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To: Dr. Edward Scarborough

USDA

U.S. CODEX Manager

U.S. CODEX Office

United States Department of Agriculture
South Building, Room4861
1400Independence Ave, SW
Washington, DC 20250

CITIZEN PETITION to U.S. CODEX Officefor
Adoption of Dietary Supplement Harmonization Policy
by the U.S. CODEX Delegation in Harmony with DSHEA and
19USC 3512

|. Introduction

TheNatural SolutionsFoundaion of 88 Batten Road, Croton on HudonNY 10520
hereby PETITIONS theU.S. CODEX Office to adopt as the policy of theU.S. CODEX
Delegation suppot for internaiond harmonization only asit conforms to United States
law and practice. This policy should be adopied on an emergent basis, prior to the 28th
Genea Sessionsof the CODEX Commission scheduled for July 4-9, 2005in Rome,
[taly. This Petitionis poged onthelnternet at www.HeathFreedomUSA .org/petition.

TheDietary Supplement indugry has respondel with growth and expanson to subgantial
conumer demand since the adopton of the Dietary Health and Education Act of 1994
(DSHEA). Much of this growth may beattributed to the Free Market in Dietary
Supplements that was established by DSHEA. AsU.S. Digtrict Court JudgeTena
Campbdl stated in the Ephedra Decision last month (Nutraceutical Corporation and
Solaray, Inc. v. Lester Crawford, Acting Commissione, U.S. Foodand Drug
Administration, Case No. 2:04CV409 TC, USDC, Utah Central Division), Qhe
legidative history of the DSHEA indicates tha Congress generally intended to hamonize
thetreatment of dietary supplements with tha of foodswhen it added thedietary
supplement subsection...O

At this point, many people in theindudry, Health Freedom Advocates and consumers,
fear tha the CODEX ALIMENTARIUS process may, over time, reverse these postive
developments. Thereis puldic perception and conaern tha interndiond agendes are
seeking to hamonize Dietary Supplement regulationswith restrictive rules and practices
prevalent in certain counties outside the United States, rather than with the Freedom of
Access guaanteed by DSHEA. Since mog of theworld@ Dietary Supplement



consumption and demand takes place in the United States, our law should bethe basis for
internaiond hamonization.

The CODEX Commissionis scheduled to adoptstandadsregarding Dietary Supplements
at the July meeting tha will lead to violationsof United States law and practice and
therefore theU.S. CODEX Delegaion should beingructed to vigoroudy oppo® the
adopton of such standadsby usng every legd meansat thar disposal to oppo® such
adopion.

[1. Action Requested

ThePetitionasurgetheU.S. CODEX Office andall other Agendes and govenment
ingrumentalities to adoptas thepolicy of theU.S. CODEX Delegaion and Agendes
suppot only for internaiond harmonization that conforms to United States law and
practice, at the 28th General Session of the CODEX ALIMENTARIUS Commission, and
in al further ddiberations congderations CODEX Committee and CODEX
Commission policy postions dealingsand meetings going forward from thistime and
specifically to:

1. Regject any internaiond standad tha isincondant with DSHEA or with 19
USC 3512,

2. Suppat theCongressiond deerminaion tha vitaminsand minerals are foods
not drugsor toxic chemicals, and, therefore,

3. Suppat theuse of nutritiond science, a branch of biochemistry, notrisk
assessment science, a branch of toxicology, to deermine optimal levels, since
toxicity isvirtuadly unknown in nutrients but s pat of the definition of a Qoxin.O
Since optimal levels vary based on complex and interweaving factors such as age,
diet, nutrient absorption, the presence or absence of co-factors, genetic makeup,
undelying nutritiond status, disease state, toxic burden and biochemical
individudity, no maximum intake levels are meaningful for nutrients although
they are highly significant for toxins

4. Suppat the biochemical reality embodied in DSHEAQ protection of all
supplements and categories of nutrients which the CODEX Vitamin and Minea
Standad violates when it states that the prindpd nutritiond value of foodscomes
fromits vitaminsand minerals. Exemplary and abundant scientific and clinical
evidence suppots theimportance of essential fatty acids oils, complex plant
residues with physological impact in foods flavinoids antioxidants, amino acids
and other vital factors, essentia to hedlth, in food. These compoundsare protected
unde DSHEA butignaed or prevented from being part of the supplemental
feeding list if a QPogtive ListOis enacted by the CODEX ALIMENTARIUS
Commission when it seeks to ratify the vitamin and mineral standad this July in
Rome.



