se how much of each ingredient is contained in each dosage 
iinil. The ni;uiufacturer, not the FDA, detennines die do.se of dictuy 
supplemenLs. Ideally die do.se of the herbal |)r(xliict shoi ild be based 
on clinical dala ;uid for some supplements, diis is die case. I lowevei; 
die dis[x:iisiiig do.se may not Ix; equiv;dent to tJial reported in .scien-
td'ic .studies lor all su|)pleineiils, since die manulacturer detennines 
dosage uniLs. 

As mentioned ;d)ove, a rcn'iew of available lilcraturc is a key step in 
detennining accuracy or validity of information found elsewhere. 
How do bn.sy healllieare professionals, perhajis widi limited access 
In some research n̂ ources, do diis efficiently? 

• Summaries of reviews and published .studies available through 
Web sites nientioncxl at die beginning of diis sa:tion. 

• Summaries, .sometimes with analytical conimentar}', published 
in various [jcriwlicd.s: 

^Allernalive 'Iherapies in Health and Medicine— 
InnoVisioii Communications. Information ;it btip.7/www 
alleniative-dierapies.coin. 

=> Fociis on AllerncUive and CompUmienlan' 'Iherapies— 
Phannaceutical Press. Covers a wide range of therapies, not 
just .siipi)leineiiLs. Infomiation at litt()yAwvwpli.annpress.coin. 

=> Hcrhalgra>n~̂ n̂ enam liolanicd Council. Infonnadon at 
littp://www.heri)algram.org. 

lliere may be occLsioiis when review articles or summ:iries of studies 
are not avaibilile ;uid it is shIl iinportiuil lo get a clear picturê  of evi­
dence for efhcaq' and sid'ety of a supplemenl. Cuidaiice in 
exmnining die quality of shidies is av;iil;il)le from diese sources: 
• "Evaluadng die medicd literature" by PG Cuddy et :d. 'Iliree ;uij-

cles published in Annals nf Emergency MecJicine provide a 
detiuledre'view of inediaLs for evaluating trials.̂  '' 

• "Literature ev;duadon" by KW Mo.sdell in Drug hijormalion.̂  A 
local dmg infoniiahon center, at a luKjiilal or iiiiiveisily, will afso 
have odier books ;uul materials avidlable. 

• Clinical l.iteratiire Assessment Prograin, Monograjih 2: How lo 
Fmluale Clinical Sliidies is available from Phzer 
Phaniiaceuticals US. 

• How lo Understand and Interpret I'ood and Heallh-Related 
Scientific Sliidtai. available from the liitenialiorial Food 
Infomiation Coi iiial llin mgli tl leir Website I ittj i/Avw .̂tfidi ifi i.he.illli.t.irg 
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• "1 liiderst;uiding ;md Evaluating original research articles" by BR 

Molheral and TR JacLson in Journal of the Amirican 

Pbarmaceidical A'xocuilion. ̂  

m "Criteria for levels of evidence" develoix;d by the USP A four-level 

scheme using evidence-based s;ifety and efficacy criteria to ev;du-

ate bohuiicals considered for adini.ssion to the USP Full article is 

provided in A]iix;ndix C, or liltp://www.usp org. 

• "Crihcal ;ippraisal of publislial research: Introductory guidelines" 

by EG Fowkes ;uid PM Fulton in British Medical JouniaU. 

After available trials have been ex;imined, they should be systeiiiah-

cally classihcd according lo their importance in order to make a 

decision.'' 

Assessment 
Once the subjective and objective data have been gathered and 

reviewed, die next ste|) is to assess the prexluct for use in a iiarticiilar 

palienl. Based on die dala gadiered, consider: 

• Validity of llie producl's ethc:icy claims 

• Risk/tieneht to using this product in a particular patient (due to 

conlraindicalioiis, iiileractioiis with other medicahoiis, elc.) 

• Evidence to support recommendation of a |)articul;ir product for­

mulation or brand for the patient (This is es|)ecially iin|iortant 

with bot;uiicils.) 

ni;ike recommendations. Odierwise, palienLs may gadier infonna­

tion from less re'li;il)le sources, such as the Intemet or retail sales staff. 
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Plan 
Once die ev;duation is completed, die dietetics professional or phar­

macist needs to work with die patienl lo detennine a pkui of acdoii. 

For ex;iniple, if die patient elects to lake the supplemenl, then mon­

itoring strategies will be needed to evaluate the siip|ilement's 

effectiveness and ;iny side effcH:Ls. Possible side effecLs should be dis­

cussed, as well as what action lo take if diey occur Tlie length of time 

tliat die siip[)lenieiit will be used should 1x3 detennined based on find­

ings in die literature. Finally recommendations (both pro and con) 

should be documented in a written recorel. 

If die pnxlucl is ineffective but s;ife, ;uid die patient .still w;uits to use 

it, the licalthcarc' professional should work with, nol against, the 

patient, to include it in s;ife amounLs. Section G of this guide pro­

vides more details on effective patient communication. 

It is import;uil to remember dial, in die caseofdiel;irysu|)pleiiienLs, 

unlike odicr medical dienqiies, die palieiit—not the healdic:ire pro­

fessional—is the gatekec|)er''* lliere'forc, il is creicial dial healdic;ire 

professionals are knowledgeable and open-niiiuled ahout dietary 

supplemenLs; diey must Ix: able to provide infoniiahon and (msibly 

A Healthcaie Piolessianal's Guide lo Evaluating Dietary Supplements 



Section D: 

REQUESTING INFORMATION FROM MANUFACTURERS 
OF DIETARY SUPPLEMENTS 
Healthcare' profevsioiials may find it lielphii to contact nianufactiir-
ers of dietary supplements to help "hll in the gaps" of ini.ssing 
infonnation ;iboiit dieir pralucts. For example, il may \K u.sehil lo 
obtain ;uid evaluate infoniiahon alxiui pnxlucLs ;ijid foniiiilahoiis in 
order to undersland why the coiisuiiier IKIICVK a product may help 
him or her Under the Diel;iry Supplemenl I leallb ;uid Educition Acl 
(OSHFA), supplemenLs are legally re(|uiied lo he s;de and iiiiadul-
lerated. liowever, the biialen of proof is on the Food and Drug 
Adniiiiistration (FDA)—not the maniihicturers—to demonstrate 
thai a product is uiis:ife or mislaliled. The lack of requirements for 
quality control, s;ifety and efhcacy make it difficult to detennine: 
whether a sii|)plenient's active comixiunds are- actually in die jirod-
ucl, il diecompound(s) is bioavaibil.ile; if die dosage is appropriale; 
wliedierall hollies purchased will have ihe same compound (or even 
if allot die do.sageuiiiLs widiin die ,s;uiielK)ltle will); and, whal oilier 
chemicals are in die produci besides die claimed iiigredienls.' ''̂  
Some herbal supplemenis have been esliiiialed to vaiy in j)Oleiicy 
10,000-lold among various prodiicLs from die s:uiic lyjie of phuit.' 

Nol all supplement niaiudaclurers abide by DSHf'A rules (even 
though it is law) and their producls may improperly label i(k;ntity 
;uid potency 'I'hese maniifactureis also may nol test dieir ingre'dients 
for purity Pnxlucl labels may be iiicon-ect or incomplete, herijs may 
be misidentibed, barvesled al the wrong lime, or the wrong part of 
the plant might be u.sed in the supplement.''̂  I'lie same common 
name may be applied to different phuits recommended for different 
illnes,ses.̂  Adulieranis like heavy melals may he found in herbal 
preparalioiis from other couiilries, usually added lo increase the 
weight of herbs that are sold by weight. Some of these metals are 
diought to help cure without being absorbed.̂  However, there are 
numerous reports in die literature of poisoning widi lead, arsenic, 
copjier, and mercury from herbal preiiarations obtained in other 

countries. 4-1(1 

Some nianufacUireis, allliough relatively few, conduct their own 
rese;ircli. Unforhinately, there is little motivation for most maiiuhic-
lurcrs lo conduct good research including randomized, 
|)lacebo-coiitrolled, double-blinded trials diatproveefhcicy of lx)l;m-
ical products. Manufacturers are not retjiiircd to do so hy law." 
While comjianies caiiiiol patent b;isic hedis or other supplement 
ingre'dients, they can patent a process (such as PbamiaPrint) or a 
combinalion or specihc form of liedis. There is much research 
undenvay in this area by some of die larger coni|i:inies, and odiers 
are likely lo follow suit in developing proprielaiy blends :ind 

processes. Additionally there are .some well-designed .scienhfic stud­
ies on supplement usage, especially in other countries where 
regulatory audiorities re(|uire some basic asse.ssnient of safety ;uid 
efhcacy- 'Fhe National Cieiiter for Complementary and Altemative 
Medicine (NCCAM), the Office of Dietary Supplements (ODS), and 
odier National lii.stitutes of Heallh (NIH) uniLs arc increasing fund­
ing of studies on dietar}' supjilement iiigrê dienLs, although diere is a 
need for even higher levels of fiinding. 

In order to gain additional infonnation about specific supplemenLs 
dial is not av;iil;il)le diroiigli a literature search, it Ls necessary to con-
t;ict the iiKuiubtcnircr ;uid ask queslions s'jx'cific lo dieir product If a 
company sa}'s lhat.il doesn'l have infonnation avaikible on its prod­
iicLs, it would be wise to be skcjitical of those producLs. Companies 
thai arc willing lo share scienlific infoniiahon about their pnxlucLs 
with he;ddic;ire professionids :ui(l consumeis are more likely to be re^li-
;ible resources. Of course, il is still ini|X)rt;inl to consider die scienfific 
nieril of die infonii:itinn provided by the comiiany since pseudo-
•scieiia; may lie jia'seiite'd convincingly by some maiuhidnrers. 

The National Council for Reliable Health Information identified 
several deceptive marketing tactics used by some manufacturers to 
jiromole their product.'' 'Hiese methods include: 
• Borrowed Science: Claims b;ised on data that is borrowed 

from different .sources. Mo.st maiiufacUireis rarely conduct origi­
nal re^*arcli studies using dieir own briuid of supplemenLs. 

• IMisreprcsenling Data; Some ni:uiiifacturers use infomiahoii 
that is not entirely accurate and "bend the truth" to meet their 
needs. For example, a ni:mufachirer may refer you to a research 
study on a certain herb in an effort to lend scientific support to its 
product. However, the manufaclurer's product may not contain 
die exacl fomiulalioii or do.s.ige as dial u.sed in the study 

• Saying Tliat Rese:ircli Is Underway: Many companies will 
say that they are in the i)rocess of conducting research but they 
arc unalile to jirovide any hirther .Sjwcifies. They should be asked 
lo sh;irc where die research is being conducted, if it uses ;inimals or 
liuimuis as subjects, and the variables lhat arc being studied. 

• Using I'estinionials: I Isiiig testimonials from celebrifies and 
"satisfial cu.stoniers" is a pojiiilar marketing ttxiuiique. 

• Providing Shaky Rese:ircli: Research studies may be poorly 
designed or reported only in abstract fomi :uid never publislicxi in 
|x;er-rcviewed piibliciitiniis. 
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• Promoting Their Patent: A patent simply ine;uis that a prod­
uct is unique. 11 has nothing lo do with whether il is .side or 
effective. 

• Saying That Research Is Unavailable: When comp,mie;say 
dial dieir research is proprietary and diey ;irc nol able lo share die 
dala, it is likely that no research actu;dly exisLs. 

To hell) K'llher reliable infonnation about a specihc dietar}' supple­
ment not obtainable through a literature review, follow these 
suggeshons'-̂ : 

• Review the product label. If statenienLs ;u-e unclear or if die 
hiliel ni;d(es seemingly unrealistic chums, die manubicUirer may 
not be following DSHL-A ailes. 'Fhe United States Phamiacopeia 
(USP) symbol on supplements ensures dial the product has met 
,st:uidards for disinlegrafioii, di.ssolufion, purity strengdi, packag­
ing, bibeling, ;uid weight variation. Odier supplemenLs may carr}' 
the National Formulary (NF) symbol on the label (alone or in 
addition to the USP symbol), which indicates that the iiroduct 
coni|ilies widi die standards in die NF 'Fhe differcnce between the 
"USP" and "NF" designations on the label of a product reflecLs 
Ihe differing adini.ssion criteria for die two official compendia in 
which the produci may appear''' Il is important to note that nei-
Ihtr die USP nor die NF ev;duates effiacy of die product. For more 
detailed infonnation on die USP ;md NF, refer to .section B of diis 
guide 

Some brands of siip|)lemenLs provide standardizalion intomia-
lioii about their |)rodiicts and/or advertise it on dieir packaging, 
inde|)endent of die USP or Nl". St;uidaniizafion ensures dial sup­
plemenis coiilaiii die s;inie aiiounl of die herli's active ingredient 
or iii.irker from bottle to bottle luid jiill to pill, 'lypically .step one 
of the stimdardization jirocess is lo lest the lieriis or ingredient for 
pesticides and other unwanted ciiemicals. Step two requires a 
microbiological analysis to search for impurities such as fungi. 
In step three, a phytograpli, which idenlifies several unique or 
importanl coiiipounds, is performed lo ensure an herb's ideiifily 
and quality. In stej) four, dosage uniLs arc prepared to specified 
]x;rceiilage shmdards for die ingredient or marker Finally, in step 
live, a rejiresenlative sample of hnal iiroducl is quality tested to 
ensure lhat consumers get a consistent produci. However, labeling 
a product as "slruidardized" does not ciin-endy guar;ui[ee lhal die 
prrxluct has undergone these five steps. 

• Check tlie manufacturer name. Nafionally known food mid 
su|)pleriient comp;uiies;u^ more likely to have .strict quality control 
procedures and good inanufacturiiig jiractices (GMPs) in place, 
and lo provide reliable producLs. Also, some companies import 
pnxlucLs which have lx;eii clinically testcxi in iMimpe A list of diese 
is iiicliiditl in 'IheConipleleGerman ComniLvion 17Monogiaphs: 

nerapeulic Guide lo Herbal Medicines available from the 
AmericiUi Bot;uiic;d Council (htl|):/Avwwlied);dgr;un.coni). 

• Contact the manufacturer. Ask to si.x;ak to a technical expert 
about how producLs are made, what qualily control procedures 
are in place, and their GMPs. Companies .should be willing to 
jirovide answers to die following questions: 

=> Has this specihc product been used in any clinical studies 
published in peer-reviewed journals? 

=> Can the company share the .scientihc studies upon which 
die shTJChjre/hiiichoii statements or healdi claims are based? 
What sidety studies have been completed on this product? 
Ask the representative to send information, whether pub­
lished rese;u-cli or not. 

=> Ciui die company explain die ph:mnacologic;d or biochem­
ical mechanisms of action? Is there reseiireh to support this? 
Does the comp;uiy complete an ;iii;dysis on the raw ingredi-
enLs, including inert ingredients? How does die compmiy do 
diis? 

=> Does the company also complete an analysis on the hnal 
produci lo guarantee that the conleiiLs in the botde malch 
dio,se .staled on die bibel? 

—What nuige of vari:il)ilily is usa\ for dosages? 
—Is die produci lesled for conlenl unifonnity? 

Does die produci meet ;uiy exi.sting st<'uidards for disintegra­
tion ;md dissolufion or odier tests nf bioavailability? 

=> Are there' any conlraindicalioiis for using ihis supplement— 
such as over-die-counler iiiedicadoiis, specific disease stales 
or health [iroblems, iirescriplion medications, foods, or odier 
herb;d supplemenLs!' 

—Is this produci conlr;dndicaled for certan individuals 
(ie, prc'gn;int women, children)? 

=> Are diere ;iny,stal)ilit}'/slorage i.s.sues' 

Miuiufachireis m.ay not be able, or idways willing, lo share re'se:ircli 
infonnation about their producLs. However, diis step is an impor­
tanl one in evaluating the efhcacy and safely of a given product. 
Gathering as much infomiation as po.ssible about products, includ­
ing from manufacturers, helps provide die healdicare professional 
with a greater knowledge from which lo make recommendations to 
consumers. 
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Section E: 

REPORTING ADVERSE EFFECTS 
Unlike phannaceutical nianufacluii'is, suppieiiieiit companies are 

not re(|uired by l;iw lo rejiort dietar}' supplement product problems 

to the government. AccouiiLs of ;idverse eveiiLs cau.sed by dietaiy sup­

plemenLs dial government agencies do receive frcn|ueiidy come Irom 

inexpert sources. Since there is no central .source of information 

about ;idveise reactions to diet;uy suppleiiieiiLi, il is difficult lo assess 

how fre(|ueiitly reachoiis occur 

According to the American Association of Poison Control Centers, in 

1998, 704 adverse reactions to dietaiy supplemenLs involved chil­

dren ages 6 to 18 years. Since 1994, the Food and Drug 

Administration (FDA) has investigated over 800 cases linking the 

supplement ephedra to serious illnesses including insomnia, ner­

vousness, seizure, liyjiertension, .stroke, :md death.' 

