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FTCCHARGES
MARKETERSOF EPHEDRA
WEIGHT LOSSPRODUCTS

T he Federal Trade Commissionon

July 1, 2003 announced three en-
forcement actionsagainst direct mar-
keters of weight-loss products con-
taining ephedra. Thetwo settlements
and onecomplaint, filedinU.S. dis-
trict court, target deceptive efficacy,
safety, and “no sideeffects’ claims
for weight loss supplements contain-
ing ephedra (also known as Ma
Huang). The FTC actionschallenge
fdseadvertiang clamsthat theephe-
dra supplements cause rapid, sub-
stantia, and permanent weight-loss
without diet or exercise, and that
“clinical studies’ or “medical re-
search” provetheseclams. TheFTC
also challengesclaimsthat the ephe-
draweight-lossproductsare100%
safe,” “ perfectly safe,” or have*no
Sdeeffects”

The FTC previously brought four
enforcement actionschallenging de-
ceptive safety and “no side effects’
clamsfor ephedrasupplementsmar-
keted for body-building and energy,
and asdternativesto street drugslike
Ecgasy.

“In these cases, the marketersboth
overstated the benefits and under-
dated therisksof usingtheproducts,”
said Howard Bedles, Director of the
FTC'sBureau of Consumer Protec-
tion. “Withtheseenforcement actions,
we' re putting the marketers of ephe-
drasupplementson noticethat thelaw
demands substantiation for your ad-
vertisng clams, andthe FTCwill do
itsbest to make sureyou haveit.”

See FTC CHARGES -- page 2...

PRESIDENT BUSH
ASKSUSDA AND HHS
TOUPDATE PYRAMID

Us ngthe* Prompt L etter” approach

for the second time on afood issue
on May 27, 2003, President Bush
asked the two agenciesto update
their adviceto Americansabout what
foodtoeat. Thefirst letter, on Sep-
tember 18, 2001, was overshad-
owed by theeventsof September 11,
but at that time President Bush's Of -
fice of Management and Budget
asked HHS to do something about
labeling transfat in food products.
Secretary Thompson promised are-
ply by mid-December. Personsfol-
lowing theissue know that FDA is
dill compiling afileonthesubject.

The May 27, 2003 |etter pushes
the subject of food and dietsagain,
acknowledging theobviousresearch
studies that point to ways to do
something to improvethe health of
many Americans. Themissonseems
clear andthelikely resultsseemeven
dramatic, but what will the plodding
Agenciesdo?

NML quotesthelatest | etter from
OBM Administrator John D. Gra-
ham, Ph.D.to USDA and HHS:

“The purpose of this letter is to re-
quest that the Department of Agricul-
ture (USDA) and the Department of
Health and Human Services (HHS)
further incorporate the large body of
recent public health evidence linking
food consumption patterns to health
and disease asthe Dietary Guidelines
for Americansisrevised for itssched-

uled 2005 release and to update the
See PRESIDENT ASKS - page 16...

FTC AND FDA
TAKENEW ACTIONS
INFIGHT AGAINST
DECEPTIVEMARKETING

T he Federal Trade Commissionon

June 10, 2003 charged the market-
ers of adietary supplement called
Cord Cdcium Supremewithmaking
falseand unsubstantiated claimsabout
the product’s health benefits. This
actionispart of aseriesof initiatives
the FTC and the Food and Drug
Administration (FDA) are taking
againg thepurveyorsof productswith
unsubstantiated health and medical
dams

Inacomplaint filedinfederal dis-
trict court, theFTC alegesthat Kevin
Trudeau; Robert Barefoot; Shop
America(USA), LLC; and Deonna
Enterprises, Inc., violatedthe FTC
Act by claiming, falsely and without
substantiation, that Coral Calcium
Supreme cantregat or cure cancer and
other diseases, suchasmultiplescle-

See FTC/FDA ACTIONS-- on page 13...

In This Issue:

FTC Charges Marketers of Ephedra............. 1
President Bush Asks USDA and HHS.......... 1
FTC and FDA Fight Deceptive Ads............... 1
Section 403 Letters......ccccvevveveeriiieeesiineennns 3
GMP Comments TricKIe........cccevveeviveenieeens 4
Amendment to Directive 2001/83/EC............ 5
New Advice on Safety of Vitamins.............. 7
Goldenseal Trademarks.........ccccceecvveevinnnennn 10
Lobelia Trademarks.........cccocvveviveeernneennnns 10

FTC Requires Scientific Evidence
Lloyd Library Photo Credits.........
lllinois Bans Ephedra..............

The Natural Cure News........ccccecveerveeennnen. 18
GMP for BotanicalS.........ccceeveervveenveesrennnn 19
Quality Control for Herbal Drugs................. 19
FDA Reports on Agressive Enforcement...19
Better Nutrition Task Force Comments........ 20

Lawsuit and Petition Filed on Trans Fat......22
Classified Ads & Harvesting Health
from the Editor........cccceeevvveviee e, 24



A0 apisU |8ss ‘BulAdoooioyd uo uolrew Joju| 104 -du| ‘skeuysiignd donrereasn N Aq €00z ‘1ybiiAdo)

Page 2

FTC CHARGES -- from page 1...

TheFTCdsoischdlengingweight-
loss claims for severa other non-
ephedradietary supplements. One
case challenges safety and efficacy
clamsfor adietary supplement used
to treat impotence in men, and an-
other challenges claimsthat aglu-
cosamine and chondroitin dietary
supplement “ cures’ arthritis.

The two settlements announced
today require Health Laboratories of
North America, Inc., USA Phar-
maca Sdes, Inc., andtheir principas
to stop making false and deceptive
advertising clams, toincludewarn-
ingsabout the health risks of ephe-
draand certain other products, and
to pay atotal of $370,000 in con-
sumer redress. Thethird case, againgt
Michael S. Levey and others, will
proceed tolitigation.

Michael S. Levey

The FTC chargesCdliforniaresi-
dents Michael S. Levey and Gary
Bdlen; Bentley Myersinternationa
Co., based in Vancouver, Canada;
and Publisher’sData Services, Inc.
and Nutritiona Life, Inc., both based
inBeverly Hills, Cdifornia, with vio-
lating the FTC Act in marketing di-
etary supplements purported to
causerapid and substantial weight
losswithout diet or exerciseandto
“cure” arthritis. Levey and Ballen
control the companies. In addition,
the FTCischarging Levey and the
threecompanieswithviolatinga1993
FTC order in connection with these
marketing activities. Thecomplaint,
filed by the Department of Justiceon
behalf of the FTC, alleges that the
defendants.

«  madefadseor unsubstantiated
claimsthat three purported
weight loss products —
Zymax and MillinexES (both
containing ephedra), and

Saratril (containing . John's
wort) — cause substantial
weight lossinashort period
of time, without the need to
diet or exercise;

« made unsubstantiated “no
side effects’ claimsfor the
Zymax andMillinexESephe-
draproducts,

+ fasay represented that clini-
ca gudiesprovethat Zymax
and MillinexES cause sub-
gantial weight lossinashort
timewithout diet or exercise;
and

+  madeunsubgantiated clams
that CartazyneDS, adietary
supplement containing glu-
cosamine and chondroitin,
“cures’ arthritis, “rebuilds’
cartilage in human joints
“withindays,” andisan ef-
fectivedternativetojointre-
placement surgery.

Thecomplaint allegesthat the de-
fendantsadvertised theseweight loss
and arthritis productsin brochures
that used fictitious expert endorse-
ments, fake consumer testimonials,
andfase”beforeand after” pictures.
Thedefendantsallegedly used differ-
ent busnessnamesinmarketing their
products, suchas* Denman Scientific
Research” in ads for Zymax,
“Cartazyne Sciencesinternationd” in
adsfor CartazyneDS, and “ Serotril
Sciences, International” in ads for
Seratril.

Thecomplaint soalegesthat Levey
violated the 1993 order by failing to
notify the FTC within 30 days after
he became affiliated with Bentley
Myersand Publisher’ sDataServices.
The FTC’s 1993 cease and desist
order against Michadl Levey and his
July 2003
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company, Positive Response Mar-
keting, Inc., wasbased on alegations
that Levey madefalseand midead-
ing representations in television
infomerciasfor the EuroTrym Diet
Patch, the Foliplexx hair-lossprod-
uct, and the Y -Bronimpotencetresat-
ment, and performed deceptivedem-
onstrationsin infomercials for the
Magic Wand kitchen mixer.

Inadditionto requiring a$275,000
redress payment, the order prohibits
L evey from making unsubstantiated
advertisng clamsand fromusing de-
ceptive endorsements and demon-
strations, and imposes certain
recordkeeping and reporting obliga:
tions.

TheFTCisseeking monetary civil
penaltiesfrom Levey and thethree
companiesfor violationsof the 1993
order, and a so is seeking consumer
redressandinjunctiverelief fromall
the defendants.

The Commission voteto refer the
Levey complaint to the Department
of Justicefor filingwas5-0. Thecom-
plaint wasfiled at the FTC' srequest
by the Department of JusticeinU.S.
Digtrict Court for the Centrd Digtrict
of Cdlifornia, on June 30, 2003.

Health L aboratoriesof North
America

TheFTC'scomplaint namesHedlth
Laboratoriesof North America, Inc.
(HLNA), based in Scottsdale, Ari-
zona, and itsdirector, Marc Kaplan.
According to the FTC, the defen-
dants marketed two products under
the brand name“Berry Trim Plus”
primarily through direct mail. Both
products contained Hydroxycitric
Acid or “HCA,” an extract from
brindall berries, and one also con-
tained ephedrineakaoidsfromMa

See FTC CHARGES -- on page 12...
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SECTION403LETTERS

M orethan 10,500 structure/func-

tion clamshave beenfiled by manu-
facturersand distributorsfor dietary
supplement products. TheFood and
DrugsAdminigrationhasreviewed dl
of these and selected almost 700 to
send | etters of objection back tothe
sponsors. Theselettersof objection
advisethat the claimsarenot proper
under Section 403(r)(6) for various
reasons. Hereare summariesof the
latest letters from sponsors with
FDA! sresponsesin abbreviated form.

Synergy Worldwide of Orem,
Utah, wrote FDA on February 26,
2003 stating that it would market
eleven new products, including one
named Young Again, withtheclaim
that “ Young Again featuresthelat-
est in anti-aging hor mone technol -
ogy, including an exclusive blend
of powerful human growth hor-
mone rleasers, DHEA, Preg-
nenolone and natural Progester-
one. These hormones are some of
the most power ful anti-aging com-
pounds known to man.” FDA's
response of April 2, 2003 stated that
progesteronewas gpproved asanew
drug and was not marketed asadi-
etary supplement or asafood prior
to that new drug approval. There-
fore, FDA stated that a dietary
supplement may not containthisin-
gredient. Theclaimsevidencethat
the product isintended to affect the
structure and function of the human
body and therefore, under the statu-
tory definition of drug, thisproductis
anew drug requiring anew drug ap-
plication. Dkt. No. 97S-0163, Ltr.
683.

Kemin Consumer Care, L.C. of
Des Moines, lowa, wrote FDA on
March 20, 2003 that it would mar-
ket a product named Satise™ that
contains 15 mg of the potato

protineaseinhibitor PI2 according to
the notice. However, the label en-
closed stated theingredient was po-
tato protein extract. Theclam for
the products was “ Helps produce
feeling of fullness to manage hun-
ger naturally.” FDA responded on
April 2, 2003 staying that thelimited
information provided indicatesthat
thisextractisanew dietary ingredi-
ent, requiring the submissionsof in-
formationincompliancewith21USC
350b and 21 CFR 190.6. Sincethis
ingredient hasnot been presentinthe
food supply, therequired 75-day no-
ticemust befiled beforeintroducing
theproduct into commerce. Thelet-
ter wassigned by Robert J. Moore,
Ph.D., for Susan J. Walker, M.D.,
and stated FDA's position wasthat
themere presence of components of
your product infood marketed inthe
United States before October 15,
1994, doesnot meanthat the dietary
ingredientisnot anew dietary ingre-
dient. FDA believesthat it must be
shown that potato protein extract
qualifiesas“anarticleusedfor food
inaforminwhich thefood has not
been chemically atered” under the
statute. FDA did not mention the
clamitself asbeing violative. Dkt.
No. 9750163, Ltr. 684.

Young Living Essential Oils of
Payson, Utah, wrote FDA onMarch
12, 2003 stating that it would market
Super B, withthefollowing claim: *
Supports a positive outlook and
healthy energy levels. This state-
ment has not been evaluated by the
Food and Drug Administration.
This product is not intended to di-
agnose, treat, cure, or prevent any
disease. Aspart of awell-balanced
diet that islowin saturated fat and
cholesterol, folic acid, vitamin B6
and vitamin B12 may reduce the
risk of vascular disease. FDA
evaluated this claim and found
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that, while it is known that diets
lowin saturated fat and cholesterol
reducetherisk of heart diseaseand
other vascular diseases, the evi-
dence in support of this claim is
inconclusive.” FDA responded on
April 2, 2003 that theclaimisnot a
Section 403(r)(6) claim, but aclaim
under 21 USC 403(r)(1)(B) sinceit
impliestheproduct will preventadis-
ease, I.e,, vascular disease. FDA then
referred to its November 28, 2000
letter to another sponsor inwhichthe
FDA saidit would permit an appro-
priatequalified clamthat theagency
later on May 15, 2001 affirmed and
had modified on February 9, 2001.
Theseletterscan beseenonthe FDA
webgteat www.cfsan.fdagov/~dmg/
ds-labl.ntml. A labe that isnot prop-
erly qualified or consistent with the
weight of the evidenceissubject to
regulatory action as a misbranded
food under section 403(r)(1)(B), as
well asbeing amisbranded drug un-
der section 502(f)(1), and an unap-
proved new drug under section
505(a). Dkt. No. 97S-0163, Ltr.
685.