5. Orake Care tha the L aws befaithfully executedO(Article |, Section 3, United
States Conditution) as established by DSHEA tha, asfoods nutritiond
supplements do not require safe uppe limits, maximum potendes, maximum
permissible uppe limits or similar condraints onthar use and that any such
limits are antithetical to thelegidative intent and guarantees of DSHEA.

[11. Statement of Grounds
A. Facual Grounds

The 28th meeting of The CODEX ALIMENTARIUS Commissionin Rome July 4-9,
2005, will congde adoping vitamin and minera guiddines based on regulatory
prindples tha may, over time limit access to dietary supplements of consumersin the
United States, and tha could significantly restrict access to vitamin and mineral
supplements worldwide

Based on public statements of the Charman of the CODEX Committee on Nutrition and
Foodsfor Specia Dietary Uses (CCNFSDU), Bonn, 2004 it istheintent and
undestanding of tha Committee (which has prepared the Vitamin and Mineral Standad
for ratification by the CODEX ALIMENTARIUS Commissionin July, 20) tha, despite
thelimited title of the proposd Standad, it will, because of thelegd structure unde
which the CODEX ALIMENTARIUS Commission opeaates, restrict all classes of
nutrients, notjug those classed as Vitaminsand Mineals.

Ratification by the CODEX ALIMENTARIUS Commission of theVitamin and Mineral
Standad as proposd by CCNFSDU will amountto approving a blank check since the
actud limits and specific items which it will restrict have not been specified or proposd.
Thepostionsof decision makers onthe CCNFSDU, which would have the autharization
to select nutrients and levels withoutoversight or review once the Vitamin and Minera
Standad has been ratified, are antithetical to the use of nutrients for the Gorevention,
treatment or cure of any disease or conditiongdand indudethe publcly stated postion
tha ONutrition has no place in medicineQ These postionsand trendsare both antithetical
to thewill of the American people as expressed in thear buying habits (i.e., approximately
$20billionin after-tax, unreimbursable dollars for supplementsin 2004)and in DSHEA.

This summer the Commission will meet to approve vitamin and mineral guiddines tha
were findized by the CODEX Committee on Nutrition and Foodsfor Specia Dietary
Uses (CCNFSDU) in Bonn, Germany last November. These standads as noted above
have ndthe specificity nor precision: thevitamin and minea standard has no content
and, if ratified, would not be subject to further review by a governing body and cannotbe
modified by counties like the United States who laws it violates. If the Commission
moves forward and approves these guiddines, CODEX will restrict accessto vitamins
and minegasin several ways:



1. Setting uppe safe limits (maximum potendes, maximum permissible uppe
limits or similar limitationg for each vitamin and mineral based on ingopropriate
scientific risk assessment from the science of toxicology, notthe science of
nutrition; this violates scientific sense and clinical experience. GDptimum levelsO
are amuch more reasonale, clinically and scientifically suppoted standad and
mug beindividudly determined for each individual.

2. Setting any uppe limits on supplements and nutrients; this violates the
legidative intent and provisonsof DSHEA tha Dietary Supplements are Foods
not Drugs

3. Margindizing the nutrient supplement possibilities for thenearly 1 billion
people worldwide who, by internaiond standads and the assessments of the
World Health Organization and the Food and Agriculture Organization, now
expeience devastating widespread unde nutritionand go hungyy. In addition, the
popuktion-based CODEX standadsunde-appreciate the nutritiond statusof the
world®@ remaining 4.6 billion people, amajority of whomlack the recommended
amountof oneor more essential nutrient.

4. Creating, throughsetting maximum vitamin and mineral consumption limits, an
approach to regulating dietary supplements which is congstent with and leading
theway toward, if notitself directly establishing, prior restraint.