How to Report Possible Adverse 
Effects 
Dietetic professionals and pliannacisLs can play an iiupoi-tanl role 

in the reporting of adverse eveiiLs as,sociated with dietaiy supplement 

ii.se. In the event that a consumer reports an adverse reaction after 

taking a supplemeiU, diere' are' specific steps to follow As mentioned 

briehy in Section B of this guide, MedWatch is the FDA's medical 

producLs reporting program (littp://www:fda.gov/iiiedwatch). It is 

designed to educate all healthcare professionals about die critical 

importance of being aware, monitoring, and reporting adverse 

health eveiiLs and problems to FDA and/or the iiianufaclurer' 'I'lie 

purpose of MedWatch is to enhance die effectiveness of post­

marketing sur\'eillaiice of medical products—including dietaiy 

sup|)leiiienls—as ihey ;ire used and to rapidly identify significant 

lie;dth li;iy,ards .-isscxialed with diese iiroducLs. MedWatch also helps 

ensure lhat new sidely infonnation is rajiidly coninuiiiicaled lo die 

medical communily The |)rogr;irn c;ui help to quickly cont'd prod­

uct problems and/or help lo remove defective or dangerous producls 

from distribufion. 

The identity of consumeis involved in MedWatch reports is confi­

dential and legally protected. 'I'lie identity of the reporter may be 

shared with the manuhiclurer unless the reporter requests 

anonymity The FDA's MedWatch central unit iiiifially receives all of 

the reporLs. Within 24 hours, the report is sent lo the appropriale 

prograin responsible for the particular ty|x; of piixfuct. 

Once an adveise event or prrxlucl problem is identified, FDA can t;ike 

;uiy of the following aclions: 

• Labeling Changes may he iiiaiid;ited. Adverse events ofien 

prompt FDA lo require die iiKUiufacliirer to add new infonnation 

to the producl's package insert. 

• Boxed Warnings are reserved for serious adverse events. FDA 

can require dial warnings be placed in a proiniuent position on the 

prrxluct's packaging to ensure iLs confinuetl s;ife use. 

uProduct Recalls and Withdrawals are among the most 

serious actions FDA can advise a company lo take Recalls involve 

die finn's removal of a pnxlucl from die markel ;uid may require 

taking the product off the market jximiaiiendy 

m Medical and Safety Alerts are used to provide importanl 

safety infonnation about a product to healthcare professionals, 

trade organizafions, and die media. 

Serious adverse events and product problems should be reiiorted 

direcdy to die FDA and to die manufacturer of the produci, as :qipro-

priale. Healthcare professionals may report them to FDA by four 

dilferent iiieaiis: mail (using die postage-paid MedWatch fonn, 

available in PDF formal at lillp://www.fda.gov/inedwatcli/re|)orL/ 

hqi.htm, phone (800) FDA-1088, fax (800) FDA-OI78or Intemet 

(lillp://www.fda.gov/niedwatcli/re|)ort/licp.lilm). A copy of the 

i\ledWhlcb Reporting Form is included in A|)peiidi.x 13 of this guide. 

Healthcare professionals should re'port theirsuspicion that a dmg or 

dietniy supplement may be related to a serious advenic effect. 'Fhe 

healdicare professional is not expected to cslablisli die coiiiieclioii 

or even wail until evidence .seems compelling. Following ai'e .some 

guidelines for healdicare professionals to use when deciding wbedier 

or nol to report an adverse reaction related to a diet;ir}' supplement. 

Product Problems 
Product problems concerning the quality, perfomiance, or s;ifety of 

any dietary supplement should Ix; reported. Problems with product 

(|uality may occur during manufacturing, shipping, or storage and 

include: 

• Pnxlucl conUuniiiafion 

• Deleclive coiuiioiieiiLs 

• Poor packaging or prexiuct inix-up 

• Qiiestioiuilile st;d.iility 

• l,;il)eling concerns 

Adverse Events 
An adverse event is defined as ;uiy undesirable occurrence in a iiatient 

associated widi the use of a inedical product or dietary supplement. 
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'File event is considere'd to Ix; serious ;md should be re^|x)rted iiiime-
diately when die palienl outcome is: 

Death 
Report if the patient's death is sus|)ecled to be a direct outcome of 
die adverse event. 

Life-threatening 
Rejiort if the patienl was at substantial risk of dying :il die time of 
die adveise event or it is sus|x;cted dial the use or coi ilinued use of die 
produci could have resulted in die pafient's deadi. 

Hospitalization 
Report if admission to die ho,spit;d or pre)loiigalion of a 
re'sulled due lo die adverse eveiiL 

slay 

Disahility 
Rejiort if die adverse event resulted in a sigiiihcaiil, persistent, or 
permanent change, impairment, damage, or disruption in the 
patient's body luiiction/,slrucUirc, physical activities, or quality of life 

Congenital Anomaly 
Report if there are suspicions that exposure to a medical 
producf/dielar}' supplement jirior to conceplioii or during pregnancy 
nssiilted in an adveise outcome in llie cliilil. 

Requires Intervention to Prevent Permanent 
Impairment or Damage 
Report if it is suspected that the u.se of a medical product/dielary 
supplemenl re^sulled in a condition dial re'quire'd medical or siirgi-
c;d iiiteTOiidon to pre'clude peniKuieiil iinpaimient or d:uiiage lo a 
patient. 

A significant problem of the MedWatch program is that it currently 
does nol re'quire nianuhiclurers lo rejKirt consumer calls related lo 
;uiy adverse effecLs associated with u.se of llieir |)roducl. 'Ilierefore, die 
Inie fre(|uency of reactions, mild or more serious, that may be asso­
ciated with use of a produci is unknown. Until the F'DA is gnmled 
authority lo require regular reporLs from iiiaiiuhicturers oiling 
;dverse reactions, Ihe s;d'et}' of iiroducLs available in die market c:ui-
iiot be ensured. 

Case Stody: St. John's Wort 
St. John's wort is one of die most [lopular herbal dietar}' snpiilemenLs 
used. Dangerous iiiterachonslx;tweenSt.John's wort aid odier med­
ications reported in February 2000'' have led many healthcare 

professionals to question potential interactions dial may occur 
ktwcen odier dielary supplemenLs and over-die-counler or prescrip-
fioii medications. A stiinmary of St. John's wort, including ik role 
in treadng depi-essioii :ind a suiiiniar}' of die clinical sUidies demon­
strating its effic:icy, is decnbed below 

Why So Popular? 
St. John's wort {Hypericum perforalum) is a long-living, wild-
growing bed) with yellow fiowers that has been used for cenhiriĉ  to 
treat wounds, mental disorders, and nerve pain. In ancient times, 
doctors and lierbalisLs wrole about iLs use :is a sedative and anti­
malarial agent as well ;is a bahn for wounds, bums, :uid iii.secl bites. 
'Foday, the herb is a popular Ireahiienl for mild to moderate depres­
sion; it also is used to treat :uixiety, seasonal ;d'fective disorder, ;iiid 
sleep disorders. 

Si. John's wort is widely used in Gennany, where dixtors prescribed 
almost 66 million daily doses in 1994 for p.sychological conipkainLs. ' 
In tact, Gennan doctor; prescribe St. John's wort approximately 20 
limes more ofien than Preizac (fluoxeline), one of the most widely 
prescribed anh(lc'|)re'.vs;iiils in die United States.'' 

Treating Depression 
F)epnssion c;ui be mild, iiialerate, or .severe. SiXicihc psychodienqiies 
(such as interpersonal aid cognitive-k'havioral dierajiy) aid ;iiih-
dejiressant medications have been found to be effective for patieiik 
with major depression. Several effective aiitidepres,saiit drtigs have 
k-coine more widely u.sed in the past sevend ye;irs. However, palienLs 
somefimes rejiort iinpleas;uil side effects such as a dry nioiidi, nau­
sea, headache, dian-hea, or imp:dre'd ,sexu:d fiinclioii or sleep.'' 

In part because of diese tyixs of dmg side effecLs, many pafieiiLs'widi 
depres.sion :ire aiming lo lierlial IreatiiienLs such as St. John's wort. 
Researchers are iiiteresled in it for iLs potendid to cau.se fewer and less 
severe side effecLs. .St. John's wort costs f;ir less than most anfidepres-
s:ml medications ;uid dcxis not re'quirc a prescription.' 

SL John s wort is not coiipletely free of side effecLs. ,Sonie u.sers have 
complained of a dry moudi, di/7.iiiess, gastrointestinal syin|)toms, 
increased .sensitivity to sunlight, and hitigue.''' Herbal trcahneiiLs 
olten are not as effective or as quick to act as convenlional treat-
meuLs, and may nol produce die desired resulLs. ShIl, .some people 
iLini to herbs becau.se they prefer to u.se "natund" producLs, rather 
diai piiescriphon dmgs. 

Clinical depre'.ssion is a .serious medical disorder dial, in iiiaiy cases, 
can be lrc;ile(l. l iowever St. John's wort is not a proven therapy lor 
clinical depression. Therefore, dierc is .some risk in recommending 
it lo treat clinical ilepre\sion.'' 
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How St. John's Wort Works 
The cnmpoiieiiLs in extracts of St. John's wort include fiavonoids, 
kaempferol, liiteoliii, biapigeiiiii, hyperforin, polycyclic phenols, 
liyix;ricin, ;uid iiseudoliypericin.' New research suggesk that li}per-
foriii also pla}'s a kirger role in the lierti's :uitidepre,ssant effeck. Some 
Gennan manufacturers of St. John's wort have begun standardiz­
ing, nol only to li}periciii as most US manufacturers do, but to 
hy]ierforin as well.'" 

Several mecliaiiisiiis of acfion of St. John's wort havefx.'en proposed, 
including die following: 

• liiliibifioii of iiionoiuiiiiie (serotonin, dop;unine, aid norepineph­
rine), GABA, ;uid 1,-glutaiiate re-upt;d<e: St. John's wort ;qi|x;ars to 
reduce the rate at which brain cells reahsori) serotonin. Low levels 
of serotonin in the body are as,sociated widi dejiression. Hyiiertorin 
elevates intr;icellular.sodiuni in die presynaptic clefL 'Fliis cliaiges 
the iiitra/extracellular sodium gradient, which ;dfeck die neuro­
transmitter uptal(e."'-̂  

• Modulation of iiilerleukiii-6 (11,-6) activily: Raised levels of IL-6, 
a protein involved in the communication between cells in the 
body's iininune .system, may lead to increases in adrenal regula­
tory hormones, a hallmark of depression. St. John's wort may 
reduce levels of 11,-6, and thus help treat depression.''' 

More research is needed lo detennine all die acdve ingrcdieiik in Si. 
John's wort and lo identif}' precise modes of action. 

Drug Interactions 
In February 2000, resulk from a sludy conducted by the National 
liislitulesof l lciildi (NIH) alerted die public lo concerns aboiil inter­
actions belween ,Sl. John's wort and Crixiviui (indinavir), a protease 
inhibitor used in the treatment of human immunodeficiency vims 
(HIV) infection.' In the study, concomitanl administralioii of St. 
John's wort ;uid indinavir sub.slaitially decreased indinavir jilasina 
coiicentralioiis, po.ssibly due lo iiiducfioii of die cytochrome P-45() 
metabolic pathway Although data are only available for indinavir, 
based on diese resulk, it is expected that St. John's wort may signifi­
cantly decrease blood coiicenlralions of ail currently marketed 
protease inhibitors (Pis) and po.ssibly other drugs (lo vaiyiiig 
degrees) dial are'similariy metabolized, including die iioiinucleosiile 
reverie transcriplase inhibitors (NNRTIs). Conscciuently, conconii-
tant useof,Si John's wort widi PIsorNNR'I'ls k not re'coniiiieiided 
becau.se diis may result in suboptinial aiiliretroviral drtig coiicen­
tralioiis, leading to lo.ss of virologic response and development of 
resistance or class cro.ss-re'Sistaice. 

In addihoii to the interaction widi indinavir, interaction lx;Kvci'ii St. 
John's wort and cyclosporiiie, a dmg used to reduce the risk of orgini 
transplant rejection, was also reported.'- 'I'rcatineiit with St. John's 
wort was associated widi a drop in cyclosporiiie values below die tlier­
apeutic range and resulted in acute heart traiis|)lant rejection in 
two patieiik. St. John's wort exlrack. which contain al least ten dih 
ferenl con.sliuienk or groups of componeiik dial may coiilribute to 
ik phaniiacological effeck, were bhiiiied. In particular, the iiajihto-
diantrons induce die CY\'̂ \ isoenzyme of die microsomal 
cytiKliroiiie P-450 complex dial metabolizes cyclosporiiie. In addi­
tion, Si John's wort exlrack have k-en suggested lo induce inlestinal 
P-glycoprotein (hug traii.sporter, which could potentially contnbute 
lo a decreased oral bioavailability of cyclosporiiie. St. John's wort 
also may interact with other immunosuppressant dmgs. 

In Sweden, the Medical I'roduck Agency h;is received seven case 
repoits since 1998 of a reduced anticoagulant effecl of warfarin—a 
decreased International Nonnalized Ratio (INR) associated widi 
concomitant use of St. John's wort. Although none of ihepatienk 
developed dironiboenibolic coinplicalions, the decrease in INR was 
diought to Ixj clinically significant. 'I'he INR rehimed to target val­
ues ;d'ter either the warfarin do.se was increased or St. John's wort 
was withdrawn. The reduced effecl of warfarin suggesk ;ui inducfioii 
of cylochronie P-450 2C9, according to re.searcliers."' 

Based on these studies and reports, St. John's wort appears to be an 
inducer of an important inel:il)olic [lathway cylochronie P-450. 
Since many prescri|)lion daigs u.sed to Ireal coiidition.s— such as 
heart di.sease, depression, seizures and certain cancel's—or u.sed lo 
prevent coiidition.s— such as transplant rejection or pregnancy 
(with oral contraceptives)—are metabolized via this pathway, 
lie:iltlic:ire providers should alert pafieiik idxitit diese iiotenlial dmg 
interactions. Failure to do so could result in kiss of dierapeutic effect 
of any dmg iiielabolizcxJ hy the cylochronie P-450 jiathway " Dmgs 
with which St. John's wort may cause a reduced effect of the med­
ication include: 

Heart Drugs: digoxiii (///waw/),dilliazem {Cardizem. C'arlla), 
nifedi|iiiie [Proairdia), and beta-blockers (Inderal, Loprassor, 
Levalol) 

Antidepressants: iiiiipr;imiiie {'Irj/ranlf), auoxapiiic i'lsendin), 
aniitriptyline {Elavil) 

Anti-seizure Drugs: carbamazepine {'liigreloT). phenytoin 
{IJilanlin), plieiiobartiital {LmndiaPj 

Anti-cancer Drugs: cyclophosphamide {Cytoxan), laiuoxifcn 
{Noluadex), p.iclitaxel {Ta.wD, eto|.)oside {'Ibpo.vir Elopophos, 
VePasid) 
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Anti-transplant Rejection Drugs: cyclosporiiie {Neoral, 
Sandimmune, SangCya). sirolimus {Rapamune), tacrolimus 
{Prograf) 

Birtli Control Drugs: all pnxluckcoulaining ethinyl estradiol 

'I'hese repork h;ive |)roiiipled sevend major retail drug chains lo 
begin offering iiifoniialion on dmg and sup|)leiiient interacliniis to 
patieiik. 

In :iddihon to the potential for drug interactions, die American 
Society of Aiieslliesiologisk (.VSA) cautions people who use herbal 
medications to stop taking them al least 2 to 3 weeks prior to 
surger}'.'''* Allbough die A.SA has nol conducted fonnal research, a 
number of aiiestliesirdogisk have reported significaiil changes in 
heart rate or blood jiressurc in some pafieiik who have been taking 
lieriial medications.'** A study published in the American 
Association (f Nurse AneslhelLsls journal found that in a sur\'ey of 
500 oulpatieiik following elective surgeiy. 27% were t;iking supple-
nienk in the 2 weeks prior lo siirger}' lh.it can iiicre'asc bleeding and 
prolong the hiiie it t.-d<es for cloning. Addilion.ally l2%of ihesubjeck 
look liedis that could adversely affect blood pnissnre '̂  

'I'he potential for drug interactions widi liedial suppleiiieiik is a real 
threat to he;ildi. Patieiik need to be informed of diese possibilities 
and monitored on an on-going basis. Healthcare professionals, 
including dieletic prol'ession;ils aid pliamiaci.sk, must m A î it a pri­
ority to .ask patieiik aboiil supplement use. because niaiy consumer 
do nol iindeistand die powciful effect .soniesuppleiiienk may have. 
Documeiihng useof suppleineiik in a medical orpaheiit it'cord and 
noting tolerance as well as adveî ê effeck is also crucial for iiioiii-
loriiig purjioses. A sample Dielary Supplemenl Intake form is 
included asA|)peiidix F! of ihis guide 
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Section F: 

ROLE OF DIETARY SUPPLEMENTS IN CURRENT WELLNESS 
AND TREATMENT STRATEGIES 
Vitamin, mineral, and odier nulrienk delivered as dietary supple-

nienk can play an important role in preventing dise;ke and 

Iiromoting good healdi. While not a substiUite for a well-balanced 

diet, supplemenk can help "fill in the gaps" when nulrienk are not 

obtained by food sources, the amount needed cannot be easily con­

sumed from foods, or die comjiound is not available in foods— as 

is the case widi heriial supplemenk. 

