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JUDGE KESSLERHEARS
SAW PALMETTO CLAIM

Judge Gladys Kessler of the U.S.

Digtrict Court for theDistrict of Co-
lumbiaon October 28, 2002, heard
ora argumentson plaintiffs motion
for summary judgment in Whitaker,
et al v. Shalala, a case concerning
thehedlth clamfor saw pamettothat
reeds’ “ Consumptionof 320mgdaily
of Saw Pametto extract may improve
urineflow, reduce nocturia, and re-
ducevoiding urgency associated with
mild benign prostatic Hyperplasia
(BPH).”

According to Jonathan Emord of
Emord & Associates, thejudgewas
very dtentiveand engagedinthedis-
cussion that took place. Emordtold
the court that the First Amendment
requiresthe statuteto beinterpreted
initsplainmeaning and thet therewas
Nno necessity to questionitsmeaning
since no member of Congress sug-
gested any meaning other than the
plain meaning that would be at odds
with the plainmeaning. The Chev-
ron case test for meaning was the
basisof thisleg of theargument.

Emord argued that FDA'sinterpre-
tationwould prohibit theclaim from
beingahedthclam. FDA saysBPH
isadisease and Saw Pametto hasa
pharmacologic effect. Emord said
FDA interpretstheclaim asturning
Saw Palmetto into adrug requiring
an NDA. The economic evidence
beforethe court demongtrated that an
NDA would cost $58 to $200 mil-
lion and thiswould requirethe mak-
ersof Saw Palmetto to becomedrug

See SAW PALMETTO -- on page 2...

FDA SEIZESSUPPLEMENTS
WITH DRUG CLAIMS

Atthe request of the Food and Drug

Adminigration (FDA), USMarshds
seized dietary supplementsmaking
drug claims from the Humphrey
L aboratories of Lake Oswego, Or-
egon, doing business as Kirkman
Laboratories. U.S. Marshals seized
hundreds of bottles of Kirkman's
HypoAllergenic Taurine Capsulesaf-
ter FDA determined that these prod-
uctsmade unsubstantiated claimsto
treat autism, aneurobehaviora dis-
order that beginsinearly childhood.

FDA seized these productsbecause
they violatethe Federa Food, Drug,
and Cosmetic Act. In accordance
withtheAct, al dietary supplement
products labelingmust betruthful and
not mid eading and may not makeany
clamsthat theproduct will cure, miti-
gate, treat, or prevent disease. Con-
sequently, theclaimsthat thecapsules
treat autism caused thefirm’s prod-
uct to be amisbranded food and an
unapproved new drug.

“FDA will continueto pursue prod-
uctsthat violatethelaw,” said FDA
Deputy Commissioner Dr. Lester M.
Crawford. “ Thissel zureemphasizes
our commitment to protect the public
health by keeping the marketplace
freefrom productsthat make medi-
ca clamsnot substantiated by scien-
tificevidence”

Thissaizurewastheresult of FDA's
investigation of thefirm’sinternet Ste.
To date no illnesses have been re-
ported i n associ ation with consump-

See TAURINE CAPSULES-- on page ...2

NIH STUDIES
COMPLEMENTARY AND
ALTERNATIVE MEDICINE

T he National Center for Comple-

mentary and Alternative Medicine
(NCCAM) and 16 Federal co-
sponsorsannouncethelaunch of an
Ingtitute of Medicine (10M) study of
thescientificand policy implications
of theuse of complementary and al-
ternative medicine (CAM) by the
American public. The $1 million,
nearly 2-year sudy, will beconducted
by the IOM, a component of the
Nationa Academies.

TheNational Academiesisapri-
vate, nonprofit, non-governmental
ingtitution created by acongressona
charter to be an advisory body for
the nation on scientific and techno-
logical matters. The IOM draws
upon volunteer panelsof expertsto
examinepolicy mattersregarding the
public'shedth. NCCAM, theprimary
sponsor of the study, isthe Federal

See NIH STUDIES CAM -- on page 8...
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SAW PALMETTO -- from page 1...
companies to do studies that they
could never recoup, sincethey could
not patent the product.

The court questioned whether the
Western Satesholding really applied
and Emord said the Supreme Court
decisionin Western States (dealing
with pharmacy compounding) was
applicableby requiringthat if aless
speech restrictive alternative was
availablethe health claim had to be
processed.

According to NML sources, the
FDA attorney replied that he had not
read the Western Satescaseandin
genera the government argument
was onewhich simple assumed “ It
can be done. Maybe not by these
plaintiffs, but itispossibleto doan
NDA.” Emord described the gov-
ernment argument as vacuous and
really not achoice.

Emord told NML that the Pearson
v. Shalala case, the plain meaning of
the health claim statute, and state-
mentsmade by Congressduring the
floor debates made clear that mem-
berswanted the exceptionfrom drug
approval tobeageneral one. The
Court isexpected to rulein the next
threeto sx months. Readerscanfol-
low Whitaker, et al v. Shalala, Civil
Action No. 99-3247 (GK) by stopping
by the U.S. District Court or reading
NML. Jonathan Emord can be
reached at 202-466-6937.

TAURINE CAPSULES -- from page 1...

tion of thisproduct. FDA will continue
to identify and take appropriate en-
forcement actions against fraudulently
marketed dietary supplement products
that make unsubstantiated medical
clamsintheir labeling. Thisinforma
tion was issued October 17, 2002 by
the FDA.

CITIZENSPETITION
ON KAVA SUPPLEMENTS
Jarrow Formulas, Inc., of Los
Angles, Cdifornia, submitted aciti-
zens petition to FDA asking the
agency to assert itsexclusivejuris-
dictionwithrespect towarning label-
ing of Kavadietary supplements. The
19-page document was dated Oc-
tober 4, 2002 and given Docket No.
02P-0428 by the FDA Dockets
M anagement Branch on October 8,
2002. James Prochnow. Esg. of
Petton Boggs, LLP, at thefirm’sDen-
ver, Colorado officefiled the petition.

Thepetition saysJarrow sold kava
containing productsto retailersuntil
March 15, 2002. Theissueis*hot”
according to the petition because a
Californiatria court hasbeen asked
toissue an Order to mandate aspe-
cid warningonlabelsand” shelf-talk-
ers’ ondl kavaproductssoldin Cdi-
fornia. Jarrow does not want acourt
deciding labelingissuesand asksthe
FDA togetinvolved.

Thelocal CaliforniacaseisinRe
Kava Litigation, Los Angeles Su-
perior Court, Consolidated Case #
BC 269717. The Petition asksFDA
tofileamotioninthecasetodismiss
the plaintiffs’ claims based on the
doctrineof implied pre-emption, and
the commerce clause of the United
States Constitution as well as any
other basis the FDA can assert.
Jarrow asksFDA to assert all juris-
diction, beyondthe Cdifornialawauit,
and when FDA’s Kava studies are
completed to either issueaGuidance
Document or aNotice of Proposed
Rulemaking to begintheregulatory
process for labeling supported by
sound science.

ThePetition goesonto lay out a
factual background about Piper
methysticumthat includessomehis-
torical information about the Ameri-
canHerbal ProductsAssociationin-
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terestin Kava. For example, AHPA
hired aboard certified toxicologist to
review all know adverse reports
about Kava. Donald Wailer, Ph.D.
reported in February 2002 that
“based on currently availableinfor-
mation, ... kavawhen taken in ap-
propriate dosesfor reasonable peri-
odsof timehasno scientifically es-
tablished potential for causing liver
damage.” But hedid say that taking
some prescription drugsor alcohol
with kava may be associated with
liver damageor dysfunction.

By August 21, 2002, the Canadian
government stopped thesale of kava
citing itsown safety assessment. But
the FDA advised it had not changed
itspositionin light of the Canadian
action.

Legd groundscitedinthePetition
arethelmplied Pre-Emption Doctrine
discussed in Gadev. National Solid
Wastes Management Association,
505 U.S. 88, 89, 98. 99, 112 S. Ct.
2374 (1992). Also cited wasthe Pri-
mary Jurisdictionissuethat FDA has
over labelingand warnings. The Pe-
tition said that without an officia, na-
tional policy, there would be more
lawsuitsandincong stent court rulings.
Onthispoint the Petition cited Heller
v. The Coca-Cola Co., 230A.D.2d
768,646 N.Y.S. 2d 524 (N.Y. App.
Div. 1996). And the Petition said the
CommerceClausedictatesauniform
policy according to several public
policy articlesciting onewritten by
FDA's Chief Counsel Daniel Troy
with Judge Robert H. Bork.

InCdiforniathecaseisactudly a
consolidation of threeloca casesfiled
by non-injured plaintiffs. The suits
seek injunctions, correctiveadvertis-
ing, retitution, disgorgement of rev-
enue, and attorney fees. On August
9, 2002, the Petition states that the
Superior Court issued astay inthe

See KAVA PETITION -- on page 3...
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KAVA PETITION-- Continued from page 2...
casepending the FDA investigation.

Jarrow saysthe Cdifornialawsuit
“cuts to the heart of DSHEA and
underminestheroleof FDA andits
relaionshiptothedietary supplement
industry....” Also, thelawsuit under-
cutsthe Petitioner from having any
diaoguewith FDA asany statements
made could beconsidered inthelaw-
suit to be construed as admissions
agang interest.

So far the American Botanical
Council, the American Herba Prod-
ucts Association and the Council on
ResponsibleNuitrition havesuggested
three different setsof recommenda-
tionsfor labeling. FDA hasasois
sued four separate announcementson
kava. In other areas of public health
and safety concerns, such asthepre-
scribing of Prempro, the FDA has
asserted itsjurisdiction promptly.

JOINT COMMENTSON
FIRST AMENDMENT FILED

On September 13, 2002, Emord &

Associates, on behalf of Julian M.
Whitaker, M.D.; Durk Pearson and
Sandy Shaw; Pure Encapsulations,
Inc.; WellnessLifestyles, Inc.; Suarez
Corporation Indudtries; LifeEnhance-
ment Products; and Life Extension
Foundation, respondedtothe FDA's
request for comments.

Those Joint Commentors eval uated
all FDA speech regulations under ap-
plicable First Amendment standards.
They found obvious, less speech-re-
strictive alternatives for each such
regulation. They recommend either
revocation or reform of theregulations
that violate the free speech guaran-
tee. They cal for reform of FDA's
regulatory mindset on speech issues
to favor disclosure over suppression
of information. They supply FDA with

(1) new speech regulations that com-
ply with the First Amendment and (2)
a guidance for agency staff compel-
ling adherenceto legal limits on regu-
latory action. They recommend that
no speech suppression be undertaken
without advance First Amendment
review and approval by the Office of
the Chief Counsd.

An electronic copy of the comments
can be retrieved from the Emord &
Associates website at
www.emord.com. Hard copies can
be obtained by calling Katie Bond at
(202) 466-6937. The Emord website
PDFversionisthebesttoread. FDA's
versionisaPDF of an e-mail filethat
did not correctly trand ateto match the
origind file.

Thesubmissionis 159-pageslong
and hasatableof contentsthat istwo
pageslong. Thisgrand-daddy sub-
mission coversmost of the concelv-
ablelegal argumentsand providesa
lot of information to FDA. The
submittersobvioudy hope FDA will
pay close attention and speed its
courseto adopting the recommenda-
tions. Dkt. No. 02N-0209, EMC
158. September 18, 2002.

SUIT FILED FOR
TRADE SECRET

Jerome Stevens Pharmaceutical S,
fileda$1.3hillion complaint against
theFDA, HHSand the United States
under theTort ClaimsAct, Adminis-
trative Procedures Act and the Fifth
Amendment for the unauthorized
publication of itstrade secretsand
confidences. Thecomplaintisfiled
intheU.S. Digtrict Court for theDis-
trict of Columbia

In August 2000, Jerome Stevens
became the first company to be
granted approval for a stabilized ver-
sion of levothyroxine sodium, adrug
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used to treat thyroid ailments. That
approval positioned the company to
become a leader in the third largest
drug market in the United States.
After granting approval, however,
FDA violated federal, civil and crimi-
nal law by posting onthe FDA website
adrug approval packagethat included
Jerome’s trade secrets and confi-
dences. In addition, FDA allowed
other drug companies to continue to
sell unapproved, unstable versions of
levothyroxine sodium until 2003 despite
finding significant health risks with
thoseversionsin 1997.

An electronic copy of the complaint
can be retrieved from the Emord &
Associates website at
www.emord.com. Hard copies can
be obtained by calling Katie Bond at
(202) 466-6937.

VALERIAN TRADEMARKS

Onceapharmaceutical gradeprod-

uct made by companieslikeEli Lilly
& Co. and other companiesfor main
linemedical doctorsinthelast cen-
tury, this sleep aid product is still
popular among herbal and naturo-
pathic practitioners. Hereisthesta
tusof trademarksonfilewiththeU.S.
Patent and Trademark Office. There
areninemarks, fiveof themtill aive,
and four dead. Thelive marksare
reviewedfirgt.

Valerian Plus” is a registered
trademark onthe Principa Register,
Registration No. 2271980, of
Amrion, Inc., aColorado corpora-
tion in Boulder. The mark is for

See VALERIAN -- page 9..
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SECTION403LETTERS

M orethan 9,000 noticeshavebeenfiled for structure/

function claimsor statements of nutritional support by
the middle of September, 2002, and over 600 of these
havereceived FDA L ettersof Objection. Herearesome
moreof thecurrent “ courtesy letters.”

Dee CeeLaboratories, Inc. of White House, Ten-
nesseewrote FDA on July 23, 2002 to say it would be
making clamsfor two products. The product Guggulextra
#3868 usesthe claim “ Nutritionally Supports Healthy
Cholesterol Levels.” Theproduct Beta Sitosterol#584
usestheclaim* UseasPart of Your Diet to Nutrition-
ally Support Healthy Cholesterol Levels.” FDA re-
sponded on August 12, 2002 to state that in the pre-
ambletothe January 6, 2000 find rule on structure/func-
tion claims (see 65 FR 1000 at 1018), FDA stated that
claimsabout the maintenance of normal cholesterol lev-
elsdid not necessarily congtituteimplied diseaseclaims.
We stated, however, that because” many peoplethink of
cholesteral soldy intermsof thenegeativeroleof e evated
cholesterol inheart disease,” inorder toavoid implying
that the product preventsor treats heart disease, acho-
lesterol maintenance claimwould haveto clarify that the
productisonly for maintenance of cholesterol level sthat
areaready withinthenormd range. FDA saidtheclaims
for the productsdo not establish that the claimsare about
blood cholesterol levelsthat are already within normal
limitsand, therefore, imply that the product isintended to
treat elevated blood cholesterol levelsand reducethe
risk of adisease, namely, coronary heart disease. The
statements being made for these products suggest that
they areintended to treat, prevent, or mitigate adisease.
These claimsdo not meet therequirementsof 21 U.S.C.
343(r)(6). These claims suggest that these productsare
intended for useasdrugswithinthemeaningof 21 U.S.C.
321(g)(N(B), and that they are subject to regulation un-
der thedrug provisionsof the Act. Dkt. No. 97S-0163,
Ltr. 632.