Confidence USA, Inc. of Fresh
Meadows, New York, wroteto FDA
on December 6, 2002 to statethat it
would makee ght separateclams for
the product Fe-Mon-9, containing
daily doses of Red Clover 100 mg.
Black Cohosh 100 mg., Dong Qual
Root powder 100 mg., Damianal esf
poder 100 mg., Gamma Oryzanol
100 mg., L-Arginine 100 mg., L-
Lysine 100 mg, DHEA 10 mg, and
Pregeneolone 10mg. Theletter from

See SECTION 403 LETTERS -- page 8...
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GMPCOMMENTSTRICKLE

Comments on the di etary supple-

ment GMPsaretricklinginto FDA
thesedays, reaching thelevel of 117
just aweek beforethe June 11, 2003
deadline. Insomeof thelatest com-
ments filed at the Docket Clerk’s
Office are a page of comments by
Rebecca’'s Natural Food of
Charlottesville, Virginia, threeand a
half page comment by GaiaHerbs of
Brevard, North Carolina, and aone-
page comment from the Korner
Pharmacy in Clinton, Washington.

Susan J. Dunlap, Nutrition Infor-
mation Specialist, at Rebecca's* ap-
plauded” the proposed regulations,
but said FDA should rethink them
and require manufacturers to: 1)
“conduct dissolution and disintegra-
tiontesting supplements;” 2) conduct
stability testing and label products
with expiration dates; 3) ensure pro-
duction performancethroughtheuse
of written standard procedures; 4)
develop, validate and follow clean-
ing and sanitation procedures, and 5)
usethesefour pointsaspart of acom-
prehensivequality control program,
and not rely on 100% inspection of
finished production batches. Thelet-
ter also pointed out that these points
were not covered in the economic
andyssandthat thisdramaticaly un-
derestimates the costs required to
implement theproposa. Dunlapwas
concerned that the current proposal
and economic analysiscould havea
negative impact on the choices of
supplementsfor customers.

GaiasMay 21 letter issigned by
JamesA. Grant, Compliance Officer,
and Greg Cumberford, Senior Re-
sources Manager, asks FDA to
clarify the Personnd Sections111.12
and 111.13 asto what type of train-
ing and experienceisrequired. They
request guidance on the meaning of

“qualified” personnel. Also, asto
physical plants, section 111.20, they
request languageto explain there-
quirements.

And under Subpart D pertainingto
Equipment and Utensils, section
111.25(3)e concerning thecleaning of
wet process ng equipment, they point
out that “ sanitize” isdefined asappli-
cation of heat or chemicalstoyielda
reduction of 51ogs, equal t0 99.999
percent reduction, of representative
disease microorganisms of public
hedth sgnificance. They sadthepro-
posed languageislikethedrug GMP
languageat 21 CFR 211 and thein-
tent of DSHEA wasnot to havedrug
GMPs. They believethismisdirects
theintent of thelaw toan overly im-
practical means, not of achieving sani-
tized conditions, “but of consstently
vaidaingthem.” They recommended
thelanguage be changed to state that
equipment, etc. be cleaned and sani-
tized inamanner that keeps micro-
organismsand other adulterantsfrom
contaminating al components, ingre-
dients, in-processand finished prod-
uct. The burden of proof of purity
should beonthe product, rather than
on the product contact surfaces, and
thisthey said, “deliverssafety to con-
sumersinafeasibleand proper man-
ner.”

For Production and Process Con-
trols, section 111.35g(1), they dis-
agreewithtesting eachfinished batch
sincethisimpliesthat raw materials
andin-processcomponentsneed only
betestedif thereisnovaid scientific
method to test the finished product.
They recommend thelanguagedlow
for other strategiesif proven better
and morescientifically valid. Just
testing finished productswould pre-
vent recovery or reprocessing steps
tobemade. Instead, testing compo-
nents prior to blending makesmore
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sense, they said. Absenceof avalid
scientifictest for finished batchtest-
ing should not betheonly alowable
trigger for sub-component testing.

Insection 111.35(1) Gaiaofficias
asked for clarification on whether
grossorganolepticanaysisaonecan
be an adequate and valid test meth-
odology for releasing finished prod-
ucts. If so, they propose FDA aso
say that gross organoleptic analysis
cannot substitute for microbial and
heavy metals analysis. They sug-
gested that TLC, HPLC, GC-
MASS, and other testsmust be used
in conjunctionwith grossorganolep-
ticanalysisto assurethequality, pu-
rity, trength, identity, and consistency
of every batch of every finished prod-
uct.

Gaaofficidsquestioned under sec-
tion 111.50(c)2, whether individual
namesof production officidsmust be
identified in batch records by name

See GMP COMMENTS-- page 22...
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AMENDMENTSTO
DIRECTIVE 2001/83/EC

Onm ay 30, 2003, theCommission

on European Communitiespresented
amendments concerning herbal me-
dicinal products for discussion.
Member statesare nominating five
persons each for the Committeeon
Herbal Medicineand the Executive
Director will select onepersonfrom
each state keeping in mind the need
for amultidisciplinary Committee.
Termsshdl bethreeyears. TheCom-
mittee shall establish contactswith
associations of people affected, pa-
tients, and peopleworkinginthe sec-
tor for advisory purposes. Theseand
other changescan bereviewed onthe
web at http://dg3.eudra.org.

OnJune 12, 2003, the General Sec-
retariat reported to the Delegations
in10449/03 that certain amendments
and changes were proposed for
adoption concerning the procedures
for authori zation and supervision of
medicind productsfor humanuseand
veterinary use and for the establish-
ment of aEuropean Agency for the
Evauationof Medicind Products. At
Article50 of thisdocument the Com-
mitteeon Herba Medicind Products
isreaffirmed (page 55 of a79 page
document). Interestingly the Com-
mitteeon Herba Medicina Products
isbracketed unlikeany other subsec-
tion naming acommittee. Theonly
other use of bracketsin the entire
document isto reserve spacefor fu-
ture sections. The Regulation be-
comes effective 20 days after publi-
cationintheOfficial Journal of the
European Communities.

The EC hasbeen busy with passing
amendmentsto Directive 2001/83/
EC during recent weeks. For ex-
ample, in L 159, Volume 46 of the
Official Journal of the European
Communities for June 27, 2003,

three Commission Regulationswere
published. Thesewere Commission
Regulations (EC) No. 1084/2003 of
3 June 2003, No. 1085/2003 of 3
June 2003, and Commission Direc-
tive 2003/63/EC of 25 June 2003
amending Directive 2001/83/EC.
These and other amendments make
multiplechangesintheapprova pro-
cessfor the EC. Herbal medicines
arementioned inthese amendments.

Of particular interest to NML read-
ersisCommission Directive 2003/
63/EC of June 25, 2003 that was
published inthe Official Journal of
the European Communities on 27
June, 2003. It containsthefollowing
gatementsthat pertainto herba medi-
cne.

4. HERBAL MEDICINAL PRODUCTS
Applications for herbal medicinal prod-
ucts shall provide a full dossier in which
the following specific details shall be
included.

Module 3

The provisions of Module 3, including
compliance with monograph(s) of the
European Pharmacopoeia, shall apply
to the authorisation of herbal medici-
nal products. The state of scientific
knowledge at the time when the appli-
cation is lodged shall be taken into
account.

The following aspects specific to herbal

medicinal products shall be consid-

ered:

(1) Herbal substances and herbal
preparations

July 2003
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For the purposes of this Annex the
terms ‘herbal substances and prepa-
rations’ shall be considered equivalent
to the terms ‘herbal drugs and herbal
drug preparations’, as defined in the
European Pharmacopoeia.

With respect to the nomenclature of
the herbal substance, the binomial
scientific name of plant (genus, spe-
cies, variety and author), and
chemotype (where applicable), the
parts of the plants, the definition of the
herbal substance, the other names
(synonyms mentioned in other
Pharmacopoeias) and the laboratory
code shall be provided.

With respect to the nomenclature of
the herbal preparation, the binomial
scientific name of plant (genus, spe-
cies, variety and author), and
chemotype (where applicable), the
parts of the plants, the definition of the
herbal preparation, the ratio of the
herbal substance to the herbal prepa-
ration, the extraction solvent(s), the
other names (synonyms mentioned in
other Pharmacopoeias) and the labo-
ratory code shall be provided.

To document the section of the struc-
ture for herbal substance(s) and herbal
preparation(s) where applicable, the
physical form, the description of the
constituents with known therapeutic
activity or markers (molecular formula,
relative molecular mass, structural for-
mula, including relative and absolute
stereo-chemistry, the molecular for-
mula, and the relative molecular mass)
as well as other constituent(s) shall be
provided.

To document the section on the manu-
facturer of the herbal substance, the
name, address, and responsibility of
each supplier, including contractors,
and each proposed site or facility in-
volved in production/
collection and testing
of the herbal sub-
stance shall be pro-
ided, where appro-
priate.

o document the

See DIRECTIVE -- on
page 6...

Copyright, 2003 by Muscatatuck Publishers, Inc. For I nformation on Photocopying, seelnside Cover
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DIRECTIVE -- Cont'd from p. 5...

Section on the manufacturer of the
herbal preparation, the name, address,
and responsibility of each manufac-
turer, including contractors, and each
proposed manufacturing site or facility
involved in manufacturing and testing
of the herbal preparation shall be pro-
vided, where appropriate.

With respect to the description of
manufacturing process and process
controls for the herbal substance, in-
formation shall be provided to ad-
equately describe the plant production
and plant collection, including the geo-
graphical source of the medicinal plant
and cultivation, harvesting, drying and
storage conditions. 27.6.2003 EN L
159/87 Official Journal of the European
Union

With respect to the description of
manufacturing process and process
controls for the herbal preparation, in-
formation shall be provided to ad-
equately describe the manufacturing
process of the herbal preparation, in-
cluding description of the processing,
solvents and reagents, purification
stages and standardisation. With re-
spect to the manufacturing process
development, a brief summary describ-
ing the development of the herbal
substance(s) and herbal preparation(s)
where applicable shall be provided, tak-
ing into consideration the proposed
route of administration and usage. Re-
sults comparing the phyto-chemical
composition of the herbal substance(s)
and herbal preparation(s) where appli-
cable used in supporting bibliographic
data and the herbal substance(s) and
herbal preparation(s), where applicable,
contained as active substance(s) inthe
herbal medicinal product applied for
shall be discussed, where appropriate.

With respect to the elucidation of the
structure and other characteristics of
the herbal substance, information on
the botanical, macroscopical, micro-
scopical, phyto-chemical char-
acterisation, and biological activity if
necessary, shall be provided.

With respect to the elucidation of the
structure and other characteristics of

the herbal preparation, information on

the phyto- and physicochemical
characterisation, and biological activ-
ity if necessary, shall be provided.

The specifications for the herbal
substance(s) and herbal preparation(s)
where applicable shall be provided. The
analytical procedures used for testing
the herbal substance(s) and herbal
preparation(s) where applicable shall
be provided.

With respect to the validation of ana-
lytical procedures, analytical validation
information, including experimental
data for the analytical procedures used
for testing the herbal substance(s) and
herbal preparation(s) where applicable
shall be provided. With respect to batch
analyses, description of batches and
results of batch analyses for the herbal
substance(s) and herbal preparation(s)
where applicable shall be provided, in-
cluding those for pharmacopoeial sub-
stances. Justification for the specifica-
tions of the herbal substance(s) and
herbal preparation(s) where applicable
shall be provided. Information on the
reference standards or reference ma-
terials used for testing of the herbal
substance(s) and herbal preparation(s)
where applicable shall be provided.
Where the herbal substance or the
herbal preparation is the subject of a
monograph, the applicant can apply for
a certificate of suitability that was
granted by the European Directorate
for the Quality of Medicines.

(2) Herbal Medicinal Products

With respect to the formulation devel-
opment, a brief summary describing
the development of the herbal medici-
nal product should be provided, taking
into consideration the proposed route
of administration and usage. Results
comparing the phyto-chemical compo-
sition of the products used in support-
ing bibliographic data and the herbal
medicinal product applied for shall be
discussed, where appropriate.

Companies who want to market
herbal productsin Europemay soon
find that the regulatory thicket has
been thinned, but onthe street there
arecommentsthat al of thiswill re-
quire consolidation into large com-
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panieswho can afford to deal with
theregulationsand that thiswill drive
prices up for the average user of
herbal remedies. Consumers for
Health ChoiceintheU.K. hasthisto
say about theamendmentsto the Di-
rective: “TheEuropeanUnioniscur-
rently considering a proposal to
amend themain EU lawsdefining a
medicina product and setting out the
licenang sysemfor such products. An
exerciseinitially intendedtobea“ti-
dying up” of the law, has been hi-
jacked by the pharmaceutical indus-
try whichisseeking amendmentsto
thedefinitionsof amedicind product
and to the scope of this Directive
which, if accepted, would dlow medi-
cinesregulatorsto insist that many
food supplementswerelegaly medi-
cinesrequiring alicenceevenif they
areintended to be covered by other
EU directiveswhich definethem as
food products.”