Nutrients 
Vitamin, mineral, and other iiiilrieiit-based supplemenk are not 

meant to be substitules for making iinproveinenk in die diel. 

Ch;uiges in dielaiy iiihdse to enhance die nutrient quality for opfimal 

health are best made through diel hrst and then adding supplemenk 

as ;ui individual's need arises. The I'oodFrequenc}' Record, found 

in A|)|Wiidix F, is a u.sefiil tool for assessing an individual's food and 

nutrient intake. 

Food Sources of Commonly Deficient Nutrients 

The following is a list of vitamins ;uid minerals dial are mo.sl com­

monly deficient in the diet ;iloiig with key food sources of the 

nutrient. 

Examples of Food Sources 

Vitamin A and its precursor, beta-carotene 

Vitamin C 

VitaiTiin D 

Vitamin E 

Vitamin 

Folate 

VI. 

Calcium 

Iron 

Magnesium 

Potassium 

Selenium 

Zinc 

Liver, eggs, milk, sweet potatoes, carrots, dark leafy greens, mango, papaya, can­
taloupe, peppers, apricots, broccoli 

Cabbage, grapefruit, guava, kiwi, oranges, papaya, red or green peppers, potatoes, 
strawberries, tangerines, tomatoes, mangoes 

Eggs, fish with edible bones, fortified cereals, (ortifieri milk 

Vegetable oils, margarine, salad dressings, nuts, seeds, wheat germ 

Animal products such as beef, milk, cheese, yogurt, fish, liver, veal, chicken 

Dry beans and peas, avocado, strawberries, oranges, peanuts, spinach, wheat genu, 
fortified bread, pasta, rice, cereal 

Milk, yogurt, cheese, tofu (processed with calcium), fish with edible bones, leafy greens, 
broccoli, calcium-fortified products such as fruit juices and cereals 

Meat, poultry, fish, fortified cereals, dry beans and peas, enriched bread, nee, pasta and 
other grain products, spinach 

Dry beans and peas, nuts, peanut butter, whole grains 

Banana, oranges, potato, tomatoes, bell pepper, milk, poultry, fish 

Seafood, livei, kidney, giain products, seeds (content depends on amount in soil) 

Meal, seafood, liver, milk, eggs, whole grain products, wheat germ 

Source: Diiyff RL. The American Dietelic Associatinn's Complete Food and Niiliilinn Guide. Chicago, IL: The American Dietetic Associariori;199ti. 

'I'lirougliout die life cycle, diere are tiiiies when nutritional needs 

exceed those lypically consumed through the diet. For example, 

women who are pregn;uilor breast-fcx;ding need more of .some nulri­

enk, like iron, folate, and calcium. While women can obtain diese 

nutrienk in increased aniounk through food, mo,st do nol. 

'I'herefore, a dietaiy vitamin and mineral supplement may be iiec-

essar}' Postiiienopausal women generally beneht from calcium 

supplemenk. People on veiy low calorie diek do not consume 

enough food lo meet llieir vitamin and mineral needs, :iiul vegetar­

ians may nerd extra calcium, iron, zinc, and vitamins B|,, and 0. 
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.Some vilauins aid minerals may Ix; beneficial at levels far ;ilK)ve die 
recommended daily :dlow;uices (KDA), since die iy;)A re'fieck intake 
levels necessary to pre'vent classic deficiency syndromes in a popula­
tion. Antioxidant vitamins, such as vitamins F and C, have been 
shown in studies to iirovide protective he;dtli effeck al dosage levels 
above the PDA recommendations. For example, die KI)A for vita­
min E is 30 inlertialional uiiik (lU) per day However die dosage 
re'commended lor vitaniii E lo potendidly protect again.st heart di.s­
ease and other medical conditions is 100-800 If) jicr day' In 

Recommendations for Antioxidants 
Antioxidant DRl for Women DRl for Men 

recognition of re'searcli recommending intakes ;ibove the KDAs, die 
Natioiud Academy of Sciences, Food and Nutrition Board, released 
new Dietary Reference Intakes (DRIs) for ;uifioxidanl vitamins in 
Spring 2000. 'I'he new DRIs for vitamins C and E, selenium, and 
carotenoids include Tolerable Upper Intake Levels (LII,s), which 
describe die highest level of daily niilrient intake that is likely to 
po,se no risks or adverse health effeck to almost all individuals in 
die general population. Following is a suinmar}' of die cun̂ ;iit rec-
oniinendafioiis for dielary aifioxidank: 

Upper Intake Level Additional Notes 

Vitamin C 

Vitamin E 

Selenium 

Beta-caiotene 
and other 
carotenoids 

75 mg 

15 mg from food 
(equivalent to 22 lU 
natural souice vitamin E 
or 33 lU synthetic form) 

55 meg 

Due to conllicting 
evidence, DRl nol 
lecommendefl 

90 mg 

15 mg from food 
(equivalent to 22 lU 
natural source vitamin E 
or 33 lU synthetic form) 

55 meg 

Due to conflicting 
evidence, DRl not 
recommended 

2,000 mg 

1,000 mg alpha-tocopheiol 
(equivalent to 1500 lU natural 
source vitamin E or 1100 lU 
synthetic lorm) 

400 meg 

Due to conflicting 
evidence, UL not 
recommended 

Smokers need additional 35 mg/day 

SOIIICG: National Academy nf Sciences. Dielary Refeience Intakes. Washington, DC: Nation.al Academy Press, 2000, 

Ap|K;ndix G provides detailed ch.arts of DRIs, RDAs, aid ULs for other 
nulrienk. 'Fliese cliark c;ui be used with the Dielan' Supplemenl 
lidake I'orm (,̂ |lpelldix V.) and Food Frequency Rcwrd (Apjiendix 
F) lo assess die appropriateness of patienl iiiilnenl iiilake anourik. 

Univereily of Illinois, Chicago— 
httli://wwwiiic,edii/phaniiacy/research/dieL'celihiil 
United States Plianiiaco|x;ia—htlj)://www. usp.org 
Office of Dietary Supplemenk—hltii://www.(x1p.od.iiih.govAxls/ 

Herbal and Botanical 
Supplements 
'I'he use of herbs and botaiical sii|)plenieiik to iireveiil or treat dis­
ease is not as well dxumented as u.se of wtanins ;uid minerals. 'I'liis 
is nol to say that herb;d supplemenk may not have a |ireveiitive or a 
dierapeudc role against certain illnes,ses. 'I'here is no quesdon dial 
liedis and bolaiiicals can have slroiig physiological effeck; in fact, 
30% of all modem dmgs are derived from plank.- Depending on 
die paiticiikir supplement, diex' may be adequate research for ik use 
in treating or preventing di.sease. F'or example, the use of ginkgo 
biloba lor the syin|)loniatic treatment of age-associated niemoiy 
iinpainiieiil and demeiilia (including Alzheimer's dise;ise) aid lor 
die .symptomatic treatment of intennittent claudication is docu­
mented.-̂  'Fhe use of staiidartlizcd saw iialmelto exlrack for die 
Ireahiienl of lower urinary tract symptoms, secondary lo benign pro-
.stafic hyiierjilasia ;d.so has support.' Scientific research is currendy 
iinder̂ vay on many herbal aid bohinical supplemenk aid substai-
lialioii for dieir pre'venlive effeck against, or Ireahiienl for di.sease is 
growing. For up-to-tlate, detailetl irifomiadon on the scientific edi-
cacy of various supplemenk fiir die treatment or prevention of 
disease, I'efer lo the following Web sites: 

Advances in nutrition research have dkscovered iiewcompoiienk 
that, when delivered in the right aninunt, have measurable health 
bcnefik. As rese;u-ch prograiis aid new supplemenk enter the mar­
kel, healthcare jirofessionals will need lo assess the potential safety 
and efhcacy benehk some of diese prodnck will offer The role of 
dielary supiilemenk —vitanins, minerals, aiiiiio acids, proteins, 
newly discovered nulrienk (such as isofiavones, pbyiosterols), and 
bolanicals—in the optimization of healdi, |)revention, and Ireat-
nient of disease is growing rapidly as researchers uncover new 
evidence to support dieir usage Wliile die use of \'it;uiiins aid min­
erals is generally well documented to treat and prevent di.sease stales, 
some studies on herbal ;ind botaiical supiileiiienk also kxik promis­
ing for h âtineiil aid wellness .sp-atogies. 

Sources 
1. Kris-Elherton P, Burns J. Cardiovascular Nutrition: Strategies 

and Tools for Disease Management and Prevention. Chicago, 
IE: Amencan Dietetic Association; 1998. 

2. Kleiner SM. The tme nature of herbs. Phys Sports Med. 
1995;23:13-14. 

3. Mahady G. Herbal Medicines: What Works, What Doesn't. 
Presented at American College of Physicians, Apnl 15, 2000; 
Philadelphia, PA. Presentation and accompanying handout 
available at bttp://www.uic.edu/pharmacy/researcli/diet/ce.html. 
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Section G: 

EFFECTIVE COMMUNICATIDN WITH PATIENTS 
Discussing die potenfial beiiefik and risks of taking various dietary 

and herbal supplemenk with patienk does not require new skills for 

healthcare professionals, since most are already well versed in 

approaching controversial subjeck widi their patienk or clienk. 

Asking ;ibout a patient's u.se of herbal reinedies, vitaiiiiis, minerals, 

and olher supplemenk should be part of a routine medical history 

that includes odier lifestyle questions tyiiically asked, such ;is dio.se 

related to eating, smoking, exerci.se, recreational or illicit dmg use, 

and alcohol habik.' Questions shoidd be framed in an objective, 

open-ended, aid iioiijudgmental niainer 

It is important lo understand and respect the perspective of the 

patient aid the reason he or she may feel that supplemenk are ben­

eficial to health. Patienk may take dietary supplemenk to jirevent 

diseasii, lo treat disease, or to improve hinctions such as stamina, 

memory, or energy level. Sometimes pafienk hini lo supplemenk 

becaii.se dicy are dissatisfied with die treatmeiil or di.sease preven­

fion opdons offered byconveiihonal medicine, aid supplemenk help 

diem feel more in control of dicirown health.' For some pafienk, 

diehuy sup[)lemeiik are part of dieir culture aid arc used to treat or 

prevent a condition. Additionally, feelings of control from taking 

action are fre'qiiently cited as a re'ason for taking supplemenk. This, 

ill part, explains why .so many people who take sup[)lemenk have 

chronic or incurable diseases such as acquired iiiimunodehcieiicy 

syndrome (AIDS), arthritis, diiilietes, or career-

Maty [xiople wholeheartedly believe in die slmcliire/fiinction claims 

slated on die supplement label or in accompanying literature. For 

exanple, iiiaiufiicUire'i>i may give a prrxlucl a name that alludes to 

ik effecl, such as "Sleep" for insomnia, ,so diere is no doubt about die 

producl's intended use 

Advertisemenk, magazine articles, die liiternel, personal experi­

ence, and anecdotal repork from hieii(fs and relatives all serve as 

.sources of infiirinalion on dietary su|ipleineiits lor coiisiiiiieR. 

Advice also comes from healdi food store' eiiiploycxs, aldioiigh most 

have no fiirtnal training in nutrition or herbal inedicine. Some 

employees with no medical training even freely dispense inedical 

advice by rex;oniinendiiig specific iirodnck to help people treat a dis­

ease based on infonnation jirovided by die consunier-

.Some evidence exist dial select herbal :irid dietar)' suppleineiik can 

promote healdi, such as lhat for ,SL John's wort, gariic, .saw palmetto, 

and ginkgo biloba. However, as discu.ssed in previous sections, the 

.scientific evidence for many prodnck is still incomplete relative to 

s:dety aid efficacy. Obtaining die .scientific evidence to support maiy 

of the advertising and label claims may be a long and difhcull 

process.' Until that evidence emerges, plianiiaci.sk aid dieletic pro­

fessionals need to understand the current literature in relation to 

the risks and benehk of specific supplemenk. Pharmacisk and 

dietetic jirofessionals need to look for supplemenk with proven effi­

cacy and safety, and guide |ialiciik to .select those with proof over 

other supplemenk. In adilition, they must access credible sources of 

infonnation, and provide this iufortualion to patienk so dial they 

will make appropriate decisions. Healthcare professionals must 

develop and institute an appropriate monitoring plan for each 

patient taking a particular supplement. 

Communication with patienk regarding dielary supjilement use 

requires healdicare jirofessionals to he open lo unconventional reme­

dies and willing to investigate the potenfial nierik and limitations 

of all uiifaniliar supplemenk. Withholding judgment on die value 

of a supplement is advised until the healdicare professional can 

weigh die evidence, taking into coiisideradoii that patient's particu­

lar medical histor}', current u.se of medications, and dietar}' habik. 

Simjily telling a padeiit lo .slop using a produci if there is no clear risk 

to healdi cai be hamifiil to die relationship Ixitween die healdicare 

piTifessional and die pafienl.' 

People are l;d<ing ai increasingly aclive reile in dteir health—;iskiiig 

questions, raising concerns, and sharing obsei-valions about what 

they've learned, read, aid heard. At die .sane time, maty people are 

not as o|x;ii reve:ding their use of dielar}' sup|)leiiieiik as diey sliotild 

be Research shows that many people do not infomi their physi­

cians about their use of alternative tlierapies, including dietaiy 

siipplcmenk,̂ '* aldiough diey appear to be more open in six;akiiig 

about supplemenk widi pharmacisk and dietelic professionals.- '̂ ' 

Patienk may feel that healthcare providers would nol approve of 

diem hiking specific supplemenk, might diink of diem as silly for 

taking supplemenk, and/or would tell them to stop. Therefore, 

patienk do not always talk with dieir healdicare jirofessionals about 

sujiplemenk. It is imjiortant for the healdicare professional to ini­

tiate a discussion regarding suiijileiiieiik aid Ix; jirejiarexi lo answer 

quesfions aid addre,ss any palient concerns. 

Healthcare professionals should consider the following suggestions': 

• Initiate conversation. Ask jialienk about sujijilemeiit u.se as 

jiart of die slaidard medical hisloiy Do not wait for him or her to 

bring it iij). Use theDii'.laiy .Supplements InlakForm (Ajijiendix 

!•;) antl FoodI'requency Record (Ajijiendix F) lo gather iiilonna­

lion about siijijilenieiil usage, and dietar}' and lifestyle habik. 
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This algoiithm outlines a procedure for gathering information 
from patients about their usage of dietary supplements. 

Algorithm of Dietary Supplement Use: Patient History 

• Source of Supplements 

=> Over-the-counter 

=> Prescribed 

• Type of Supplement 

Vitamin 

=> Mineral 

=> Herbal/botanical 

=i> Ammo acid/protein 

Fiber 

• Dose and Frequency 

Amount 

=> How ofien 

With meals or other supplements 

=> What other supplement(s) 

Form of supplemenl—liquid, pill, unit dose, food 

=> Route—oral, injection 

• Reason Patient Taking Supplement? 

=> Perceived benefits 

=> Preventive oi tieatment etlecls 

=> Label claims 

=> Recommendations from lamily membeis, liiends 

or other persons 

=> Recommendation trom another healthcare professional 

• Patient Education 

=> Proven benefits/effectiveness 

=> Interactions with medications, foods/nufri'ents 

=> Appropriate dosage 

=> Duration of use 

=> Other cautions (eg, side effects, contraindicadons foi use 

such as disease/health problenis) 

=> Appropriate monitoring heeded for specific supplement 

I Documentation (in patient chart) 

^ Specific dietary supplements 

=> Patient perceptions 

Health outcome/symptom relief 

=> Adverse effects 

=> Drug interactions 

Adapted fium Physician Education Program, Module V (Vitamins and 
Supplemenis). Chicago, IL: American Dietetic Association: 2000. 

• Avoid judgments. People take su|)jileineiik because they 

believe them to be helpful. Be open-minded and hiir when dis­

cussing sujijilement use with patienk. Cain an undeBlaiding of 

your patienk' motives, beliefs, and .sources of inllueiice (family, 

Iriends, inag:tzines, odier liealtlic:ire jirofessionals). Provide infor­

mation about die risks of l;d<iiig dietary sujiplemenk p;irticiilaHy 

if certain sujipleiiienk jiose sidety risks. Make sure jiatienk under­

stand that while they ultimately will make tlieir own decisions 

ahout sujiplement use, lie:ddicare professionals wait to help them 

u,se such prodnck s;il'ely 

• Assess patient iuiowledge. Find out what die patient knows 

about taking a particular supjilement such as llie benehk aid 

risks; conlraindicafionswiih medicafions, foods, or other supple-

ni(;nk; ete. Initiating a dialogue about sujiplement u.se allows 

you to show your sincere inteicst in helping your patienk improve 

their health. Providing current information to jiatients on die 

effecliveness of die sujiplement, pro and con, will help jiatienk 

make infonned decisions reganliiig sujiplement u.se. I'hen, 

Jiatienk will value die healthcaie jirofessional s opinion on con-

trovei>;ial and/or jiolenlially haniihil sujijilemenk. 