Tabak’sHealth Products of CostaMesa, Califor-
niawrote FDA onJuly 24,2002 to advisethat it ismak-
ing thefollowing claims, among others, for the product
Glucosamine Sulfate: “ Do You Suffer FromJoint Dis-
comfort? Recelve a Bottle of Glucosamine Sulfateand
“48 Natural Breakthroughs that Relieve Arthritis
Pain” .. .*" Special report: “ 48 Natural Breakthroughs
That Relieve ArthritisPain.” Which showsyou: Seven
“must take” nutrients...Four * healthy” foods that

Natural Medicine Law™

arthritis suffer-
ersshould avoid
like the plague..
.Thethree FREE
best arthritis
pain helpers..
Four simpleex-
ercises that
work wonders..
.Why Eskimos
almost never
get arthritis, and
what we can
learn from
them.. and
much, much
more — yours "t
FREE !” FDA
responded on
August 12, 2002
saying that 21
U.S.C. 343(r)(6)
makes clear that
astatement included in labeling under the authority of
that section may not claim to diagnose, mitigate, treet,
cure, or prevent aspecific disease or classof diseases.
The statementsthat you are making for thisproduct in
the context of the offer of the “special report,” to the
extent that thereport you are providing to customersde-
scribesthe benefits of glucosamine sulfatefor persons
witharthritis, suggest that it isintended to treet, prevent,
cure, or mitigateadisease, namely arthritis. Theseclams
do not meet the requirements of 21 U.S.C. 343(r)(6).
Theseclamssuggest that thisproduct isintended for use
asadrug withinthemeaning of 21 U.S.C. 321(g)(1)(B),
and that it issubject to regulation under the drug provi-
sionsof theAct. Dkt. No. 97S-0163, Ltr. 633.

Photo Courtesy of Lloyd Library and Museum

Herbmax, Inc. of SantaFe Springs, California, wrote
FDA through CrosdinksInternationd, Inc., of LosAn-
geles, Californiaon June 10, 2002 to give notice that
Herbmax ismaking thefollowing clamsfor thefollowing
products. The product, Yunnan Baiyao Ding, usesthe
clam® ... for the temporary relief of minor aches
and pains of musclesand jointsassociated with simple
backache, arthritis, strains, bruises, aswell asfrost-
bite.” FDA responded August 26, 2002 and advised
that thisclamisadisease claim becauseit suggeststhat

See SECTION 403 LETTERS -- page 11...
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LORD HUNT BUCKSUP
THEPUBLIC

TheEninsh Hedth Minister Lord Philip Hunt spokeon

October 10, 2002 to boost the public confidence that
will result from theregulation of traditiona herbal medi-
cines. Atameeting of the Medicines Control Agency
(MCA) and representatives of the herba industry, Hunt
responded to the concerns of over-regulation that have
ariseninrecent months. Hunt said any regulation must
be proportionate with the ultimate aim of protecting pub-
lichedth.

One of the concerns has been that alarge number of
productswould fall outsidethe European Directive pro-
posed definition of traditional useand would therefore
becomeillegal. But theMCA said therewould only be
two or three casesout of 270 different herbal ingredi-
entsbrought to the agency’ sattention.

Hunt told the group that MCA had shown dataon com-
bination herbsto two herbalists and asked for general
comments. They told MCA that they envisaged that a
herbalist could give a positive opinion on the
combination’straditional use. TheMCA hadearlier said
that registering singleingredient and combination prod-
uctsunder the Directivewould have avery wide poten-
tid.

The MCA has been instructed to pressin Europeto
giveindustry greater flexibility to take account of tradi-
tional usage from outsidethe EU and to make progress
on aregulatory homefor non-herbal traditional medi-
cines. Hunt called for the dia ogueto continue between
MCA and the herbal sector. Hunt said hewould* con-
tinuetotakeaclose persona interest. AstheDirective
continues to make progress, the watchword will be a
sengble, flexibleinterpretation, consisting with protect-
ing the public health and meeting necessary legd require-
ments” Moreinformationisavailablefrom David Ddey
inthe Department of Health MediaCentreon 020 7210
5656.

STORY IN THE GUARDIAN
SAYSSUPPLEMENTSNOT ALLOWED

Eu legidationisbeing accused of removing naturd medi-
cinesfrom the shelves. The National Association of

Health Food Stores claimed that three-quarters of its
memberscould go out of business. New product licenses

Page 5

andinvesmentsinresearchwill hurt small British supple-
ment companies, Joanna Blythman predicted inan ar-
ticlein The Guardian on September 14, 2002.

Saying that UK, the Netherlands, and Ireland havea
more permissveattitudetowards supplementsthan other
EU member states, and thisapproachesthe US, Austra-
lian, New Zed and and Canadian attitude.

TheFood SupplementsDirective setting maximum lev-
el sfor vitaminsand minerasmight set thelevelsat twoto
threetimesthe RDA, whichwould liberdizetheleve in
many countries, but severdy limititinthe UK.

The“framework” directivewill dsoresultinmillionsof
people having their supplementstaken away. Sue Croft
of the Consumersfor Health Care Choicessaysthe pro-
cesswill wipehundreds of supplementsoff the shelf.

TheTraditional Herba ProductsDirective, sayingthese
products can be sold only of they are shownto be safe
and produced to high standards, which meanslicensing
like drugs, costing thousands of pounds. The 30 year
marketing rule, 15 yearsof which must bein Europe, will
have dramatic effects on time barring products. For ex-
ample, Black Cohosh hasonly been availableinthe UK
for about 5years, andit will becomeillegal.

The Novel Foods Directive, designed to control ge-
netically modified foodsand new, functiond foods, isbeing
appliedto everything that sold under thefoodlaw. And
afind attack on supplementsisthetidying-up of the EU
MedicinesDirective, whichwill reclassfy everythingwith
aphysiological effect asamedicine, and thiswill make
everything soldin hedlth food goresamedicineand there-
foreillegal. 95% of the budget of theMCA comesfrom
licensefees, soitisdirectly interested.

See EU SUPPLEMENTS -- on next page...

e
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EU SUPPLEMENTS -- Continued from p. 5...

Theentirearticlefrom The Guard-
lanwasdtill availablefor download-
ing at www.guardian.co.uk/weekend/
story/0,3605,790733.00.html| at
presstime. Much of the consumer
interestinthe UK isbeing informed
by Consumers for Health Choice
which isan independent consumer
organization with 6,000 membersin
the UK, and over 250,000 support-
ersonitsdatabase. CHCisrunby a
board of Directorswho are elected
annually. CHC hasofficesin London
and Brusselsand workswith smilar
organizations around Europe. For
moreinformation about thisgroup go
to: www.healthchoice.org.uk .

NATURAL PRODUCTSEXPO
EAST 2002

A nother real ly big expo, this 2002

versonintheWashington, D.C. Con-
vention Center, washeld on October
3to 6. Many, many exhibitors had
their new productsand wares, nearly
20,000 thousands of retailerssigned
up at $55 each and they spent three
dayslooking at exhibits, somewith
modelsand scantily clad Adam and
Eve, buying casesand casesof prod-
ucts, and attending educational pro-
grams. And, from the sound of some
speakers, the masses visited their
Congressman and Senators while
they were in town. Everyone has
ideas about why thelaw ought to be
written oneway or the other, but as
all readersknow by now, NML cov-
ersthelegd issuesprimarily, sothere
ismuch that happened at this Expo
thatisnotincludedinthisarticle.

The program bookl et for thisevent
was 200 pages, chocked full of ads
and information. There were three
halls of exhibitorson the upper level
andtwo morehallsof exhibitsonthe

street level, consisting of thousands
of new products, a total of 1,573
exhibitorsinall. The post Expore-
leasesaid that Fred Linder, president
of the show producer New Hope
Natural Media, adivision of Penton
Media, Inc., found that 63 countries
were represented.

Therewas a specialty foods sec-
tion for organic foods, productsthat
areseeing largeincreasesin sales.
Andtherewasanew Natura Living
category thisyear with exhibits of
organic clothing, shoes, organic gar-
dening equipment, cleaning products,
and homefurnishings, like organic
mattresses made of wool. Dietary
supplementswered| over theplace.

One of thefeatures of the exhibit
area was the drawing for a new

ToyotaPrius, agas-electric hybrid
auto, anentry for which could behed
by vidting severa exhibitorsand get-
ting a ballot signed off. Another
drawing was for a three-wheeled
covered vehicle. Andtherewasa
chiptasting event aswell with many
of the new organic snack chips of -
fered for the attendeesto taste.
November 2002
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According to the organizersthere
were buyers present from Costco,
GNC, Safeway, Kroger, and King
Soopers, and chainslike Wild Oats
and Whole Foods. Chinese, Japa-
nese, Nepalanese, Australians,
Kenyans and many others were
present to try to sell their wares.
Some of these exhibitors were so
“green” that they could only tell vis-
torsthey represented the government
tosdll products. After that statement
they werelostinthe seaof barter that
went on with salesmen taking orders
for casesand cases of products, oth-
ers explaining how their products
work, and many othersjust handing
out samples, waiting for thetaste of
their speciditiestosnagasde.

AsNML visited the boothsthefo-
cuswason health claimsand treat-
ment of disease clamsthat many of
these products proclaimed on the
exhibitsandinliterature. NML asked
questionslike, “When did FDA ap-
provethisproduct? “What evi-
dence do you haveto support your
clamsonthisbrochure?” And“Does
thisproduct redly dowhat you say?’

Oneexhibitor confessesthat if the
Food and Drug Administration or
Federal Trade Commission were
present, there would not be abooth
that did not haveaviolation of some
sort or another.  When another ex-
hibitor wasasked if the product was
approved by the FDA, theresponse
wasthat that the M CA had referred
themtothe MDA —the Englishregu-
latory authority for medical devices.
But they werepromoting and selling

anyway.

Over 45 on-site education pro-
grams were presented by speakers
on a number of topics. More on

See NPEE 2002 -- on page 7...
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NPEE 2002 -- from page 6...

theseinamoment. Workshopswere
led by ThomasPerls, M.D., Associ-
ate Professor of Medicine, Harvard
Medical School, (“Living to 100:
LessonsinLivingtoyour Maximum
Potential at any Age), Jacob
Teitelbaum, M.D., director of ther
AnnapolisCenter for Chronic Fetigue
Syndrome/FibromyalgiaTherapies
(“Nutritional Support for Chronic
Fatigue’) and Linda Nachtigale,
M.D., director, Women'sEndocrine
Center, Saint Elizabeth Medicd Cen-
ter, Boston, MA (“HRT — What
Now?").

A keynote speaker on October 4"
waseconomic expert Jeremy Rifkin,
founder/president of The Foundation
on Economic Trends, who spoke
about “Natural Products in the
Biotech Century.” Andtherewas
aSpirit of OrganicsAwardsDin-
ner, sponsored by New Hope Me-
dia and the Organic Farming Re-
search Foundation at which Senator
Patrick Leahy (D-Vt.) was among
the dignitaries honoring three of
America soutstanding organicfarm
familiesat asold-out event held at
theNational Museum of Womenon
the Artson October 3.

The Organic Farming awards
went to Phil and Katherine Foster of
San Juan Bautista, CA, Klausand
Mary-Howell Martensof Penn Yan,
N.Y. and Tomand Irene Frantzen of
Nashua, lowa. Atthedinner Wild
Oats presented a donation of
$82,500 to the Organic Farming
Research Foundation, that wasraise
by anational 5% day in Wild Oats
and Nature' sstores acrossthe coun-
try. Themoney will alow the OFRF
to helplocal farmers become better
producers. The Fosters farm 250
acresof cartified organicland and sl
their produce under the brand name

“Pinnacle’ tolocal marketsin north-
ern California. The Martens have
1,000 certified organic acresin the
Finger Lakesregion of western New
York wherethey raisemixed grains.
Mary Howell teaches plant structure
and function and serveson an Agri-
cultural Biotechnology Advisory
Committeefor USDA and shewrites
for Acres USA magazine. The
Frantzen’smaintain about 100 organic
pigsand raiseorganic oybeans, corn,
barley and other cropsona335acre
farm. They turned “organic” recently
and began selling cropsin 1998 and
hogsin 1999.

NML saw someinteresting prod-
uctsat the exhibitsand heard some
interesting lectures at the education
sessons. Hereisasummary of some
of these experiences. Productsfor
sexud arousal containing peppermint
and other ingredients, enzymes prod-
uctsweresold for digestion and other
purposes. Severd hangover remedies
and evenmorestop smoking remedies
were present.

Therewere alarge number of for-
elgn productsfrom Sweden, Austra-
lia, England, and African countries.
Therewere some equipment manu-
facturers, suchasL’ Equipwithanew
seriesof juicers, blenders, and dehy-
drators, now out of LeMoyne, Penn-
gylvania Alcodol isahangover rem-
edy to prevent or treat hangoversfrom
BioRevive of Richmond, Victoria,
Augtrdia. B-Fresh Gumwith 100%
Xylitol from Rehoboth, Massachu-
setts' Global Sweet Polycols, LLC.
The Leland Cherry Company of
Leland, Michigan, wassdllingacon-
centrated Montmorency Cherry juice
that containsmelatonin, potassium,
antioxidants, and anthrocyanins. The
product wasrecommended for relief
of osteoarthritisand gout and itslit-
eraturecitesDr. Russel Reiter of the
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University of TexasHealth Science
Center.

Nasaleze was promoted for sneez-
ing, runny nose, eczemaitches, in-
flamed skin and to combat hayfever,
eczema, asthmaand dlergies. When
NML spoketo Mike James, thein-
novator of thisproduct heindicated
it was a natural product,
methocd lulose, groundto afineform,
and placed inanasal injector. The
literatures accompanying the product
saysJame’ stheory isthat mucousin
the nasal tract attracts pollens and
alergens, but when thereisalack of
good quality mucoustheoverload of
pollen and alergenscausesthissys-
tem to break down when mast cells
(whiteblood cellslocated in theup-
per nasal tract) react with allergens
by firing histamineinto thesurround-
ingtissue. Thiscreatesdlergy symp-
toms, hethinks. When Nazalesere-
storesthe protective mucous, the na-
sal track returnsto full working or-
der asafilter. Thiscompany in\West
Yorkshire, England haswebsites at
www.nasaleze.com and
www.HSIBatimore.com.

Thereareawholebunch of private
label dietary supplement sellers at
NPEE. Thelabelsandlabeling are
very imaginative. Somecompanies
have web sites, many do not.

Another category of exhibitorsare
the" cause’ exhibitors, likethe Roots
of AppaachiaGrowersAssociation,
hel ping to empower growers of na
tivemedicinal herbsin onesection of
theUSA. RAGA worksout of POB
21, Glouster, OH 45732.

And there is a 725-page guide,
titled “Naturd ProductsFHddManua
2002,” onsalefor $2,499 or show

See NPEE 2002 -- on page 14...
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NIH STUDIES CAM - from page 1...
Government’slead agency for scien-
tificresearchon CAM.

ThelOM will assemble apanel of
approximately 16 experts from a
broad range of CAM and conven-
tional disciplines, such asbehaviora
medicine, interna medicine, nursing,
epidemiol ogy, pharmacol ogy, health
careresearch and adminigtration, and
education. During the course of the
study, the |OM panel will assessre-
searchfindings, hold workshops, and
invite speakersto addressthe panel,
among other activities, in order to:
— Provide acomprehensive over-
view of theuseof CAM therapiesby
the American public;

— ldentify significant scientificand
policy issues related to CAM re-
search, regulation, integration,
training, and certification; and

— Deveop aconceptud framework
to help guide decision-making on
theseissuesand questions.

Thevaueof undertaking thisstudy
emerged from discussions among

membersof the Trans-Agency CAM
Coordinating Committee, chaired by
Stephen E. Straus, M.D., NCCAM
Director. The Committeefelt that the
IOM had the expertiseto critically
congder questionsof CAM research

and policy.