“Thiswould lead at best to confu-
son about whichregulationsapplied
towhich products, and a worst could
lead to perfectly legal and safefood
supplements suddenly being reclas-
gfied asmedicineshaving to comply
with expensiveand inappropriateli-
censing requirements intended for
pharmaceutical drugs.”
www.hedlthchoice.org.uk

Thelarge volume of amendments
recently adopted and the difficulties
of merging al of the requirements
meansthat suspicionsmay continue
about the intentions of the amend-
ments and sow seeds of discontent
for somemonthsto come.

Some consumers believe these
amendmentsarebeing forced by the
pharmaceutical industry, whileothers
acquiese in changes for safety and
other reasons, believing morescien-
tificinformationisavailablenow.
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NEW ADVICE
ON SAFETY OF
VITAMINS& MINERALS

UK’s Food Standards Agency on

May 8, 2003 issued new adviceabout
vitamins and minerals, saying the
amountsof most vitaminsand miner-
alsthat peopletake are not thought
to beharmful, but the Agency isnow
advising the public on what levelsof
supplementsareunlikely to causeany
harm.

The Agency isadvising peoplenot
to take chromium picolinateand has
consulted on a proposal to ban the
use of thisform of chromiuminthe
manufacture of food supplementsbe-
causethereisachancethat it could
cause cancey.

Having 10 mg or less a day of
chromiuminother formsfromfood
and supplementsisunlikely to cause
any harm.

Some substances may haveirre-
versible harmful effectsif taken for
long periodsat thehighest supplemen-
tal doses. These include beta-caro-
tene (especialy for smokers and
people who have been exposed to
asbestos), nicotinic acid, zinc, man-
ganese (especialy for older people)
and phosphorus.

Levelsof vitamin C above 1000 mg
aday could causeabdomind painand
diarrhoea. Similarly, highintakes of
calcium (above 1500 mg aday) and
iron (above 17 mg aday) may result
insgmilar symptomsin somepeople.
However, thesesymptomsshould dis-
appear once people stop taking the
supplements.

TheAgency isasore-emphasising
itsadvicethat people should not take
morethan 10 mg aday of vitamin B6

from food supplementsunlessacting
on medical advice. Taking large
amountsfor alongtimecanleadtoa
lossof feeling inthearmsand legs.
Generdly thesesymptomsarerevers-
iblebut in afew casesthe effect has
beenirreversible.

Thisadvicefollowsthepublication
of thereport of the Expert Group on
Vitaminsand Minerals (EVM), an
independent expert advisory commit-
teethat has made recommendations
on 31lvitaminsand mineras.

The EVM has assessed the avail-
able evidenceon safety, inresponse
to concern over possiblerisksof tak-
ing high dosesof vitaminsand miner-
as.

Current intakes of most vitamins
and minerals are not thought to be
harmful. However, the Food Stan-
dardsAgency hassaid onesubstance
may havethepotential to causecan-
cer and has consulted on aproposal
to ban its use; six substances may
haveirreversibleeffectsif takenin
large amountsover long periods of
time; and three substances may have
short-term harmful effects, which
would disappear if people stopped
taking the supplement.

Inmoredetall:

«  Chromium in the form of
chromium picolinate may
have the potential to cause
cancer; consumers are ad-
vised not to take chromium
in this form. The FSA has
consulted on a proposal to
ban its use in the manufac-
ture of food supplements.
Having 10mg/day or lessin
total of chromium in other
formsisunlikely to causeany
harm.
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+ Levelsof vitamin C above
1000mg/day could cause
abdominal pain and diar-
rhoea. Smilarly, highintakes
of calcium (above 1500mg/
day) andiron (above 17mg/
day) may result in similar
symptoms in some people.
Thesesymptomsshould dis-
appear once people stop tak-
ing the supplements.

« Thereare some substances
that may have irreversible
harmful effectsif taken for
long periods at the highest
supplemental doses. These
include beta-carotene (espe-
cialy for smokersand those
exposed to asbestos), nico-
tinic acid, zinc, manganese
(especially for older people)
and phosphorus.

«  CurrentadviceonvitaminB6
isbeingre-emphasised. The
Agency advisesagainst tak-
ing morethan 10mg/day of
vitamin B6 from dietary
supplementsunlessactingon
medical advice. Highintakes
taken over along period of
timecanleadtoalossof fed-
inginthearmsand legs.

Adviceisalso being given on bi-
otin, folic acid, pantothenic acid, ri-
boflavin, niacin, thiamin, vitaminB12,
vitamin D, vitamin E, vitamin K, bo-
ron, cobalt, copper, iodine, molyb-
denum, nickel, selenium, tin, magne-
sium, potassium, and silicon.

Sir John Krebs, Chair of the Food
Standards Agency, said: “Whilein
most casesyou can get all the nutri-
entsyou need from abalanced diet,
many people chooseto take supple-
ments. But taking some high dose

See ADVICE ON VITAMINS -- on page 15...
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SECTION 403 LETTERS - from page 3...

Jm Chao, Manager, wasnot signed.
FDA responded on April 2, 2003,
sayingthat theregulationsat 21 CFR
101.93(a)(3) required thel etter to be
sgned by arespongbleindividua who
can cexrtify theaccuracy of theinfor-
mation. Since the letter was not
signed, the company wastold it had
not complied with the requirements
of thelaw. Dkt. No. 97S-0163, Ltr.
686.

National Vitamin Company, I nc.
of Porterville, Cdifornia, sentfivelet-
ter noticesto FDA between Febru-
ary 17, 2003 and March 12, 2003,
all received at FDA on March 19,
2003. Theselettersgave noticefor
gructureffunction claimsfor: 1) Cay-
enne Pepper 450mg capsules with
the claim “ The Cayenne Pepper
may help with gastrointestional
disorders, muscle spasms, and
rheumatic conditions;” 2) for Flax-
seed Oil 1000 mg, containing 1000
mg Flaxseed Oil, Omega-3 at
570mg, Omega-6 at 160 mg, and

Omega-9 at 180 mg. Per softgel with
the claim “ Flaxseed oil (Linum
Usitatissimum) provides essential
fatty acids, including Omega 6 as
Gamma Linoleic acid which helps
to maintain healthy joint function
by inhibiting the body’s inflamma-
tory response aswell ashelping to
support healthy cholesterol and
Triglyceride levels for heath
heart;” (Sic) 3) for Cholesterol
Fighter, containing Inositol Niacinate
37.5mg, Trimethylglycine 250 mg,
Chitosan 100 mg, Beta-Sistosterol
Complex 50 mg and Lecithin 50 mg,
al per capsule, withtheclaim* Cho-
lesterol Fighter isspecially formu-
lated from the finest quality herbs
and ingredients including Betaine
Anthdrous - known as
Trimethylglycine and natural
Chiosan — Shell Fish Fiber. Cho-
lesterol Fighter isintended for use
by healthy adults whose goal isto
maintain a healthy cholesterol pro-
file;” 4) for Nature’'s Blend Cold
& Flu Fighter, containing Ascorbic
Acid 30 mg, Elderberry Standard-
ized Extract Flavanoids 5% &
Polyphenols 15% at 100 mg, St.
John’s Wort Standardized Extract
Hypericin 0.3% at 75 mg, Echinacea
Standardized Extract Total Phenols
4% at 50 mg, Cat’s Claw bark at 25
mg, Golden Seal Root at 25 mg, and
Siberian Ginseng root at 25 mg, al
per capsulewiththeclam*® Thepure
and natural unique blend of pow-
ders and standardized herbal ex-
tracts are formulated to stimulate
the body’s immune system. The
stimulation may provide mild an-
tibioticand antiviral activitiesthat
could help resist infections;” and
5) for Echinacea 350 mg & Golden
Sed 100 mg capsuleswiththeclaim
“ Echinacea increases the body’s
natural immune system and Gold
Seal may help fight infections.”

FDA responded on April 2, 2003
July 2003
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identifying portionsof theclaimsfor
Cayenne450mg, namely, “ ...rheu-
matic conditions...,” for Echinacea
350 mg & Golden Seal 100 mg,
namely, “ ... Golden Seal may help
fight infections;” and for Cold &
Flu Fighter, namely, “ ... may pro-
vide mild antibiotic and antiviral
activitiesthat could help resist in-
fections,” but the agency letter
signed by Susan J. Walker, M.D.
made no comments about these par-
ticular clams. Insteed, theletter con-
tinued to mentiontheclamsfor Cho-
lesterol Fighter, namely, ” ... main-
tain a healthy cholesterol profile;”

and theclaim for Flaxseed Oil 1000
mg, namely, “ ... support healthy
cholesterol ... levels for healthy
heart” wereimplied health claims
becausethey did not clarify that the
product isonly for maintenance of
cholesterol levels that are aready
withinthenormal range. Therefore,
in the case the latter two products,
they will betreated as drugs under
the Act. Dkt. No. 97S-0197, Ltr.
687.

AuMed, Inc. of Valley Cottage,
New York, whose | etterhead motto
is “The Gold Standard in Health
Care,” sent anoticeletter to FDA on
October 28, 2002 that itshedlth pro-
fessond literature, not product |abels,
would contain certain clamsfor five
different products. Theletter wasnot
signed by itspurported author, Arun
Chainani, M.D. Also enclosed were
product labelsand referencelitera
ture. FDA responded on April 7,
2003 first saying that sincetheletter
iIsnot signed, the noticeisnot effec-
tive. Then continuing without men-
tioning the label for CORMED, a
multivitamin, the agency letter said
that the reference literature for the
products Youthmed, Glucomed,

See SECTION 403 LETTERS - on p. 9...
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SECTION 403 LETTERS--Cont'd from p. 8...
Hartmed, and Ostemed al| contained
numerousreferencestotheuseof the
productsand/or their ingredientsinthe
treatment, prevention, cure, or miti-
gation of diseases. Because of these
statements, FDA concluded these
productswould be drugsand would
not quaify asstructurefunctioncdams
under the Act. Dkt. No. 97S-0163,
Ltr. 688.

NovartisOphthalmicsof Atlanta
Georgia, wrote FDA on April 1,
2003, concerning claims it would
makefor itsproduct Vitalux(] Eye
Vitamin and Mineral Supplement,
containing beta-carotene 12,500 1U,
ascorbic acid 250 mg, vitamin E 200
|U, zinc gluconate 40 mg, selenium
50 mcg, copper 1 mg, lutein 3 mg,
and Zeaxanthin 0.2%. Thelabel of
the product indicated that it wasmade
in Canadafor NovartisOphthalmics
of Duluth, Georgia. FDA responded
on April 10, 2003, saying that the
following claimswerenot structure/
function claims, but rather disease
clamsfor macular degeneration. The
clamswere:“ ... contains...found
to be beneficial to eye health by the
Age-Related Eye Disease
Sudy...;” “...the leader in the
fight against Age-Related Macular
Degeneration (AMD). Novartis
Ophthalmics continuesto research
treatment for AMD...;” and* From
the leaders in the fight against
AMD.” Dkt. No. 97S-0163, Ltr.
689.

National Vitamin Company of
Porterville, Cdifornia, wroteFDA on
March 13, 17 and 26, 2003, to give

Natural Medicine Ties™
www.natmedlaw.com

notice of claimsit would usefor St.
John’s Wort Standardized Extract
300 mg, Hawthorne Berry 450 mg,
and Glucosamine Sulfate 500 mg.
FDA responded on April 10, 2003
saying that thefollowing portions of
clamsmadethe productsintodrugs.
For St. John’sWort —“ work asan-
tidepressant;” Hawthorne — “ ...
help dilate peripheral and coronary
blood vessals;,” and Glucosamine—
“ ... reduce osteoarthritic pain by
slowing cartilage deterioration.”
Dkt. No. 97S-0163, Ltr. 690.

Herbalist & Alchemist, Inc. of
Washington, New Jersey, wrote FDA
on March 27, 2003 to give notice
that it would usecertainclamsfor the
product SinusAllergy Support, con-
taining echincacea purpurea root,
osha, eyebright, horseradish and bay-
berry. Theclamwas* Herbal Sup-
port When Allergens Are Present.”
The company said it had submitted
the product under the name Eye-
bright/OshaCompound on April 20,
2000, and has now changed the
product name. FDA responded on
April 10, 2003 stating that the pro-
posed clamistotreat aclassof dis-
eases, namdy, dlergies and therefore
the product is a drug and not a di-
etary supplement. Dkt. No. 97S-
0163, Ltr. 691.

Prostate Rx, Inc. of Naples,
Florida, wrote FDA on March 13,
2003, giving noticethat it wasusing
certain claimsfor itsproduct, Pros-
tate Rx"”, containing 320 mg of 100%
pure standardized premium liquid
extract of saw palmetto. Thelabel
containing three panel swasenclosed
with the notice letter. FDA re-
sponded on April 10, 2003, saying
thefollowing label statementswere
not structure/function claims, but
rather werediseaseclamsfor benign
prostatic hypertrophy: “ ... Most

July 2003
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men experienceagradual increase
in prostate size at some time after
middleage ... an enlarged prostate
can lead to an obstruction of uri-
nary flow. For many men, thiscan
mean discomfort in urinationor in-
creased night time urination...
Clinical studies show using stan-
dardized liquid extract may pro-
mote prostate relief from these
symptoms.”  These statementsmake
the product adrug. It would not be
adietary supplement if these state-
mentsareused. Dkt. No. 97S-0163,
Ltr. 692.

Oregon’sWild Harvest of Sandy,
Oregon, wrote FDA on April 2,
2003, stating that it would use cer-
tain claims for two products:
Gymnema — “ Supports Mainte-
nance of Healthy Sugar Levels’
and Aller-Aid—noclam. FDA re-
sponded on April 14, 2003 saying
that therevised claim for Gymnema
doesnot completely addressthe pre-
viousagency objectionsasit doesnot
make clear that the claimsare about
healthy blood glucoselevelsthat are
aready within normal limits. The
product still bears claims that the
product isintended to treat disease,
namely, diabetes. Previoudy Aller-
Aidclamed*” Allergy Symptom Sup-
port.” Dkt. No.97S-0163, Ltr. 693.