• Becoine knowledgeable. Know the s;d'ety, efficacy, jiotential 

iiUeracfions with other medicalioms/fiiods, and recommended 

dosage levels of commonly u,sed siijijilemenk (see Section I for a 

.suinmar}' of rc«iiiimended resources). Slaying uji-lo-date on die 

literalure in this (jiiickly expaiding arê a gives patienk confidence 

lhal healllieare professionals undersland die jioiential value of 

dielary sujiplemenk aid don't atitoinatically regard diem :is use­

less. Patienk are more likely to rely on the advice of healthcare 

professionals who are ojieii to die jiossiliilities of supplemenk in 

jiroiiiotiiig good health. Remind patienk and clienk that a suji­

plement, by definition, is a siilxslaice to augment a liealdihil diet 

and lifestyle. 

• Provide e:Lsy-to-iinderstand in format ion. While not a 

substitute for oiie-on-oiie commuiiicatioiis, a handout of fre­

quently asked (jueshons aid dieir accomjiaiyirig ais-weoi may lie 

a usefiil tool for pracfifioners to use witli jiatienk. I'lic Ajipendix 11 

kmdaul, Qimslions 77onsii7nei-s Frecpte/itly Ask Ahoid Dielaiy 

Si.tpplemenls, jirovides an ovei-view of dietary sujiplemenk and 

answers general consumer qiiesdons about supplemenk. However, 

healdicare profevsioiials will need to provide specihc infomiation 

lo coiisumei-s on a i individual basis. F;iclslieek on various bolai-

ical supplements are available from the National Institutes of 

Health, Office of Dietaiy Sujiplemenk (htlp://www.odp.od. 

nih.gOv/od.s/) and die University of Illinois, Cliicago/Nlll (.Icnter 

fiir liolanical [liehiiy Sujiplement Research (litlji://www 

uic.edu/pli.-irmacy/research/dieL'ce.lihiil) Web sites. The l-ood 

andSuppleme/d Recommendalinn handout found in AjijKiulix 

ADA/APtiA Special Report from Ihe Joint Woiking Group on Dietary Supplements 



I of diis guide jiroviiles patienk with a i easy-to-inufcrslaid suinmar}' 

ol recommendations regarding sujiplement aid dietar}'recommen-
dadons. 
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cians need to know. Am Earn Phys. 1998;58(5|:1133-1 140. 

2. Winslow LC, Kroll DJ. Herbs as medicines. Arch Intern Med. 
1998;158:2192-2199. 
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Butterfield, G. Eigogenic aids: evaluadng sport nuirition prod­
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Section H: 

WHERE DO WE GO FROM HERE? 
T'here is a great deal of research and education to be done in the 

area of dietary sujiplemenk, and jihannacisk and dietetic profes­

sionals can play ai integral role in this jirocess. Educating 

consumers and odier healdicare professionals aboul the potential 

beiiefik and risks of taking dietar}' supplemenk is a priniar}' need. 

Pbamiacisk and dietetic jirofessionals can particijiate in research 

jirograns to gather more data on effectiveness or assist in legislative 

effork lo help strengdien regulations fiir dielaiy sujijilemeiik. A 

summaiy of die goals for dietetic jirofessionals and plianiiacisk in 

diis nqiidly growing area include: 

• Routinely ask jiatienk ;dioiil dieir use of dietar}' sujijilenienk. 

• Ev;duate the evidence for safely aid ejfiaicy on a continuous basis. 

• Continue to voice the need for rigorous, jK-er-reviewed research to 

iksess efficaq' conducted prior lo produci markefing. Ask iiiaiu-

fiicturers for s;d'ety and efficacy data. 

• Be ojieii-niindcd about sujiplemenk and their jioteiitial to ojili-

iiiize healtli or Ireal antl prevent disease. Understand and respect 

the jterspective of the patienk and why they feel taking siipjile-

meiik is beneficial lor dieir healdi. 

• Fducale consumers about die potential benehk, as well as the 

potential risks, of taking dietary sujijilemenk. Help consumers rec­

ognize supplemenk are' not magic buliek aid niaiy prexluck lack 

jiroof of efhcacy hi addition, it will helji consumers understand 

that dielary supplemenk are held to a lower s;d'ety staidarel than 

that applied to odier over-the-counter medications. Healthcare 

professionals need to deliver the fack, die decision on wliedier or 

not to take a sujijilement is uji to the consumer 

iRoufinely report any adverse reactions to MedWatch. 

IVlaniifacturers also need lo be included in the adverse effeck 

reporting .system. Encourage reguladon dial requires maiuf:iclur-

eni lo submit to FDA any data diey have .solicited or aiy consumer 

rejiort.s diey have revived relevait to s;ifety issues. 

• Educate other healthcare jirofessionals nn the tojiic of dietar}' suji­

jilemenk. 

I Become better recognized, credible .sources of information on 

dietar}' sujiplemenk for consumens, the media, aid odicr healdi­

care Jirofessionals. 

I Continue to encourage changes in the regulator}' environment 

regarding supjilemenk. Lawmakers must lie encouraged lo estab­

lish effeclive enforcemenl jiolicies that pemiit jiromjit removal of 

unside pnxluck from the marketjilace; lo establish a final mle on 

good manufacturing procedures sjiecific to dietar}' supplemenk; 

and lo revise label standards to ensure more useful information, 

clear guidelines, and to protect consumers from hdse and mis­

leading claims, liiicourage develojiment of a system that assesses 

efficacy of dietary sujijilemenk. 

A Healthcare Professional's Guide to Evaluating Dietaiy Supplements 



Section I; 

ADDITIONAL RESOORCES 
Publications for Consumers 
l.ininger SW, ed. A Z Guide lo Drug-Herb and Vilamin 
Inlcraclmns. Rockliii, CA: Prima Publications; P//j. 

Pierce A. .American I'harmaceuliad Association Practical Guide 
lo Natural Medicines and Regukiloiy 1'er.speclwe.s. New York, N̂ ': 
StoiiesongPres.s; 1999. 

DukeJA. Green Pharmacy: New Discoveries in llerbtd Remedies 
fijr Comnirm Diseases atid Conditions from the World's Forernrjsl 
Authority on Healing Herbs. F, 1111 nans, PA: Rodale Press; 1999. 

(;meiiwald.l,BreiidlerT,)aenickeC,eds. PDR for Ikrbal Medicines, 
2"''ed. Montvale, NJ: Medical Economics Comjiany Inc; 2000. 

Newsletters 
EnvirontnenlalNidrdlon. Siiliscri|ilioii inlomialion al PO Box 

420451, Palm Coast, Fl, 32142 01 (800) 829-5384. 

Nuirition Action Heallh IMcr Published by Center for Science in die 
Public Inteiest. Subscrijilion iiifomiafioii at littj).//v.'wwcsjiiiiet.org. 

Publications for Healthcare 
Professionals 
Useful in the clinical setting 
Blumenthal M, Goldberg A, Hriiikmann |, eifs. llerbcd Medicine -
Expanded Coinml.sslon E Monographs. Austin, 'FX: American 
Botaiical Council; 1999. 

Briiiker F|. Herb Conlraitidiaitions and Drug Inieraciions, 2'"' ed. 
Sandy, OR: Eclecfic Medical Publications: 1998. 

Cohen Mil. Complemenlaiy and Allernalive Medicine: Legal 
Boundaries. Baldniore, Ml): Johns Hojikins Pa'ss; 199S. 

Felrow CW, Avila JR, eds. Profes.sional's Handbook of 
Complementary & Allernalive Medicines. Sjiiingliouse, PA: 
Spriiigboiise Publishing: 1999. 

Natural Medicines Comprehensive Database. 'I'he Pliarmacisl's 
U'lter/I'lie Prescnhers Inciter; 1999, fljidaled yearly 

Pelton R, l.aVelleJB, Hawkins EB, Krinsky DFeds. Drug-Induced 
Nutrient Depletion Handbook. Hudson, OH: l£xi-(.:oniji, Inc; I999. 

Useful in researcli or for in-depth hackground 
information 
Blumenthal M, Goldberg A, GmenwaldJ, Hall T', RigginsCW, Rister 
RS, eds. Complete German Commission E Monographs: 
Therapeutic Guide lo Herbal Medicines. Austin, 'FX: American 
Botanical Council; 1998. 

Ix'uiig AY, Foster S. Encyclopedia of Common Natural Ingredients 
Usal in Foods, Drugs, and Co.s/nellcs. 2'"' ed. New York, fit': Wiley 
1996. 

Schiilly. y Hansel R, TVIer VE. RationalPhylolherapy: A Physickm's 
Guide lo Herbal Medicine. New York, NY Sjiringer; 1998. 

DeiMarelersoiaii A, ed. Guide lo Popular Natural Producls 
(.Abridged). St. Louis, MO: Fack aid Comparisons; I999. 

Sarubin A. 'I'he Heallh Professional's Guide lo Popular Dielary 
Supplemenis Chicago, IF: .American Dietelic teociation; 2000. 

RobliersJE, 'l'}'ier V. Herbs of Choice. Binghamlon, NY Haworth 
Hedial Press; 1999. 

Internet Sites for Consumers 
American Botanical ('ouiicil 
httj)://www.lierbaigrain.org 

America! Dietetic As,soci;ition 
bllji/Avwweatriglit.oig 

American Pliamiaceutic;d Association 

httji:/Avwwpliannac7aiid}'ou.org or liitjK/Avwwajilianel.org 

Consumer Healthcare Prodnck Associalioii 
littj)://wwwndiiiainfo.org 

Consumeri.ab.com 
littji://wwwcoiisiiiiieri;ih.com 

Herb Research Foundation 
hlli):/Amvheri)s.org 
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National (rnter for Coiiijilenientary & Alternative Medicine 

littji://alhiied.(xl.iiili.gov/nccaii/ 

Nadonal Council for Reli;dile Healdi Infonnation 

liltp://wwwiic;diforg 

The Natural Phamiacist 

hltp://wwwhip.coiii 

Office of Dietary Sujiplemenk (OIXS) 

littp://o(lp.od.iiili.gov/ods/ 

(301) 435-2920 

SuiijilemeiitWateb 

httj):/AvwwSuppleinentWateh.coin 

RxList—The Intemet Dmg Index (altemafive medicine page) 

littp://v\'wwrxlist.coni/alteniative.hhn 

Internet Sites for Healthcare 
Professionals 
Alternative Medicine Review 

littji://www tlionie.com/altiii 

Americai Botaiical Council 

liltj)://wwwlierii,'dgran.org 

American Dietetic A.ssociatiori 

httii./Avweatright.org 

Americai Phannaceutical As,sociatioii 

lillp://www::qiliaiel.org 

Consumer He:ddic;ire Prodnck A.ssociafioii 
lillI)://www.ndniaiiifo.org 

Council lor Resjxmsible Nutrition 

littji://www.cn iii.sa.org 

(202) 872-1488 

'I'he Dietay Sujijilement Quality liiitiadve 
htlp://www.iLsqi.org 

F.urojieai Herbal Practifioncî  As.sociation 

litlp://www.ii.sers.globaliiet.co.uk/~eplia/ 

Food and Dmg Adiiiiiii.slratioii 
liltjr/wwvv.lda.gov 

Heri) Research Foundation 

httji://www.hed)s.org 

International Bibliograjihic Information on Dietary Supplemenk 
(IBIDS) 

http://o(lji.od.nili.govAxLs/databases/ibids.html 

NAPRALER'F—Natund Prodnck Alert Dalabase (subscrijihon 
reijuired) 

htlp://wwwpcog8.piiimp.uic.edu/mqi/n;iii!.hhiil 

National Clenter for Complementary & Altemative Medicine 

httji:/Adhned.od.nih.govAiccaii/resources/caii-ci 

Natioii:d Council f'or Reliable Healdi Infonnation 
lillp://w\vwiic;dif.org 

Natund Medicines Comjireliensive Dalabase (sub.scripfion required) 
liUji://wwwnatunddalabase.com 

The Natund Phamacist 
litlji://www.tiiji.com 

Ott'ice of Dietar}' Sujijilemenk (ODS) 

littj):/Alietar}'-sujiplemeiik.iid'o.nili.gov 

SujijilementWateli 

http://wwwSuj)pleiiieiit\Vateli.com 

Pliytoriel 

wwwexeterac.uk/jiliytuiicty 

IJSDA Nutrient Data l.aborator}' 

lillji://wwwiial.usda.gov/fiiic/foodconip ' " ' 

CD-ROM Databases 
Comjilementaiy & Altemative Medicine .Series. Microiiiedia, Inc. 

ClinicalEs.senllals. Portland, OR: llealdiNotes, Inc. 

U.SP24~NFI9. United Slates Pbannacojicia-National Fomuihuy 
CD-ROM. Rock-ville, MD: UjxlaledJaiuar}' 2000. 
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Appendix A 

FDA-APPROVED HEALTH CLAIMS 

Diet and Disease Claim Approved Claim* 
Foods and Supplements That 
May Display the Health Claim 

Calcium and osteoporosis 

Sodium and hypertension 

Dietary tat and cancer 

Dietary saturated fat and 
cholesterol and risk of coronary 
heart disease 

Fiber-containing gram products, 
fruits, vegetables and cancer 

Fruits, vegetables, and grain 
products that contain fiber, 
particularly soluble fibei and 
risk of coronary heart disease 

Fruits and vegetables and 
cancer 

Folate and neural tube 
birth defects 

Dietary sugar alcohol and 
dental caries (cavities) 

Dietary soluble fibei, such as 
that found in whole oats and 
psyllium seed husk and 
coronary heart disease 

Soy protein and coronary 
heart disease 

Whole grains and coronary 
heart disease and certain 
cancers 

Regular exercise and a healthy dret with enough 
calcium help teen and young adult white and 
Asran women maintain good bone heallh and 
may reduce their risk of osteoporosis. 

Diets low in sodium may reduce the risk of high 
blood pressure, a disease associated with many 
factors. 

Development of cancer depends on many factors. 
A diet low in total fat may reduce the risk ot some 
cancers. 

While many factors affect heart disease, diets low 
in saturated fat and cholesterol may reduce the 
risk of this disease. 

Low-fat diets rich in fiber-containing grain products, 
fruits, and vegetables may reduce the risk of some 
types of cancer, a disease associated with many 
factors. 

Diets low in saturated fat and cholesterol and rich 
in fruits, vegetables, and grain products that contain 
some types of liber, particularly soluble fibei, may 
reduce the iisk of heart disease, a disease associated 
with many factors. 

Low-fat diets iich in liuits and vegetables (foods that 
are low in fat and may contain dielaiy fibei, vitamin A, 
or vitamin C) may leduce the risk ol some types ol 
cancer, a disease associated with many factors. 

Healttilul diets with adequate loiate may reduce a 
woman's risk ol having a child witli brain or spinal 
cord birth defect 

Frequent between-riieal consumption of foods high 
in sugars and starches promotes tooth decay. The 
sugar alcohols in this food do not promote tooth decay. 

Diets low in saturated fat and cholesterol that 
include 3 grams of soluble fiber from whole oats 
pel day may reduce the risk of heart disease. 

Diets low in saturated fat and cholesterol that 
include 25 grams of soy protein a day may reduce 
the risk of heart disease. 

Diets rich in whole grain foods and other plant 
toods and low in total fat. saturated fat and 
cholesterol may leduce the risk of heart disease 
and certain cancers. 

Low-fat and skim milks, yogurts, tofu, calcium-
fortified citrus drinks, and some calcium 
supplements 

Unsalled tuna, salmon, fruits and vegetables, 
low-fat milks, low-fat yogurts, cottage cheeses, 
sherbets, ice inilk, cereal, flour and pastas (not 

egg pastas) 

liuits, vegetables, reduced-fat milk products, 
cereals, pastas, flours, and sherbets 

Fruits, vegetables, skim and low-fat milks, 
cereals, whole-grarn products, and pastas 
(not egg pasla.s) 

Whole-gram breads and ceieals. fruits, and 
vegetables 

Fruits, vegetables, and whole-grain breads and 
cereals 

Fruits and vegetables 

Enriched cereal gram producls, some legumes, 
peas, fresh leafy green vegetables, oranges, 
grapetruil, many hemes, some dietaiy supplements, 
and torlified breaklast cereals 

Sugarless candy and gum 

Foods made with rolled oats, oat bran or whole oat 
Hour; hot and cold breakfast cereals containing 
whole oats or psyllium seed husk; and dietary 
supplements containing psyllium seed husk 

Soy foods 

Whole gram breads, cereals, and crackers 

nhc iicliial hadlh claim di.spl<md on ti product is iiflcii nn ahhivviiitedforvi of Ihc (fficiully rip/inwal drum. 

Siiiira'S: SI;ikiiiK A Cl.-iiiii lii (.'ofKl llo;iltli. I W Coii.mmi.r iMiii;,iTim: Ikjiliasd:!. Mil: Vimi m l Dmg Adiiiiiiislrjiioii, NdVLiifcr-ltecMihcr I'J'.IS. 
ri>..\ ,y>lmwe.s A'l.w Health Cliiini for Sny I'rolaii andConmaiy llmrt /toiw.n.-, OcUiha 211, Vmi Av-:iil:il)li; :il lill|i-/M™-.f(l:i.i;,)v/f(i:ic/fi):miri:.i/. 
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Appendix B 

SOAP Checklist 

1 SUBJECTIVE 

Claims being made: 

Who is making claims? 