“Americansuse CAM therapiesin
record numbers,” said Dr. Straus.
“The IOM’s report will give us a
clearer understanding of the scope of
CAM useby Americans, aswell as
CAM’spublic hedthimpact, and sci-
entificand policy issuesthat will bet-
ter inform our research decisons.”

ThelOM study, led by Senior Pro-
gram Officer Lyla M. Hernandez,
MPH, of the Board on Health Pro-
motion and Disease Prevention, will
not conduct new surveysof the pub-
licregarding CAM use. Rather, the
IOM panel will gather and analyze
existing data. In addition, the |OM
study, which will recruit panel mem-
bers after October 1, plans to ad-
dressmany key questions, such as:
— What arethe methodol ogical dif-
ficulties in evaluating some CAM
therapies?

— How arethedifferent CAM pro-
fessions regulated in the United
States?

— What isthe current situation for
coverage of CAM by insurersand
other third parties?

— What are the policy and regula-
tory issuesregarding licensing and
certifying CAM practitioners?

Theanswerstothesequestionsand
theinformation generated by thelOM
panedl of leading scholarsdrawvnfrom
both conventional medicine and
CAM, and from education, should
serveto complement therecommen-
dationsof theWhiteHouse Commis-
sion on Complementary and Alter-
native MedicinePolicy released ear-
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lier thisyear.

The agenciesthat are co-sponsor-
ing thel OM study include: Agency
for Health Care Research and Qual -
ity, John E. Fogarty International
Center, National Cancer Institute,
National Center for Complementary
and Alternative Medicine, Nationa
Center for Research Resources, Na
tiond Ingituteon Aging, Nationd In-
stitute on Alcohol Abuseand Alco-
holism, Nationa Ingtitute of Allergy
and Infectious Diseases, Nationd In-
dtitute of Arthritisand Muscul oskel -
etal and Skin Diseases, National In-
stitute of Child Health and Human
Development, National Institute of
Dental and Craniofacial Research,
National Institute of Diabetes and
Digestiveand Kidney Diseases, Na
tional Institute on Drug Abuse, Na-
tiond Indtitute of Menta Health, Na-
tiond Library of Medicine, Officeof
Behavioral and Social SciencesRe-
search, NIH Office of Dietary
Supplements.

For information on the National
Academies, visit <http://
www.hational academies.org>. For
information ontheIngtitute of Medi-
cine, vist <http://mww.iom.edu>.

The National Center for Comple-
mentary and Alternative Medicine
(NCCAM) is dedicated to exploring
complementary and alternative medi-
cal (CAM) practicesin the context of
rigorous science, training CAM re-
searchers, and disseminating authori-
tative information to the public and
professionals. For additional informa-
tion, cal NCCAM'’sClearinghousetoll
free at 1-888-644-6226, or visit the

Natural Medicine Ties™
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VALERIAN-- Continued from page 3...

goods described asnon-prescription
dietary supplements and was first
used on August 19, 1991. A dis-
clamer gatingthat “Nocdamismeade
totheexclusverighttouse‘vaerian’
apart fromthe mark asshown” was
part of theapplication. Themark was
registered on August 24, 1999 and
thereisan assignment recorded.

Beyond Valerian® isaregistered
trademark onthe Principal Register,
Registration No. 2266234, of Mak-
ersof KAL, Inc., a Delaware cor-
poration, operating in Park City,
Utah. First use of the mark was
claimed for February 1, 1999. The
mark was registered on August 3,
1999 for goods described asdietary
supplements containing valerian.
Thereisadisclaimer intheapplica
tion stating“No clamismadeto the
exclusverighttouse‘vaerian’ apart
from themark asshown.”

Valerian Evening® isaregistered
trademark onthe Principal Register,
Registration No. 2111361, of Natrol,
Inc., of Chatsworth, California, and
was first used in July 1996. The
goods are described as herbal and
dietary supplements. Thereisadis-
clamer stating: “Nocdamismadeto
theexclusiveright touse*“vaerian”
gpart fromthemark asshown.” The
mark was registered on November
4, 1997.

Valerian -Power® isaregistered
trademark onthe Principal Register,
Regigration No. 1635929, of Natur-
Pharma, Inc, of Orem, Utah, andthe
date of registration is February 26,
1991. First useisclaimed for Au-
gust 2, 1989 and there is no dis-
claimer. The goods described are
Vitamin and Dietary Food Supple-
ment. The mark is now owned by
Twin Laboratories, Inc. of American

Fork, Utahinarecorded assgnment,
and the mark was renewed on May
31, 2001.

Valerian-Herbal® isaregistered
trademark onthe Principa Register-
2(F), Registration No. 1827162, of
McZand Herbal, Inc. of Santa
Monica, Cdifornia, and wasfirs used
April 14, 1988 for goods described
asdietary and nutritional supplement
of vaerianroot. Theregidtrationdate
isMarch 22, 1994 and thereis no
disclaimer. A section 8 and section
15 affidavit wasfiled and acknowl -
edged on May 13, 1999 and the
company citesseverd prior registra-
tions

Thedead marksinclude: Valerian
Root Xtra, Serial No. 75451227,
abandoned on December 9, 1999 by
Rexdl Sundown, Inc. of BocaRaton,
Florida. Theapplicationclamedin-
tent tousefor Vitamins, minerds, di-
etary supplementsal containingvae-
rianroot and the mark was published
for opposition on March 16, 1999.
Abandonment was ordered because
no statement of use wasfiled after
Notice of Allowancewasissued.

Valerian Xtra, Serial No.
75451201, was abandoned March
11, 2001 by Rexall Sundown, Inc.
of BocaRaton, Florida. The appli-
cation claimed intent to usefor goods
described as Vitamins, minerds, di-
etary and nutritiona supplementsall
containing Valerian Root. A dis-
claimer wasfiled in the application
stating: “No claimismadetotheex-
clusiveright to use ‘valerian root’
gpart fromthemark asshown.” The
abandonment was ordered since no
statement of usewasfiled after issu-
ance of theNoticeof Allowance.

Cayenne Valerian Plus, Seria
No. 74496940, was abandoned July
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11, 1994 by Heart Foods Company,
Inc. of Minnegpolis, Minnesota. The
application wasfiled asanintent to
use applicationfor Herba Encapsu-
lated Product (herbsincapsules). The
mark incorporated a heart design
with the words stylized inside the
heart. Therewasno disclaimer and
the mark was abandoned at the ex-
pressrequest of the applicant.

Cayenne Valerian Plus, Serial
No. 74481776, was abandoned
August 8, 1995 by Heart Foods
Company, Inc. of Minnegpoalis, Min-
nesota. Theapplicationwasfiledas
anintent to useapplicationfor Nutri-
tiona Supplements, namely capsules
containing medicind herbs. Themark
incorporated aheart designwith the
wordsstylizedinsdetheheart. There
wasadisclaimer gating: Noclamis
made to the exclusive right to use
“Cayenne Vaerian” apart fromthe
mark as shown. The abandonment
was ordered as no statement of use
wasfiled after the Notice of Allow-
ancewasissued.

[Abandonments of intent to use
applicationscan betheresult of sev-
eral issues, including thefailureto
market the product or an agreement
with apotentia opposer to not com-
pletetheapplication. Eachfilewould
need to beretrieved and reviewed to
determine the exact reason for the
abandonment. —Ed.]

PHOSPHATIDYLSERINE
HEALTH CLAIM MOVES

Although the petition by Dr. Kyl
Smith, aD.C. chiropractor, wasfiled
inApril, 2002 for health claimscon-
cerning phosphatidylserineand cog-
nitivedysfunction, itisstill tryingto

See SMITH CLAIM -- on page 10...
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SMITH CLAIM -- Continued from page 9...

get out of the tarting gate. Themodel claimsinthe pe-
tition are stated as follows: “ The consumption of
phosphatidylserine may reduce the risk of cognitive
dysfunctionintheelderly’” and*“ The consumption of
phosphatidylserine may reduce the risk of dementia
intheelderly.”

What has happened sinceisthat FDA Chief Counsel
hel d atel ephone conversation with Jonathan Emord, the
counsel for Dr. Smith on or about July 12 and wroteto
Emord on July 15 to propose a new deadline date of
September 13. The FDA review period wasto end on
July 28 and a thetimeof thecall, therewere 16 days| ft
inthe mandatory review period. Emord agreed tothe
extension and amonth later submitted certaininforma-
tion to show that phosphatidylserinewasnot anew di-
etary ingredient.

On September 13, Kathleen Ellwood, Ph.D., of the
FDA Officeof Nutrition Scienceand Policy wroteEmord
toadvisethat if FDA doesnot respond within 90 daysof
thefiling, the petitionisdeemed denied. FDA calculates
the 90 day period to end on December 12, 2002.

NEW DIETARY INGREDIENT RULINGS

An August 16, 2002 notice wasfiled in the Dockets

Management Branch concerning the new dietary ingre-
dient submission by Bioriginal Food & Science Cor -
por ation of Saskatoon, Saskatchewan, for Echium Oil
or Crossential SA14. The 75-day premarket notifica-
tion period for this submission ended on November 13,
2001 asthefile was received by FDA on August 15,
2001. Theagency had written the company on August
23, 2001 to say that the submission does not comply
with 21 CFR 8190.6 and that several references have
missing pages. Inaddition, someof the submissionwas
inforeign languageswithout trand ation and some of the
typeistoo small toread, theletter said. Therefore, be-
cause of incompleteness, FDA did not review theinfor-
mation, and told the company that it was welcome to
submit additiond evidence of safety information or anew
notification.

Becausetheinformation did not provideabasisto con-
cludethe product was safe under the conditionsrecom-
mended in thelabeling, the product may be adulterated
under 21 U.S.C. 342(f)(1)(B). Inthat event, the product

Natural Medicine Law™

isprohibited frombeing ininterstate commerce under 21
U.S.C. 331(a) and (v). FDA said it would keep the
letter confidentia for 90 daysand that the company could
writeto designateinformation that isproprietary. Dkt.
No. 955-0316, RPT 100.

Inter-Health Nutraceuticals, I nc. of Benicia, Cali-
fornia, submitted a 75-day premarket notification on
September 18, 2001 informing the FDA that it would
market anew dietary supplement containing anew di-
etary ingredient “trans-Resveratrol.” Thiswasdescribed
astheroot extract of Polygonum cupidatum, Siebold
& Zucc. with the tradename Protykin® (RSV-5000)
powder that providesastandardized level of 50%. FDA
responded on December 21, 2001 saying that acareful
review of the submission indicates that the trans-
Resveratrol isnot adietary supplement becauseitisan
articleauthorizedfor investigation asanew drug. Citing
studiesat the Ingtitute of Human Virology at the Univer-
gty of Maryland, previoudy publishedinanewdetter from
that source, the agency said these studiesarelooking at
itsusein combinationwith nucleosdeand ogsinthetreat-
ment of immunodeficiency virusinfections. FDA desig-
nated theingredient asan investigationa new drug on
January 30, 2001. And the agency does not have any
information that the ingredient was marketed prior to
October 15, 1994, acondition of being adietary supple-
ment.

Also, FDA said it had concerns about the adequacy of
theinformation about safety sincethenotification did not
disclosethecontent of Protykin®, provide safety infor-
mation on it, or demonstrate that its content of trans-
Resveratrol hasthe samebioavailablity asthat foundin
wineandfoods. Nothing identifiesthe other 50% of the
product. FDA said that evidencewas needed that |ong-
termdaily useisreasonably expected to be safefor the
targeted consumers stated in the notification. Certain
health concerns were not addresses at al, FDA said.
For these reasons, the product may be adulterated and
introductioninto interstate commerceisprohibited. Dkt.
No. 955-0316, RPT 101.

PharmaSe, I nc. of Lubbock, Texas, submitted a75-
day premarket notification on December 21, 2001 for
“L-Se-methylseleocysteine (SeM C)”. FDA responded
onMarch 25, 2002 to advisethat theinformationinitialy
andin severd earlier submissionswas acceptable under

See NEW INGREDIENTS -- on page 18...
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SECTION 403 LETTERS - Continued from page 4...

theproduct isintended to treat, prevent, or mitigatedis-
eases, namely disorderssuch asarthritisand other con-
ditionsthat result in pain. In the preambleto the January
6, 2000fina ruleon structure/function clams(see65FR
1000 at 1030) FDA discussed the circumstances under
which claimsabout pain wouldimply diseasetreatment.
FDA stated that sincepainisnot anormal state, nor are
there“normal painlevels,” aclaim about pain treatment
or preventionisordinarily adiseaseclam. FDA addressed
theissueof joint pain clamsin particular, noting that such
claimsaredisease claimsbecausejoint painisacharac-
teristic symptom of arthritis. FDA added, however, that
an acceptabl e structure/function claim could be madefor
pain associated with non-di sease states, such asmuscle
painfollowing exercise. But, thecompany’sclamincludes
no context that to limit the scope of theintended use of
the product to non-disease statesthat result in painand,
infact, theclamexplicitly saesthat itisintended totreat
pai n associated with diseases such asarthritis, backache,
strains, bruises, and frostbite. The company aso submit-
ted anotification for the product, Liuwei Dihuang Wan,
that states that this product is “...for people
with...tinnitus...” FDA also advised that 21 U.S.C.
343(r)(6) makesclear that astatement included in label -
ing under the authority of that section may not claimto
diagnose, mitigate, treat, cure, or prevent aspecificdis-
ease or classof diseases. The statementsthat the com-
pany makesfor these products suggeststhat they arein-
tendedtotreet, prevent, or mitigatediseases. Theseclams
do not meet the requirements of 21 U.S.C. 343(r)(6).
These claims suggest that these products are intended
for use as drugs within the meaning of 21 U.S.C.
321(g)(1)(B), and that they are subject to regulation un-
der thedrug provisions of the Act. Finally, FDA said
that the representation that the product Yunnan Baiyao
Ding “...is used as oral administration or exter-
nally....” Thisproduct doesnot appear to meet the statu-
tory definition of adietary supplement containedin 21
U.S.C. 321(ff), and therefore, cannot be marketed asa
dietary supplement. Theclaimto usethisproduct exter-
nally isaclaimthat describesan effect of the product that
isnot achieved by itsingestion. Therefore, the product
doesnot meet al of the elementsof the statutory defini-
tion of adietary supplement, namely that it beaproduct

www.NatM edL aw.com
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intended for ingestion, whenit isintended to be applied
totheskin. Thisproduct isnot “intended for ingestion.”

Asstated above, thedefinition of dietary supplementin
21 U.S.C. 321(ff) statesthat adietary supplementisa
product “intended for ingestion.” Theterm“ingestion” has
been addressed by the court in United States v. Ten
Cartons. Ener-B Nasal Gel, 888 F. Supp. 381,393-94
(E.D.N.Y.), aff’d, 72 F.3d 285 (2d cir. 1995). The
interpretation of theterm “ingestion” to mean enteral ad-
ministration into the tomach and gastrointestinal tract is
also supported by thelanguage of the statutory sections
immediately preceding and following section
350(c)(I)(B)(ii). Section 350(c)(I)(B)(i) statesthat the
vitaminmust beintended for ingestion in tablet, capsule
or liquid form. Each of theseformsdenotesamethod of
ingestionthat involvesswallowing into the scomach. Sec-
tion 350(c)(2) statesthat afood isintended for ingestion
inliquid formunder section 350(c)(I)(B)(i) “only if itis
formulated inafluid carrier andisintended for ingestion
indally quantitiesmeasuredindropsor smilar smdl units
of measure.” Thiselaboration of “liquidform” aso de-
notesingestion by swallowing thefluid. Therefore, be-
causetheterm*ingestion” meansintroducedintothegas-
trointestinal tract, aproduct that isused to deliver itsin-
gredientsinto the body when applied topicaly totheskin
isnot subject to regulation asadietary supplement be-
causeitisnot “intended for ingestion” becauseitisin-
tended for external or topical use. Moreover, this prod-
uct may be subject to regulation asadrug under the Act.