Taisho Phar maceutical Califor-
nia, Inc. wrote FDA on April 2,
2003, throughitsattorney, Covington
& Burling (Jeannie M. Perron, Esq),
torespond to FDA's|etter of March
19, 2003, previously objecting to
certain claims for Lipovitan” Sus-
tained Energy Formula, Lipovitan”
Healthy Joint Formula, and
Lipovitan” Hedthy Heart Formula In
the new letter Attorney Perron said
the company would accept amend-

See SECTION 403 LETTERS -- on page 16...
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GOLDENSEAL TRADEMARKS

Only eight recordsareavailablefor Goldenseal prod-

uctsat the U.S. Patent and Trademark Office and half
are dead marksand two of thelivemarksarenot for a
botanical product. Herearethe marks starting with the
livemark.

Golden Seal” isaregistered mark, Registration No.
2152264, in International Class037, for ingtalation, re-
pair and maintenance of hearting and air conditioning
equipment, by Golden Sedl Heating & Air Conditioning,
Inc. of St. Charles Illinois. Themark wasregistered April
28,1998 asa service mark. The mark was first used
February 25, 1985.

Echinaceae-Golden Seal Power" is a registered
mark, Registration No. 1919220, in Internationa Class
005, by Natur-Pharma, Inc. DBA Nature's Herbs, of
American Fork, Utah, for vitamins and dietary food
supplements. The mark wasregistered September 19,
1995 and was first used August 16, 1994. The mark
wasassigned to Twin Laboratories, Inc., of Ronkonkoma,
New York and Section 8 and 15 affidavits have been
accepted and acknowledged.

Golden Seal-Power" isaregistered mark, Registra-
tionNo. 1917588, inInternationa Class005, by Natur-
Pharma, Inc. DBA Nature' sHerbs, of American Fork,
Utah, for vitaminsand dietary food supplements. The
mark wasregistered September 19, 1995 and wasfirst
used August 16, 1994. Themark wasassigned to Twin
Laboratories, Inc., of Ronkonkoma, New York and Sec-
tion 8 and 15 affidavitshave been accepted and acknowl -
edged.

Golden Brand® isaregistered mark, Registration No.
1718168, in International Class032, for mattresses, by
Sino-In Trading, Inc. of Temple City, California. The
mark wasfirst used May 11, 1990 and isadesign mark
found under search codes 240707 and 280103. The
Englishtrandation of the Chinese charactersinthemark
isfor the charactersinthe seal “gold plate” and for the
charactersabovethesed “gold plateand designor mark.”
Themark wasregistered September 22, 1992 and dis-
claimstheexclusiveright to usetheword “brand” apart
fromthemark asshown. A section 8 affidavit wasfiled
and accepted.

Golden Seal isacancelled mark from Internationa

Natural Medicine Law™

namely, conditioner/reconstructor, by Redmond Prod-
ucts, Inc. DBA Holistic Labs, of Chanhassen, Minne-
sota. The mark was registered as Registration No.
1714898, on September 15, 1992, and first used March
20, 1907, but cancelled under Section 8 for failuretofile
anaffidavit of use,

Golden Seal Xtrawasfiled March 16, 1998 as an
intent to use mark by Rexall Sundown, Inc, of Boca
Raton, Florida, for vitamins, mineras, dietary and nutri-
tiona supplementsall containing Golden Sedl inInterna
tional Class005. Themark can befound at Serial No.
75451211. After publicationfor opposition on Febru-
ary 23, 1999, the mark was abandoned November 19,
2000 by thegpplicant for failureto fileastatement of use
after Noticeof Allowancewasissued. Therewasadis-
clamer totheexclusveright to usetheterm* golden sed”
apart from the mark asshown.

Golden Seal Root Xtrawasfiled March 16, 1998 as
anintent to use mark by Rexall Sundown, Inc, of Boca
Raton, Florida, for vitamins, mineras, dietary and nutri-
tiona supplementsall containing Golden Sedl inInterna
tional Class005. Themark can befound at Serial No.
75451210. After publicationfor opposition on Febru-
ary 23, 1999, the mark was abandoned November 19,
2000 by thegpplicant for failureto fileastatement of use
after Noticeof Allowancewasissued. Therewasadis-
clamer totheexclusveright to usetheterm* golden sed”
apart from the mark asshown.

LOBELIATRADEMARKS

Anotherinf requently trademarked botanical islobelia

Thereare only two dead marksand onelive one at the
present.

L obdliaWhitePalace” isregistered, Registration No.
1738550, for lobeliaflower seeds, in International Class
031, by John Bodger & SonsCo., DBA Bodger Seeds,
Ltd., an ElImonte, Californiacompany. Thereisadis-
claimer for “lobeiawhite’ gpart fromthemark asshown.
The mark was first used October 31, 1991 and regis-
tered on December 8, 1992. Section 8 and 15 affidavit
was accepted and acknowledged and the mark wasre-
newed March 21, 2003.

See LOBELIA -- Continued on page 11...
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LOBELIA TRADEMARKS - Continued from page 10...

Syrup Lobeiaand Tolu Compound wasfiled asan
intent to usemark on August 7, 2000, for pharmaceuti-
ca preparationsmadewith cannabissatival. ., for useas
treatment in cough, expectorant, asthma, bronchitis, em-
physema, by Classic Pharmaceuticals of Berkeley,
CdiforniainInternationa Class005. Themark wasaban-
doned for failureto respond to an office action on Octo-
ber 24, 2001.

L obeliaisadead mark that wasfiled asanintent to
use mark on November 27, 1991 for whiteoilsfor used
involving food contact, for hydralic systems, for lubrica
tion of small and delicate mechanisms, and for [ubrica
tion of food industry materialsby Total Coporation of
Puteaux, France, in International Class004. Themark
wasabandoned August 5, 1995for falluretofileastate-
ment of use after the Notice of Allowancewasissued.

FTC REQUIRESSCIENTIFIC EVIDENCE
FOR*“SnoreFormula” CLAIMS

T he Federa Trade Commission announced that an Ari-

zona-based company, Snore Formula, Inc., itsofficers,
and a distributor have agreed to settle Federal Trade
Commission chargesthat they failed to have scientific
substantiation for theclaimsmadefor “Dr. Harris Origi-
nal SnoreFormula’ (Snore Formul @) tablets. Snore For-
mulaisan herbal supplement purported to cure snoring.
The Commission’scomplaint chargesthat the respon-
dentsmade unsubstantiated claimsabout thetablets' ef-
ficacy in preventing deep apneain adult and child users
and sgnificantly reducing snoring. The Commission ac-
cepted the consent agreement subject to public comment.
It requiresthat the respondents possess competent and
reliable scientific evidenceto substantiate representations
that Snore Formulaor any other food, drug, device, ser-
vice, or dietary supplement prevents, treats, eliminates,
or reduces snoring and s eep gpneain both adult or child
users.

TheFTC chargesRonald General and DennisH. Har-
ris, M.D., and their company, Snore Formula, Inc., with
violatingthe FTC Act by failing to possessevidence sub-
gantiating their clamsfor SnoreFormula TheFTCalso
charged Snore Formuladistributor Gerald L. “ Jerry”
Harris, owner of the SnoreFormula.com Web site. Ac-
cording tothe FTC’'scomplaint, therespondentsfailed
to have areasonable basisfor claimsthey made about

Page 11
their product’sefficacy in: preventing deep gpneain adult
and child userswho would otherwise develop deep ap-
neg; treating the* early stages’ of deep apnea; and elimi-
nating, preventing, or sgnificantly reducing snoring. The
complaint alegesthat the respondentsfailed to disclose
theimportanceof seeingaphysicianfor peoplewho have
symptomsof deep apneabecausethe condition may be
fatal. Thecomplaint further allegesthat the respondents
fasdy dlamedthat scientifictesting demongiratesthat the
tabletseliminate, prevent, or sgnificantly reducesnoring
in 86 percent of users.

In addition, the FTC alleges that DennisH. Harris,
M.D., acting asan expert endorser for the product, mis-
represented that hehad sufficiently exercised hispurported
expertiseto determinetheaccuracy of hisclamsfor the
product.

The consent agreement to settle the chargesrequires
therespondentsto have scientific evidencefor any future
claimsabout the effect of any food, drug, device, ser-
vice, or dietary supplement onthe structure or function
of the human body, or about any other health benefit, or
the safety, of any such product or service. The consent
agreement also requires the respondents to disclose
clearly and prominently that the product isnot intended
to treat deep apneaand to provide awarning statement
for consumerswith symptoms of sleep apneato seea
physicianor aspeciadistin deep medicine. Thesedisclo-
sures must be made whenever the respondents repre-
sent that a product not shown to treat sleep apneacan
eliminate, prevent, or reduce snoring.

The consent agreement prohibits Snore Formula, Inc.
anditsofficersfrom providing the“ meansand instru-
mentalities’ to othersto make clamswithout scientific
support about the benefits, performance, efficacy, of
safety of any food, drug, device, service, or dietary supple-
ment.

In addition, the consent agreement requiresthat Den-
nisH. Harris, M.D., sufficiently examineor test products
that he endorses as an expert. Further, the proposed

See SNORE FORMULA-- Continued on page 12...
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SNORE FORMULA -- from page 11...

settlement requiresthe company and
itsofficersto disseminate acopy of
the order to its past and future dis-
tributors, and requiresthem to moni-
tor ther digributorsandterminateany
distributor who continues to make
prohibited clams. Findly, theconsent
order containsstandard record keep-
ing requirementsto alow theagency
to monitor therespondents compli-
ancewiththeorder.

The FTC vote to accept the pro-
posed consent agreement was 5-0.
Theproposed consent agreement will
be subject to public comment for 30
days, until May 15, 2003, after which
the Commissionwill decidewhether
tomakeitfind. Commentsshouldbe
addressed tothe FTC, Office of the
Secretary, 600 PennsylvaniaAvenue,
N.W., Washington, D.C. 20580.

NML learned one hand written
comment was received by FTC on
or about May 15, but thedecisionis
still openonJuly 1.

FTC CHARGES --Continued from page 2...

Huang. TheFTCdlegesthat HLNA
made numerousfa seand unsubstan-
tiated weight-lossclaimsfor Berry
Trim Plusthrough testimonialssuch
as, “Teacher Loses701bs. InOnly 8
WeeksEadly,” and other statements.
TheFTC alegesthat theHLNA de-
fendantsfasaly represented thet Berry
Trim Plus products cause rapid and
substantial weight loss, including as
much as 70 poundsin eight weeks,
without dieting or increasing exercise,
and that clinical studies prove that
Berry TrimPluscausesrapid and sub-
stantial weight loss. The FTC com-
plaint further allegesthat the defen-
dantsdid not have areasonable ba-
sisto advertisethat Berry TrimPlus
is“100% safe” and “ perfectly safe’
touse, andthat it preventsfat absorp-
tionfromwhatever the user egts.

TheHLNA settlement order prohib-
itsthe defendantsfrom making false
and unsubstantiated weight-loss
claims, as well as unsubstantiated
safety claims. Theorder aso prohib-
itsthe defendantsfrom misrepresent-
ing the contents, vdidity, results, con-
clusions, or interpretationsof any test
or study. The order requires that a
prominent warning about healthrisks
be madein any advertisement, pro-
motionad item, or product |abel for an
ephedra product. The warning in-
cludesinformation that ephedrause
canresultin seriousinjury, and even
death. The order requiresHLNA to
pay $195,000in consumer redress.
If, however, the defendants have
madeany material misrepresentation
or omissononthelr financia state-
ments, the court may enter a$35 mil-
lion judgment againgt them.

USA Pharmacal Sales, Inc.

TheFTC scomplaint namesUSA
Pharmacal Sales, Inc., and its co-

owners, John Pence and Arthur
July 2003
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Sussman. The defendants, basedin
Pam Harbor, Florida, marketed and
sold three weight-loss products and
an erectile dysfunction supplement.
TheMETA-BIOLOGICAL weight-
loss cocktail contains ephedrinea -
ka oidsderived from MaHuang, caf-
feine, and 19 other ingredients.
FAT*SPONGE IN A PILL iscom-
prised of chitosan and glucomannan,
and digestiveaidsfor lactose-intol -
erant people. CALOTROL/MD con-
tains chitosan, gymnema
sylvestre, HCA, and chromium
picolinate. Theerectile dysfunction
supplement, VIRILEV, containsyo-
himbine, androstenedione (asteroid
hormone), and 12 other activeingre-
dients. According to the FTC, the
defendants advertised their weight
lossand erectiledysfunction products
through free-standing insertsinre-
giona newspapersand direct mail.
The defendants also used an expert
medical endorser in someadvertise-
mentstotout their products' efficacy
and safety.

The FTC'scomplaint allegesthat
advertisements for the purported
weight-loss products made false
clamsthat the products causerapid,
substantial, and permanent weight
losswithout the need to reduce ca-
loricintake. Thecomplaint also al-
legesthat theads madefalseclaims
that “clinical tests” or “medical re-
search” proves that the products
causeragpid, Sgnificant, or permanent
weightloss. Thecomplaint further a-
legesthat the defendants made un-
Substantiated claimsthat theMETA-
BIOLOGICAL ephedraweight-loss
productissafe. Inaddition, the FTC
alegesthat the defendants made de-
ceptiveefficacy and safety clamsfor
theerectiledysfunction supplement.
According to the FTC, thereisno
reliableevidenceto suggest that ephe-

See FTCCHARGES -- on p. 13...
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dra, an ingredient in META-BIO-
LOGICAL, or androstenedioneand
yohimbe, ingredientsinVIRILEV, are
safe. Infact, thecomplaint dlegesthat
they havebeen associated with hedlth
rsks.