Motrvation for claims^ 

Patient's interest? 

What patienl knows about produci: 

From where did patient get mioirnatron? 

1 OBJECTIVE 

Is the supplement generally safe? 

Can it cairse harm in any dosage? 

Is the product Irom a company that is known or highly likely 

to have safe and appropriate manufacturing conditions? 

Are you conident the product is not contaminated/adulteiated? 

Could the preparation method affect potency/safety of the 

active ingredienfi' 

What is known about efficacy in the condition for which the 

patient desires to use the prodirct? 

Whal ettecl does the primary active ingredient have? 

Are there studies to support edicacy? 

What is the mechanism ol action of the piimary active ingredient? 

In what plant and part is the primary active ingredient found? 

How much ol each ingredient is rn the product What other 

ingredients, such as hllers, are rn the product' 

ADA/APhA Special Report From the Joint Working Group on Dietary Supplements 



Appendix B (continued) 

OBJECTIVE (Continued) 

What IS the recommended or commonly used dosage of 

the product or primary active ingredient? 

What IS the nature, duration, seventy of condition for which 

palient desires to use the producf 

Did a healthcare professional diagnose the patient' 

Firmness of diagnosis' 

Concomitant disease states: 

Concomitant medications and supplements: 

If the product does nol aid the patient, masks another condition, 

or prevents the palient from seeing a healthcare practitioner, 

what is the likelihood and severity of harm? 

ASSESSMENT 

Assessment of validity of product claims' 

Risk/benefit of product in this patient' 

Do you recommend the product for this patient' 

Is tlieie evidence to support a particular lorniulaUon or brand? 

PLAN 

Monitoring parameters: 

Side edects patient should watch for: 

Dose, frequency, and length of use: 

Recommendations to be documented: 

Adnpterl from Rosenbloom C, Slorlio J. A nulrilionisfs guide to ev.iliiating oroc] enic aids. SCAt̂ 's Pulse 1998:1 7|1): 1 -5 
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Appendix C 

UNITED STATES PHARMACOPEIA CRITERIA FOR LEVELS OF EVIDENCE 
level I: Randomizeil Controlled Ttials, Mela-Analyses and Epidemiological Studies ol Highest Quality 
A. Randomized Controlled Trial (RCT| 

fhe sludy is a randomized controlled trial that is adequately powered to show a treatment effect vs. placebo or an appropriate active or his-
toncal control. The report of the study must descnbe the obiectives and design ot the study, the endpoints measured, the method of lan-
domization, the method of blmding, the assessment ot outcome, and the statistical analysis employed, including the handling of dropouts 
and withdrawals (e.g., intention-to-treat vs. per protocol analyses). The rosults must be presented comprehensively, not selectively. 
Sponsorship of the study and the measures taken to assure the validity and integnty of the data (e.g., monitoring) should be noted. The study 
may not have a methodological flaw, or a potentially biased statistical analysis that is serious enough to undermine the conclusions of the 
study. 

B. Meta-Analysis 

The study contams a lepresentative universe ol RCTs in the worldwide medical liteialure that meet die pre-specilied inclusion and exclusion 
criteria of the meta-analysis, at least some ol which are Level lA in quality The leport of the meta-analysis must describe in detail the inclu­
sion/exclusion criteria, the methods used to minimize selection bras, the method ol pooling data, and the statistical analysis used. The study 
may not have methodological Haws sufficient to undermine the conclusions of the study. 

C. Epidemiological Study 

For the demonshation ol drug-adverse event (AE) associations (but not drug edicacy), the study is a case-control study (oi other 
epidemiological study ol appropriate design) thai demonstrates a drug-AE association of high scientific credibility, i.e., an association that is 
biologically plausible, has a non-maiginni relative risk and a low probability ol eiioi. The report must describe in detail the method of 
selecting cases and controls and the measures taken to minimize selection bias and to control for confounding variables. The sludy may 
not have methodological flaws sufficient to undeimme the conclusions of the sludy 

Level II: Randomized Controlled Trials, Meta-Analyses and Epidemiological Studies of Moderate Quality 
A. Randomized Controlled Trial 

The study is a landomized controlled tiial that is designed to show a treatment effect vs placebo, an active control, or a historical control 
Howevei, the report lacks a sudicient rJescnpiion ol the methods oi analyses, particularly with respect to specified endpoints randomization 
blinding and/or the statistical analysis, to meet a lA level ol quality Evidence of quality control ol the data though rndependent monitoring is ' 
usually lacking. The study may have significant methodological flaws, oi uncertainties m the statislical analysis, but none that is overt and 
seuous enough to undermine Ihe conclusions of the study. Many clinical studies reported in the older medical literature or m iion-peei-
icviewed journals may meet this description. 

B. Meta-Analysis 

The study rs a meta-analysrs of a sample of tnals that is less than the full uriiveise ol published tiials meeting the pre-specified inclusion or 
exclusion cnieiin or is composed only of studies lhat aie Level HA in quality, but in other rospects is appropriately conducted and reported. 

C. Epidemiological Study 

For the demonstration of a drug-AE association, the study is a case control study (or other epidemiological study ot appropriate design) that 
would meet the standards of a Level lA stirdy except that the relative risk and/or the P value marginal. Serrous drug-related AE's identified in 
large, uncontrolled, long-term studies ot in post-marketing surveillance belong in this categon/. 

Level III: Inconclusive Studies 
This level includes non-iandomized liials, edicacy studies lacking an appropiiate control group, studies with methodological flaws serious 
enough to render them unmterpretable, and studies that are too small or of insutticient duration to be ol value. The conclusions of Level III 
studies am not necessarily incouect, but they cannot be shown by scientitic methods to be correct. Level 111 stirdies can be useful as 
hypothesis-generating studies but are ordinarily considered inconclusive in supporting the overall edicacy assessment of a drug. 

Level IV: Anecdotal Evidence 
This level includes case leports and/or papers reporting a series ol cases. Such reports are not necessarily incouect, but aie geneially con­
sidered as descnptive lather than experimental, and hypothesis-generating at best. 

fleiiiinial with peimissiiin Iwm Ihe United Stales Phaimauipeia, 02000 
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Appendix D 

For VOLUNTARY reporting 
hy health professionals of aiiversc 

events and product prohlenis 

THE FPA MEDICAL f K O D U C T t • E P O K T I N C P R O C I A M 

A. Patient information 
1. Patient idttrrtifier 2. Age at l ime 

of event: 

Date 
of b i r th : 

3 Sex 

\ ~ \ female 

I I male 

B. Adverse event or product problem 

Page 

Weight 

kgs 

1 [_J Acfvarse event and'ar 

2 Outcomes at t r ibuted to adverse event 
(check all that apply) 

Q death 
.—, lirw/dny/yr) 
I I lile-thfoatening 

[ I hospitalizaliuii - initial or prutongod 

J Produc i p rob lem (o.g.. defects/malfunctions} 

I I disability 
r n congenita! anomaly 

I I reciuired intervontion in prRvenl 

permanent impairrnent/damago 

Q Olher 

event 
(mo/day/yi) 

5. Describe event or problem 

4. Date of 
th is report 

G Relevant les ts labora to ry data, including dales 

7 Other relevant h is tory , inc luding preex is t ing medical cond i t ions (e g. allergies, 
race, pregnancy, smoking and alcohol use. hepatic/renal ctysfiiiictinn. rtlc.) 

in 
FDA Fo rm 3S00 

Mail to; M I I D W A I C I I O/" FAX to: 
5600 Fishors Lane l-BOO-FDA-0178 
Rockville. MD 20852-9787 

C. Suspect medlcation(s) 
1. Name (give lahelad slrength & mfr/labeler. it known) 

1 

#2 

2. Dose, frequency A route used 

4 Diagnosis lor use {indication) 

#1 

3. Therapy dates (it unknown, give rturaiion) 
hom.lo ( M UBSI »i6mjla) 

6. Lot # (il k/iown) "/. Exp. date (il known} 

9. NDC # (lor produci problems only) 

5 Event abated after use 
s lopped or dose reduced 

8. Event reappeared after 
re in t roduct ion 

' ' Mut j : i i i 
apply 

10. Concomitant medical products and ih.^fapy d^ies (exclude irealmGui o' event) 

D. Suspect medical device 
1. Brand name 

2. Type ol device 

3 Manufacturer name & address 4 Operator of device 

[ 1̂ hp^lih pro(^;isi(jna[ 

1 1 lay iisi_'r/paMi:'iii 

• 0,1.0,: 

3 Manufacturer name & address 

1). Expirat ion date 
6 ' ' 

model « 

catalog # 

serial # 

lot # 

other » 

1). Expirat ion date 
6 ' ' 

model « 

catalog # 

serial # 

lot # 

other » 

7. If implanted, give date 
( f i o ' i j j . ' y j t 

6 ' ' 

model « 

catalog # 

serial # 

lot # 

other » 

B II explanted, give dat*; 

\y Device available lor evaluation? (Do nol send to I'DA) 

n y*̂ '̂  Q fiiJ Q ri^lurned lo inanutaclurer un ^ 

10. Concomitant medical products and Ihorapy d.-il«s (exclud.j liMliiiBnl ul c-vonil 

E. Reporter (see corHltJentialitv section on back) 
phone # 

2. Health pro less ional? 3. Occupat ion 

II you do NOT want your ident i ty d isc losed to 
Ihe manufacturer, place an " X ' in Ihis box. [ 

4. A lso reported to 

( I m.- ir iut.- ic i i i r i j r 

[ I u;".er lac i l i l v 

(31 CtiSIfitHJlor 

Submission of a report does rtot constitute an admission that medical personnel or the product caused or contributed to Ihe evonl 
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Appendix D (Continued) 

ADVICE ABOUT VOLUNTARY REPORTING 

Repor t e x p e r i e n c e s w i t h : 

• medications (drugs or biologies) 

• medical devices (including in-vitro diagnostics) 

• special nutritional products (dietary 
supplements, medical foods, infant formulas) 

• otfier products regulated by FDA 

Repo r t SERIOUS adve rse e v e n t s . A n even t 
is s e r i o u s w h e n t h e pa t ien t o u t c o m e i s : 

• death 

• lite threatening (real risk of dying) 

• hospitalization (initial or prolonged) 

• disability (significant, persistent or permanent) 

• congenital anomaly 

• required intervention to prevent permanent 
impairment or damage 

Repo r t even if: 

• you're not certain the product caused the 
event 

• you don't have all the details 

Repo r t p r o d u c t p r o b l e m s - quality, perfornnance 
or safety concerns such as: 

• suspected contamination 

• questionable stability 

• detective components 

• poor packaging or labeling 

• therapeutic failures 

How t o repor t : 

• just fill in the sections that apply lo your report 

• use section C for all products except 
medical devices 

• attach additional blank pages if needed 

• use a separate form for each patient 

• report either to FDA or the manufacturer 
(or both) 

I m p o r t a n t n u m b e r s : 

• 1-800-FDA-0178 to FAX report 

• 1-800-FDA-7737 to report by modem 

• 1-800-FDA-1088 to report by phone or lor 
more information 

•1-800-822-7967 for a VAERS form 
for vaccines 

If y o u r r epo r t i nvo l ves a s e r i o u s adverse event 
w i t h a dev i ce and it occurred in a facility outside a doc­
tor's otiice, that facility may be legally required to report to 
FDA and/or the manufacturer. Please notify Ihe person in 
that facility who would handle such repotting. 

Con f i den t i a l i t y : The patient's identity IS held in strict 
confidence by FDA and protected to the fullest extent of 
the law. The reporter's identity, including the identity ot a 
self-reporter, may be shared with the manufacturer unless 
requested otherwise. However, FDA will not disclose the 
reporter's identity in response to a request from the 
public, pursuant to the Freedom of Information Acl. 

The pub l ic r e p o r t i n g b u r d e n (ot th is c o l l e c t i o n of i n t o r m n l i o n 
h f l s b e e n e s t l m n l e d l o K v c m g e 30 m i n u t e s per r e s p o n s e , 
i n c l u d i n g Ihe l ime to r revic iMing i n s t r u c t i o n s , s e a r c h i n g ex i s t , 
m g dAta s o u r c e s , g a t h e r i n g a n d m a t n l a i n i n g Ihe da ta n e e d e d , 
a n d c o m p l e t i n g a n d r e v i e w i n g the c o l l e c t i o n o t I n f o r m a t i o n 
Send c o m m e n t s r e g a r d i n g t h i s b u r d e n e s l i m a l e or any o ther 
aspec t ot t h i s c o l l e c t i o n o t i n f o r m a t i o n . I n c l u d i n g s u g g e s t i o n s 
for r e d u c i n g th i s b u r d e n to 

UHHS RafKvli aoarancd Ot*. 
Pspotwofli RwlucbonProiKl 
H i i i w l H. IfunphrBv Duridinff. 
2ac InitafMndanca Avwtui^ S W. 
Wsshviglon. DC ID70 

( n i B . o » i ) 
Room !>]1 H 

"An agwicy may not ccaiduci ai f | x>n in . 
•nd • p m t M . I l r>ot roqulrsd to respond to. 
a collacbon of tnlwirwDon unlasi il dispiayi 
• a j t rmt ty vakd Olf f i ccnkod numbw." 

P l e a s e D O N O T 
R E T U R N t i l l s l o r i T i 
t o t h i s a d d r e s s . 

i l lUAN St.MVICr..S 

Please Use Address Provided Below - Just Fold In Thirds, Tape and Mail 

Department of 
Health and Human Serv ices 
Public Health Service 
Food and Drug Administration 
Rockville, MD 20857 

Official Business 
Penalty tot Private Use $300 

N O r O S T A C . C 

N E C K S S A n v 

ir twtAitec 
IN I M F 

U N I T t D S I A T f S 

O R A P O / r P Q 

BUSINESS REPLY MAIL 
FIRST CLASS MAIL PERMIT NO. 946 ROCKVILLE, MD 

POSTAGE WILL BE PAID BY FOOD AND DRUG ADMINISTRATION 

M E C ^ T C H 
The FDA Medica l Produc ts Repor t ing Program 
Food and Drug Admin is t ra t i on 
5600 F ishers Lane 
Rockv i l le , MD 20852-9787 

l . , l i l l l i i . l . i l . i l , l , . i l , l l . l . , l i , . l l , , l i l , , , l , , M I 
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Appendix E 

Dietary Supplement Intake Form 
Your healthcare professional needs the following information atjout 
your usual supplement and dietary habits to develop a personal 
plan for you. Please complete all sections completely and accu­
rately. 

NAIVIE 
AGE DATE 

1) What kind of supplements do you use? (Check all that 
apply) 
• none 
• multi vitamin/mineral supplement 
• herbal or botanical supplemenl 
• amino acid oi protein supplement 
• fiber supplement 
• other (see question 14 checklist at end of this foim| 

2) How long have you used this supplenient(s)7 
• 1 month or less 
• 3 months 
• 6 months 
• 1 year 
• more than 1 year (specify) 

3) How long do you plan to use this supplement(s)7 
• indefinitely 
• 1 year 
• 6 months 
• 3 months 
• 1 month 01 less 

4) What are your primary reason(s) for taking this supple-
ment(s)? 

• for Its preventive effect against disease/medical condition 
• to help treat a disease/medical condition 
• general wellness 
• energy 
• weight loss 
• pregnancy/lactation 
• other (specify) 

If used to treat specific medical condition. 
What are your medical symptoms? 

5) How long have you had these symptoms/medical 
condition? 
• 1 week 01 less 
• 1 month 
• 3 months 
• 6 months 
• 1 year 
• more than 1 yeat (specify) 

6) Have symptoms Improved since you started taking this 
supplement? 
• yes (explain how) 

U no 

7) Are you currently taking or have you recently taken any 
over-the-counter or prescription medications, including 
oral contraceptives? 
• yes (specify) 

• no 

8) Do you have any additional illnesses or medical 
conditions? 
• yes (specify) 

• no 

9) Are you pregnant or hreast feeding? 
• yes 
• no 

10) Do you drink alcohol? 
• yes 
• no 

If yes. how often' 
• lately 
• occasionally 
• often 
• nevei 

If yes, how much at one sitting' 
• 1 glass 
• 2 glasses 
• 3 glasses or moie 
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Appendix E (Continued) 

Dietary Supplement Intake Form (Continued) 
11) Do you smoke? 

• yes 
• no 

If yes, how often and how much? 
• 1-5 cigarettes, cigars, pipes per day 
• 1 pack per day 
• 2 packs per day 
• more than 2 packs per day 

12) Are you allergic to any medications, foods, plants, or 
flowers? 
• yes (specify) 
• no 

13) Are you on a self or medically prescribed eating 
plan/diet? 
• yes (specify) 
• no 

14) What specific supplement(s) do you take, amount you take, and how often do you take it? 