Dkt. No. 97S-0163, Ltr. 634.

M etagenicsof San Clemente, Californiawrote FDA
onJuly 31, 2002 to give notice that the product Meta-
Sitosterol uses the claim*® . .-may help to maintain
healthy blood cholesterol levels by interfering with
the absorption of dietary cholesterol from the diges-
tivetract.” FDA responded on August 26, 2002 that
the preambleto the January 6, 2000 final ruleon struc-
ture/function clams(see65 FR 1000 &t 1018), FDA stated
that claimsabout the maintenance of normal cholesterol
levelsdid not necessarily condtituteimplied dissaseclams.
FDA stated, however, that because* many peoplethink
of cholesterol solely intermsof the negativerole of -
evated cholesterol in heart disease,” in order to avoid
implying that the product preventsor treats heart dis-
ease, a cholesterol maintenance claim would have to
clarify that the product isonly for maintenanceof choles-
terol levelsthat arealready withinthenormal range. The
clamfor your product doesnot establishthat theclaimis

Continued on page 12...

November 2002

Copyright 2002 by Muscatatuck Publishers, Inc. For Information on photocopying, see inside cover.



" JBN0JBpSUIaEs ‘BulAdooo1oyd Uo uoirew Joju| Jo4 du| ‘seusijgnd oniereasn A Ag Z2oog ‘1ybiiAdoD

Page 12

Photo Courtesy of Lloyd Library and Museum

SECTION 403 LETTERS -- from page 11...
about blood cholegterol levelsthat are
already within normal limits and,
therefore, impliesthat theproductis
intended to treat €l evated blood cho-
lesterol levelsand reducetherisk of
adisease, namely, coronary heart dis-
ease. The statement that the company
ismaking for this product suggests
that itisintended to treet, prevent, or
mitigateadisease. Thisclamdoesnot
meet therequirementsof 21 U.S.C.
343(r)(6). Thisclam suggedtsthat this
product isintended for useasadrug
within the meaning of 21 U.S.C.
321(g)(1)(B), and that it issubject to
regulation under thedrug provisions
of theAct. Dkt. No. 97S-0163, L r.
635.

PharmaviteCorporation of Mis-
sion Hills, Californiagave noticeto
FDA onJuly 30, 2002 severa prod-
ucts. Theproduct Cholest-Off ™ uses
the claims “ Cholesterol Fighter”
and “ Clinically proven to lower
LDL cholesterol upto24%,” among
other claims. FDA responded on
August 26, 2002 that the statements

being madefor thisproduct are state-
mentsabout therel ationshi p between
plant sterolsand stanolsand therisk
of coronary artery diseaseand arenot
claims subject to 21 U.S.C.
343(r)(6), butinstead are clams sub-
jectto21 U.S.C. 343(r)(1)(B). FDA
has authorized ahedth clamonthe
relationship between plant sterol es-
tersand stanol estersand therisk of
coronary artery disease (see21 CFR
101.83). A dietary supplement that
meetsthedigibility and messagere-
quirementsset forthinthisregulation
may bear aclamfor therelationship
between plant sterol estersand stanol
estersand therisk of coronary artery
diseaseinitslabeling. A hedthclam
onthelabd or inthelabeing of afood
or dietary supplement that isnot in
accordancewiththerequirementsin
21 CFR 101.83 would misbrand the
food or dietary supplement under 21
U.S.C. 343(r)(1)(B). Moreover, fail-
ure to make a claim in accordance
with the requirementsin 2 1 CFR
101.83 subjectsthe product to regu-
lationasadrugunder 21 U.S.C. 32
1(9)(1)(B) becausethe product isin-
tended totreet, cure, prevent, or miti-
gateadisease, coronary artery dis-
ease. For severa reasons, thisprod-
uct does not appear to meet theeli-
gibility requirementsto beer thehedlth
clamauthorizedin 21 CFR 101.83
initslabeling. Furthermore, thedlams
themsalvesdo not gppear to meet the
messagerequirementsset forthinthe
regulation. The product doesnot ap-
pear to contain plant sterol or stanol
esters. Ingtead, it contains Reducol ™,
aningredient that the claims make
clear containsonly unesterified plant
sterolsand unesterified plant stanols.
These ingredients do not qualify a
product containing themto bear the
authorized hedthcdaminitslabeling.
Moreover, evenif the product con-
tained ingredients covered by 21
CFR 101.83, theamounts provided
November 2002
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per serving of Reducol TM do not
meet thedigibility requirementin21
CFR 101.83(c)(2)(i)(G) and (H).
Additiondly, theclamsmadefor the
product do not meet themessagere-
quirementsintheregulation. For ex-
ample, the statementsfor Reducol ™

do not state that the product “ may”

or “might” reducetherisk of heart
disease (21 CFR 101.83(c)(2)(i(B));

infact, nowhereintheclambeing
madefor your product aretheterms
“heart disease” or “coronary heart
disease” used. Therefore, sinceyour
statementsare not claimsunder 21
U.S.C. 343(r)(6) and are also not
authorized health claims under 21
U.S.C. 343(r)(1)(B), they areclaims
that suggest that thisproduct isin-
tended to treet, prevent, cure, or miti-
gateadisease, namely coronary ar-
tery disease. Thesedamssuggest that
thisproduct isintended for useasa
drug within themeaning of 21 USC.
321(g)(1)(B), and that it issubject to
regulation under thedrug provisons
of the Act. The product, Diabetes
Health Pack, usesthe claims* May
help maintain blood glucoselevels..

" (for selenium) and “ may help
maintain glucose metabolism” (for
aphalipoicacid). These statements,

rather than being Satementsabout the
product being intended to meet the
dietary needsof personswith diabe-
tes, areinstead statementsthat rep-
resent the product to beintended to
treat the characteristic sign or symp-
tom of diabetes, namely, theinability
of personswith diabetesto metabo-
lizeglucose effectively. These state-
mentsarenot clamsunder 21U.S.C.

343(r)(6) but rather they areclaims
that suggest that thisproduct isin-
tended totreet, prevent, cure, or miti-
gate a disease, namely diabetes.

These claimssuggest that thisprod-
uctisintended for useasadrugwithin

Contnued on page 13...
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the meaning of 21 U.S.C.
321(g)(1)(B), and that itissubject to
regul ation under thedrug provisions
of the Act. The product, SAM-g,
uses the claim “Joint Pain
Relief’”and “ Relievesjoint pain by
helping to repair and maintain
joint cartilage which naturally de-
teriorateswith physical activity and
age.” Theseclamsarediseaseclams
because they suggest that the prod-
uct isintended to treat, prevent, or
mitigate diseases, namely joint disor-
derssuchasarthritis. Inthepreamble
to the January 6, 2000 final rule on
structure/function claims(see65 FR
1000 at 1016-17), FDA stated that
“jointpain” ischaracteristic of arthri-
tisand that it is the most sensitive
physica sign of rheumatoid arthritis.
For that reason, the agency concluded
that claimsabout relieving joint pain
areimplied disease claims because
they represent that the product will
havean affect on acharacteristicsign
or symptom of adisease (see21 CFR
101.93(g)(2)(ii)). Moreover, else-
whereinthepreambletothefind rule
(see65 FR 1000 at 1030) FDA dis-
cussed thecircumstancesunder which
clamsabout pain would imply dis-
easetreatment. FDA stated that Snce
pain is not a normal state, nor are
there“normal painlevels,” aclaim
about pain treatment or preventionis
ordinarily adisease claim. We ad-
dressed theissueof joint painclaims
in particular, noting that such claims
aredisease clamsbecausejoint pain
isacharacteristic symptom of arthri-
tis. FDA added, however, that an
acceptable structure/function clam
could be made for pain associated
with non-disease states, such as
muscle painfollowing exercise. The
claim contained in your notification
refersto pain associated with changes
in cartilage associatewith aging and
physical activity. While cartilage

changesassociated with physical ac-
tivity and agemay not inthemselves
be diseases, such changeswould not
be expected to result in joint pain
unlessaperson dready sufferedfrom
anunderlying diseaseor such changes
were so extensive asto constitute a
diseaseitself, whichinturn predis-
posed him or her to such pain. 21
U.S.C. 343(r)(6) makesclear that a
statement included in labeling under
theauthority of that section may not
clamtodiagnose, mitigate, treet, cure,
or prevent aspecific diseaseor class
of diseases. The statementsthat you
are making for these products sug-
gest that they are intended to treat,
prevent, or mitigate diseases. These
claims do not meet the regquirements
of 21 U.S.C. 343(r)(6). These claims
suggest that these products are in-
tended for use as drugs within the
meaning of 21 U.S.C. 321(g)(1)(B),
and that they are subject to regulation
under the drug provisions of the Act.
Dkt. No. 97S-0163, Ltr. 636.

FDA’'SCRAWFORD
TESTIFIESTO
UNITED STATESSENATE

Onoctober 8, 2002, Lester M. Crawford,

acting Commissioner of FDA testified in
the Committee on Governmental Affairs
of the U. S. Senate on the Regulatory
Framework under DSHEA of 1994. Here
isasummary of the topics hetouched on.
Thefull statement isavailableonthe FDA
website at www.fda.gov.

Crawford said the Framework’s purpose
was to strike the right balance between
providing consumers access to dietary
supplements that they use to help main-
tain and improve their health and giving
the FDA the necessary regulatory author-
ity to take action against supplementsthat
present safety problems, have false or
misleading claims, or are otherwise adul-
terated or misbranded. Crawford said that
the DSHEA regulatory framework for di-
etary supplements is primarily a post-
market program, asis the case for
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foodsingenera. Should safety prob-

lemsarise after marketing, the adulteration
provisions of the statute come into play.

Hereminded the Committeethat adietary
supplement isadulterated if, among other
things, it or any of itsingredients presents
“asignificant or unreasonable risk of ill-
ness or injury” when used as directed on
the label, or under normal conditions of
useif there are no directions. FDA bears
the burden of proof to show that a prod-
uct or ingredient presents such arisk. In
addition, the Secretary of Health and Hu-
man Services (HHS) has the authority to
declare that a dietary supplement or di-
etary ingredient poses an “imminent haz-
ard” to public health or safety.

FDA previously detailed itsimplemen-
tation guidance, in May 2002, by provid-
ing Congresswith a“ Dietary Supplement
Strategic Plan Cost Out.”

THEDIETARY SUPPLEMENT —EPHE-
DRA — Thetestimony focus of thishear-
ing was on ephedra. Ma huang is one of
several namesfor herbal productscontain-
ing members of the genus Ephedra. Ad-
verse events related to these products are
currently under investigation.

FDA Advisory Committees - 1995-1996 —
In 1995, FDA convened aWorking Group
of the Food Advisory Committee Meet-
ing on ephedra. They reviewed all the
safety information available, including the
known published literature on pharmaco-
logical issues and adverse event reports
submitted to the Agency. This was fol-
lowed in August 1996 by a meeting of
FDA's Food Advisory Committee. The
prevailing view coming out of these meet-
ings was that FDA should seek to estab-
lish a safe dose for ephedra products.

FDA Proposed Rule - June 4, 1997 — On
June 4, 1997, FDA published a proposed
rule on dietary supplements containing
ephedrine alkaloids. Under the proposed
rule, adietary supplement would be adul-
teratedif it contained eight milligrams (mg)
or more of ephedrine alkaloids per serv-
ing, or if itslabeling suggested or recom-
mended conditions of use that would re-
sultinanintake of eight mg or morewithin
asix-hour period or atotal daily intake of
24 mg or moreof ephedrineakaloids. FDA

See CRAWFORD -- on page 22...
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price of $1,999, that tells you everything you need to
know to go to the market with anew product. Thisone
isshown onwww.NPCl nstitute.com.

American Hedlthcareof Fairfield, New Jersey, sellsOly
Gel, anew product with claims of being anti-swelling,
anti-inflammatory, and pain relieving, that contains 1%
Sodium Aescinatefrom the Horse Chestnut Treeand di-
ethylaminesaicylate5%. Itissoldina2 oz. tube.

Chaser, adietary supplement or natura origin, accord-
ingtothelabeling, isrepresented asgiving“ Freedomfrom
Hangovers.” “Helps prevent headachesand other dis-
comforts by absorbing harmful elementsin beer, wine,
andliquor.” These480 mg red capletscontain activated
calcium carbonate 615 mg, vegetabl e carbon 345 mg,
and somenoneactiveingredients.

The Swiss company Olbas operates out of Philadel-
phia, Pennsylvania, with agroup of products, OlbasQil,
OlbasInhaer, Olbas Padtilles, Olbas Cough Syrup, Olbas
Herbal Bath, Olbas Analgesic Salve, and Olbas Sport.
Theliterature saysthe company isover 100 yearsold.

Olivenol ] containing polyphenolsfromthe pulp of or-
ganic olivesisaproduct sold by CreAgri, Inc. of Hay-
ward, Cdifornia. Theproduct comesin vegetarian caps,
tabletsand vegetarian liquid forms. Hydroxytryrosol
(Hidrox[) istheprincipa natura ingredient. Thelabe-
ing saysscientific research indicatesthat polyphenolshelp
fight freeradical damage and help proved: cardiovascu-
lar wellness, colon & breast health, skinwellness, im-
mune system balance, reduction of oxidative stress&
cholesterol; and anti-microbiad activity.

Another interesting product line are the several prod-
uctsfrom TeaTree Therapy of Ventura, California. The
company sellsan oil, ashampoo, aconditioner, ahand &
body lotion, an antiseptic cream, aliquid soap, aveg-
etable soap, atoothpaste, awhitening toothpaste, abak-
ing sodatoothpaste, amouthwash and suppositories. For
moreinformation writee-mail to: teatree@pachell.net.

In the category of educational products, hereisone
worthy of taking alook at soon. Paul R. Thomas, EA.D.,
R.D. founded The Dietary Supplement[] anews etter
published six timesayear, 16 pages each, all about di-
etary supplements. Cost isonly $32 per year and he
DOES NOT cover the legal issues. What | saw was
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about the*informed use of dietary supplements.” Con-
tact him at www. TheDietary Supplement.com.

Author Roger Mason was giving away copiesof his
2002 book, 100-pages, Zen Macrobiotics for Ameri-
cans, ashiseffort to get people acquainted with the sub-
ject. Heworksout of Wilmington, North Carolinawith
alineof productscalled Young Again. The book was
published by Safe Goods Publishing in Sheffield, Mas-
sachusetts.

Many other productsweredisplayed. Youwill haveto
comeseefor yoursdlf.

Theeducationd programsoffered someinteresting sub-
jectsthisyear asin the past. Hereisasample. One
forwardlooking sessonwastitled: “New Ingredientsand
Supplementswith Potential,” presenting five speakers—
Loren Israel sen, Thomas Aarts, Dierdre Allen, Greg
Stephens, and Roy Upton. |sragl sen, introduced asthe
industry’s zen master, said that there needsto be some
disturbingthinkingintheindustry. Trendsinfood politics
aredescribed in Marian Nestle' sbook — “Food Poli-
tics’ areextraordinary illuminating. Sheisnotafriendto
dietary supplements. Inthelast six months, the obesity
gtuation hasreceived focuswith lawsuitsagaingt fast food
chainsand new dataon the extent of obesity among the
U.S. population. Outsidersaresaying thereisnothing
for saleinyour industry, “What isit you are selling?’
Dietary supplementsislarge category and politicianson
Capitol Hill arenow askingif thecategory istoolarge. If
politics changesand some new chairman hold hearings,
theindustry will facetough questioning, hesaid.