5. Narrowing subgantialy the amountof nutrition and health information about
vitaminsand minerals consumers will bealowed to receive, asserting tha only
drugscan contain labd claimsfor produds tha are suitable for the prevention,
aleviation, treatment or cure of disease, disorder or particular physological
conditions this violates the Right of Free Speech guaranteed by the First
Amendment.

6. Fogering the worldwide hedlth assumption that sufficient levels of nutrients
can befoundin aregular diet; thisis unsuppoted by an abundant body of
scientific literature and clinical experience as well as the repeated findingsof
internaiond organizationslike the World Health Organization, UNESCO and the
Food and Agriculture Organization.

Natural health consumers are becoming active and organized to protect and expand thar
health rights. Worldwide hedlth could be significantly undemined by the CODEX-
created limits to nutrients available in many counties according to official doauments
prepared jointly by the World Health Organization and the Foodand Agriculture
Organization. Codex, by itself, may changeU.S. laws. Codex's uppe potency limits,
established for vitaminsand minerals, may restrict U.S. consumer access to high-potency
vitaminsand minerals to which they are accusomed. U.S. companies may choos to
Qlumb downCOtheir potendes to mirror ther internationd formulations



CODEX ALIMENTARIUS standadsand guiddines are enforced at theinternationd
level viatrade sanctionsimposed by the World Trade Organization (WTO) throughits
dispute resolution process. However, there is grave concern in many quaters, induding
an opinion created by the Congressiond Research Service for two members of Congress,
tha because of the Sanitary and Phytosanitary Agreement, Article 3, it shdl be
incumbent uponeach member naion of the WTO to bringits domestic standadsinto
conformity with CODEX standadsand guiddinesin order to avoid thecreation of a
hidden barrier to internaiond trade Thiswould bein clear violation of both DSHEA and
with 19 USC 3512 CODEX misapplies an ingppropriate toxic chemicals risk assessment
modd to regulate hd pful nutrients which have virtudly no established toxicity and
therefore, present virtudly no consumer dange. Althoughany assessment of vitamin and
minera usage should evaluae nutrients usgng nutritiond science rather than with the
toxicological science used to evaluate toxin and dangerousindudria chemicals, since
supplements, induding vitaminsand minerals, are defined as foodsunde DSHEA, uppe
limits of any type are ingopropriate and should be oppo®d by the United States with
vigor both in CODEX meetingsand otherwise.

Thehuman body isableto rid itself of excess doses of nutrients or store them for future
use in times of shortfal, whereasit isnotableto rid itself adequaely of toxic and
dangeouschemicals. This difference, coupled with differential impact of nutrients and
detrimental impact of toxins is precisely thedistinction uponwhich the deerminaion
tha thelatter are, in fact, toxic while theformer are clearly nontoxic. The CODEX
Vitamin and Minera Standad disregadsthe unique biological individudity which
determines the basic nutritiond needsof each individud.

Biological requirements can vary widdy (by orders of magnitude duringthelife span
since nutritiond requirements are affected by climate, dietary supply, gendics, energy
output, toxic load, emotiond, organ and immunehealth, electromagnéic and geopahic
stressas well as normal and pahological aging processes and enzymatic declinewith
aging. CODEX disregadsthisand all other short and longterm biological individudity.
CODEX failsin thisfundamental requirement by erroneoudy disregarding biological,
physological and pahophysologic variationin nutrient needs CODEX doauments make
it clear tha the process of risk assessment does not propealy apply to nutrients and tha
the process must be modified to accountfor the differences between nutrients and toxins
The procedures employed to accomplish tha modfication are untested throughscientific
or clinical evauaionsand are entirely theoretical. Ther impact uponthe earth®
popuktion, however, will be practical and devastating. CODEX aso failsin this
fundamental requirement by erroneoudy applyingtoxic chemical risk assessment
prindples to nutrients which are foods nottoxins erroneoudy asserting that

1. Nutrients should betreated and evaluaed as toxins.

2. Such evaluaion requires new and untested procedures whose accuracy and
utility have not been evaluaed throughappropriate studies and trials.