Amount/Dose Number of Doses (per day oi week) 
Aloe 
Ammo acid(s) 
Black cohosh 
Bee pollen 
Calcium 
Cat's i:law 
Cliondroiliii 
Chiomium 
Coenzyme 010 

Creatine 

"AndioVDHEA 
Dong quai 
Echinacea 
Evening piimiose oil 
Feveilew 
Fiber 
Fisti oil/DFIA 
Folic acid 
fiailic 
Ginger 
Ginkgo biloba 
Ginseng 
Goldenseal 
Giapeseed extiact 
Iron 

Kava kava 
Ma huang/Ephedra 
Milk thistle 
Multiple vitamin/Mineial 
l̂ eppermint 
Pyruvate 
St. John's woit 
Saw palmetto 
SAM-e 
Valerian 
Vitamin B complex 
Vitamin C 
Vitamin D 
Vitamin E 
Other 

.Soiiice: A(l;i|ili;(l fmni Spoils NuUilion: A Guide loi Ihe Frolessional Working With Aclive People. Cliicngo, IL: Ameiiciii Dietelic Association, 2000. 
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Appendix F 

Food Frequency Record 
Please indicate whicli foods you eat. 

Less Than 

Once a Week 
Not Daily but at 

Least Once a Week Daily 

SourcR: tvtedical Niitnliun Theiapy Across the Continuum ol Caie. Cliicago. IL. American Dietetic Association; 199C. 

Never/Rarely 

Milk, yogurt • • • • 

Cheese • • • • 

Red meat • • • • 

Poultiy • • • • 

Fish • • • • 

Eggs • • • • 

Mixed dishes • • • • 

Dned beans, legumes • • • • 

Peanut buttei • • • • 

Nuts • • • • 

Breads, cereal • • • 

Potatoes, pasta, rice • • • • 

Fruits, juices • • • • 

Vegetables • • • • 

Maigarine, butlei • • • • 

Cooking oil • • • • 

Soui cieam, salad dressing • • • • 

Ice cream • • • • 

Cookies, cake, pie • • • • 

Candy • • • • 

Soft drinks • • • • 

Coffee • • • • 

Tea. iced tea • • • • 

Alcohol • • • • 

A Healthcare Prolessional's Guide to Evaluating Dietary Supplements 



Table 1 
Dietary Re fe rence Intakes- r e c o m m e n d e d in takes for ind iv idua ls 

Life stage 
group 

Calcium 
(mg/d) 

Phosphorus 
(mg/d) 

Magnesium 
(mg/d) 

vitamin D 
(^g/d)" 

Fluoride 
(mg/d) 

Thiamin 
(mg/d) 

Riboflavin 
(mg/d) 

Niacin Vitamin 
(mg/d)' Be (mg/d) 

Folate 
(t^g/d)" 

Vitamin 
B,2 (ng/d) 

Pantothenic 
Acid (mg/d) 

Biotin 
(f^g/d) 

Choline' 
(mg/d) 

Vitamin C 
(mg/d) 

Vitamin E' 
(mg/d) 

Selenium 
(jig/d) 

Inlanis 
0- 5 rno 
7-12 mo 

Ctiildren 
1- 3 y 
4-8 y 

Males 
9-13 y 

14-18 y 
19-30 y 
31-50y 
51-70 y 

> 7 0 y 
Females 

9-13 y 
14-18 y 
19-30 y 
3 l - 5 0 y 
51-70 y 

>70 y 
Pregnancy 
:^ 18 y 

19-30y 
31-50 y 

Lacialion 
5= 18 y 

19-30 y 
31-50 y 

210-' 100- 30- 5- o.or 0.2- 0.3- 2- 0.1 
270- 275- 75- 5- 0.5- 0.3- 0 4- 4- 0.3 

500- 460 80 5' 0 7- 0.5 0.5 6 0.5 
800- 500 130 5- r 06 0.6 8 06 

1.300- 1,250 240 5- 2- 0.9 09 12 1 0 
1.300- 1,250 410 5- 3- 1 2 1.3 16 1.3 
1,000- 700 400 5- 4- 1.2 1 3 16 1.3 
1.000- 700 420 5- 4- 1.2 1.3 15 1 3 
1,200- 700 420 10- 1.2 1.3 16 1 7 
1.200- 700 420 15- 1 2 1 3 16 1 7 

1,300- 1,250 240 5- 2- 09 09 12 1.0 
1,300- 1,250 360 5- 3- 1.0 1.0 14 1 2 
1.000- 700 310 5- 3- 1.1 1 1 14 1.3 
1,000- 700 320 5" 3- 1.1 1.1 14 1 3 
1.200- 700 320 10- 3- 1.1 1 1 14 1 5 
1 200- 700 320 •5- 3- 1 1 1 1 14 1 5 

1 300- 1,250 400 5- 3- 1.4 1.4 18 1.9 
1,000- 700 350 5" 3- 1.4 1.4 18 1 9 
1.000- 700 360 5- 3- 1.4 1.4 18 1.9 

1.300-
1,000-
i.OOO-

1,250 
700 
700 

360 
310 
320 

1 4 
1 4 
1.4 

1 5 
1.6 

17 
17 
17 

2 0 
2.0 
2.0 

65-

150 
200 

300 
400 
400 
400 
400 
400 

300 
400" 
400" 
400" 
400 
400 

600' 
600' 
600' 

500 
500 
500 

0.4-
0 5-

0.9 
1.2 

1.8 
2.4 
2.4 
2.4 
2.4" 
2.4" 

1.8 
2.4 
2.4 
2.4 
2.4" 
2.4" 

2.6 
2.6 
2.6 

2.8 
2.8 
2.8 

1.7-
1 8-

8-
12-

20-
25-
SO-
SO-
SO-
SO-

20-
25-
30-
30-
30-
30-

30-
30-
30-

55-

125-
150-

200' 
250-

375-
550-
550-
550-
550-
550-

375-
400-
425-
425-
425-
425-

450-
450-
450-

550-
550-
550-

40-
50-

15 
25 

45 
75 
90 
90 
90 
90 

45 
65 
75 
75 
75 
75 

80 
35 
85 

115 
120 
120 

4-
6-

6 
7 

11 
15 
15 
15 
15 
15 

11 
15 
15 
15 
15 
15 

15 
15 
15 

19 
19 
19 

15-
20-

20 
30 

40 
55 
55 
55 
55 
55 

40 
55 
55 
55 
55 
55 

60 
60 
60 

70 
70 
70 

"As ctiolecalciferol. 1 cholecalciferol = 40 lU vilamin D. 
°ln ;he absence of adequate exposure to sunlighc 

•As niacin equivaienis [NE) 1 mg of niacin = 60 mg of irypioptian; 0-6 months = preformed niacin (not NE). 

•̂ As dieiary folate equivalents (DFE) 1 OFE = 1 ng food folate = 0 5 M.g of folic acid from fortified food or as a supplement consumed with tood = 0.5 ng of a supplement taken on an empty stomach. 
Alihougn Ais have oeen set for choline, there are few data to assess whether a dietary supply of choline is needed al all stages ol the life cycle, and it may be that Ihe choline recuirement can be me: by en­

dogenous synthesis al some oi ihese stages 

'As a-:ocopherol. a-Tocopherol includes RRR-Q-iocopheroL the only form of a-locopherol that occurs naiurally in foods and the 2F?-stereoisomeric forms of n-iocopherol (RRR- RSfl- RRS- and RSSo-locopherol) 
,nat occur in lortnied foods and supplements. Il does not include the i-Ssiereoisomeric forms of a-tocopherol {SRR-. SSR-, SRS- and SSS^-locopherol). also found in fortified foods and supplements 
decause 10 10 30 /=, of older people may malabsorb food-oound Vilamin B-12. it Is advisable for those older than 50 years to meet their RDA mainly by consuming foods fortified with Vitamin B-12 or a supplement 

containing Vitamiin B-12. > : ^ 

In view of evidence linking folate intake with neural-tube defects m the fetus, il is recommended thai all vromen capable of becoming pregnani consume 400 ^ g from supplemenis or fortified loods in addition to 
intake of food folate from a varied diet. a r a 

'It IS assumed that women will coniinue consuming 400 ng from supplements or loriified food until their pregnancy is confirmed and they enter prenatal care, which ordinarily occurs after the end of the pencon-
ceptional period—the critical time for formation ol the neural tube. 

This table presents Recommended Dietary Allowances (RDAs) in bold type and Adequate Intakes (Als) in ordinary type toliowed oy an asterisk C) RDAs and Als may both be used as goals for individual intake. 
hUAs are set to meet tne needs of almosi all (97 to 98 percent) individuals in a group For healthy breastfed infants, the Al is the mean intake. The Al for other life-stage and gender groups is beheved to cover 
neeos ol all individuals in the group, but lack of data or uncertainty in the data prevent being able to specify v^ith confidence the percentage of individuals covered by this intake 

Copyright 2000 by the National Academy ot Sciences. Reprinted courtesy ot.the National Academy Press. Washington DC 



Table 2 
Recommended dietary allowances' revised 1989 (abridged) designed tor the maintenance of good nutrition of practically all healthy people in the United States' 

Category Age (years) or 
condition 

Weight" Height" 
(kg) (lb) (cm) (In) 

Protein 
(g) 

vitamin A 
(ng RE)' 

Vitamin K 
(fig) 

Iron 
(mg) 

Zinc 
(mg) 

Iodine 
(ng) 

13 
20 

50 
71 

24 
23 

13 
14 

375 
375 

5 
10 

6 
10 

13 
20 
28 

29 
44 
62 

90 
1 12 
132 

35 
44 
52 

16 
24 
28 

400 
500 
700 

15 
20 
30 

10 
10 
10 

10 
10 
10 

40 
50 

70 
90 

120 

150 
150 
150 
150 
150 

-3 

Females 

•^regnant 

Lactating 

45 
66 
72 
79 
77 

99 
145 
160 
174 
170 

157 
176 
177 
176 
173 

62 
69 
70 
70 
68 

45 
59 
58 
53 
63 

1.000 
1,000 
1,000 
1,000 
1.000 

45 
65 
70 

12 
12 
10 
10 
10 

11-14 
15-18 
19-24 
25-50 
51-f 

46 
55 
58 
63 
65 

101 
120 
128 
138 
143 

157 
153 
164 
163 
160 

62 
64 
55 
64 
63 

46 
44 
46 
50 
50 
60 

300 
800 
800 
300 
800 
800 

45 
55 
60 
55 
65 
55 

15 
15 
15 
15 
10 
30 

1 St 6 months 
2nd 6 months 

65 
62 

1,300 
1.200 

65 
55 

15 
15 

=The 

15 
15 
15 
15 
15 

12 
12 
12 
12 
12 
15 

19 
16 

150 
150 
150 
150 
150 
175 

200 
200 

le allowances, expressed as average daily intakes over ume. are intended ;o provide for individual variations among most normal persons as they live in the United States under usual environmental 
Stresses. Diets should be cased on a variety of common foods in order to provide oiner nutrients for which human requirements nave been less well defined 
./eights and neighis ot Reference Adults are actual medians for the US population of ihe designated age, as reported by NHANES II. The median weights ana heiqhis ot those under 19 years ol aqe 

were lasen trom Hamill et al (1979) The use of these figures does not imply that the height-to-weioht ratios are ideal 
•Retinol equivalents I retinol equivaleni= 1 p.g retinol or 6 (xg p-carotene. 
i looVf n'̂  ooes not include nutrients lor which Dietary Reference Intakes have recenlly been established (see Dielary Relerence Inlakes lor Calcium. .Phosphorus, tvtaqnesium Vilamin D and Fluoride 
1199/1. Uieiary Relerence Intakes lor Thiamin, Ribollavin, Niacin. Vilamin B,. Folate Viiamm S,,. Paniothenic Acid. Blonn. and Cho//ne [ 1998], and 0,erao Relerence Inlakes lor Vnamin E Vnamin C 
belenium. and Carotenoids [2000]). . 

Copyright 2000 by the National Academy of Sciences. Reprinted courtesy of the National .Academy Press, Washington, DC. 



Table 3 
Dielary reference intakes: tolerable upper intake levels (UL*) 

Life stage Calc ium Phosphorus Magnesium Vitamin D Fluoride Niacin Vitamin B^ Folate Choline Vitamin C Vitamin E Selenium 
group (g/d) (g/d) (mg/d)' (^g/d) (mg/d) (mg/d)' (mg/d) (^g/d)= (g/d) (mg/d) (mg/d)" (mg/d) 

Infants 

0-6 mo ND' NO ND 25 0 7 ND ND ND ND ND ND 45 
7-12 mo ND ND ND 25 0.9 ND ND ND ND ND ND 60 

Children 
1-3 y 2 5 3 55 50 1 3 10 30 300 1.0 400 200 90 
4-8 y 2.5 3 1 10 50 2.2 15 40 400 1.0 650 300 150 

I'vlales. females 
9-13 y 2.5 4 350 50 10 20 50 600 2 0 1,200 600 280 

14-18 y 2.5 4 350 50 10 30 80 BOO 3 0 1.800 800 400 
19-70 y 2.5 4 350 50 10 35 100 1.000 3 5 2.000 1.000 400 

> 7 0 y 2 5 3 350 50 10 35 100 1.000 3 5 2.000 1.000 400 

Pregnancy 
•-=18 y 2.5 S.5 350 50 10 30 30 800 3.0 1.800 800 400 

19-50 y 2.5 S 5 350 50 10 35 100 1.000 3.5 2.000 1,000 400 

Lactation 
< 1 B y 2.5 4 350 50 10 30 80 800 S 0 1.800 800 400 

19-50 y 2.5 4 350 50 10 35 100 1.000 3.5 2.000 1.000 400 

'UL-The maximum level of daily nutrient intake lhat is likely lo pose no risk of adverse effecis Unless otherwise specified, the UL represents total intake from food, v/ater. and supplements. Due to lack 
of suitable data. ULs could not be established for thiamin riboflavin, vitamin B;̂ , pantothenic acid, or piotm. In the absence oi ULs. extra caution .may be warranted in consuming levels above recom-
miended intakes. 
"The ULs for miagnesium represent intake from a pharmacological agent only and do not include intake irom food ana water. 
'The ULs for niacin and folate apply to synthetic forms obtained from supplements, fortified foods, or a combination ol the 2. 
.̂As a-tocopherol: applies to any formi of suoolemenial a-tocopherol. 

't'-ID = Not determinable due lo lack of data of adverse effects in this age group ana concern v/l;h regard to lack of abiluy io hancle e.rcess amounts Source of intake should be from food only to preveni 
high levels of intake 

Copyright 2000 by the National Academy of Sciences. Reprinted courtesy of the National Academiy Press. Washington. DC. 
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Appendix H 

QUESTIONS CONSUMERS FREQUENTLY ASK AROUT 
OIETARY SUPPLEMENTS 
What are dietary supplements? 
TratJitionally, rJietary supplements referred to products like vita­
mins, minerals, amino acids, and proteins. But the definition of 
dietan/ supplements broadened with passage of the Dietan/ 
Supplement Health and Education Act (DSHEA) in 1994. 
Dietary supplements are now defined as products (other than 
tobacco) intended to supplement the diet and must contain a 
vitamin, mineral, ammo acid, herb, or other botanical. A sup­
plement also may be a dietary substance that is used to 
supplement the diet by increasing total dietary intake. 
However, the product must not be a conventional food product 
or positioned as a sole item of a meal or the diet. Dietary sup­
plements are intended to supplement the diet and are never an 
effective substitute for healthful food choices. 

Dietary supplements come in many forms, including tablets, 
capsules, powders, softgels, gelcaps, and liquids. 
Manufacturers are required to include the words "dietary sup­
plement" on product labels; a "supplements fact" label is also 
required on rTiost dietaiy supplements. 

Are dietary supplements safe? 
Because herbal and botanical supplements are "natural"— 
from plants, flowers, leaves, roots, and seeds—most people 
assume that they must be safe. This is not always true. All 
herbs have the potential to interact with medications and 
foods, yet people often do not recognize their pharmacological 
effects. Other dietaiy supplements' (vitamin, minerals, and 
other nutnents) safety depends on the quality of the product, 
other ingredients present, and dose taken. 

Most supplements are believed to be safe, wtien used accord­
ing to recommended dosages and label instructions. However, 
since the United States currently lacks a regulatory review and 
approval system for supplements, safety and efficacy do not 
need to be demonstrated by manufacturers before a product 
goes to market. The possibilities of poor quality, adulteration, 
contamination, and varying strength must be considered when 
deciding whether or not to take a supplement. 

How do I know il my supplement is effective? 
It depends on the specific supplement and the purpose for 
which it is used. For example, a number of well-designed 
studies support the effectiveness of St. John's wort in alleviat 
ing mild to moderate depression. Foi other types of botanical 
and dietary supplements, there may be little evidence. 
Healthcare practitioners can provide infomiation about 

research that has been conducted on various types of supple­
ments and they can recommend products for specific 
conditions. Look for science-backed dietan/ supplements with 
proven efficacy from manufacturers that follow good manufac­
turing practices (GMPs). 

Wtiat should I look for in a supplement? 
Products that contain a standardized extract contain a set 
amount of an herb's compound that is believed to be responsi­
ble for its medicinal effects in a given weight of the 
supplement. The use of a standardized extract indicates that 
the manufacturer has a quality control program in place, which 
is important for all types of dietar/ supplements (not just 
herbals). The United States Phamiacopeia (USP) and the 
National Formulary (NF) symbols on product labels indicate 
that the product has met certain standards for disintegration, 
punty, dissolution, and strength. 