Tom Aartsof the Natural Business Journal seesthe
picturefromonhigh, Isredlsen said. Aartssaid corpo-
rate nutritionists are more and more working on func-
tional foods. Inthe next five yearsthe association of
health care costsand diet will become moreimportant.
Obesity isbut oneexamplewherethe Satisticsare stag-
gering. It costs$117 billion ayear in health care costs,
300,000 deaths ayear, 27% of the populationisclini-
caly obese, and from 1991 to 1998 the number of states
with obese people increased dramatically. We are
headed for acrissin Medicare, insurance companiesare
backing out of the program. The $53 billion natural per-
sonal careindustry consists of functional foods (36%),
natura organicfoods(21%), and supplements (35%) with
somein cosmeceuticals. Growthratesby productsfrom

Continued on next page...
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2000to 2001 are functional foods (7.3%), natural/or-
ganic foods (8.5%) most of thisin organicfoods.

Retail in the mass marketsincludes most of thefunc-
tiond foods. Theentirecategory of organicfoodismoving
into the mass market shopping places, withit growing
2% of theentirefood industry, growing at a10% plus
growthratefor thelast coupleof years. It will becomea
larger part of thefood industry, splitting into 87% or-
ganicand 11% natural. By 2010 the $10 billion market
will becloser to $16to 17 billion. Theorganic portion
of thefood industry will increaseto about $20 billion by
then.

Herbal products are depressed and sometimes nega-
tive. They have been the darling and the bane of the
industry. Specidty categoriesaregoingtoincrease. There
isno big growth supplement. Thereissomegrowthin
cacium. Supplementsrepresent 6% of theoveral OTC
— prescription market.

The$503 hillionfood industry isunder pressure, Aarts
said. Thepharmaceutical industry isalso under alot of
pressure. Thefunctiona food areais$18.5hillionin 2001.
Thedietary supplementindustry is$17 billion. Overthe
next 10 yearsamuch larger percent of thefood industry
will becomefunctiona foods. Functiond foodsaregrow-
ing fivetimesasfast asthe food industry, so they will
becomealarger pieceof thepie. Pepsicoisleading the
charge and 30% of the salescomefrom 5 companies.

Natural personal care productswith cosmeceuticals—
science based productsfor theskin—like Dr. Perricone's
“WrinkleCure,” aretaking holdinthemarket. Thisarea
isgrowing at 9% and the category is 6% of the total.
Thehedth careindudry isgettinginto the prevention mode
because of consumer demand and economics.

Theindustry isnow trying to define* functiona foods,”
but it basically isfood to which ingredients have been
added, like orangejuicewith calcium. Somecompanies
have overspent trying to bring dietary supplementsto
market and they are not focusing on thefunctional food
industry. Thiswill require GRAS affirmationsto FDA.
A basic cost of thisis$100,000 and six monthstime,

Greg Stephensis from the medical food area of the
pharmaceutical industry. Thesenew productshavehedth
clams. Lipidsandfiber productsaregrowthareas. The
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Food and Nutrition Board’snew DRIs(Dietary Refer-
ence | ntakes) focus on supporting good health and re-
ducing therisk of chronic diseasesand minimizing the
possibility of over consumption. Lipidsaregetting en-
hanced consumer awareness of good and bad fats. Al-
phalinoleic and othersnow have DRIsfor thefirst time.

DHA and ARA ininfant formulas has become more
prevaent. Productshavegotten moreexpensivebut sdes
areincreasing. EPA containing productsfor patientswith
cancer areincreasing sales.

New factson fiber includeincreased risk for cardio-
vascular diseaseinlow fiber diets. Thereationship be-
tween fiber, cancer and weight control isinconclusive,
but therecommended intakeis38 Gmaday. Theaver-
age U.S. adult getsabout 12 Gm aday. Meeting this
recommendationwill requireproducts. New definitions
of fiber — Dietary fibersare non-digestible from food
products. Functional fibersmay beextracted. Totd fi-
ber content isthe sum of thetwo. Therewill bemore
research onthefiber area

3 Gmof oat fiber have ahealth claimto help prevent
heart problems. $50 millioninadvertising isspent each
year promoting this. A new concentrated Beta-glucanis
being demonstrated in studies. 1f aconcentrated prod-
uct can be madethiswill be aconvenienceto consum-
es.

EPA and CL A have an opportunitiesto grow. SAM-
ewill get aboost in November when new studiesare

See NPEE 2002 -- 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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published by the American Journal
of Clinical Nutrition. The potato
enzymesthat are ACE inhibitorswill
get moreattention al so.

There are 12 health claims for
foods. (seelist of approved Health
Claimsin the September 2002 issue
of Natural Medicine Law/J News-
letter or search for this on FDA's
website)

Dierdre Allen spoke briefly about
essential oil therapy and traditional
Chinesemedicine. Dr. AnnWong at
Harvard is attempting to get some
Americaningtitutiontoreceivelive
transmissonsof Chineselecturesfrom
TCM schools. IntheU.S. wehave
exercised an arrogant method of tak-
ingoneingredient fromaChineserem-
edy, isolatingitand presumingitisthe
activeingredient. Weknow solittle
about the differencesin plantsthat
“weare not grownup enough to dedl
with Chinese products.”

Audiences were taken back last
week at afood company conference
at her dlide showing how chemical
toxinsintheair and risein obesity.
The EPA websiteidentifiesnew car-
cinogensthat aremeasuredinplasma
levels. EPA even saysthisone af-
fectstheadrena glands, thisonethe
thyroid. JohnsHopkinsisstudying
heavy metd toxicity and obesity. This
is an area we have to get back to
quickly.

Roy Upton isthe conscience of the
industry and a balanced forecaster
according to Israelsen. Speaking
about the botanical world, thereisa
new directionin health carefor pre-
vention, morethan diseasetreatment.
TheNutritional Educationand Labd-
ing Act of 1990isstartingtosinkin
now and modern medicineisbegin-

ning to use conceptsin nutrition to
optimizehedth. Thisisthefirsttime
thisshift hastaken place. InUpton's
crystd ball, hesaid wewill seemore
botanical antioxidantsin useand su-
per foodsthat arerichin antioxidants
such asblueberriesand bilberries.
Other tonicsthat will comeoninthe
futureiscordysepsthat comesfrom
afungusproduct. Another growth
areawill becoming fromthehealth
professona sprescribing supplements
and botanicals. Hospitals are at-
tempting to determine how to pre-
scribe these products and this will
lead to insurance reimbursement.
Oncethat happenstherewill beafan-
tastic boom. Specificlegidationto
reimbursefor some productsisbe-
ing introduced. NCCAM research
will bring on use of morebotanicals.
Upton predicted that Hawthorne
would besubstituted for digoxininthe
futuresinceit lengthensthe ERP of
the heart andismore safe.

Botanical immunetonicsusedin
traditional Chinesemedicinewill in-
creasein the next ten years, Upton
predicted. U.S. treatment strategy
hasbeen onkilling the cancer or cut-
tingitout. Theimmunestimulation
will helpincreaseor maximize poten-
tid for qudity of lifeand survivd retes.
Ricci mushroom, astragulas,
schizandra, and othersare used.

In another program featuring Gary
Fulcher and James Prochnow, Esq.,
the new Oat Bran Concentrate was
reviewed. Thisprogramissgnificant
for readersto understand the process
of FDA approva for such products.
H. Griffith Parker, the CEO of
Nuture, a 10-year old oats product
company,said oats contain Beta
Glucan. Oat productsneed to have
clamsthat consumerswill read to
decide whether to buy, and there
needs to be products that work.
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Adultsare concerned about choles-
terol and peoplearelooking for nu-
tritional solutionsto help thisprob-
lem.

Under DSHEA thereare concerns
about making claimsthat the product
workson heart health. $50millionis
spent each year on advertising about
thelinksof oatsand heart health, so
that 52 % of peoplethink that oats
helps heart health. Nuture, Inc.’s
product is  concentrated
OatVantagell. 1.5gmof it delivers
0.75 gm of beta-glucan. 79 % of
adults are concerned about choles-
terol. Thereisan$18billion market
out there.

Since62% arelooking for nutitional
products to help heart health.
Quaker Oats started the interest in
oats many yearsago.

Gary Fulcher isfrom the Univer-
sty of Minnesota[NML reported on
theexpanded claimsinVol. 5, I ssue,

See NPEE 2002 -- on next page...
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5, 2002, March 2002] Fulcher said
that oat consumption has been de-
cliningfor severa years. Oat grow-
erswant to sell more. A closer look
at oat kernels, shows3-glucansinthe
endosperm. Mixed linkage [3-
glucansare hooked up differently and
thismakesit totally different from
anything inthemarket. Isit unique?
Absolutely, Fulcher says.

Cered materidsarevery different
from other materia sthat one comes
across. Thephysiologica effect, the
gticky dropping syndromein chicken
coops demonstrates that it is not
soluable. Thered reasonthat weare
talking about 3-glucans, isthat it has
activities. Wesee someimmunologi-
cal effectsthat cannot be discussed.
B-glucansisavery thick materia in
the gut that increases viscosity that
exertsasignificantinfluence. [3-
glucansisnot digested until it getsto
the colon. Reduced cholesterol has
been aresult of increased viscosity in
thegut.

Fulcher said, Jm Andersonin Ken-
tucky ismaking somegood progress
inthisarea. Keenan'smeta-anaysis
allowed some strong statementson
B-glucans. Glycemicresponseisim-
portant.

Heindicated that in hamster stud-
iestheresultsreduced cholesterol and
he was working on asix-week hu-
manstudy aswdl. Glycemicresponse
andimmuneresponseswill probably
beconfirmed again. Obesity anddia-
betesproblemswill need some solu-
tion. Theaphalinkinstarchiseas-
ily digested, the beta-link is not.
Fulcher isworking on solving these
problems.

Jm Prochnow, Esg. of Arent Fox,

aWashington, D.C. law firm, spoke
about the hedlth claim connecting oats
with reduction of cardiovascular dis-
ease. He spoke about GRAS and
food additives, hedth claims, dietary
supplementsand conventiond foods.

Not everythingisapplicableto di-
etary supplements. GRASIisnot ap-
plicable to dietary supplements.
Prochnow hasbeeninvolvedinfood
for 12 years, previoudy waswiththe
Justice Department in Washington,
D.C. He is from Colorado, but
worksout of LosAngeles.

Dietary supplementsandfoodscan
both use 3-glucansasacomponent.
NLEA of 1990 allowed health
clams. DSHEA dealswith dietary
supplements. NLEA dea swith or-
dinary foods. Health claimscan be
made on both typesof products. The
rule on [3-glucanswas promul gated
inJanuary 1997. Thewholeoatsrule
garted with apetitionfiled by Quaker
Oatsin 1995.

Thestatute and theregulationsare
the primary thingswe haveto ook
at. Afinal ruleispublished inthe
Federal Register and FDA includes
itsinterpretation of that rulethat led
to theissuance of that rule. Those
pages are an important resource to
look at.

In21 C.FR. theruleisthat soluable
fiber added to dietsmay reducethe
risk of heart disease. Structure/func-
tion claimscan say more, but for di-
etary supplementsyou cannot link the
supplement to adisease. “Supports
heart hedlth” would be an acceptable
clam. A healthclaimisanexcep-
tionthat alowsahealth clamto be
linked to adisease. To make the
hedlth claim you haveto meet certain
criteriaintheregulaion. For astruc-
ture/function claim, you do not have
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to meet other criteria. You canonly
makeaclamthat linksdiseaseif itis
an gpproved healthclaim.

On October 2, the FDA amended
therule to allow another source of
B-glucans. A one-page regulation
has 45 pages of explanationinthis
case. A health claim must meet the
genera regulationsand the specific—
which arethat you can only usethe
words“may” or“might.” Second
you can use “CHD” or “heart dis-
ease.” You cannot say itisahigh
reductionin cholesterol. Andthere
areother rulestofollow. 3-glucans
now can befromfour sources, includ-
ingthenewest.

Oat branisreviewed specifically,
and acompany must haveinitspos-
session certaininformation to make
theclaim. Other companiesdo not
havetofiletheinformationonce FDA
hasapprovedtheclaim. FDA saidit
would givetheopportunity totell the
public about the product, i.e., you can
talk about family history, or tell how
it worksin thebody. You can use
thefacts set forth in the FDA rule,
Prochnow said.

Model claimsare set forthin the
regulation, but if youincludetheba
sicsyou cantell the public the ben-
efits of B-glucans in heart health.
Health claimsare more aggressive
than structure/function claims, ac-
cording to Prochnow.

GRAS becomes important be-
cause Generaly Recognized AsSafe
must becomplied witheither inhouse
or by filing datawith FDA. A food
additive can be petitioned to be ap-
proved by FDA. Butif scientistsgen-
erally agreethat the product issafe,
no GRASapplicationisrequired. [A
company keepsthescientificfactsin

See NPEE 2002 - on page 18..
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their ownfilesfor substantiation whenrequested by FDA
orevenby FTC. —Ed.] For asupplement, the product
needsto beadietary ingredient. For aheathclamfor
aningredient added to aconventional food, it must bea
food additiveor GRAS. A food additive doesnot have
to be proved assafe.

The producers of [3-glucans can relate to consumers
theuseof theminthelevelsintheclamwill reducecar-
diovascular disease. Readers can find out more about
the claimsfrom www.oatvantage.com.

NEW INGREDIENTS -- from page 10 ...

certain conditionsfor usingtheingredient at thelevel of
200 mcg Se/day. Some of the conditions were to ex-
cludepersonswith rena problemsunlessqualified hedth
care provider advisesitsuse, and to exclude pregnant
and lactating women unlessadditiond informationissub-
mitted. The 90-day date for the submissionwasApril
9, 2002, and FDA kept thefile confidentia until notifying
the Dockets Management Branch on September 6, 2002
of itscorrespondence. Dkt. No. 955-0316, RPT 112.

FOOD CHEMICALSCODEX COMMENTS

By contract with thelnstitute of Medicine (IOM) of the

National Academies, FDA supportsthe preparation of
the Food Chemicals Codex, acompendium of specifi-
cation monographsfor substancesused asfood ingredi-
ents. Before any specificationsareincludedinaFood
Chemicals Codex publication, the |[OM issuesapublic
announcement inviting al interested partiesto comment
on proposed new monographs and changesto existing
monographs.

ThelOM Committee on Food ChemicalsCodexisin
the processof revising theentirefourth edition of the Food
ChemicasCodex and its supplementsto produceacom-
prehens vefifth edition, scheduled for publicationinthe
fall of 2003. FDA isgiving noticethat the committeeis
currently soliciting commentsand information onanum-
ber of proposed new Food Chemicals Codex specifica
tion monographs and on proposed changesto certain
monographs, aswell ascommentsand information on
any other iteminthefourth edition of the Food Chemi-
calsCodex or its supplements. For commentsto be con-
sidered for thefifth edition of the Food Chemicals Co-
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dex, they must be received by the committee by No-
vember 15, 2002. Commentsreceived after November
15, 2002 may be considered for thefirst supplement to
thefifth edition of the Food Chemicals Codex.