The USA Pharmacal settlement
order prohibitsthe defendantsfrom
making false or unsubstantiated
clamsthat theweight-loss products
or any substantially similar product
causesrapid, substantial, or perma-
nent weight lossor fat loss. Theor-
der a so barsthem from representing
that clinical or medical studiessup-
port such claims. Theorder requires
that the defendantsplaceaprominent
warning about hedthrisksinany ad-
vertisement, promotional item, or
product label for an ephedra prod-
uct. Thewarningindudesinformation
that ephedrause canresultin serious
injury, and even death. USA Phar-
macal likewisemust placehedthrisk
warnings on materials that make
clamsfor any productsthat contain
yohimbeor androgen.

USA Pharmacal hasagreed to pay
$175,000 in consumer redress. If,
however, the defendants have made
any material misrepresentation or
omissonontherfinancia Satements,
the court may enter ajudgment for
$9.2 million against them.

Both the HLNA and USA Phar-
macd settlementsrequirethe defen-
dants to take reasonable steps to
monitor and ensurethat all employ-
ees and agents comply with the or-
der, and to terminate any employee
who knowingly violates the order.
Also, both settlements contain vari-
ous recordkeeping requirementsto
assist the FTCinmonitoring thede-
fendants compliance.

TheCommission voteto authorize
the staff to file the complaint and

dipulatedfind judgmentintheHLNA
case was 5-0. The documents are
beingfiledintheU.S. Digtrict Court
for the Didtrict of Columbia.

The Commission voteto authorize
the staff to file the complaint and
dipulated final judgmentinthe USA
Pharmacal casewas5-0. Thedocu-
mentsarebeingfiledintheU.S. Dis-
trict court for theMiddle District of
Florida, TampaDivision.

(FTC Docket No. C-3459 (Levey/
Bentley); Civil Action No. CV-03-
4670 GAF (AJWXx) (FTC FileNo.
012-3099 (Hedlth Labs); Civil Ac-
tionNo. not availableat presstime)
(FTC File No. 002-3319 (USA
Pharmacal); Civil Action No. not
available at press time)

FTC/FDA ACTIONS -- from page 1...

rosis and heart disease. The FTC
chargesthat these and other claims
gofar beyond existing scientificevi-
denceregarding therecognized hedth
benefitsof calcium.

The defendants promote the prod-
uct primarily throughanationdly tele-
vised 30-minuteinfomercid featuring
Trudeau and Barefoot, and through
gatementsmadein brochuresaccom-
panying theproduct. Theinformercid
hasaired on cable channelssuch as
Women's Entertainment, Comedy
Centrd, the Discovery Channel, and
Bravo. “TheCommisson hasvoiced
strong concerns about deceptive
clamsfor dietary supplements,” sad
Howard Beales, Director of the
FTC sBureau of Consumer Protec-
tion. “ These casesdemonstrate that
theFTCwill tekeaggressiveenforce-
ment action, particularly when, asd-
leged in this case, the products are
marketed as cures for serious dis-

easeslike cancer and heart disease.
July 2003
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Marketerswho step over thelinewill
find themselves between arock and
ahardplace.”

In a separate action, the FTC has
charged oneof thedefendants, Kevin
Trudeau, with violating 21998 fed-
eral district court order that prohibits
him from making unsubstantiated
claims about the benefits, perfor-
mance, or efficacy of any products.
TheFTC alegesthat Trudeau vio-
lated that order by making falseand
unsubstantiated claimsabout Coral
Calcium Supreme, and by making
unsubstantiated claimsthat another
product, Biotape, providessignificant
or permanent relief from severepain,
including debilitating back pain, and
painfrom arthritis, sciatica, and mi-
graines. In both of these actions, the
FTC hasasked the court for atem-
porary restraining order that would
prohibit the defendantsfrom making
the challenged claims and would
freezetheir assets.

Inrelated law enforcement efforts,
the FTC and the FDA are sending
strong warning letters to Web site
operators who are marketing coral
calcium productsclamingthat cora
calciumisan effectivetreatment or
curefor cancer and/or other diseases.
Indozensof warningssent thisweek,
the FTC dtatesitisaware of no com-
petent and reliablescientific evidence
supporting such clamsand that such
unsupported clamsareunlawful un-
der the FTC Act. Accordingly, the
FTCisinstructing the Web site op-
erators to remove any false or de-
ceptiveclamsfromtheir stesimme-
diately. Inasimilar action, the FDA
warned Web site operatorsthat dis-
ease clams and unsubstantiated
structure/function claimscausetheir
productsto beinviolation of the Fed-

See FTC/FDA ACTIONS -- on page 14...
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FTC/FDA ACTIONS -- Continued from page 13...
eral Food, Drug, and Cosmetic Act.

“FDA and FTC areworking together to maximize our
effortsto combat heath fraud,” said FDA Commissioner
Mark B. McCléllan. “Wearetrying to be particularly
vigilant concerning fraudulent internet promotion, because
thisisemerging asanincreasingly ingdiousway of trying
toexploit thepublic.”

FTCv.Kevin Trudeau, Robert Bar efoot, Shop
America(USA), LLC, and DeonnaEnter prises

The FTC'sfirst action alleges that Kevin Trudeau,
Robert Barefoot, Shop America (USA), LLC, and
DeonnaEnterprises, Inc., violatedtheFTC Act by claim-
ing, falsely and without substantiation, that Coral Cal-
cium Supreme can treat or cure cancer and other dis-
eases such asmultiple sclerosisand heart disease. Ac-
cordingtothe FTC, Cora Cacium Supremeisadietary
supplement purportedly comprised of marinecora from
Okinawa, Japan. A one-month supply of the product (90
capsules) costs $19.95.

TheFTC scomplaint alegesthat the defendantsclaim,
falsely and without substantiation, that Coral Calcium
Supremewill treat and/or cure all formsof cancer and
other diseasessuch asmultiplescleross, lupus, heart dis-
ease, and chronic high blood pressure. The complaint
also alegesthat thedefendantsfalsely claim that scien-
tific research published in reputable medical journals
provesthat calcium supplementscan reverseand/or cure
al formsof cancer. Findly, thecomplaint chalengesthe
defendants claimsthat adaily serving of Cord Cacium
Supreme providesthe sameamount of bicavailablecal-
cium astwo gallonsof milk, and that the body absorbs
sgnificantly moreof thecalciumincora cacium- upto
100timesmore, and at asignificantly faster rate - than
the calcium contained in commonly available calcium
supplements.

The FTCisseeking preliminary and permanent injunc-
tiverelief, including restitution to consumerswho pur-
chased Coral Calcium Supreme. Inaddition, the FTC
has asked the court for atemporary restraining order
that would prohibit the defendantsfrom making thechd -
lenged claims, and would freezetheir assets.

FTCv.Kevin Trudeau

Natural Medicine Law™

TheFTC’ ssecond action, against Trudeau alone, al-
legesthat Trudeau violated a1998 FTC order prohibit-
ing him from making unsubstantiated claimsabout the
benefits, performance, or efficacy of any product. The
FTC allegesthat Trudeau viol ated the order by making
false and unsubstantiated claimsabout Coral Calcium
Supreme, and al so by making unsubstantiated claims
about Biotape. Accordingtothe FTC, Biotapeisapur-
ported pain-relief product which Trudeau promotes
through aseparateinfomercial, which hasaired on na-
tiona cablechannelssuch PAX Televison, theHalmark
Channd, and E! Entertainment Televison. Consumersare
ingtructedto placea strip of Biotapedirectly ontheparts
of their bodieswherethey fed pain. Onesheet of Biotape,
containing 10 strips, costs approximately $10. Inthis
action, the FTCisseeking afinding of contempt, mon-
etary relief, and other injunctiverelief, aswell asatem-
porary restraining order that would prohibit Trudeaufrom
making the challenged claims, and would freeze hisas-
sets.

WarningLetters

In addition to the FTC sfedera court actions, the
Commissonissending warning lettersto dozensof Web
site operatorswho are making similar claimsfor coral
calcium products. Inthe warning letters, the FTCre-
mindsthe Web site operatorsthat any claim that coral
caciumisan effectivetreatment or curefor any disease
must be supported by competent and reliable
scientificevidenceto comply withthelaw. TheFTC Sates
itisawareof no such evidence supporting theseclaims,
and that without therequired support, theclaimsareille-
gd under theFTC Act. Accordingly, the FTCisingruct-
ing the Web site operatorsto remove any false or de-
ceptiveclamsfromther stesimmediately.

Inasimilar action, the FDA issued warning | ettersto
numerous \Web site operatorswho are promoting coral
calciumonthelnternet. Theletterscited the organiza-
tionsfor representing the products as useful inthe pre-
vention or treatment of seriousdiseases. Inaddition, a
magjority of thelettersa so cited thefirmsfor making un-
substantiated claimsregarding the effect of their prod-
uctson the structure or function of thebody. The FDA
letterswarn therecipientsthat FDA may initiatefurther
enforcement action if theviolationsare not corrected.

The FTC and FDA had conducted Internet “ surfs’
See FTC/FDA ACTIONS on page 15...
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FTC/FDA ACTIONS --Continued from page 14...

andfound numerousWeb sitestouting cora calcium prod-
uctsasan effectivetreatment or curefor cancer and other
diseasessuch aslupus, multiplesclerosis, and heart dis-
ease. The staffs of thetwo agencieswill follow up by
revigiting thetarget sitesto determinewhether the Web
site operators have deleted or revised the unproven
dams

TheFTC voteto authorizefiling of the caseswas5-0.
The caseswerefiledintheU.S. District Court for the
Northern Digtrict of 1llinois, Eastern Division, on June9,
2003. (FTCFileNo. (Coral Calcium) 032 3064; Civil
Action No. 03 C 904) (FTC File No. (Trudeau)
X980014; Civil ActionNo0.98C)

ADVICE ON VITAMINS -- Cont'd from page 7...

supplementsover along period of time could beharmful.
Weare using an extremely thorough independent expert
review of the scientific evidence on the safety of vitamins
and minerasasthebasisfor new adviceto help consum-
ersmakeinformed choices. In addition, the Board of the
Food Standards Agency will be considering what further
action wewould wish the supplementsindustry totake.”

The FSA Board will receive areport recommending
voluntary action by the supplementsindustry to reduce
the dose and/or provide label warningsfor some high
dosefood supplements.

The Expert Group on Vitaminsand Mineralscarried
out adetailed nutritional and toxicological review of 34
vitaminsand minerds, with particular referenceto safety
inlong-term use. Safe upper levelswere suggested for
eight of them, guidance suggested for 23, and statements
wereissued for threemineras. Guidancewasgivenwhere
therewas not enough evidenceto suggest asafe upper
level for aparticular vitamin or mineral. Guidance and
safe upper levels were set for total intake from food,
supplements, or a combination of the two.

The EVM is an independent group made up of 11
membersfrom themedical and scientific community, one
lay member, and four observersrepresenting consumer
organisations, the health and food industries, and alter-
nativemedicineinterests.

Supplementsare recommended for certain groups of

Page 15
people:

Women of child bearing age and pregnant women (un-
til the 12th week of pregnancy) should takeadaily di-
etary supplement of 0.4mg folic acid and eat plenty of
folate-rich foodsin order to reduce therisk of neural
tubedefectsintheir babies.

«  Somewomenwith high menstrual blood |osses
may need to takeiron supplements, as advised
by their GP.

« If youarepregnant or breastfeeding, you should
take supplements containing 10 micrograms
(0.01mg) of vitamin D per day. Some older
peoplemay need to consider taking vitamin D as
advised by their GP.

+  Pregnant women, or women who are thinking of
becoming pregnant, should not take supplements
of vitamin A, except on the advice of their GP.
Thisisbecausethereisan association between
very highlevesof retinol (asourceof vitaminA)
consumption during pregnancy and theincidence
of some birth defects. Asan additional precau-
tion, pregnant women should not egt liver or liver
products asthese areavery rich source of ret-
inol.

« Fromtheageof six monthstotwoyears(or five
if they are not eating a wide enough range of
foods), most young childrenwill benefit fromvi-
tamindrops(A, C,and D). Theseareavailable
freeof chargefrom hedth dlinicsfor childrenun-
der fiveyearsof ageinfamiliesreceivinglncome
Support or an income-based Job Seekers Al-

See ADVICE ON VITAMINS -- on page 16...

PHOTOGRAPHSFROM LLOYDLIBRARY ANDMUSEUM

Page4- Goldenseal (Hydrastiscanadensis) from AMERICAN
MEDICINAL PLANTSby CharlesF. Millspaugh, M.D. 1887

Page 8 - Valerian (Valeriana officinalis) from MEDICAL
BOTANY by John Stephenson, M.D. and JamesMorss Churchill,
FL.S. 1829

Page 12 - Ginseng (Panax quinguefolium) from THE FAMILY
FLORA AND MATERIA MEDICA BOTANICA by Peter P. Good
1847

Page 16 - Evening Primrose (Oenothera biennis) from AMERI-
CAN MEDICINAL PLANTS, supra, 1887
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SECTION 403 LETTERS -- from page 9...

ingtheclamto: Taurine—Helps the
body regulate cholesterol levels
which are already within the nor-
mal range.” The Attorney stated
her client disagreed with FDA’sin-
terpretation, but would do thisinthe
interest of settling the matter. FDA
responded on April 14, 2003, stat-
ing that the new claim resolvesthe
issued raised intheMarch 19, 2003
letter. Dkt. No. 97S-0163, Ltr. 694.