Nationally known food and supplement companies often have 
strict quality control procedures in place and therefore may be 
more likely to provide reliable products than smaller compa­
nies. This is especially true if the supplement manufacturer 
also manufactures phaimaceuticals, since it is more likely that 
GMPs are used lor manufacturing supplements. Drug GMPs 
are more sthngent than those currently required for dietar/ 
supplements. 

Can supplements interact with medications or other 
supplements, nutrients, or foods? 
SuppleiTients have various interactions with medications, nutri­
ents, and foods or food components. They may interact with 
prescription medications and even over-the-counter medica­
tions. Some interactions can be very serious and possibly life 
threatening. Taking supplements prior to surgery can also be 
dangerous, and consumers are advised to avoid all supple­
ments for 2 weeks prior to surgery. Patients should check with 
their healthcare providers before taking a supplement to see if 
there are any reasons it is not wise to use a particular product. 

Are supplements safe for me to take if I'm pregnant, 
thinking about becoming pregnant, or breast-feeding? 
It IS important for women who are pregnant, thinking about 
becoming pregnant, or breast-feeding to talk with their health­
care professionals about use of supplements. Some 
supplements may be safe to use during pregnancy and/or lac-

A Healthcare Prolessional's Guide to Evaluating Dietary Supplements 



tation, but others are not recommended. Botanicals, for exam­
ple, are not generally recommended. 

How long can I take a supplement? 
Some supplements can be taken indefinitely, such as a multivi­
tamin and mineral supplement providing up to 100% ol Dietary 
Reference Intakes (DRIs), while some should only be taken for 
a limited amount of time. A healthcare professional should be 
consulted about the specific supplement and the duration of 
use. 

How much supplement should I take? Do I need to fol­
low label recommendations or can I increase the 
dosage? 
As a general rule, it's wise to stay within the recoiTirnended 
dosage amount listed on the label. Be aware, however, that 
manufactureis—not the Food and Drug Administration 
(FDA)—determine the dosage amount, so there is not always 
a scientific reason for the amount recommended. Because 
some supplements have drug-like effects, increasing dosage 
without medical supePi/ision can be dangerous. Patients should 
notify their healthcare provider about the amount of the supple­
ment being laken. 

me, my Are supplements safe for everyone to take-
parents, and my children? 
It depends on the specific supplement, what other supple­
ments or medications (prescription and over-the-counter) the 
person may be taking, and specific health conditions the pet-
son may have. Just because the supplement might be 
considered safe for one person to use does not mean that it is 
safe for everyone. No one (especially children, those with mul­
tiple health problems or serious illness, those contemplating 
surgical procedures, or those on prescription medications) 
should take supplements without first checking with his/hei 
healthcare provider. 

Are supplements safe for me to take if I have diabetes 
(or cardiac disease, thyroid condition, renal problems, 
ulcers, cancer, immune disorders, etc.)? 
It depends upon what certain medications, foods, and other 
herbal or botanical products are laken along with the supple­
ment. A healthcare professional should be consulted for 
information on the particular choice of supplement and condi­
tions that may hinder its effectiveness. 

Can there be a cross-reaction with plants to which I 
might be allergic? 
There could be, since herbal supplements are made from the 
leaves, seed, flowers, and barks of plants. Patients should 
check with their healthcare professionals. 

Is it okay to take a supplement with alcohol or a 
caffeine-containing beverage? 
It depends on the particular supplement. A list of foods or bev­
erages not recommended for use along with the supplement 
should be requested from the healthcare professional. In most 
cases, water is the recotTimended beverage for taking medica­
tion and supplements unless there are specific instructions on 
the label. 

Should I take a supplement with food or on an empty 
stomach? 
It depends on the particular supplement. Again, the healthcare 
professional can supply detailed information on how and when 
to take a particular supplement. 

Are products standardized for content of the active 
ingredient? 
It depends on the manufacturer. As a general rule, the larger 
and better-known companies have stricter manufacturing stan­
dards in place to assure that each dosage contains the same 
amount of active ingredient. At the present time, however, 
FDA does not monitor products for standardization. Therefore, 
the consumer needs to be cautious and check with his/her 
healthcare professional before taking a supplement. 

Can a supplement product be known by more than one 
name? 
Yes, supplements may have several names, including common 
name(s) and botanical names. For example, kava kava, which 
is sometimes used to treat mild cases of insomnia and anxiety, 
is also known as Piper methysticum and Piperaceae. It's also 
important to recognize that there may be different forms of the 
same product—for example, ginseng. Korean ginseng {Panax 
ginseng] and American ginseng {Panax quinquefollus) are dif­
ferent forms of ginseng with different effects. 

ADA/APhA Special Report From the Joint Working Group on Dietary Supplements 



Appendix I 

FOOD AND SUPPLEMENT RECOMMENDATION 
Name 

Supplement name(s) 

Date 

For treatment of 

Recommended amount/frequency 

terigth of time to be used 

Potential drug interactions 

Potential nutrient interactions 

Dietan/ considerations 

Recommended Daily Servings 

Grain 

Products 

6-11 

Vegetables 

3-5 

Fruits 

2-4 

Milk 

2-4 

Meat or Meat 

Alternatives 

2-3 

Fats, Oils, 

and Sweets 

Use spaiingly 
Your Daily Servings 

Additional Servings Needed 

Your lecommended dietaiy changes are checked below: 

Eat inore whole grain breads and cereals, rice, and pasta 

Eat more vegetables 

Eat more Iruits 

Consume more milk, yogurt, and cheese 

Eat more meat, poultry, fish, dry beans, eggs, and nuts 

Eat low-fat meats, milk, yogurt, and cheese 

Eat leaner meats and skinless poultry 

Eat fewer lats, oils 

Eat fewer sweets 

Other lecommendations: 

_ timit intake of sweetened beveiages 

_ Consume less alcohol 

_ Eat less salt and fewer high-sodium foods 

_ Eat moie high-potassium foods such as fresh fruits, 

vegetables, beans 

_ Eat more high-calcium toods such as lowfat dairy, fortihed 

juice and cereals 

Eat more high-iion loods such as lean beef, beans, fortihed 
cereals 

Souice. Adiipted fiom Moote S. Nngle ,)P. Physician's guide to oulpalieni nutrition. Kaiisa.s City. MO: Ameiicsn Acndeniy ol Family Phy.sician.s. 1990. 
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i n : ; , 

January 29, 2001 

Mr. Francis J. Mallon, Esq. 
Cfiief Executive Officer 
American Phiysical Tfierapy Association 
1111 North! Fairfax Street 
Alexandria, VA 22314-1488 

Dear Mr. Mallon: 

I am writing thiis letter on behalf of tfie Wfiite House Commission on 
Complementary and Alternative Medicine Policy, established by the 
President in March of 2000. In carrying out its mandate, the Commission is 
addressing: (1) coordinated research on complementary and alternative 
medicine (CAM) practices and products; (2) appropriate education and 
training of CAM and conventional health care practitioners; (3) dissemination 
of reliable information on CAM to health care providers and the general 
public; and (4) delivery and public access to CAM services. Additional 
information on the Commission is available at its Web site at 
<http://www.whccamp.hhs.gov>. 

The Commission will meet on February 22-23 to discuss complementary and 
alternative medicine in terms of education and training of health care 
practitioners, quality of care, and accountability. To accomplish its goal, the 
Commission needs your organization's input before it begins its 
deliberations. Therefore, we would very much appreciate receiving your 
advice and comments on these issues by February 13, 2001, preferably by 
e-mail or otherwise by fax, so that the Commissioners have enough time to 
review them before the February 22-23 meeting. 

The questions that follow were developed to guide the Commission's 
deliberations. 

1. Do you provide any training in complementary and alternative medicine 
(CAM) in your undergraduate, graduate, or continuing education curricula? If 
no, please explain why not. If yes, please answer the following: 

- What CAM modalities or therapies are offered in your curricula? 
- Approximately how much time is devoted to CAM? 
- Is there any discussion of CAM as a different approach to healing? 
- What are the barriers/incentives to inclusion of CAM in your 
- curricula? 

2) What policy recommendations can you make to facilitate the inclusion or 
expansion of CAM in your curricula? 

3) Should questions regarding CAM be included in national board exams? 



4) What should members of your profession know about CAM or about 
making referrals to CAM practitioners? How should that level of knowledge 
be determined? 

5) Is malpractice a concern in terms of offering or not offering referrals for 
patients for CAM practices and products? 

6) Are there any risks associated with CAM that may be of concern to your 
practitioners? If so, can you suggest any ways that they can be minimized? 

7) Do you have any other thoughts or suggestions that may assist the 
Commission in formulating their recommendations? 

Thank you for your invaluable assistance. Please send your written 
comments to Ms. Corinne Axelrod (e-mail: axelrodc@ivall.nih.gov, fax: 301-
480-1691, phone:301-435- 7592), and contact her with any questions you 
may have. 

The February meeting will be held in the Hubert H. Humphrey Building, 200 
Independence Avenue, in Washington, DC. You are welcome to attend. 

Sincerely, 

Stephen C. Groft, Pharm. D. 
Executive Director 
White House Commission on 
Complementary and Alternative 
Medicine Policy 



We are pleased to have this opportunity to respond to your e-mail request to 
Frank Mallon of the American Physical Therapy Association (APIA) to comment 
on teaching and training in complementary and alternative medicine (CAM). The 
Association is the professional organization of physical therapy, representing 
more than 65,000 physical therapists, physical therapist assistants, and students. 

Professional physical therapist education programs are currently at the post-
baccalaureate level (ie, masters or doctorate) and are required to meet the 
standards of accreditation of the Commission on Accreditation for Physical 
Therapy Education. In addition, the profession has developed a voluntary 
educational standard, A Normative Model for Physical Therapist Professional 
Education, that describes the preferred content (ie, foundational and clinical 
sciences, professional practice, patient/client management, and practice 
management expectations) to be included in the curriculum. The physical 
therapy profession also has a comprehensive document, Guide to Physical 
Therapist Practice, that describes the current scope of practice of physical 
therapists in detail. Using these sources, we have answered your questions 
below. 

1) What CAM modalities or therapies are offered in your curricula? 

A number of traditional physical therapy interventions are also identified as CAM 
modalities. In addition to numerous approaches to exercise and to posture, 
these interventions include mobilization/manipulation, complementary forms of 
exercise such as yoga and Tai Chi, massage, acupressure and trigger point 
therapy, and various approaches to relaxation training such as exercise and 
biofeedback. Thus, students are required to demonstrate basic proficiency in 
particular CAM modalities or therapies. 

As incorporation of the patient's point of view is an essential element of physical 
therapist practice, complementary and alternative views of health are included in 
physical therapist educational curricula. The Normative Model of Physical 
Therapist Professional Education: Version 2000 indicates that holistic health is 
part of its primary content. For example, it states that the learner will be 
prepared to "discuss the scientific principles that supports the practice of holistic 
health (mind-body relationship) and apply these principles to the care of 
patients/clients and family members". 

The primary barrier to the inclusion of CAM in curricula is the lack of evidence for 
these modalities or therapies as our profession is fully committed to evidence-
based practice. There is no special incentive to including CAM, as many CAM 
techniques are already part of physical therapist practice. 

2) What policy recommendations can you make to facilitate the inclusion 
or expansion of CAM in your curricula? 



It does not appear that any special recommendations on CAM are required for 
physical therapist education and clinical training at this time. Expansion of CAM 
content in curricula would be based on the available scientific evidence that 
CAM, not currently a part of physical therapist practice, leads to the achievement 
of the patient's anticipated goals and expected outcomes of physical therapy 
intervention. 

3) Should questions regarding CAM be included in national board 
examinations? 

The APTA does not believe that CAM should be included on the physical 
therapist licensure examination. 

4) What should members of your profession know about CAM or making 
referrals to CAM practitioners? 

It is an expectation that physical therapists should know when to refer a patient to 
other health providers, and be able to identify appropriate referral sources as a 
part of patient management. As collaborative practitioners, physical therapists 
are well versed in the skills of interprofessional communication in order to meet a 
patient's needs. 

6) Are there any risks associated with CAM that may be of concern to your 
practitioners? 

As with all practitioners bound by the traditional ethics of health care, physical 
therapists are committed to "Do No Harm." The impact of a patient's pursuit of 
CAM, when it may delay or eliminate effective traditional treatment, is a cause for 
concern. 

Andrew A. Guccione, PT, PhD, FAPTA 
Senior Vice President 
Division of Practice and Research 
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January 29, 2001 

Ms. Nancy Hanrahan 
Interim Executive Director 
American Psychiatric Nurses Association 
Colonial Place Three 
2107 Wilson Blvd., Suite 300-A 
Arlington, VA 22201-3042 

Dear Ms. Hanrahan: 

am writing this letter on behalf of the White House Commission on 
Complementary and Alternative Medicine Policy, established by the 
President in March of 2000. In carrying out its mandate, the Commission is 
addressing: (1) coordinated research on complementary and alternative 
medicine (CAM) practices and products; (2) appropriate education and 
training of CAM and conventional health care practitioners; (3) dissemination 
of reliable information on CAM to health care providers and the general 
public; and (4) delivery and public access to CAM services. Additional 
information on the Commission is available at its Web site at 
<http://www.whccamp.hhs.qov>. 

The Commission will meet on February 22-23 to discuss complementary and 
alternative medicine in terms of education and training of health care 
practitioners, quality of care, and accountability. To accomplish its goal, the 
Commission needs your organization's input before it begins its 
deliberations. Therefore, we would very much appreciate receiving your 
advice and comments on these issues by February 13, 2001, preferably by 
e-mail or otherwise by fax, so that the Commissioners have enough time to 
review them before the February 22-23 meeting. 

The questions that follow were developed to guide the Commission's 
deliberations. 

1. Do you provide any training in complementary and alternative medicine 
(CAM) in your undergraduate, graduate, or continuing education curricula? If 
no, please explain why not. If yes, please answer the following: 

- What CAM modalities or therapies are offered in your curricula? 
- Approximately how much time is devoted to CAM? 
- Is there any discussion of CAM as a different approach to healing? 
- What are the barriers/incentives to inclusion of CAM in your curricula? 

2) What policy recommendations can you make to facilitate the inclusion or 
expansion of CAM in your curricula? 

3) Should questions regarding CAM be included in national board exams? 



4) What should members of your profession know about CAM or about 
making referrals to CAM practitioners? How should that level of knowledge 
be determined? 

5) Is malpractice a concern in terms of offering or not offering referrals for 
patients for CAM practices and products? 

6) Are there any risks associated with CAM that may be of concern to your 
practitioners? If so, can you suggest any ways that they can be minimized? 

7) Do you have any other thoughts or suggestions that may assist the 
Commission in formulating their recommendations? 

Thank you for your invaluable assistance. Please send your written 
comments to Ms. Corinne Axelrod (e-mail: axelrodc@mail.nih.gov, fax: 301-
480-1691, phone:301-435- 7592), and contact her with any questions you 
may have. 

The February meeting will be held in the Hubert H. Humphrey Building, 200 
Independence Avenue, in Washington, DC. You are welcome to attend. 

Sincerely, 

Stephen C. Groft, Pharm. D. 
Executive Director 
White House Commission on 
Complementary and Alternative 
Medicine Policy 
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January 26, 2001 

Dr. Nina G. Levitt, Ed.D. 
Director, Public Policy 
American Psychological Association 
750 First Street, NE 
Washington, D C. 20002-4242 

Dear Dr. Levitt: 

am writing this letter on behalf of the White House Commission on 
Complementary and Alternative Medicine Policy, established by the 
President in March of 2000. In carrying out its mandate, the Commission is 
addressing: (1) coordinated research on complementary and alternative 
medicine (CAM) practices and products; (2) appropriate education and 
training of CAM and conventional health care practitioners; (3) dissemination 
of reliable information on CAM to health care providers and the general 
public; and (4) delivery and public access to CAM services. Additional 
information on the Commission is available at its Web site at 
<http://vww.whccamp.hhs.qov>. 

The Commission will meet on February 22-23 to discuss complementary and 
alternative medicine in terms of education and training of health care 
practitioners, quality of care, and accountability. To accomplish its goal, the 
Commission needs your organization's input before it begins its 
deliberations. Therefore, we would very much appreciate receiving your 
advice and comments on these issues by February 13, 2001, preferably by 
e-mail or otherwise by fax, so that the Commissioners have enough time to 
review them before the February 22-23 meeting. 

The questions that follow were developed to guide the Commission's 
deliberations. 

1. Do you provide any training in complementary and alternative medicine 
(CAM) in your undergraduate, graduate, or continuing education curricula? If 
no, please explain why not. If yes, please answer the following: 

- What CAM modalities or therapies are offered in your curricula? 
- Approximately how much time is devoted to CAM? 
- Is there any discussion of CAM as a different approach to healing? 
- What are the barriers/incentives to inclusion of CAM in your curricula? 

2) What policy recommendations can you make to facilitate the inclusion or 
expansion of CAM in your curricula? 

3) Should questions regarding CAM be included in national board exams? 



4) What should members of your profession know about CAM or about 
making referrals to CAM practitioners? How should that level of knowledge 
be determined? 

5) Is malpractice a concern in terms of offering or not offering referrals for 
patients for CAM practices and products? 