3. Supplements, induding vitaminsand minerals are toxinsg nat foods and
therefore require uppe limits oningestion

4. Foodsand nutrients are not useful in treating disease.

5. Supplements have little value because people can get thelimited amounts they
need fromfood.

6. Thenutritiond qudity of foodsis dueprimarily to the vitamin and minera
content of those foods

7. Rigid, low limits should beset for vitaminsand nutrients because nutritiond
requirements do not changewith biochemical, agerelated, gendtic and other
assaults and do not vary from peson to person, despite abundantly doaumented
gendic and environmental variationswithin and between popuktions

8. Theoretical reference values are more important than uniqueindvidud nutrient
needsand clinical requirements.

9. Toxicology scienceis preferred to individud choice as the best control on
access to foodssuch as Dietary Supplements.

10. Dietary supplements require control on access despite thefact that they are
foodsunde DSHEA.

Thewell documented safety of Dietary Supplements, as foods, is documented by La L evadi Archimede at
http://www.laleva.cc/petizione/english/ronlaw_eng.html_(with particular reference to
http://www.laleva.cc/petizione/ron_law_tables/tabella.html ,
http://www.laleva.cc/petizione/ronlaw/australia_societal vs individual risks2.pdf ,
http://www.laleva.cc/supplements/medical_injury law.pdf ,

http://www.laleva.cc/petizione/ronlaw/leape _relative%o20risksl.pdf ,
http://www.laleva.cc/petizione/ronlaw/relative risk_boeing72.pdf
http://www.laleva.cc/petizione/ronlaw/rel ative risks bubbles3.pdf ) and Dr. Andrew Saul® presentation to
the Canadian Parliament, OMhere Are The Bodies?Q) http://www.doctoryourself.com/testimony.htm.

CODEX reinforces, in its vitamin and minera guiddines, its existing prohibition on
preventing truthful information abouttheability of foodsand nutrients to treat, diagno<,
prevent, mitigate and cure disease. CODEX prohibits supplemental nutritiond feeding
world wide, and the dissemination of information on the postive impact of nutritiond
supplementation and suppot on chronic, degenerative disease. CODEX regjects without
scientific basis or suppot the postion suppoting access to nutrients strongly doaumented
and endorsed by joint publicationsof the World Health Organization and the Foodand
Agriculture Organization which detail the contribution of nutritionto the prevention and
treatment of chronic diseases in both thedeveloping and developed world. World hunge
expets recognize tha nutrient supplementation can be extraordinaily useful in
improving world health and eliminaing disease (vitamin A supplements in developing
counties can offer 30 times as much sodal improvement as $1 of development aid), a



fact CODEX vitamin and mineral guiddinesignore withoutscientific suppot for thar
postion.

CODEX ignores, initsvitamin and minegal guiddines, the high cogsin loss of life,
degraded qudity of life and economic loss created by the chronic diseases of nutrient-
deficiency athoughthey are abundantly doaumented in clinical, biochemistry and
epidemiological literature. The human and economic impact and cods of unde nutition
are recognized by theWorld Health Organization and the Foodand the Food and
Agriculture Organization who doaument tha chronic disease (e.g., heart disease and
stroke, diabetes, obesity, cancer, etc.) is anon-contagiousepidemic problem which can
be prevented, treated and cured only throughadeguae nutrition. They further doaument
tha nutrition cannotaways be provided by diet. Clinically necessary nutrient intake is,
however, prohibited unde the proposd CODEX vitamin and mineral standad.

The United States Supreme Court has spoken forcefully, enforcing consumersQrightto
truthful information abouthedlth care issues. See: Thonpson v Western States Medical
Centers, where Jugtice OG@onnorwrote,

"If the First Amendment meansanything, it meanstha regulating speech mug bealast -
not first - resort. . . We have previoudy rejected the notion tha the Government has an
interest in preventing the disseminaion of truthful commercial informationin order to
prevent members of the public from making bad decisionswith theinformation. . . Even
iIf the Government did arguetha it had an interest in preventing misleading
advertisements, this interest could be satisfied by thefar less restrictive aterndive of
requiring. . . awarningtha . . . itsrisks were unkrown."