ADVICE ON VITAMINS -- from page 15...

lowance.

A varied and balanced diet, which
includesplenty of fruit, vegetables,
and starchy foods, and moderate
amountsof dairy products, mest, fish,
and mest dternativeswill provided|
the nutrientsthat most people need
without having to take supplements.

The EMV May 2003 Reportisa
360-page document. It treatsal the
34vitaminand mineralscovered with
great detail. TheReportisavailable
on the Food Standards Agency web
ste. Togivesomeideaof thekind of
risk assessment the Panel produced
for avitamin, herearethewordsused
to summarize the Panel’ sthoughts
aboutfolicacid:

RISK ASSESSMENT

Folic acid is generally considered as
safe in therapeutic use. Adverse effects
may, potentially, occur in specific
groups, such as individuals being
treated with drugs that interact with
folic acid metabolism. Women at risk
of a NTD-affected pregnancy appear to
be able to take folate supplements at
up to 4 mg/day, without adverse repro-
ductive or developmental effects. Folic
acid may lead to reversal of the symp-
toms of vitamin B12 deficiency, poten-
tially allowing the neuropathy associ-
ated with vitamin B12 deficiency to

develop untreated. Vitamin B12 defi-
ciency is most prevalent in older
people. Few data are available from
toxicological studies of folates in ani-
mals.

ESTABLISHMENT OF GUIDANCE
LEVEL

There are insufficient data from animal
or human studies to establish a Safe
Upper Level for folic acid. COMA rec-
ommended that, for the prevention of
foetal NTDs, women who could become
pregnant should take a 0.40 mg folic
acid supplement daily, in addition to
normal dietary folate intake, until the
12th week of pregnancy. Women in
highrisk groups may be advised to take
up to 10 times this level of supplemen-
tation.

We are aware of evidence that in-
creased folate acid intake lowers se-
rum homocysteine levels and may po-
tentially help prevent adverse cardio-
vascular events. However, consideration
of such effects is not within the remit
of the EVM. We are also aware of re-
cent studies which have suggested that
increased folate intake may increase
the incidence of multiple births. We note
that this is an area of potential con-
cern, but that there is currently no sub-
stantive evidence for such an effect.

The main concern regarding ingestion
of excess folic acid is the consequen-
tial masking of vitamin B12 deficiency.
A general consistency of data indicates
that supplementation with >1 mg/day
folic acid does not mask vitamin B12-
associated anaemia in the majority of
subjects, whereas supplementation
with <5 mg/day folic acid does. The
effects of doses of between 1 and 5
mg/day are unclear. No other signifi-
cant adverse effects have been asso-
ciated with ingestion of folic acid.

For guidance purposes only, in the
general population a supplemental dose
of 1 mg/day (equivalent to 0.017 mg/
kg bw/day in a 60 kg adult) would not
be expected to cause adverse effects.
Because of the consistency of the data,
from a large number of studies in hu-
mans, no uncertainty factors have been
applied. Assuming a maximum intake
from food of approximately 0.49 mg/
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Photo Courtesy of Lloyd Library and Museum

day, a total dose of 1.5 mg/day (equiva-
lent to 0.025 mg/kg bw/day in a 60 kg
adult) would not be expected to have
any adverse effects.

www.foodstandards.gov.uk

Back in January 2001, the Institute
of MedicineintheU.S. determined
that an Adequate Intake of Chromium
was 35 meg for menand 25 meg for
women. No upper limit was set by
the U.S. group.

“Dietary ReferenceIntakesfor Vita:
minA, Vitamin K, Arsenic, Boron,
Chromium, Copper, lodine, Iron,
Manganese, Molybdenum, Nickel,
Silicon, Vanadium, and Zinc”
www.nap.edu

PRESIDENT ASKS -- Cont'd from p. 1...
Food Guide Pyramid, which was in-
troduced in 1992.

“Secretary Thompson has made it
clear that both childhood overweight
and adult obesity and the associated
chronic health problems such as heart
disease are widespread in the United

See PRESIDENT ASKS -- next page...
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PRESIDENT ASKS -- from page 16...
States, and have become one of our
nation’s most important public health
problems. However, recent studies
suggest that adherence to the Dietary
Guidelineshasonly modest impact on
therisk of cardiovascular disease and
no significant impact on other chronic
diseases such as cancer. The Office
of Management and Budget (OMB)
believes that these and other studies
should play aprominent roleas USDA
and HHSrevisethe guidelines. Given
thewide reach of thefederal nutrition
guidelines, we believethat good nutri-
tion habitsfostered by improvedinfor-
mation on the links between diet and
health will have a significant health
impact, especially in reducing heart
disease. Coronary heart disease
(CHD) is our nation’s largest cause
of premature death for both men and
women, killing over 500,000 Ameri-
cans each year. Even a modest im-
provement in dietary habits may lead
to significant reductions in the num-
ber of premature deaths from CHD.

“We recognize that the 2000 Di-
etary Guidelines made some changes
in recommendations that may reduce
cardiovascular risk. We nonetheless
urge you to reconsider all available
nutritional and medical evidenceasyou
develop the new guidelines. For ex-
ample, in a previous letter addressed
to HHS, we encouraged the Food and
Drug Administration (FDA) to final-
izearuletorequireaproduct’s Nutri-
tion Facts panel to include the amount
of trans fatty acids present in foods.
Asyou know, thereisagrowing body
of scientific evidence, both experimen-
tal and epidemiological, that suggests
consumption of trans fatty acids in-
creases the risk of CHD. Another
important risk factor is the omega-3
fatty acid content of food. Both epi-
demiologicand clinica studiesfindthat
anincreasein consumption of omega-
3 fatty acidsresultsin reduced deaths
due to CHD. The recent revision of
the American Heart Association’s
(AHA's) dietary guidelinesrecognizes
this evidence by recommending con-

suming fish, whichishighin omega-3
fatty acids, at least twice weekly to
reduce the risk of CHD. In addition,
the AHA recommends the inclusion
of oilsand other food sources highin
omega-3 fatty acids.

“The current Dietary Guidelines
targetsonly thereduction of saturated
fat and cholesterol, with only a brief
reference to therisksfrom transfatty
acids and benefits of omega-3 fatty
acids. We encourage you to consider
strengthening thelanguageinthe guid-
ance and to modify the Food Guide
Pyramid to better differentiate the
health benefits and risks from foods.
Asnoted in the Report of the Dietary
Guidelines Advisory Committee on
the Dietary Guidelines for Ameri-
cans (2000), consumers find the
Food Guide Pyramid to be the most
useful part of the Guidelines and the
Guidelines itself encourages readers
to “let the pyramid guide your food
choices.” Yet the current Food Guide
Pyramid, for example, groups meat,
poultry, fish, dry beans, eggs, and nuts
into asingle“Meat and Beans Group”
when research suggests that these
foods may not be equivaent in terms
of their health effects.

“Given the significant potential im-
provement in public health suggested
by the current evidence, we urge you
to consider revising the Dietary
Guidelines and Food Guide Pyra-
mid to emphasize the benefits of re-
ducing foods high in transfatty acids
and increasing consumption of foods
rich in omega-3 fatty acid.

“Wewould liketo set up ameeting
with your agenciesin the next few
weeks to discuss thisissue. Asal-
ways, the OIRA staff stands ready
toassst youintheseefforts.”

The American Longevity and Life
Extension Foundation has filed a
health claim petition with FDA asa
result of the OMB “ Prompt L etter,”
saying that thedisclaimer ordered by

July 2003
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FDA onthecurrently permitted hedth
clam for omega-3 fatty acids for
coronary heart disease should bere-
considered. Jonathan W. Emord,
Esg. of Emord & Associates, a
Washington, D.C. arealaw firmrep-
resenting the petitioners, saysthedis-
claimer should be removed com-
pletely to encourage making informa:
tion about the relationship between
omega-3 fatty acids and coronary
heart disease“aswidedly availableas

possible”

The FDA's disclaimer isthe sec-
ond sentenceinthefollowing claim:
“ Consumption of omega-3fatty
acids may reduce the risk of coro-
nary heart disease. FDA evaluated
the data and determined that, al-
though there is scientific evidence
supporting the claim, the evidence
isnot conclusive.”

ILLINOISBANSEPHEDRA

Gov. Rod Blagojevich approved

Senate Bill 1418 on May 28, 2003
to ban the sale of Ephedraproducts
intheStateof llinais. Introduced by
Senator Barack Obama(D) of Chi-
cago on February 20, 2003, thebill
picked up steam quickly, passingin
the Senate on Third Reading on
March 20, whenthebill arrivedinthe
House. TheChief Sponsor was Rep.
SaraFeigenholtz, D-Chicago, who
was | ater joined by other members
of both partiesas co-sponsorsof the
bill.

Thelaw prohibitsthe sale of any
dietary supplement containing ephe-
draor ephedrine alkal oids, but ex-
emptsany product receiving the ex-
plicit approval of the Secretary of
Health and Human Servicesassafe

See EPHEDRA BAN - Continued on p. 18...
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THE NATURAL CURE NEWS

A Ietter from Austin A. Okwelle, publisher of TheNatu-

ral Cure News, anewspaper inLogos, Nigeria, informs
NML that the paper was started as*“ adeliberate attempt
to bridge the information gap, create awareness, and
gimulateinterest among Nigeriansabout thecomplimen-
tary rolethat natural herbs medication playsin the con-
trol of infectiousdiseases.”

Okwelle saysthat the practice of natural medicinein
Nigeriaisdtill initsinfancy and very underdevel oped,
making information and resource materialsonthefield
virtudly non-existent. Thenewspaper ispublished utiliz-
ingcommercid printers, and it doesnot even ownacom-
puter system to compose the paper.

The paper usesa 12-pagetabloid format that contains
clinical articlesby individuad practitioners. For example
inthe3“issueof Volume 1, published in 2002, thereis
an articleabout Asthma: Causes, Symptomsand Herbal
Cureby Dr. SA. Olowu, M.D. of the Bulldozer Natural
Health Clinic. Another articlecoversherbal curesfor
eyediseases, recommending improvement inliving envi-
ronmentsand life stylefor such problemsas conjunctivi-
tis. Ginsengispromoted for itsinvigorating propertiesin
anaticleby Dr. AladesanwaTaiwo, Director of theMarg
GuineaNatural Health Centre of Ogun State, and Seth
Iroko. Dr. Taiwoincluded another article on the effect of
alcohol onhedlth. Dr. A.A. Bello, of MD Crown Alter-
nate Medicine Specialists, Ltd. provided another article
on Alternate Approachesto Handling Strokes, inwhich
he emphasized the use of vitamin E from edible sources.

Dr. Godwin Ihesieof Elikaf Health Services, Ltd. pro-
vided an articleon Aloe Vera, describing eight different
aspectsof thisplant for internal usage. Garlicwasdis-
cussed in another articlequoting Dr. Godwin Ihesie. Di-
etsfor diabetics, fruitsand vegetablesfor healthy living
were other topics covered inthisissue, and finaly, an
interview with herbal practitioner, Chief Dr. Nze T. O
Okeosig, concluded theissue. Dr. Okeosis urged gov-
ernment to integrate natural medicineinto theregular
schoolscurriculum and establish departments of natural
medicineat universities. Chief Okeosis |earned herbal
medicinefrom hisfather and grandfather over an eight
year apprenticeship. He said since 1970, “| have not
recorded any failure and no man has brought apolice-
manto arrest mefor fraud.” Healso called for amecha
nismto register and certify practitioners competent be-

Natural Medicine Law™
forethey start work.

Admitting that thetabloid isgreetly affected by the pau-
city of fundsand lack of acomputer system, Okwelle
asked for assistancein solving his problems. NML is
passing on thisinformation to readersto seeif anyone
hasideas or materia sto contributeto the natural medi-
cineeffortin Nigeria. The Natural Cure News can be
contacted by e-mail at thenatura curenews@yahoo.com
or by writing to Suite D33, Greenland Plaza, 67, lju
Road, Agege, PO. Box 2672, Oshodi, Lagos, Nigeria.

EPHEDRA BAN - Continued from page 17...

and effectivefor itsintended use or any product contain-
ing ephedrathat islawfully marketed under an over-the-
counter monograph approved by theU.S. Food and Drug
Administration. A first violationisaClass A misde-
meanor, with finesup to $5,000 and imprisonment up to
lyear. A subsequent violationisaClass3felony alow-
ing imprisonment up to 5 yearsand finesup to $20,000.
Class3feony convictsservean average of 12 monthsin
lllinois

Blagojevichwasthe Congressmanfrom Illinois5" Dis-
trict, astate legislator and state prosecutor before be-
coming Governor last year, succeeding Governor James
Thompson. Blagojevichwasbornand raisedin Chicago
by immigrant parents.

Obamaisagraduate of Columbiaand Harvard Law
School and chairsthe Senate Committeeson Health and
Human Services. He hasserved since1997. Obama
wasborninHawaii. Next year heisrunningfor theU.S.
Senate nomination onaplatformthat saysthe Nation has
lost itsway giving obscenetax cutsto thewedlthy at the
expense of the poor.

The State Senator teaches constitutional law at the
University of Chicago and wasthefirst African-Ameri-
can President of the Harvard Law Review. Hiscam-
paign web site does not mention the ephedralegidation
asone of Obama stopicsof interest. Inadditiontothe
EphedraBan law, theonly other legidation receiving the
Governor’s approval that was sponsored by Senator
Obamaisthe Children’sHealth Insurance Program Act
that was amended by the Senate and House before pas-
sage. Thelaw extendsthe program and increasesthe
igibility requirements.