Copiesof the proposed items may be obtained upon
written request from the Committee on Food Chemicals
Codex/TNA-728, Food and Nutrition Board, Institute
of Medicine, 500 Fifth Street, NW, Washington, DC
20001 or through the I nternet at http://Amww.iom.edu/fcc.
Interested parties are encouraged to check thiswebsite
frequently because thelist of proposed additions and
changesis expected to be updated several times over
thenext few weeks.

For further information, contact : Ricardo Moalins,
Project Director/TNA-728, Committee on Food Chemi-
casCodex, Food and Nutrition Board, | nstitute of Medi-
cine, 500 Fifth Street, NW, Washington, DC 20001,
202-334-2580; or Daniel Folmer, FCC Project Officer,
Office of Food Additive Safety, HFS-265, Center for
Food Safety and Applied Nutrition, Food and Drug
Administration, 5100 Paint Branch Pkwy, College Park,
MD 20740, 202-208-3148.

FDA ACTION PLAN FOR
ACRYLAMIDEIN FOOD

On September 20, 2002, FDA announced itsdraft ac-

tionplanfor acrylamideinfood. A meetingwasheldwith
alarge group of people representing most areas of the
affected industriesand publicinterest groups. Thefinal
planisnot yet complete. Thedraft action plan outlined
FDA's goals and planned actions on the issue of
acrylamidein food and includesatimeline of planned
meetings. It dso discusses FDA'sintentionsto work with
other federal agenciesandto participateininternational
efforts. Thisaction planwill guide FDA'sactivitiesonthe
issueof acrylamideover thenext severd years. FDA will
make the plan available on the CFSAN website. Fol-
low-up discussionswill occur at aFood Advisory Com-
mittee subcommittee meeting in December 2002, and a
full Food Advisory Committee meeting in February or
March 2003. Thedraft action planisaworking docu-
ment, and FDA will revisethe plan, asneeded, based on
public comment from these meetingsand on knowledge
gained from research devel opments.

Continued next page...
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Background

On April 24, 2002, researchers at the Swedish Na-
tional Food Administration and Stockholm University
reported finding the chemical acrylamideinavariety of
fried and oven-baked foods. Theinitial Swedishresearch
indicatesthat acrylamideformationisparticularly associ-
ated withtraditional high temperature cooking processes
for certain carbohydrate-rich foods. Sincethe Swedish
report, similar findings have been reported by Norway,
the United Kingdom, and Switzerland. Prdliminary andys's
by the FDA suggeststhat U.S. resultswill bein basic
agreement with these findings. The discovery of
acrylamideinfoodsisaconcern because acrylamideisa
potential human carcinogen and genotoxicant.

Mechanism

Acrylamide appearsto form asabyproduct of high-
temperature cooking processes (greater than 120°C or
248°F). It does not appear to be present in food before
cooking. Research to date suggeststhat acrylamidefor-
mationisparticularly likely in carbohydrate-rich foods.
However, tests on carbohydrate-rich foods cooked at
lower temperatures(e.g., by boiling) have shown much
lower acrylamidelevels. At thistime, not enoughisknown
about acrylamideformationtoidentify ssfemodifications
tofood processing techniquesthat will clearly prevent or
reduceformation. | dentifying mechanismsof formation
will ultimately beanimportant stepinidentifying waysto
reduce or prevent acrylamideformation during cooking.

Toxicology

Thereareuncertainties about theimpact of acrylamide
on public health. People have been eating some of the
foodsnow reported to contain acrylamidefor many years.
To better assesstherisk of acrylamide, moreinformation
isneeded regarding which foods acrylamideisformed
in, levels of acrylamidein foods, dietary exposure to
acrylamide, thebioavailability of acrylamideinfood, the
potential of acrylamideto cause cancer when consumed
infood, acrylamide' spotentia to causegerm cell muta-
tions, and biomarkersof acrylamideexposure.

Acrylamide causes cancer inlaboratory animals. Asa
result, acrylamideisconsidered apotential human car-
cinogen. However, it isnot clear whether acrylamide
causescancer in humans. Scientistshave conducted epi-
demiologica studiesof peopleexposed to acrylamidein
theworkplace. The studiesdid not show increased can-
cer risk with acrylamide exposure. However, these stud-
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iesdo not rule out the possibility that acrylamidein food
can cause cancer, both because of the limited number of
peoplein the studies and because the route of exposure
for theworkerswas not through food.

WHO/FAO Recommendations

In June 2002, the World Heal th Organi zation (WHO)
and the Food and Agriculture Organi zation (FAO) con-
vened an expert consultation on acrylamide. The consul-
tation, which was attended by three FDA experts, con-
cluded that the presence of acrylamideinfoodisamajor
concern, and recommended more research on mecha-
nismsof formation and toxicity. Both the WHO/FA O con-
sultation and the FDA have recommended that people
continue to eat abalanced diet rich in fruits and veg-
etables. The WHO/FA O consultation advised that food
should not be cooked excessively, i.e., for toolong or at
too high atemperature, but also advised that it isimpor-
tant to cook al food thoroughly—particularly meat and
meat products—to destroy foodborne pathogens (bac-
teria, viruses, etc.) that might be present.

FDA’'sGoalsand Actionson the I ssue of
Acrylamidein Foods

Addressing theissue of acrylamidein foodswill re-
quireresearch and activity on multiplefronts. Planned
and current actions by the FDA include assessing the
dietary exposure of U.S. consumersto acrylamide, gath-
ering new information about thetoxicology of acrylamide,
and participating in the development of techniquesfor
reducing acrylamide formation. Asmore databecome
availableon acrylamide, FDA will continueto develop
public health messagesand regulatory options.

1. Major goals
¢ Assessthedietary exposure of U.S. consumers
to acrylamide by measuring acrylamidelevelsinvarious
foods.

¢ Develop rapid screening methods and validate
confirmatory methodsof andysis.
¢ Assess the potential risks associated with

acrylamideinfoodsby extensveeva uation of theavalil-
able information and by expanding research into

See Acrylamide-- on page 20...
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acrylamidetoxicology.
¢ With partners, identify mechanismsresponsible
for theformation of acrylamideinfoodsandidentify means
to reduce acrylamide exposure.
¢ Inform and educate consumers and processors
about the potentia risksthroughout the assessment pro-
cessand asknowledgeisgained.
¢ Develop and foster public/private partnerships
to gather scientific and technol ogicd information and data
for assessing thehumanrisk.

2. Actions
Development of draft action plan
FDA hasdeveloped thisdraft action planto outlineits
actionsand goalsontheacrylamideissue. FDA ispre-
senting thisdraft action plan for input and commentsfrom
thepublic, academia, industry, and scientific experts.

Testing foods

FDA iscurrently testing alimited number of locally col-
lected foodsinitslaboratories at the Center for Food
Safety and Applied Nutrition (CFSAN). InFY 03, FDA
also plansto test alarger number of samples collected
nationwide by FDA’s Office of Regulatory Affairsfor
analysisby CFSAN and possibly other government and
non-government laboratories. Thelocal and national
sampleswill be used to estimate variation within and
acrosskey food typesaspart of processing evaluations
and to determine theincidence of formation acrossthe
food supply. For FY 03, FDA also plansto collect and
anayzeTotal Diet Study (TDS) market basket samples
toidentify exposuresfrom specific U.S. foods. Further
testing may occur in FY 03 based on thefindings of the
initial survey and formationresearch.

3. Toxicology
Deve opment of new dataontoxicology will providemore
information about acrylamide and facilitaterisk manage-
ment choices. FDA isinitiating and participatinginre-
search on avariety of toxicology related issues.

¢ FDA'sNational Center for Toxicological Re-
search (NCTR) isproposing to conduct thefollowing
short-term studies:

¢ Compare and contrast the bioavailability of
acrylamidein both mice and ratswhen dosed viadrink-
ing water and in the diet. These studies should clarify
how acrylamideisabsorbed in afood matrix and shed
light on the significance of previoustoxicology assaysin
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whichratswereadministered acrylamideindrinkingwa-
ter.

¢ | dentify acrylamide-related DNA and protein
adductsand study theformation of theseadductsinmice
and ratsexposed to acrylamide. Acrylamide-related ad-
ductsarereaction products between acrylamideand its
metabolitesand DNA and proteins.

¢ Correlate adduct data from rats with adduct
measurementsin humanswhose only known exposure
to acrylamideisthrough background levelsin food or
through smoking.

+ FDA NCTR plansto nominate acrylamide and
itsreactive metabolite glycidamideto the National Toxi-
cology Program as FDA'shigh priority chemical selec-
tions for fiscal year 2003. FDA will request that
subchronictoxicity studies, chronic carcinogenicity stud-
ies, and supportive mechanistic studiesbe conducted for
both acrylamideand glycidamide. NCTR would conduct
these sudiesthrough an interagency agreement between
FDA and National Institute of Health’s(NIH) National
Ingtitute for Environmental Health Sciences (NIEHS).
FDA will thereforeparticipateinal experimental proto-
col designsto assureregulatory needsare met.

¢ FDA will work with the Centers for Disease
Control (CDC) to eva uatethe use of acrylamide-rel ated
protein adductsfor monitoring acrylamide exposuresin
humans. FDA and CDC will discussthe possibility of

including monitoring acrylamideadductsin the National

Health and Nutrition Examination Survey (NHANES), a
nationd hedth survey that collectsbiologica samplesand
health datafrom peoplethroughout theU.S.

4. Research and outreach on formation
+ FDA will investigate mechanismsof acrylamide
formation and processes for reducing formation of
acrylamidethrough the Nationa Center for Food Safety
and Technology (NCFST) inlllinois, aconsortium be-
tween FDA,, thelllinoisIngtitute of Technology, andfood-
related industries.

¢ Throughitscollaborationwithindustry, FDA will
encourageindustry to adopt processesthat are success-
ful a reducing acrylamide.

¢ FDA will develop educationd materid toinform
consumers about recommended changes in cooking

Continued on next page...
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methodsto reduce acrylamide, taking into account the
need to balance other potential risk factorsfor consum-
ers, such astherisk of microbia contamination withre-
ductionsin cookingtime,

¢ FDA will continuetointeract with academiaand
industry to encourage research on mechanisms of
acrylamideformation and effects of processchangeson
acrylamidelevels. FDA isfostering such interactions
through NCFST and the Joint I nstitute for Food Safety
and Applied Nutrition (JFSAN), aconsortium between
FDA andtheUniversity of Maryland.

5. Methodologies

¢ FDA will continueto updateand vaidateitscur-
rent liquid chromatography/tandem mass spectrometry
(LC/IMSMS) methodol ogy as needed. FDA devel oped
its own LC/MS/MS methodology for testing for
acrylamideinfoodsand posted thismethodol ogy on the
CFSAN website on June 20, 2002. The methodol ogy
was updated on July 23, 2002.

¢ Researchersat CFSAN will evaluate screening
methodol ogiesfor morerapid and |essexpensive detec-
tion of acrylamidein thefood supply.

6. Meetings and collaborative projects
FDA isplanning to conveneor participatein multiple
meetingswith thegoa sof (a) gathering public and expert
input on acrylamidein food and (b) fostering coordina-
tion of research effortson acrylamide.

¢ CFSAN isconducting aninteragency roundtable
of federa public health agenciesinvolved inacrylamide
research on September 24, 2002. Participants in the
roundtabl einclude Department of Health and Human
Services(FDA, theNationd I nstitute of Environmental
Health Sciences, and the Nationa Institute of Occupa-
tiona Safety and Health and the Nationa Center for En-
vironmental Health of CDC), the United States Depart-
ment of Agriculture (Food Safety | nspection Service,
Agricultural Research Service), and the Environmental
Protection Agency (EPA). Topicsincludetheresults of
the WHO consultation, plansfor acrylamidetoxicology
studiesat each agency, EPA’sreevaluation of itsdose-
response eva uation for acrylamide, the potential use of
biomarkersto monitor acrylamide exposure, epidemio-
logical studies, occupational exposures, and heritable
mutagen assays. FDA will continueto chair thisinter-
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agency group to review ongoing devel opmentsrelating
toacrylamide.

¢ FDA isconveningaPublic Meeting, “ Assessing
AcrylamideintheU.S. Food Supply,” on September 30,
2002, to update the publicon FDA'sactivitiesrelated to
acrylamideinfood, to present FDA'sdraft action plan
for acrylamide, and to obtain commentson the plan.

+ FDA will hold ameeting of the Subcommittee
on Contaminantsand Naturd Toxicantsof theFDA Food
Advisory Committeein early December 2002. At the
meeting, FDA will present its draft action plan for
acrylamide, revised to reflect comment from the Sep-
tember 30, 2002, public meeting, and will also present
preiminary dataon acrylamidelevelsinfoods. FDA will
seek input onthedraft action plan, on research and analy-
sisneeds, and on exposure and toxicology iSsues.

+ FDA will hold ameeting of thefull FDA Food
Advisory Committeein late February or early March
2003. FDA will present itsrevised draft action plan, up-
dated to reflect input from the Subcommittee on Con-
taminantsand Natural Toxicants, aswell aspreliminary
dataon acrylamidelevelsinfoodsand more specificin-
formation onongoing or planned research. FDA will seek
input on the draft action plan, onresearch and analysis
needs, and on exposure and toxicology issues.

¢ The Codex Committee on Food Additivesand
ContaminantsmeetsMarch 17-21, 2003. The U.S. ddl-
egation will work with other del egationsto ensure that
acrylamideisassessed.

’ If invited, FDA scientistswill participateinan
assessment of acrylamide by the WHO/FAO Joint Ex-
pert Committee on Food Additives and Contaminants
(JECFA), tentatively planned for winter or spring 2004.

¢ JFSAN will serveasaclearinghousefor con-
tinued international coordination and datasharing on
acrylamide.

7. Consumer messages
¢ FDA will develop and revise consumer messages
about dietary choicesand cooking methods, asadditiona
knowledgeisgained about acrylamidein food.

Continued on page 22...
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8. Regulatory options
¢ FDA will develop and reviseregulatory options
asadditiona knowledgeisgained on acrylamideinfood.
Many of the itemsin the draft action plan are geared
toward achieving that end.

Thefollowingtablehighlightsthetimelineof activitieson
acrylamide.
Dates* Activities

September 24, 2002 CFSAN-led interagency roundtabl e of
federal public health agencies on acrylamide research.

September 30, 2002 “Assessing AcrylamideintheU.S. Food
Supply”: A public meeting on acrylamideinfood.

October 28-30,2002  JIFSAN/NCFST Workshop,
“Acrylamidein Food: What do we need to know? What are the
responses?”’

Early December 2002  Meeting of the Subcommittee on Con-

taminants and Natural Toxicants of the FDA Food Advisory
Committee.

February or March 2003Meeting of the full FDA Food Advi-
sory Committee.

March 17-21, 2003 Codex Committee on Food Additives
and Contaminants meeting.

Winter-Spring 2004 WHO/FAO JECFA acrylamide assess-
ment (tentative).

Ongoing or planned  National food survey of acrylamide
levelsinfood (including Total Diet Study samples)

Toxicology studies
Methodology studies

*Where applicable. Some dates are tentative.

CRAWFORD -- frompage13...
received over 14,000 comments, the vast majority opposing the
proposed rule.

General Accounting Office (GAO) Study - May 1998 —
In May 1998, the House Committee on Science requested that
the GAO examinethe scientific basisfor the ephedrine alkaloids
proposal. On August 4, 1999, GAO released its report entitled:
“Dietary Supplements. Uncertainties in Analyses Underlying
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FDA'sProposed Ruleon Ephedrine Alkaloids.” The GAO con-
cluded that the Agency needed additional evidence to support
these restrictions, recommending FDA “provide stronger evi-
dence on the relationship between the intake of dietary supple-
ments containing ephedrine alkaloids and the occurrence of
adverse reactions that support the proposed dosing level and
duration of uselimits.”