Thebasic rule, announed by the case, to determine conditutiondly permitted
govenment restrictionson Commercial Speech (speech tha makes or is aboutan offer
for atransaction, such asthe sale of Dietary Supplements) isa Two ProngTest: thefirst
prongisto ask two questions (1) is the speech in question aboutunlawful activity and (2)
Isthe speech mideading. If "no" to both, the speech is entitled to protection unless the
Government can carry its burden and prove (1) thegovenmental interest involved is
"substantial”, (2) theregulation mug "directly advance” the govenmental interest and (3)
theregulation of Commercial Speech cannotbe "more extensve than is necessary to
serve tha interest” (quoing Central Hudson v Public Service, 447US 557, at 566).

We submit that the standads proposd for adopton at the 28th General Session cannot
withgand legd scrutiny unde the Supreme Court Test.

B. Legal Authority

1. TheLegd Basisfor this Petitionis the First Amendment to the Congitution of the
United States: GCongress shadl make nolaw . . . abridging the. . . theright of the people .
. .to peitionthe Government for aredress of grievances.O

2. TheLegd Basisfor the Proposd Policy is Section 35120f Title 19 and specifically,
19USC 3512@)(1) and (a)(2) as applied to the protection of human life throughDSHEA.
Section 3512.Relationship of agreements to United States law and State law



(a) Relationship of agreemertsto United Stateslaw

(1) United Stateslaw to prevail in conflict. No provision of any of the Uruguay
Round Agreemerts, nor the applicaion of any such provision to any person or
circumgarce, thatis inconsistert with any law of the United Statesshall have
effect.
(2) Construction: Nothing in this Act shall be construed b
(A) to amend or modify any law of the United States including
any law relating to -
(i) the protection of human animal, or plart life or
heath,
(ii) the protecion of the ervironmert, or
(iii) worker safety, or
(B) to limit any authority conferredunder any law of the United
States including section 2411 of thistitle,unless specffically
providedfor in this Act.

3. Additiondly, the Statutes authorizing the Department contain genera provisionstha
suppot the actionsrequested in this petition. Federa Law indudes provisionsthat grant
the Secretary broad authority to promulgate rules and regulationsQhecessary to carry out
theAct[g].0

4. TheOffice Should Promulgae the Requested Policy as an Interim Find Rule Without
First Completing Notice and Comment, Risk Assessment, and Cog-Bendit Andysis

Unde ordinary circumstances, the agency must comply with procedural requirements
unde both the Administrative Procedures Act (APA) and the USDA Reorganization Act
of 1994,induding the use of notice-and-comment rulemaking and the completion of a
risk assessment and cog-bendfit andysis before issuance of anew rule. However, both
acts providefor exceptionsto those requirements for circumstances such as those present
here, where the new internaiond regulationswould conditute an imminent threat to
public safety and any dday in policy making would be contrary to the public interest.

The Office should avail itself of those statutory exceptionsand promulgae therequested
policies withou first providing the public with natice and an oppotunity for comment
and before completing a full risk assessment and cog-bendit andysis. The agency should
first adoptthepolicy as an "interim-find rule," which would become binding upon
publication (or shortly thereafter), and subsequently providefor pudic comment and
complete itsrisk assessment and cog-bendit andysis. As explained bdow, the Officeis
authorized to take such an approach unde the USDA Reorganization Act of 1994.

a. TheRequested RegulationsSatisfy the"Good Cause" Exception to the
Adminigtrative Procedure Act's Requirement for Notice and Comment.

The APA provides tha full notice-and-comment rulemaking is not required when
an agency "for goodcause finds(and incorporates the finding and a brief
statement of thereasonstherefore in therulesissued) tha natice and public
procedure thereon are impracticable, unnecessary, or contrary to the public



interest.” 5 U.S.C. ©553p)(B). Thegoodcause exception "is an important saf ety
valve to beused where dday would doreal ham.” United States Steel v. EPA,
595F.2d 207,214 (5th Cir. 1979. According to the legidative history of the
provision, "'impracticable’ meansa situaionin which the dueand required
execution of theagency fundionswould be unaroidably prevented by its
undetaking public rule-making proceedings" S. Rep. No. 752,79th Cong, 1«
Sess,, at 16 (1945) Asonecourt has hdd, determining "impracticality” requires
"andysisin practical terms of the particular statutory-agency setting and the
reasonswhy agency action could not await notice and comment.” American
Trander & Storage Company v. ICC, 719F.2d 1283, 1295(5th Cir. 1983)