See EPHEDRA BAN -- Continued on page 19...
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Obama spolitical web sitedeclares: “1f Obamagoes
ontowinthe primary, hewould have theedge over Sen.
Peter G. Fitzgerald (R-111.). Inabenchmark poll taken
for Obama, when voterslearn about both candidates, he
leads Fitzgerald 50 percent to 31 percent.”

Senator Fitzgerald'sweb sitedisclosesthat he hasnot
sponsored any legislation to ban ephedrain the 108"
Congress, but hehasawidearray of billswith hisname
onthem, many of themfor Illinois specific projectsand
hedlthissues.

GMPFORBOTANICALS

Twenty-one Chapters by more than 30 authors, the

editorsfor thisnew volumetitled: “GMPfor Botanicals’
Regulatory and Quality Issueson Phytomedicines’ are
Professor Dr. Robert Verpoorte, of the Leiden/
Amsterdam Center for Drug Research, University of
Leiden, The Netherlands, and Dr. Pulok K. Mukherjee,
associate professor in the Department of Pharmaceutical
Technology at Jadavpur University, Kolkata, India.

Thisbook is400 pages, $195 US, plus $35 for Fed-
eral Expressddivery, and availablefrom BusinessHori-
zonsPharmaceutical Publishers, of New Delhi. For more
information go to www.busi nesshorizons.com and ask
about ISBN 81-9007885-2.

QUALITY CONTROL OF HERBAL DRUGS

Justintimefor regulatory specialiststrying to think of

waysto comply with the FDA's proposed good manu-
facturing practices—anew book, 816 pages, titled “ Qud-
ity Congtrol of Herbal Drugs. An Approachto Evalua-
tion of Botanicas,” hasbeen published by BusinessHo-
rizons Pharmaceutical Publishersof New Delhi. The
author is Pulok K. Mukherjee, Ph.D., presently at
Jadavpur Universty inKolkata, India. ISBN 810900788
4-4, 1 Edition 2002. $295 USincludesdelivery.

Nineteen chapterscover awideamount of information
specifically focused on botanical ingredients. Get more
information on the web at www.busi nesshorizons.com
or cal theU.S. distributor, Farmalnternationa in Coral
Gables, FL at 305-670-4416.

Page 19

FDA REPORTSON
AGGRESSIVE ENFORCEMENT

FDA issued a2-plus-page report on its enforcement

activitieson June 30, 2003 to makethepoint itisamuch
more aggressive agency now. Based on FY 1998 and
FY 2002, aperiod of 4 years, thereport statesthat in-
junctionsrosefrom 11to 15, recdlsincreased from 3532
to 5025, arrestswent from 250 to 286, and convictions
from 194 to 317.

Most of FDA's activitiesarewith prescription drugs
and food, so most of thewarning lettersand largefines
areagaingt firmsthat makethese products. Included are
finesinMay 2003 against Schering Plough for violation
of Good Manufacturing Practices— $500 million, and
inJune 2003 against AstraZenecafor health carefraud
— $355 million and against Guidant for $92.4 millionfor
falingtoreport mafunctionsof amedical deviseto FDA.

With regard to dietary supplements, thereport states:
“FDA isaso committed to enhanced enforcement ac-
tivitiesto protect the public health from unsubstantiated
medica clamsby dietary supplement distributors. FDA
enforcement activitiesinthisareaincludeinspections,
warning letters, seizuresandinjunctions, and criminal
enforcement. Inthepast year, FDA hasacted against the
following categoriesof products: ephedrine, Cora Cal-
cium, SARS products, and SeaSilver. The FDA ispar-
ticularly vigilant regarding dietary supplementsthat have
no proven benefits yet nonethel ess make misleading
claims to prevent, treat, or cure serious medical condi-
tions, including:

Treatmentsfor life-threatening diseases

Weight L oss products

Autismtrestments

Treatmentsfor behavioral disorders

Treatmentsfor SARS

Treatmentsfor other vira illnesses

Treatmentsfor menta retardation and Down’s Syn-
drome

Colloidd Minerals

Supplementsfor smokers

See FDA ENFORCEMENT on page 20...
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FDA ENFORCEMENT -- from page 20...
Supplementsfor drinkers

“Such claimsnot only cause consumersto wastetheir
money; they aso represent Sgnificant public hed ththreets
because they may deter consumersinterested in protect-
ing their hedlth from using treatmentsthat actually work.
TheFDA isasoincreasingly leveraging theimpact of its
activitiesthrough partnershipswith other consumer pro-
tection and law enforcement agencies. For example, the
FDA worksclosdly withthe Federa Trade Commisson
(FTC) under aliaison agreement that coordinatesFDA's
authority over clamson product labelingand FTC'sau-
thority over advertisng clams. Anongoing collaboration
between the FDA and the FTCisOperation Cure.All.
Through coordination of theactivitiesof theFDA, FTC,
Health Canada, and various state Attorneys General,
Operation Cure.All isan ongoing law enforcement and
consumer education campaign against the fraudul ent
marketing of supplementsand other health productson
the Internet. The FDA also workswiththe U.S. Cus-
toms Serviceto ensurethat certainimported goodsare
targeted for automatic detention.”
www.fda.gov/oc/whitepapers/enforce.html.

BETTERNUTRITION TASK FORCE
COMMENTS

T he Coundil for ResponsibleNutrition (CRN) and Con-

sumer Healthcare Products Association (CHPA) filed
commentsin Docket 03N-0069 onthework of an FDA
Task Force on Health Information for Better Nutrition
onMay 27, 2003. Thesecomments mark the beginning
of astring of endorsementsand ideasflowingto FDA.

CRN and CHPA addressed only one question asked
by FDA — whether conventional foods and dietary
supplements should betreated the same? Theorgani-
zationsreminded the Task Forceto keep inmind that the
average consumer does not know whether aparticular
clamfor afood or dietary supplementisahealthclam
or astructure/functionclam. FDA took thepositionfor
five years following passage of DSHEA that dietary
supplementshaving nutritivevaluearea sofoods, inde-
pendent of their status asdietary supplements, for pur-
poses of Section 201(g)(1)(C) of the Act. Therefore,
FDA dlowed structure/function clamsfor dietary supple-
ments having nutritive value without the statutory dis-
claimer and notification requirements under Section
403(r)(6) of the Act.

Natural Medicine Law™

But FDA changed thison January 6, 2000, declaring
that dietary supplementshaving nutritiveva uewould have
to bear the satutory disclaimer: “ Thisstatement has not
been evaluated by the Food and Drug Administration.
Thisproduct isnot intended to diagnose, treat, cure or
prevent disease.” FDA said this was based on are-
review of Section 201(ff) of the Act.

In February 2000, CRN and CHPA petitioned FDA
toreconsider and reingtateit position prior to January 6,
2000, giving alegal rationalefor doing so. They pointed
out that consumer confusion would result from FDA's
new interpretation. For example, if “Caciumhepsbuilds
stronger bones’ isokay for afood, but now on adietary
supplement the same claim requiresthe statutory dis-
claimer tofollow, consumersare not going to understand
thedifference.

Likewise, theantioxidant propertiesof vitaminsC and
E, which FDA acknowledgesarederived fromtheir “nu-
tritivevaue,” under the Agency’s2000 rulingwould have
to bear the disclaimer, while conventional food claims
would not.

Therefore, CRN and CHPA said, if FDA wants to
enhance consumers’ ability to make sound dietary deci-
sions, the Agency’s January 2000 positionraises serious
issuesof public health policy. FDA'sposition requiring
gructurefunction disclamersfor dietary supplementswith
nutritivevaueisdirectly at oddswith the Agency’ snew
policy initiativeon Consumer Health Information for Bet-
ter Nutrition. (Dkt. No. 03N-0069, EMC 4)

In another filing on May 27, 2003, the CRN com-
mented on four other questionson which FDA requested
comments. What body of scientific evidenceshould
beadequatefor aqualified health claim? CRN re-
minded FDA that the courts have made clear thereare
First Amendment issues when FDA prohibits health
clamsthat are not false and misleading but that fail to
meet the NL EA standard of being supported by signifi-
cant scientificagreement. Saying that the Federa Trade
Commission’sstandard of “ adequateand reliable scien-
tificevidence” isarelevant example of an appropriate
standard that permitsawidevariety of statementsbeing
madewhilestill requiringasolid basisfor claims.

FDA should consider NLEA hedth clamsthemsaves,

See IBETTER NUTRITION -- on page 21...
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BETTER NUTRITION -- Continued from page 20...

not the underlying nutrient/diseaserel ationship, that must
bethesubject of sgnificant scientificagreement. CRNis
concerned about the* good news, bad news’ format FDA
hasadopted for expressing qualified clams. Thisseems
unlikely to provide consumerswith agood understand-
ing of the nature of the support that existsfor theclaimor
FDA'sunfavorableview of theclaim.

FDA should permit submission of qualified claims,
rather thanlimitinginitid submissonstounqudifieddams,
after which FDA will moveto consder aqudified clam.
FDA'scurrent approach isan unnecessary duplication of
industry and Agency efforts.

What typesof safety concernsshould befactored
into FDA decision-making? CRN said the current
policy of requiring afood substancethat issubject of a
hedth clambe*lawful’ issound policy.

What specific claimsmay currently beready for
consderation under thenew guidance? WhileCRN
hasnot prepared alist of claimsthat companiesmay be
considering, somerecent reportsmay beof interest. B
vitaminsmay play arolein protecting cognitivefunction
and reducing therisk of dementia. Vitamin D playsa
role, dongwith calcium, inreducing therisk of osteoporo-
gs. Thereisevidenceof asupporting rolefor VitaminK.
Chromium may play arolein controlling blood glucose
levelsinthegenera population or specificaly in persons
withdiabetes. Antioxidantsincluding vitamin C may de-
lay theonset of cataracts, and carotenoidssuch aslutein
may reducetherisk of macular degeneration. Magne-
sium playsarolein protecting against hypertension and
cardiovascular disease.

Beyond vitaminsand mineras, somedietary supple-
mentsthat currently bear structure/function claimsmay
bedigiblefor qualified health claimsrelating to specific
diseaseconditions. For example, glucosamineand chon-
droitin sulfatemay reducetherisk of arthritis, and ginger
maly protect against motion sickness.

Should conventional foods and dietary supple-
ments be treated the same or treated differently,
and why? Dietary supplementshaveawaysbeen asub-
category of foodsunder thelaw. Under NLEA of 1990,
thelaw provided there could bedistinct syslemsfor regu-
lating health claimsfor conventional foodsand dietary
supplements, but FDA decided to use the same stan-

Page 21

dardsand proceduresfor both. FDA usesthe same pro-
cessfor evaluating qualified claimsand regular health
dams

CRN said that when ahealth claimsrelatesto thein-
creased consumption of aparticular nutrient or other food
substance and when the substance can be provided e -
ther by aconventiond food or asupplement, both should
bedigiblefor theclam. CRN saidit could seenoratio-
nalefor excluding conventiona foodsfrom eligibility for
qudified hedthcdams.

But CRN said that there may be someinstanceswhere
aclamwill not apply equally todl productsand catego-
riesof products. A general health claim for foods natu-
raly highinsolublefiber related to reducing therisk of
heart diseaseisbased primarily on epidemiological evi-
dencerelating to high-fiber dietsand not related to any
one source of dietary fiber. Thisclaim may appropri-
ately belimited tofoods. FDA hasapproved clamsfor
specific solublefibersweremadeavailableto both supple-
menta formsof thefiber and to conventiona foods con-
taining thefiber, provided the products meet the mini-
mum requirementsfor theamount of fiber required per
serving. (Dkt. No. 03N-0069, EMC5)

TheWheat Foods Council and the American Bakers
Association commented on June 30, 2003 that they sup-
port the Grocery Manufacturersof Americaproposd “To
Establish aPremarket Notification Program for Quali-
fied Health Claimsfor Food Labeling.” Thetwo groups
commended FDA for diligently assuring that the consumer
isgiventhebest nutritioninformation possibleviahedth
claims. (Dkt. No. 03N-0069, EMC 6)

The American Association of Retired Persons(AARP)
filed seven pagesof comments. Initsfirst point, it says
FDA reversesitspolicy of limiting the Pearsonv. Shalala
decisontodietary supplements. The Agency must fol-
low thelaw requiring “ significant scientific agreement.”
Second, the Agency must follow the statutory procedure
for approving qualified hedth claims, meaning through
the use of the notice and comment process. The law
recognizesexemptionsfor “authoritative satements’ and
interim regulations, and FDA failureto provide an op-
portunity for public comment underminesthe statutory
framework. FDA unduly reliesonthe FTCinallowing
qualified health claimson product labels. FDA'slegal

See BETTER NUTRITION -- Continued on page 23..
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Page 22
GMP COMMENTS -- from page 4...

or more generally by position de-
scription or departmental authoriza-
tion.

Overall, Gaiawanted the GMPs
rewritten to be more close to food
GMPs and the proposed dietary
supplement regulationsin regard to
thelaw’sactual procedural require-
ments. They prefer knowing exactly
what isexpected of them asthe ear-
lier regulations spelled out. Gaia
asked that theimplementation period
for thenew GMPsbesimilar tothe
program adopted under OSHA un-
der 29 CFRregulations. Inspections
could bedoneat the company request
to confirm compliance without pen-
alties. Thiskind of implementation
would help devel op trust and volun-
tary compliance. Finally, Gaiaoffi-
ciasaskedif FDA will allow elec-
tronic Sgnatureson batch production
records, lab test results, and quality
control documentssince many com-
paniesarefully computerized.