Partial Withdrawal of Proposed Rule & Review of Adverse
Events - April 3, 2000 — On April 3, 2000, FDA withdrew the
portions of the ephedrine alkal oids proposed rulerelating to the
dosing level and duration of use limits for these products. It
retained the proposed warning statement and prohibition on
including other stimulant ingredients in dietary supplements
containing ephedrine alkaloids.

HHS Public Meeting - August 2000 — The Department of HHS
Office of Women’sHealth (OWH) held apublic meeting on ephe-
drain August 2000. FDA and two of its outside experts pre-
sented their reviews of the 160 AERs referenced above. Indus-
try representatives and their scientific experts also made pre-
sentations, as did some consumers and others. In September
2000, OWH issued itsreport on ephedrineakal oid dietary supple-
ments (EADS) from the public meeting. They concluded: 1) “ De-
spite the established limitations of AERS, many of the adverse
effects are biologically plausible based on the known pharma-
cologic effects of ephedrine alkaloids. The pharmacology of
ephedrine is supported by a rich database, in contrast to the
paucity of evidence on the benefits or risks of EADSin humans.
Thelevel of concern for continued use of EADS must be based
on the totality of information available on ephedra and ephe-
drine alkal oids, including the AERs, results of human and ani-
mal studies, aswell as what is known about the pharmacology
and chemistry of these compounds. 2) Given the current wide-
spread use of EADS, a consumer education campaign about
these products is warranted. Good manufacturing standards
are needed, reasonable dose and duration levels determined,
and warnings and contraindications clearly indicated on la-
bels. A research agenda should be established. Therefore, the
research community should take the next logical step by con-
ducting a systematic review of the world’s literature on ephe-
dra. After compiling the state of the science and identifying the
limitations and gaps of the current research, an appropriate
agenda can be established. In thisregard, the National Center
for Complementary and Alternative Medicine of the National
Ingtitutes of Health already is regquesting proposals to study
herb-drug interactions.”

New England Journal of Medicine - November 2000 — In No-
vember 2000, the New England Journal of Medicine published
an advance Internet copy of areview of 140 ephedra AERs by
Drs. ChristineHaller and Neil Benowitz. Theresults of the study
showed that 31% of the cases were considered to be definitely
or probably related to the use of supplements containing ephe-
draalkaloids and 31% were deemed to be possibly related. The
article concluded: “the use of dietary supplements that contain
ephedraalkal oids may pose ahealth risk to some persons. These
findings indicate the need for a better understanding of indi-
vidual susceptibility tothe adverse effects of such dietary supple-
ments.” The article was based upon an expert review of some
adverseeventsthat FDA had provided Dr. Benowitz, asan FDA
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consultant.

Department of HHS’s Office of Inspector General (OIG) - Febru-
ary 12,2001 — On February 12, 2001, the OI G published another
report: “ Adverse Event Reporting for Dietary Supplements: An
Inadequate Safety Valve.” They made four recommendations:
1) Facilitate greater detection of adverse events by requiring
manufacturers to report to FDA and to conduct greater out-
reach to health professionals and consumers; 2) Obtain more
information on adverse event reports to generate stronger sig-
nals by establishing manufacturer and product registries and
developing anew computer database; 3) Obtain moreinforma-
tion to assess signals by exploring the possibility of a mono-
graph system, expedite the devel opment of good manufacturing
practices and assist the industry in standardizing ingredients;
and 4)Disclose more useful information to the public. Therec-
ommendation to require adverse event reporting for dietary
supplements requires a change in the current law. Also, the re-
cently enacted Bioterriorism law requires both conventional food
and dietary supplement manufacturers to register with FDA.
FDA is currently drafting proposed regulations to implement
thisrequirement.

Public Citizen Petition - September 5, 2001 — On September 5,
2001, Public Citizen and Dr. Ray Wool sey petitioned HHSto ban
the production and sal e of dietary supplements containing ephe-
drine alkaloids on the basis that these products present “a sig-
nificant or unreasonablerisk of illnessor injury.” On January 31,
2002, Public Citizen petitioned HHS once again to ban products
containing ephedra.

Mayo Clinic Proceedings - January 2002 — The January 2002
Mayo Clinic Proceedings published an article “Adverse Car-
diovascular Events Temporally Associated With MaHuang, an
Herbal Source of Ephedrine.” They analyzed 37 patients and
found: (1) mahuang useistemporally related to stroke, myocar-
dia infarction, and sudden death, (2) underlying heart or vascu-
lar disease is not a prerequisite for ma huang-related adverse
events, and (3) the cardiovascular toxic effects associated with
ma huang were not limited to massive doses. They concluded
that observational and circumstantial evidence indicates that
use of the substance may be associated with serious medical
complications.

Boozer Daly Study - February 2002 —  Drs. Boozer and Daly
conducted a study on the utility, safety of a combination herbal
preparation consisting of ephedrine alkaloids and caffeine in
weight loss. This was accepted for publication in the Interna-
tional Journal of Obesity (1JO), February 2002, (volume 26, page
593-604). It was asix-month placebo controlled trial with atotal
of 167 subjects. The authors concluded that the preparation
promoted body weight reduction without significant adverse
events in this study. The Department of HHS and FDA have
discussed this study with Drs. Boozer and Daly on two occa
sions. We are seeking permission to receive raw datafrom this
study, if needed, during our ongoing review. Also, there were
two editorialsthat accompanied thisarticlein 1JO that cautioned
about the selectivity of study participants.

RAND Study — June 14, 2002 — HHSrecently funded the RAND
Corporation to conduct a comprehensive review of the existing
science on ephedrine alkaloids, particularly those in dietary
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supplements. The completion of the review is targeted for the
early next year. Thisscientific review will help guide the Depart-
ment and the Agency in developing future FDA regulatory ac-
tions on ephedrine alkaloids. On a separate track, but at the
same time, RAND has also been asked to conduct a dedicated
review of alarge number of documentsfrom Metabolife. These
include 13,000 consumer complaintsand an additiond 1,700 com-
plaintswith approximately 50 medical records. The completion
for thisreview istargeted for later thisyear.

Metabolife Investigation - July 2002 — In July 2002, FDA asked
the Department of Justice (DOJ) to pursue acriminal investiga-
tion of Metabolife, to see if they had made false statements to
FDA regarding the existence of adverse event reports. That in-
vestigation isongoing at thistime.

KEY FOR FDA - THE USE OF SOUND SCIENCE AND THE
ABILITY TOOBTAINNEEDED DATA

CFSAN Adverse Event Reporting System (CAERS) — Adverse
events are the primary means FDA hasfor identifying potential
safety problemswith dietary supplements. Under DSHEA, FDA
must rely on adverse event reports as a major component (i.e.-
signal generator) of its post-market regulatory surveillance un-
der DSHEA. Given that most experts estimate that adverse
events actually reported to FDA range between 1% to 10% of
actual occurrences, much time and resources have been devoted
to making this system as effective as possible.

CAERSisacomprehensive computerized systemthat isbeing
designed to capture and analyze all reports of consumer com-
plaints and adverse events related to CFSAN-regulated prod-
ucts. This system will create a state-of-the-art reporting and
monitoring system that will serve as a post-marketing surveil-
lance tool. Also, CAERS can provide a strong signal that is a
guidetoward further review of relevant scientificinformation. In
conjunction with the design and development of CAERS, CFSAN
has developed and is currently staffing a new organizational
unit within the Office of Scientific Analysis and Support. This
CAERS Staff will serve asthe core functional unit for daily op-
erations and will work in conjunction with contractorsand Pro-
gram Officesto ensure a consistent and efficient workflow.
PARTNERINGWITH THE FEDERAL TRADE COMMISSION
(FTC)-1997

“Operation Cure.All” — FDA aso has enhanced its coopera-
tion with FTC, through “ Operation Cure.All” and other efforts.
In1997, FTC, FDA, Health Canada, and various State Attorneys
General organized and implemented an ongoing and compre-
hensive law enforcement and consumer education campaign
against thefraudulent marketing of supplementsand other health
products on the Internet. The agencies have moved to stop
Internet scams for supplements and other products that purport
to cure cancer, HIV/AIDS, and countless other life-threatening
diseases.  Since its inception, “Operation Cure All” has re-
sulted in hundreds of advisory letters directed at sites selling
products with egregious claims as well as many enforcement
actions directed against the marketing of fraudulent products.

CRAWFORD -- Continued on page 24...

November 2002

Copyright 2002 by Muscatatuck Publishers, Inc. For Information on photocopying, see inside cover.



" JAN0D apsulass ‘BulAdoooloyd uo uoirew Joju| 104 "du| ‘seuslignd donrereasn A Aq zooz 1ybliAdo)

Page 24

CRAWFORD -- Contiuned from page 23...
The Agency has engaged in several consumer education ef-

fortswith FTCincluding a“Miracle Health Claims: Add aDose
of Skepticism” health fraud brochure. The brochure helps the
consumer spot false and unsubstantiated claims and has sug-
gestions on how to avoid being the target of health fraud.

Other Internet Activities - 1996-2002 — In January and Febru-
ary 2002, FDA and FTC participated in an International Internet
search, led by the Australian Competition and Consumer Com-
mission and with participation by 19 members of the Interna-
tional Marketing Supervision Network (IMSN), an organization
made up of consumer protection agencies worldwide. Asare-
sult of the surf, FTC has sent over 280 advisory letters to do-
mestic and foreign sitesthat wereidentified as making question-
ableclaimsfor hedth-related products or services, dietary supple-
ments. FDA isalso makinginitial contact with Internet sitesand
alerting them to potential legal problems. The websites FDA
visited promote dietary supplement products for treatment of
diseases, including arthritis, cancer, and HIV/AIDS. CFSAN will
be revisiting these sitesto verify whether the website operators
made corrective actions. FDA and FTC are evaluating the re-
sponses to these advisory letters and they will coordinate ap-
propriate enforcement actionsif they are necessary.
ENFORCEMENT ACTION - July 2000 — When a problem arises
with a product regulated by FDA, the Agency can take a num-
ber of actions to protect the public health. For dietary supple-
ments, as with other products, the Agency initially works with
the marketer of the product to correct the problem voluntarily. If
that fails, the Agency also can ask the marketer to recall aprod-
uct, although it cannot order arecall. The Agency can al so seek,
through the courts, seizure of violative products and/or an in-
junction against firmsor individualswho market viol ative prod-
ucts, and detain or refuse entry of products presented for import
at U.S. ports. FDA has taken several enforcement actions per-
taining to ephedra or ephedrine alka oids. In most cases, FDA
took action against these products because they contained drug
ingredients, because they were promoted to treat adisease, and/
or because they presented safety concerns. In fiscal year 2002,
Congressappropriated $500,000 for dietary supplement enforce-
ment efforts.

Nature’s Nutrition Formula One - July 2000 — FDA determined
that this pre-DSHEA product, which was marketed between 1992
and 1994, as an al natural “nutritional supplement” that con-
tained plant ingredients, was actually made with two pharma-
ceutical-grade chemical's, ephedrine hydrochl oride and caffeine
anhydrous. FDA received more than 100 reports of injuriesand
adverse reactions related to the product, ranging from serious
and life-threatening conditions, such asirregular heartbeat, heart
attack, stroke, seizures, hepatitis and psychosis, to more minor
and temporary conditions such as dizziness, headache and gas-
trointestinal distress. At least one death was associated with
the use of this product.

This case was developed by the alerts provided from the ad-
verse event reports, by Office of Regulatory Affair’'sfield staff,
and by thework of FDA's Office of Criminal Investigation with

the Department of Justice. Asaresult, the government launched
acriminal prosecution against the company and its president.
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On July 7, 2000, a Federa judge sentenced the president of
Cheminsto 21 monthsin jail and fined him and his corporation
$4.7 million. The sentence marked the culmination of a three-
year investigation.

E’OLA International, Inc. - April 2002 — At the request of FDA,
U.S. Marshals seized unapproved drug products from Biogenics
Inc., of St. George, Utah, doing business as E'OLA Interna
tional, and at its contract manufacturer, Nature's Energy, Inc., of
Pleasant Grove, Utah. About 140,000 bottlesof AMPI1 Pro Drops
valued at $2.8 million were seized, along with the bulk ephedrine
hydrochloride (HCI) used in its manufacture. Although the fin-
ished products contained a drug, ephedrine HCI, they were la-
beled as dietary supplements for use in weight loss. The prod-
ucts, however, do not meet the definition of a dietary supple-
ment because ephedrine HCI is not a dietary ingredient under
the Act. In April 2002, a United States District Court Judge
signed a Consent Decree of Permanent Injunction that prohib-
ited E' OLA from holding, manufacturing, processing, packing,
labeling, promoting, or distributing AMP Il Pro Drops or any
similar product containing or purporting to contain ephedrine
HCl or any synthetic ephedrineakaloid. Under thedecree, E'OLA
was also required to destroy the seized articles at its own ex-
pense under the supervision of an HHS representative.

Additional FDA Actions — FDA is till awaiting the scientific
review from the RAND study, so we can better understand the
safety and efficacy of ephedrineakaloids. Inthe meantime, FDA
istaking the following steps:

Good Manufacturing Practices (GMPs) - October 2002 — There
is broad public support for dietary supplements GMPs to en-
hance public confidence in these products. On Friday, October
4, 2002, the proposed rule was forwarded to Office of Manage-
ment and Budget for a90-day review.

Aggressive Enforcement of Synthetic Products — In addi-
tionto our prior efforts on synthetic ephedrine alkal oid enforce-
ment, FDA isinterested in conducting a systematic pharmaco-
logical analysis of ephedra products on the market to assessthe
need for further enforcement against products that contain syn-
thetic ephedrine alkal oids.

Increased Enforcement of lllegal Ephedrine - June 14, 2002 —
FDA isaggressively pursuing theillegal marketing of non-herbal
synthetic ephedrine alkal oid products and sent six warning |et-
tersto firms unlawfully selling non-herbal ephedrine alkal oid-
containing products over the Internet. These products violate
the law because they are not legal dietary supplements and are
illegal drugs. Also, FDA warned another company for illegally
promoting its herbal ephedra product as an alternative to street
drugs.

Warning Labels — Secretary Thompson has requested that
FDA evaluate mandatory warning labels as quickly as possible
to properly aert the public regarding potential risks associated
with the consumption of dietary supplements containing ephe-
drineakaloids.

Yellow Jackets — FDA issued a Cyber letter to the foreign
distributor of “ Yellow Jackets’ and alerted consumersthat these
products present health risks. It is working closely with law

enforcement officialsin the Netherlands and the U.S. Customs Service
to block entry of Yellow Jackets into this country by placing this

Novembamro@@02h Import Alert.
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FTCISSUESREPORT
ONNUTRITION ANDHEALTH CLAIMS
INADVERTISING

T he Federal Trade Commission’sBureau of Econom-

ics on October 31, 2002 released a staff report titled
Advertising Nutrition & Health, Evidence from Food
Advertising 1977-1997 by economists Pauline M.
Ippolito and Janis K. Pappalardo. Thereport reviews
datacollected by Commission staff onthetypesof clams
madein 11,647 advertisementstaken from asampl e of
eight leading magazines between 1977 and 1997. The
primary focus of the study ison advertising claimsre-
lated to health and nutrition, but it al so examines other
typesof advertising claims. Thereport further reviews
how nutrition-related claimsin advertising changed un-
der thevariousregulatory policiesin placeduring these
years.