6) Are there any risks associated with CAM that may be of concern to your 
practitioners? If so, can you suggest any ways that they can be minimized? 

7) Do you have any other thoughts or suggestions that may assist the 
Commission in formulating their recommendations? 

Thank you for your invaluable assistance. Please send your written 
comments to Ms. Corinne Axelrod (e-mail: axelrodc@mail.nih.gov, fax: 301-
480-1691, phone:301-435- 7592), and contact her with any questions you 
may have. 

The February meeting will be held in the Hubert H. Humphrey Building, 200 
Independence Avenue, in Washington, DC. You are welcome to attend. 

Sincerely, 

Stephen C. Groft, Pharm. D. 
Executive Director 
White House Commission on 
Complementary and Alternative 
Medicine Policy 



On behalf of the American Psychological Association, I would like to express our 
appreciation for this opportunity to provide input to the Conimission in its examination of 
complementary and alternative medicine (CAM). This is especially welcomed given that 
the conditions for which Americans seek altemative care are those frequently treated by 
psychologists, e.g., chronic disorders such as back pain, anxiety, depression and 
headaches. Moreover, the category of "mind-body medicine" includes interventions that 
are primarily psychological in nature, and thus, are of central interest to our discipline 
and profession. As your Commission has already noted, definitional issues in this area 
abound; thus, we did experience some problems in answering specific questions. 
Nevertheless, we have attempted to provide our perspective, and trust that it will be 
useful to the Commission. 

As background, psychology's roots as a discipline are in philosophy, and the study of the 
psyche. Its evolution into the science of behavior came through its adoption of scientific 
methods of scholarly inquiry; its development as a health service provider profession has 
been based upon the application of its scientifically based body of knowledge, hi fact, 
psychologists are responsible for the development, empirical validation and translation 
into clinical practice of a number mainstream clinical treatment procedures that are 
sometimes described as alternative treatments, e.g., progressive muscle relaxation 
training (Edmund Jacobson) and biofeedback (Neal Miller). From a research perspective, 
psychologists have also been substantial contributors to the scientific knowledge bases 
underlying many other CAM procedures such as meditation and hypnosis. 

In addition, psychologists have played a major role in the development of intervenfions 
for lifestyle and health behavior change in the areas of prevention, disease management, 
rehabilitation, and health promotion. Moreover, self-management and the promotion of 
responsible self-care have been basic tenets of the profession in its delivery of services, 
as well as the subject ofa substantial amount of psychological research. Finally, 
understanding and facilitating the therapeutic relationship is a cornerstone of all 
psychological treatments. 

While historically psychology has been associated with the provision of mental health 
treatment and assessment services, in recent decades the field has undergone tremendous 
growth in the broader domain of integrating psychological knowledge with physical 
health. While mental health is still one principal focus of the profession, there have been 
substantial advances in theory, research and clinical practice in the growing fields of 
health psychology, rehabilitation psychology, neuropsychology, geropsychology and 
pediatric psychology, among others. Psychologists work in a broad range of health care 
settings as part of interdisciplinary teams with other health care providers. Some of the 
problems addressed include: 

(1) psychological conditions secondary to diseases/injury/disability (e.g., post 
myocardial infarction depression) 

(2) somatic presentations of psychological dysfunction (e.g., somatization 
disorders) 

(3) psychophysiological disorders (e.g., tension and migraine headache, irritable 



bowel syndrome) 
(4) physical symptoms/conditions responsive to behavioral interventions (e.g., 

vasospasms, anticipatory nausea) 
(5) somatic complications associated with behavioral factors (e.g., 

mismanagement of diabetes, noncompliance with medical regimens) 
(6) psychological and behavioral aspects of stressful medical procedures (e.g., 

pain, cardiac catheterization) 
(7) behavioral risk actors for disease/injury/disability (e.g., smoking weight, 

substance abuse, risk-taking). 

Psychologists' services in these areas have been recognized as integral to health care 
through nafional policies such as those of the Joint Commission on the Accreditation of 
Health Care Organizations (JCAHO) and the Committee on Accreditation of 
Rehabilitation Facilities (CARF). 

In sum, although psychologists might not practice altemative medicine as most broadly 
defined (e.g., including nutritional supplements, acupuncture), many of the "mind-body" 
treatments listed in descriptions of complementary and altemative niedicine are 
considered mainstream psychological treatments in the general practice of psychology. It 
is also important to note that psychology continues to expand its scope of practice based 
on scientific developments in the field. Moreover, the underlying model for health care 
psychology is a biopsychosocial one that requires an integrative approach to patient care, 
as well as focuses on the link between psychological factors and health. 

Given this context, responses to the Commission's specific questions are listed below. 

/. Do you provide any training in complementaiy and alternative inedicine in your 
undergraduate, graduate, or continuing education curricula? 

Yes. In fact, the criteria for accreditation by the APA Committee on Accreditation 
require that the core domains of biological, cognitive, emotional and social aspects of 
behavior be part of the curriculum for the education and training of professional 
psychologists. In addition, education and training in evidence-based methods of 
diagnosis and treatment are required for program accreditation. Thus, as noted above, 
many of the specific CAM interventions are part of the core curriculum for health service 
provider psychologists, and part of confinuing education curricula as well. 

2. What policy recommendations can you make to facilitate the inclusion or expansion 
of CAM in your curricula ? 

The curriculum in professional psychology education and training programs 
evolves with scientific advances in our understanding of health and behavior, and inquiry 
into emerging areas of knowledge and pracfice. As part of the APA accreditation 
procedures, programs must conduct self-studies to detemiine how their programs refiect 
changes in this knowledge base and its application to professional practice. 
Psychologists continually expand their scope of practice consistent with their training. 



thus policies that impact accreditation of education and training and continuing education 
are the most appropriate mechanisms within our discipline. 

3. Should questions regarding CAM be included in national board exams? 

National board examinations in psychology are designed to examine the breadth 
of the knowledge base relevant to the discipline's professional practice, thus by definition 
should include questions on CAM. 

4. Wliat should members of your profession know about CAM or about making referrals 
to CAM practitioners? 

Given estimates that as many as 40% of the public utilizes some fomi of CAM 
services, it is becoming increasingly important for all heallh care practitioners to have 
some basic knowledge of these treatments and the data on their efficacy. At minimum, 
practifioners should be attuned to their potential to interact with the practitioner's existing 
treatment procedures, whether or not there is an active referral to a CAM practitioner. 

Regarding psychologists, many CAM interventions are primarily psychological in 
nature, and thus are core professional skills for psychologists. With respect to other 
treatments (e.g., nutrifional supplements, etc.), we believe that to serve our clients and the 
public well, psychologists should be aware of the array of evidence-based treatments for 
the health problems with which they work. Psychologists are also obligated by our 
ethical standards to obtain consultation in areas where they have less expertise, and to 
inform clients of altemate fomis of treatment, including helping them to weigh known 
risks and benefits. As stated in our Ethical Principles, psychologists arrange for 
consultations and referrals based principally on the best interests of their patients or 
clients and with appropriate consent. 

5. Is malpractice a concern in terms of offering or not offering referrals for patients for 
CAM practices and products? 

We are not aware of specific data on psychologists' concems about malpractice 
conceming referrals for other evidence-based treatments. Yet given our standards of 
practice, psychologists would likely be concerned about providing recommendations for 
non-evidence based or untested treatments. Psychologists would also be concerned about 
not providing infomiation about evidence-based altemafive treatments in the infomied 
consent process. 

6. Are there any risks associated with CAM that may be of concern to your 
practitioners? 

Our practitioners are aware that any treatment that has the potential to help also 
has the potential to harm. In fact, the physical effects of psychological interventions have 
been a major focus of scientific inquiry in the discipline. Understanding the potential 
negative effects, and the potential interactive effects of any services psychologists render 
is integral to providing quality care, and thus fundamental to the education and training of 



a health service provider psychologist. Specifically, understanding biological, cognitive, 
affecfive and social interactions of behavior and health is the core knowledge base for 
health care psychology. 

7. Other thoughts. 

We believe that more research on health and behavior is needed, and we support 
increased funding for research to examine the efficacy, effectiveness and cultural 
sensitivity of such health care interventions. We also support health care policy that is 
data-driven and that is designed to provide appropriate and accessible care to all 
Americans. Moreover, we have adopted Ethical Principles that promote competence, 
integrity, professional and social responsibility, respect for people's rights and dignity, 
concem for others' welfare, and social responsibility in the delivery of health care 
services. 

Thank you for inviting our input. Please feel free to contact me if I can be of further 
service to the Conimission. 

Cynthia D. Belar, Ph.D., ABPP 
Execufive Director 
Education Directorate 
American Psychological Association 
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January 26, 2001 

Mohammad Akhter, M.D., M.P.H. 
Executive Director 
American Public Health Association 
800 I Street, NW 
Washington, D C. 20001-3710 

Dear Dr. Akhter: 

I am writing Ihis letter on behalf of the White House Commission on 
Complementary and Alternative Medicine Policy, established by the 
President in March of 2000. In carrying out its mandate, the Commission is 
addressing: (1) coordinated research on complementary and alternative 
medicine (CAM) practices and products; (2) appropriate education and 
training of CAM and conventional health care practitioners; (3) dissemination 
of reliable information on CAM lo health care providers and the general 
public; and (4) delivery and public access to CAM services. Additional 
information on the Commission is available at its Web site at 
<http://vwvw.whccamp.hhs.qov>. 

The Commission will meet on February 22-23 to discuss complementary and 
alternative medicine in terms of education and training of health care 
practitioners, quality of care, and accountability. To accomplish its goal, the 
Commission needs your organization's input before it begins its 
deliberations. Therefore, we would very much appreciate receiving your 
advice and comments on these issues by February 13, 2001, preferably by 
e-mail or otherwise by fax, so that the Commissioners have enough time to 
review them before the February 22-23 meeting. 

The questions that follow were developed to guide the Commission's 
deliberations. 

1. Do you provide any training in complementary and alternative medicine 
(CAM) in your undergraduate, graduate, or continuing education curricula? If 
no, please explain why not. If yes, please answer the following: 

- What CAM modalities or therapies are offered in your curricula? 
- Approximately how much time is devoted to CAM? 
- Is there any discussion of CAM as a different approach lo healing? 
- What are the barriers/incentives to inclusion of CAM in your curricula? 

2) What policy recommendations can you make lo facilitate the inclusion or 
expansion of CAM in your curricula? 

3) Should questions regarding CAM be included in national board exams? 



4) Whal should members of your profession know about CAM or about 
making referrals to CAM practitioners? How should lhal level of knowledge 
be determined? 

5) Is malpractice a concern in terms of offering or nol offering referrals for 
patients for CAM praclices and products? 

6) Are there any risks associated with CAM that may be of concern lo your 
practitioners? If so, can you suggest any ways lhal Ihey can be minimized? 

7) Do you have any olher thoughts or suggestions lhal may assist the 
Commission in formulating their recommendations? 

Thank you for your invaluable assistance. Please send your written 
comments to Ms. Corinne Axelrod (e-mail: axelrodc@mail.nih.gov, fax: 301-
480-1691, phone:301-435- 7592), and contact her with any queslions you 
may have. 

The February meeting will be held in the Hubert H. Humphrey Building, 200 
Independence Avenue, in Washington, DC. You are welcome to attend. 

Sincerely, 

Stephen C. Groft, Pharm. D. 
Executive Director 
White House Commission on 
Complementary and Alternative 
Medicine Policy 
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January 29, 2001 

Mr. Stephen J. Allen 
Executive Vice-President and CEO 
American Society of Health-System Pharmacists 
7272 Wisconsin Avenue 
Bethesda, MD 20814 

Dear Mr. Allen: 

I am wriling this letter on behalf of the White House Commission on 
Complementary and Alternative Medicine Policy, established by the 
President in March of 2000. In carrying out its mandate, the Commission is 
addressing: (1) coordinated research on complementary and alternative 
medicine (CAM) practices and products; (2) appropriate education and 
training of CAM and convenlional health care practitioners; (3) dissemination 
of reliable information on CAM lo heallh care providers and the general 
public; and (4) delivery and public access to CAM services. Additional 
information on the Commission is available al ils Web site at 
<http://www.whccamp.hhs.qov>. 

The Commission will meet on February 22-23 to discuss complementary and 
alternative medicine in terms of education and training of health care 
practitioners, qualily of care, and accountability. To accomplish its goal, the 
Commission needs your organization's input before it begins its 
deliberations. Therefore, we would very much appreciate receiving your 
advice and comments on these issues by February 13, 2001, preferably by 
e-mail or otherwise by fax, so that the Commissioners have enough lime lo 
review them before the February 22-23 meeting. 

The questions lhat follow were developed to guide the Commission's 
deliberations. 

1. Do you provide any training in complementary and alternative medicine 
(CAM) in your undergraduate, graduate, or continuing education curricula? If 
no, please explain why nol. If yes, please answer the following: 

- What CAM modalities or therapies are offered in your curricula? 
- Approximately how much time is devoted to CAM? 
- Is there any discussion of CAM as a different approach to healing? 
- What are the barriers/incentives to inclusion of CAM in your curricula? 

2) Whal policy recommendations can you make to facilitate the inclusion or 
expansion of CAM in your curricula? 

3) Should questions regarding CAM be included in national board exams? 



4) Whal should members of your profession know aboul CAM or aboul 
making referrals lo CAM practitioners? How should lhat level of knowledge 
be determined? 

5) Is malpractice a concern in terms of offering or not offering referrals for 
patients for CAM practices and producls? 

6) Are there any risks associated with CAM lhat may be of concern to your 
practitioners? If so, can you suggest any ways that they can be minimized? 

7) Do you have any other thoughts or suggestions that may assist the 
Commission in formulating their recommendations? 

Thank you for your invaluable assistance. Please send your writlen 
comments to Ms. Corinne Axelrod (e-mail: axelrodc@mail.nih.gov, fax: 301-
480-1691, phone:301-435- 7592), and conlacl her with any queslions you 
may have. 

The February meeting will be held in the Hubert H. Humphrey Building, 200 
Independence Avenue, in Washington, DC. You are welcome to attend. 

Sincerely, 

Stephen C. Groft, Pharm. D. 
Executive Director 
While House Commission on 
Complementary and Allernalive 
Medicine Policy 



hrom: David Winmer [niailto:clvvitnier@ashp.org] 
Sent: Friday, Febuiary 02, 2001 3:42 PM 
To: Axelrod, Corinne (NCCAM) 
Cc: Brian Meyer; Charles Myers; Gary Stein; Stephen Allen; WiLliam 
Zellnier 
Subject: Re: White House CotTiJTLis.sion 

I. Do you pr ovide any training in complemeniary and ahcrnative medicine (CAM) in your undergraduate, 
graduate, or contmumg education curricula- I j no, please explain why not. If yes, please answer the following: 

Yes, however we do not have a "curricular" program in complementary or ciJternative 
medicine. Rather we include this topic in various continuing education programs 
frequently and publish continuing education or research papers on the topic in our journal. 
The American Journal of Health-System Pharmacy. 

' What CAM modalities or therapies are olfered in your curricula-

ASHP offers educational sessions on various aspects of complementary and alternative 
medicine during its national continuing education programs. We also publish or co-
market several reference textbooks deeding with herbal products, nutritional supplements, 
and nutraceuticals. 

- Approximate/}' how much time is devoted to CAM^ 

There are approximately 6-9 hours of educational content offered at each of two national 
meetings annually. 

' Is there any discussion of CAM as a different approach to healing? 

Yes 

- What arc the barriers/incentives to inclusion oj CAM myour curricula? 

We do not have a curricula per se. Barriers to CAM in general are the lack of sufficient 
regulatory standards to ensure that herbal products and nutritional supplements are safe 
and effective. A recent study published in our Journal demonstrates that the actual 
content of these products vary widely from the labeled content. 
http://www.ashp.org/pubhc/pubs/ajhp/vol57/numI0/5b-rgurley.html Another paper has 
recently described the range of safe and unsafe products that are currently available. 
http://www.ashp.org/public/pubs/ajhp/vol56/num02/creview.html 

2) What policy recommendations can you make tofacditate the inclusion or expansion of CAM in your curricula^ 

3) Should questions regarding CAM he included in national hoard exams? 



Yes. Patients are purchasing and using CAM products and seeking advice on CAM 
practices. Health care professionals need to be knowledgeable to appropriately advise 
patients. 

4) What should members of your profession know about CAM or ahout making referrals to CAM practitioners? 
How should that level of knowledge be determined? 

5) Is malpractice a concern in terms ofofjcnng or not offering referrals for patients for CAM practices and 
products? 

Yes, to some extent. 

6) Arc there any risks associated with CAM that may be oj concern to your practitioners- if so, La/i_you surest 
any ways that they can be minimized? 

There are many risks associated with CAM. As noted earher, products lack sufficient 
regulation to ensure that products contain the active substance in the correct dosage. 
More stringent regulation of production and sales would greatly improve this problem. 
Patients also frequently purchase CAM products from store clerks or acquaintances with 
little or no health care training. Patients are not receiving sufficient advice about the risk 
of side effects or interactions with prescription medications. 

7) Do you have any other thoughts or suggestions that may assist the Commission m formulating their 
recommendations? 