Karen L. Thomas, the owner of
The Korner Pharmacy, wrote May
27,2003, that shegenerally agreed
with theregulations, but pointed out
severa issuesthat did not ssemtobe
covered. Sheexpressed concernthat
manufacturersarenot required: 1) to
conduct stability testing and label
products with earliest expiration
dates, 2) use standard operating pro-
ceduresto ensure consi stent produc-
tion performance; 3) test supplements
for dissolution and disintegration such
asisdonefor pharmaceutical grade
products; and 4) follow manufactur-
ing equipment cleaning and sanitation
procedures.

Thomas said she was concerned
that if these componentswerenot in-
cluded andthefinancia implications
arenot consdered, thiscould havea

negative impact on the choices of
supplementsavailable. Comments
114,116 & 117, Dkt. 96N-0417.

FDA has extended the comment
period to August 11, 2003 as of
May 19, 68 CFR 27008.

LAW SUIT AND PETITION
FILED ON TRANSFAT

BanTransFat.com, aSan Francisco,
Cdifornia, non-profit organizationon
May 1, 2003 filed alawsuit against
Kraft Foodsof North America, Inc.,
seekinganinjunctionagainst thesde
and marketing of Oreo cookies to
childreninCdifornia Oneof thefac-
torscitedinthecomplaintisthat Oreo
cookiescontaintransfat andthisis
not shownintheNutrition Factspanel
onthelabel. ThePetitionin Court
was voluntarily dismissed, but the
organization filed aCitizens Petition
withthe Food and Drug Administra-
tion dated May 22, 2003 to get FDA
tomove up its 2006 transfat label -
ing proposal and to reinstate the
Agency’s previous proposal to re-
ducetransfat asmuch aspossible.

The Citizenspetition pointsout that
FDA first proposed |abel sbear trans
fat content on November 1, 1999,
64 FR 62746, but threeyears|ater,
on November 15, 2002, 67 FR
69191, FDA proposed an amend-
ment to placetransfat on aseparate
linewith afootnotethat read: “Intake
of transfat should be aslow aspos-
sible.” BanTransfat.com saysthat
Kraft’sand othersresponseto FDA
“are completely bogusand designed
to prevent them from losing market
shareto competitorswho offer trans
fat-freeproducts.”

FDA claimsit isprotecting small
businessby delayingimplementation
July 2003
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of theregulationsto 2006. TheCiti-
zenspetition saysthat itisunfair and
violativeof applicablelawsand pro-
ceduresfor FDA to delay implemen-
tationfor 2%2yearswithout inviting
public commentsregarding thede ay.
It saysFDA'sobligationisto protect
small children, not small business.
The Petition predictsthat from No-
vember 1999 to 2006 there will be
45,600 to 102,600 cases of coro-
nary heart disease and 12,000 to
30,000 liveslost because of non-la-
beling of transfat.

The Petition cites a web site,
www.fitamerica.com/famd/opages/
10topfoods.asp, as reporting that
Kraft has refused to disclose the
amount of transfat in Oreo cookies
ontheground that suchinformation
is“classfied.” WhattheFt America
web site actually says about Oreo
cookiesis:

4. Oreo Cookies:THE NUMBER ONE
COOKIE IN AMERICA
(6 cookies = serving size)

» Predominantly made up of 23 grams of
straight-line sugar.

* Chocolate is LAST ingredient listed
which means chocolate is the least of
the ingredients.

» 370 empty calories with almost no nu-
tritional benefits — you could eat 2 whole
chicken breasts for the same amount of
calories!

* 6 cookies have 12 grams of fat, 2.5
grams of saturated fat and 40 carbs —
more than 50% of your daily carbohydrate
allowance in only 6 cookies.

« Oreo cookies will set you up for craving
more sugar within 3 hours.

* “Natural flavors” are manufactured
chemicals to make Oreos taste like great
chocolate cookies. Highly processed
foods have these flavor enhancers which
are nothing more than carcinogenic
chemicals with no natural flavors of their
own.

See OREO COOKIES -- Cont'd on p. 23...
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OREO COOKIES -- from page 22...

* The Nabisco Company refused to dis-
close how many transfats there are in
Oreo cookies — they termed that informa-
tion as ‘classified’!

« High sugar content. Sugar causes
wrinkles.

Claiming that the non-profit’slaw-
suit against Kraft made tens of mil-
lions of people aware of the trans
fat issue, and that 100,000 people
visited theweb sitefrom May 12to
May 22, that AOL conducted apoll
inwhich 26% of 655,296 peoplesaid
“something needsto bedone,” the
Citizen Petition goesonto siterefer-
encesand statistics, concluding that
FDA isnot representing theinterests
of consumers. TheFDA isnot, the
Petition charges, dischargingitsre-
sponsibility under Section 2(b) of the
Nutrition Labelingand Education Act
of 1990 to require proper labeling.
ThePetitionissigned by StephenL.
Joseph, Chief Executive Officer of the
BanTansFat.com, Inc. organization.

Kraft Foods, adivision of the
former Phillip Morris Companies,
announced a new program to fight
obesity on July 1, 2003 in response
tothepublicity. TheKraftinitiative
will cons st of four parts. Among the
stepsKraftiscommitted totakingin
thefour areas: Product nutrition -
A cap ontheportion size of single-
serve packages; Guidelinesfor the
nutritiona characteristicsof al prod-
ucts; A planned effort to improve
existing productsand provide ater-
native choices, where appropriate.
Marketing practices- The elimi-
nation of al in-school marketing; Lo-
cally appropriatecriteriato usewith
thevending; industry indifferent re-
gionsof theworld to determinethe
selection of Kraft productsto besold
throughin-school vending machines;
Guiddinesfor dl advertisngand mar-

keting practices, including advertis-
ing and marketingto children, toen-
courage appropriaeeating behaviors
and activelifestyles. Consumer in-
formation - Nutritionlabelinginall
marketsworldwide, including mar-
ketswherelabeling isnot required;
Added nutrition and/or activity-re-
lated information on product labels
and company websitesto assist con-
sumer choices,; Guiddinesfor theuse
of health-related claims in all
marketsworldwide, including mar-
ketswherenoregtrictionsexist. Ad-
vocacy and dialogue - Advocacy
for appropriate public policiesto en-
gage schools and communities in
hel ping toimprovefitnessand nutri-
tion; Increased dialogue with key
stakeholders to help guide the
company’ scontinuing responsetothe
obedity issue.

TheU.K. Food Standards Agency
treatstrans fatswith someconcern,
but [abelingisnot required at thistime.
InaQ & A format the FSA says.

If a food contains trans fats do
they have to be mentioned in the
ingredients and the nutritional in-
formation on the label? Trans fats
(also called trans fatty acids) don't have
to be included in the ingredient list of a
food. However, hydrogenated fats are
usually declared in the ingredient list
and, since trans fats are formed during
the process of hydrogenation, foods
that contain hydrogenated fats will also
contain trans fats.

In the nutritional information on the la-
bel, trans fats are counted as part of the
total fat. But they don’t have to be listed
separately, unless the label makes a
claim about them, such as ‘low in trans
fats’. Trans fats are not classed as satu-
rates, monounsaturates or
polyunsaturates, so they won't be in-
cluded in the figures for these. Trans fats
have no known nutritional benefits and
because of the effect they have on blood
cholesterol, they increase the risk of coro-
nary heart disease. Evidence suggests
that the effects of trans fats are worse

than saturated fats.
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http://www.foodstandards.gov.uk/
healthiereating/asktheexpert/fatsoil S/trand abel

AnupdatefromKraft saysthat it
expects FDA to decide the |abel
guestionsand it will comply with
them. Inafrequently asked ques-
tionsrel ease the company states:

Q5. Do Oreo cookies contain trans
fat?

Like most baked goods, Oreo cookies
do contain some trans fat.

A serving of our regular Oreo cookies
— which is three cookies — contains 7
grams of fat, 1.5 of which is saturated
fat, and 2.5 of which is trans fat.

A comparable serving of our reduced
fat Oreo cookies contains 3.5 grams of
fat, including 1 gram of saturated fat
and 1 gram of trans fat.

Whilethereisadifferenceinserv-
ing Sizebetween lawsuit alegations
and updates statements from the
manufacturer, thelabeling contro-
versy showsno signsof coming to
an end anytime soon.

BETTER NUTRITION -- from page 21...

authority justifies a different ap-
proach. TheFTCitsdf hasfaledto
bring asingle case based onitsEn-
forcement Policy Statement for
Food Advertising that FDA relies

upon.

AARP also said there are more
effectivewaysto provide consum-
erswithdiet-related informant toim-
provehedththanalowing quaified
hedlth clamson product [abels. Itis
theoverdl diet, not specificfoodsthet
should bethefocus. Nutritioninfor-
mation is available in newspaper,
magazine, and television coverage
and thisprovidesgreater opportuni-
tiesthan product labelsand adver-

Copyright, 2003 by Muscatatuck Publishers, Inc. For I nformation on Photocopying, seelnside Cover



BETTER NUTRITION-- Cont’d from page 23...
getinformationto consumersistofi-
nalizethetransfat content labeling
rule. Another istorequireboldface
typefor caloriecontent of food prod-
ucts. (Dkt. No. 03N-0069, EMC

7)

Congressmen Henry A. Waxman,
Edward J. Markey, David E. Price
and SenatorsBarbaraBoxer and Jeff
Bingaman signed afour-pageletter
dated May 27, 2003 giving their com-
mentsto FDA. Thecommentswere
“to protest therecent ‘ guidance’ from
the Food and Drug Administration
that it will lower the scientific stan-
dardfor gpproving ‘hedthcams for
foods,” astep long sought by the
food industry. “...the FDA hasre-
jected the scientific standard required
by itsgoverning statute. Thisisnot
only a step backward for truthful,
crediblefood labels, but an unprec-
edented assertion of authority onthe
part of theexecutivebranchtoignore
aspecific congressona mandate.”

NLEA requires FDA to reject
health claimson food productsun-

lessthey are supported by “ signifi-
cant scientific agreement.” This
passed unanimously in Congress.
“Asauthorsof NLEA, westrongly
oppose this guidance document.”
Theletter expressed concernwiththe
FDA use of enforcement discretion
to permanently change a statutory
standard, saying it was" both a seri-
ousabuse of discretion and aprece-
dent that could beusedtoundoawide
range of health and safety lawsthat
currently protect Americans.” “The
FDA'sdecisionto abandon the stan-
dard isan undeniable abdi cation of
itsstatutory respongibilities. * * * The
referenceto Pearson intheguidance
document suggests that FDA has
takenit uponitself to determinethat
theNLEA standard for healthclaims
on foodsviolatesthe First Amend-
ment. If thisisthebasisfor theDe-
cember 20 guidance document, the
agency hasunequivocally exceeded
itsauthority.”

The letter asked FDA to rescind
the December 20, 2002 guidanceas
anillegd assartion of authority imme-
diately. (Dkt. No.03N-0069, EMC 8)

CLASSIFIEDS

Mortgage Approval Center.Com
“We Say Yes... For Less”

855 S. Federa Highway, Suite 108
Boca Raton, Florida 33432
<www.crfg.com> or E-mail at
<mrinfo@crfg.com> for 24 hour ap-
proval in many states. See our
internet ad for detailsor call (561)
367-1590, or from outside Florida,
cal 1-(877)-367-1590. Preliminary
applications taken online and via

phone, fax or mail. FloridalicenssMBB
0101355, Coral Reef Financia Group.

NATURAL MEDICINE TIES™

Echinacea purpurea. Three
background colors: green,
burgundy and yellow.

Now only $37.50 each plus
shipping & handling

Free TieWith New Subscription
Useorder card
on cover of thisissue

HARVESTINGHEALTH

A\re consumers confused? Do they
need more protection?

Protectors of the public health have
got tofeel good thismonth about all of
the actions against ephedra. Taken
together, the banning and suing will
save up to 1,000 people from future
deaths from ephedra over the next 10
years, according to some estimates of
what has happened in the past 10.

Governor Jeb Bush called the
Florida legislature back into special
session this past week for the second
time to resolve the medical malprac-
ticecrissinwhich physiciansareclos-

ing down practices because of high
premiumsfor liability insurance. The
Governor wants a cap on pain and
suffering awards at $250,000, no mat-
ter what kind of paraplegiathe plain-
tiff has. Republicanlegidatorsare say-
ing it is a vendetta against trial law-
yers.

But we do not see many reportsin
Florida or anywhere on what is being
done to reduce the 44,000 to 98,000
annual deaths caused by medical neg-
ligence.

And it is interesting to learn that
President Bushisprompting HHS and
USDA to change thefood pyramid to
prevent some of the annual 500,000
deaths from cardiovascul ar disease, a

large part of which are probably
caused by eating too much trans fat
and other bad things. Good for him.

President Bush needs to push Secre-
tary Thompson and FDA Commissioner
McCldlenabit to catch up with their read-
ing, since the FDA recently decided it
would wait until 2006 to changethetrans
fat rules. This simply means, according
to BanTransFat.Com that 12,000 to 30,000
more cardiovascular desthswill occur from
1999 to0 2006. FDA started onitsprocess
of making a new transfat rulein 1999.
But, ask FDA, they say they have gotten
aggressive since 1998. Maybe it is not
the consumers who are confused. Could
it bethe policy makers?

William J. Skinner, R.Ph.,
Attorney at Law, Editor