The FTC staff found that nutrition-rel ated claimswere
amg or focusof food advertising and animportant focus
of competition during the two-decade period covered
by thereport. Moreover, dataindicate asustained move-
ment toward specific nutrient clams, suchas*low fat,” in
placeof, or inaddition, to moregenera nutrition clams,
suchas“nutritious.” And the study findsthat changesin
advertising content appear to be associated with changes
inregulatory rulesand enforcement policies.

The study documents an increased focuson diet and
hedlthissuesin advertisng inthelate 1980sand changes
intheuseof hedlth claimsbefore and after the passage of
the Nutrition, Labeling and Education Act of 1990
(NLEA). For instance, at their peak in 1989, heart dis-
easeand serum cholesterol claimswere madein 8.2 per-
cent of advertisements, before dropping substantially in
theearly 1990sfollowing the NL EA’'spassage. By 1997
heart disease and serum cholesterol clamshad againrisen
somewhat and werefoundin 3.4 percent of ads, 41 per-
cent of thepeak level.

Inthe post-NLEA period, thereport also found asub-
gantia narrowing of thenutrition focusin advertisng. For
nutrient content claims, total fat had becometheprimary
focusof advertiang competition by 1997, replacingclams
for other mgjor risk factorssuch as saturated fat, choles-
terol, and sodium. Additionally, comparative clamshad
droppedto very low levelsfor al nutrients except total
fat. Dataindicate that competition on major nutrients
peakedin 1991. By 1997, the average number of nutri-
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entsinadswith nutrient claimsreturnedto theleve of the
mid-1980s, a 33 percent drop from the peak.

For health claims, the most dramatic change after the
NLEA occurred inthe market for fatsand oils, where
claimsabout the health reasonsto choose onefat over
another havebeen diminatedin advertisng. Advertisng
for fruit and vegetables also fell 50 percent after the
NLEA, but orange juice producers who continued to
advertiseweremorelikely tousehedth clams.

Thereport providesawealth of detailed information
on the content of food advertising under the different
policiesadopted during theyears 1977-1997. Together
with other research on consumer food choicesunder the
different policies, it should contributeto moreinformed
policy choiceson advertising and labeling policy.

Theviewsexpressed in the study arethose of the au-
thorsand do not necessarily represent the view of the
Federa Trade Commission or any individual Commis-
sioner. The complete 30-pluspagereportisavailableon
the FTC websiteat www.ftc.gov.

NEW DRIs AND
THE TRANSFAT FIGHT

Earlier thisfall the Institute of Medicine’s Food and

Nutrition Board (FNB) reported some new recom-
mended Dietary Reference Intakes (DRIs) for healthy
eating and it also recommended that individualshave an
hour of exercise every day. To meet the body’sdaily
energy and nutritional needswhileminimizing risk for
chronic disease, adults should get 45 percent to 65 per-
cent of their caloriesfrom carbohydrates, 20 percent to
35 percent from fat, and 10 percent to 35 percent from
protein, saysthe newest report on recommendationsfor
hedlthy eating fromtheNational Academies Ingtitute of
Medicine. Tomaintain cardiovascular health at amaxi-
mal level, regardless of weight, adultsand childrena so
should spend atotal of at least one hour each day in
moderately intense physica activity, whichisdoublethe
daily minimum goal set by the 1996 Surgeon Generd’s
report.

You can get dl thedetailsfrom thewebsite of thelnsti-
tute of Medicine at http://www4.nas.edu/news/isbn/
0309085373?0OpenDocument.

See TRANS FAT -- on page 26...
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USP SEEKSCOMMENT
ON REVISIONSFOR
14MONOGRAPHS

On October 31, 2002, the United States Pharmacopeia

(USP) announced it isseeking final public comment on
revisonsmadeto 14 dietary supplement monographs.
Theserevised monographsarescheduled to beofficid in
the second Supplement of the United States Pharma-
copeia26 and National Formulary 21 (USP 26-NF 21).
Themonographsappear intheln-ProcessRevision sec-
tion of the PF. Thisisan opportunity to provide com-
mentsbeforethe monographs are published inthe USP-
NF.

Theseare published in Pharmaceutical ForumUSP's
journal of standards development and the primary ve-
hiclefor thepublicto provideinput or commentson USP
standards. For thefollowing monographs USPis seek-
ing public comment on:

Botanica Monographs

Black Cohosh

Powdered Black Cohosh

Powdered Black Cohosh Extract

Black Cohosh Tablets

Nutritional Supplement Monographs

AspaticAcid

Cdcium Carbonate

Minerd Capsules

Minerd Tablets

Oil- and Water-Soluble Vitamins Tabl ets

Oil- and Weter-Soluble Vitaminswith Minerd s Capsules
Oil- and Water-Soluble Vitaminswith Minera Tablets
Oil-Soluble Vitamins Tablets

Water-Soluble Vitaminswith MineralsCapsules
Water-Soluble Vitaminswith Minerals Tablets

Commentson the proposed dietary supplement mono-
graphsshould be addressed and mailed by Feb. 17, 2003
to Dr. Gabriel Giancaspro at USP, 12601 Twinbrook
Parkway, Rockville, MD 20852. Additional questions
concerning dietary supplement monographs can be sent
to mediarealtions@usp.org.

TRANS FAT -- Continued from page 25...

These DRIsarenot law, but they could become part
of regulationsif adopted by other agencies, like FDA.
So NML readers, like power bar makers, ought to be-

Natural Medicine Law™

comeacquanted withthebascsaswdl asdifferingviews
on the new recommendations.

FDA'sDocket 94P-0036 contains some of the devel-
oping story about theissue of transfat that may be one
of themost important issuesnow pendinginthe Petition
by the Center for Scienceinthe Public Interest (CPSI).
CPSI wrote FDA on August 14, 2002, to urge FDA to
adopt theagency’sinitial proposal toincludetransfatin
the percent daily value %DV for saturated fat. CPSI
saysthat the |IOM’s FNB recommendations supports
FDA's1999 conclusion. CPSI said it had doneasurvey
of 600 consumers. 81% said that food labelsshould list
transfatinadditionto saturated fat. CPSl said that when
asked whether 4 grams of transfat per serving was
small, moderate, or large, 70 percent said they did not
know. Only 15 percent answered correctly that 4 grams
isalargeamount, with 7 percent answering “small” and
8 percent saying “moderate.” Therefore, CPSI saysthat
transfat information must be presented in away that
enables consumersto understand thesignificanceinthe
total diet. And 79 percent said that thelabel shouldindi-
catethe percentage of amaximum daily intake of trans
fat aserving of that food supplies.

CPSI wantsthe FDA to use the Canadian approach
of displaying the amounts of saturated fat and transfat
separately, but including bothinone%DV. Atleast this
should bean alternative. Seeletter of August 14, 2002
in Docket 94P-0036, control number 02 4267.

Where do Americans get transfat? Mary G. Enig,
Ph.D. cited the July 5 Time Magazine's Health section
saying that Americansthat could have benefited from
some accurate data on the amounts of transin foods.
She pointed out the Timewriter haswrittenthat “..fried
fast foodslike French fries...account for up to 75% of
thetrans-fatty-acidsconsumed...intheU.S. eachyear”;
but although French friesareamajor sourceof transin
many diets, they viefor being the major sourcein other
dietswith all of the breads, crackers, cookies, cakes,
pastries, and other processed foods. Infact, the marga-
rines supply about 20-25% and therest is supplied by
many fried and baked products. You can learn more
about Dr. Enig’'sreportsat www.enig.com.

Threefaculty membersof theHarvard School of Pub-
lic Health — Meir Stampfer, Frank Sacks, and Walter
Willet, dl medical doctorsaswell, have commented on

Continued next page...

November 2002



Natural Medicine Law™
TRANS FAT -- Continued from page 26...

thematter of FDA requiring that theamount of transfat
to beincludedin theamount and %DV for saturated ft.
These experts say that it isnot optimal to lump these
together because it obscuresthe differencein the ad-
verseeffect. Transfat isabout twice asbad, gram for
gram, in having an adverse effect on thetotal-to-HDL
ratio, because saturated fat, whilerasng LDL, dsoraises
HDL. Incontrad, transfat raisesLDL, but lowersHDL.
The data shows that consumers should eat aslittle as
possibleof transfat and attempt to eliminateit fromthe
diet.

They said the alternativeline of reasoning holdsthat
oliveoil would belabeled with alarger saturated-plus-
trans content (though it has no trans) than some baked
goodswhosefat ismostly hydrogenated vegetableail.
Thethree professorssay that aternative makesno sense.
See Docket. No. 98N-0044, August 21, 2002, Control
No. 02 4270.

CPSl dsosentinaletter of August 7, 2002 signed by
33interested scientistsgiving similar argumentsfor the
Canadian labding planwhich clusterstransfat with satu-
ratefatin Nutrition Factslabelsand useacombined Daily
Vaue. Docket No. 94P-0036/98N-0044, FDA Con-
trol No. 02 4162.

Thisisoneof hundreds of scientific controversiesthat
FDA hasbeen looking at for yearsand years.

USP ANNOUNCES
WEIDER JOINSDSVP

In early October, the USP announced that it had signed

up Weider Nutrition International for its Schiff brand of
MoveFreeproducts. TheDietary Supplement Verifica-
tion Program (DSV P) respondsto aneed to inform con-
sumersthat the products contain theingredients stated
onthelabdl.

Bruce Wood, chief executive officer of Weider, said,
“Quadlity isoneaf thedefining attributes of the Schiff brand.
Astheflagship product of the Schiff supplement line,
Move Freeisalready widdly known and trusted by con-
sumers. Our participationinthe USPDSVP programis
intended to further develop thistrust. We arelooking
forward to submitting other Schiff vitamin/minera/supple-
ment productsfor DSV P certificationinthefuture” The
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MoveFreebrandwill carry the certification mark by Janu-
ary 2003.

The DSV P program waslaunched in November 2001
to safeguard consumerswho usedietary supplements. If
products meet USP' srigorous standards, they will be
permitted to use the program certification mark. That
mark will hel p assureeveryonethat the product contains
the declared ingredients on the product label, contains
theamount or strength of ingredientsdeclared onthela
bel, meetsrequirementsfor limitson potential contami-
nants, and has been manufactured properly by comply-
ing with USP and proposed FDA standardsfor “good
manufacturing practices.”

More information can be obtained from the USP at
www.USPorg.

NNFA PLANSGMP PROGRAM

With the FDA testimony that it had submitted the pro-

posed Good Manufacturing Practices (GMP) regulations
to the Office of Management and Budget (OMB) in
October, the National Nutritional Foods Association
(NNFA) hasannounced aprogramto cover the details.
Titled* FDA Dietary Supplement GMPs. What you Need
to Know,” registrationsare being taken for thiswebcast
program to be presented at some future date.

The OMB gets 90 daysto review theregulationsand
could approve, change or send them back to FDA. The
agency hasbeen saying for yearsthat it waswaiting on
other eventsto happen beforetheregulationswouldis-
sue, but NNFA seemsto think that the magic time has
arrived only eight yearsafter the DSHEA amendments
wereenacted.

Scott Bass, Esg., an atorney with Sidley Austin Brown
& Wood, in Washington, D.C. and Carl Reynolds, of
AAC Consulting, formerly of FDA for 36 years, will be
themain panelists. Phillip Harvey, Ph.D., NNFA'sDi-
rector of Scienceand Quality Assurance and Chief Sci-
ence Officer will moderate.

NNFA saysregistration now saves $50 for the two
hour program. The early feeis $129 for members of
NNFA, and $229 for non-members. Formsareavail-
able on thewebsite at www.nffa.org, but there did not

Continued on page 28...
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NNFA PROGRAM - from page 27...

seem to be onlineregistration. In-
stead, NNFA wantstheformsdown-
loaded, and mailed or faxed. Thefax
number for credit card registrationis
(94) 622-6266. Or you can get the
form, and mail it to: NNFA, Dept.
#7913, Los Angeles, CA 90084-
7913. Or if you want to speak to
someonecall, (800) 966-6632.

INTERESTING
RESEARCH

T hreeresearchers report that duct

tapeis better than cryotherapy for
commonwarts. Thecryotherapy (lig-
uid nitrogen) wasgpplied to eechwart
for 10 seconds every 2-3 weeks.
The duct tape was applied directly
tothewart for 2 months. 26 patients
treated with duct tape had 85% (22
patients) resol ution of thewarts. But
only 60% (15 patients) of the
cryptherapy treated 25 patients had
completeresolution of warts. Dean
R. Foctht, I11, MD, Carloe spicer,
RN, Mary P. Fairchok, MD, Arch
Pediatr Adolesc Med, 2002; 156:

971-974

Glucosamine Sulfatedelayspro-
gresson of kneeogteoarthritisof mild
to moderate severity inastudy of 202
patientsover threeyears. Atthebe-
ginning the patientshad an average
joint spacewidthsof dightly lessthan
4 mm and a Lequesne Index score
of lessthan 9 points. Attheend, the
placebo group was-0.19 (95% con-
fidenceinterval, -0.29t0 0.09 mm)
after threeyears. Conversely, with
glucosamine sulfate use (0.04 mm;
95% confidence interval, -0.06 to
0.14 mm) after three years. Symp-
tomsimproved asmuch as20t0 25%
with glucosamine sulfate. Karel
Pavelka, MD,. PhD; Jindriska
Gatterova, MD; Marta Olgarova,
MD; Stanislav Machacek, MD;
GiampaolaGiacovdli, PhD; LucioC.
Rovati, MD, Arch Int Med. 2002;
162: 2113-2123.

Co-Q10dowsfunctiona declinein
Parkinson’sdisease. SeetheOct. 14
releasefromthe Nationd I nstitute of
Neurological Disordersand Stroke.
www.ninds.nih.gov/.

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™

2002 isthe year for Echinacea.
Three background colors: green,
burgundy and yellow for only

$37.50 each plusshipping

Seeand buy them onthewebsite
or
Useorder card
on cover of thisissue

HARVESTINGHEALTH

T hereisno shortage of legidation,

regulations, issues, and research on
dietary supplements, just too few
hours to keep up. So NML added
four more pagesthisissuetohelpyou
keep up withmore,

Citizen Petitionsaretaking their toll
at FDA. Onepetitionfiled Decem-
ber 5, 2000 wasturned down by an
FDA letter of September 27, 2002.
Thisonewasfiled by the Center for
ScienceinthePublic Interest, affec-
tionately known by someasthe*food
police.” CSPI asked FDA to take
action against garlic supplementsas

their labdling dledgedly containsun-
authorized hedth clamsand/or fase
and misleading structure function
clamslinkingtheingestion of garlic
to cholesterol levels, heart disease,
and cardiovascular health.

FDA explained that Citizen Peti-
tions are an avenue to ask FDA to
take administrative actions, such as
initiating a proceeding to issue,
amend, revokearegulation or order.
It is not avehicle to seek enforce-
ment actions. (See21 CFR 10.3(a)).
FDA denied the petition after dmost
twoyears.

Goodfor FDA. Theagency findly
realizesit cannot do everything that
everyoneasksit to do.

But FDA added initsdenia of the
CitizensPetitionthat it would review
theinformationin the petition about
particular productsand clams. FDA
sad“wewill consder whether avio-
lation of the[FFDCA] hasoccurred,
and, if so, whether regulatory action
iswarranted in light of FDA's en-
forcement prioritiesand resources.”

FDA should say thismore often.

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