There are numerousingances in which courts have uphdd an agency's decision to
iInvokethe"goodcause" exception and issue arule without providing for notice
and comment where a dday would threaten public safety or the environment. See,
e.g., Hawaii Helicopter Opeaators Assnv. FAA, 51 F.3d212,214(9th Cir. 1995
(goodcause exception satisfied in view of "thethreat to public safety reflected in
an increasing number of hdicopter accidents'); Northern ArapahoeTribev.
Hodd, 808F.2d 741,750-52 (10th Cir. 1987)(goad cause exception satisfied in
view of urgent need for huning regulationswhere herdswere threatened with
extinaion); Northwest Airlines-v. Goldschmidt, 645 F.2d 1309,1321(8th Cir.
1981)(goodcause exception satisfied in view of urgent need to alocate landing
dotsat mgor airport).

Therationde underlying those decisions that compliance with time-consuming
procedural requirements would Qlo real harmOby dd aying implementation of
urgently needed policies to safeguad public hedlth, isequdly applicable here,
where internaiond regulationsin derogdion of United States Law and practice
will have anegaive impact on U.S. consumers. Clearly, theexigent
circumstances necessary to satisfy the APA's goodcause exception are present.

b. The Requested RegulationsPresent a Situaion In Which Regulatory Andysis
Is "Not Practicable Because of Compdling Circumstances' Unde theU.S.
Depatment of Agriculture Reorganization Act of 1994.

Undea @ 2204eof the USDA Reorganization Act of 1994,USDA mug complete a
risk assessment and cog-bendfit andysis for each proposd major regulationtha
relates to human hedlth, safety, or theenvironment. 7 U.S.C. @ 2204e Tha
section does provide an exception, however: when arisk assessment and cog-
bendfit andysisis "not practicable because of compdling circumstances,” an
explanaion can be provided in lieu of afull andysis. Id. at @ 2204e(b)(1). The
compdling circumstances here are theimminent adoption of internationd
standadsin derogaion of United States Law and practice.



[11. Conclusion

Codex'sredtrictive vitamin and mineral guiddine should bereplaced by the U.S. Dietary
Supplement Health Education Act (DSHEA) food-based standad as theinternaiond
standad for vitamin, minerals and all other dietary supplements. The DSHEA,, passed
unanimoudy by theU.S. Congressin 1994,recognizes and protects the value of
individuds making persond nutritiond and health choicesin away that isregected by the
CODEX guiddines. Any attempt to restrict or limit dosages, potency, information or
access to supplements denigrates thar classification unde DSHEA as foodsand, hence,
withoutneed for access restriction.

Theculmination of 50years of U.S. legidationand litigaion hasrefined the supplement
policy of theUnited States enauring that individud choice and desire play akey rolein
enauring private and publc health. The CODEX guiddine suborinaes individud choice
to scientificaly inaccurate and unsuppoted, suppased professond expertise. The
DSHEA bdances professionds, science and people.

Members of the public have continudly warned United States policy makers that pending
internationd regulationsfail to meet both the standards of United States law and the
requirements of theinternaiond law.

See for example, Public Citizen® comments regarding harmonization:

http://www.citi zen.org/trade/harmoni zation/comments/articles.cfm? D=4394 and the National Health
Federation, GCODEX Breaks its own RulesO

http://www.thenhf.com/codex_may 2005 _nhf press release.htm

Also see the European Alliance for Natural Health Submission on Risk Assessment at:
http://www.alliance-natural-health.org/_docs/ANHwebsiteDoc_120.pdf

ThePetitionasurgetheU.S. CODEX Office to adopt as the policy of theU.S. CODEX
Delegation suppot only for internaiond harmonization tha conformsto United States
law and practice, and specifically the provisonsof DSHEA through19 USC 3512
QUnited States law to prevail in conflict. No provision of any of the Urugugy Round
Agreements, nor the application of any such provisionto any person or circumstance, tha
isincongstent with any law of the United States shdl have effect.O

Dated: June ,2005
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