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Appendix 1
Nutraceutical Researcl. and Education Act
]-O6TH CONGRESS
1ST Session

H.R.3001

IN THE HOUSE OF REPRESENTATIVES

Mr. Pall-one introduced the followinq bi-I1,' which was referred to
the Committee on october L, 1999.

A BILI.

To amend the Federal Food, Drug, and Cosmetrc Act to promote
cl-inical- research and devel-opment on dietary supplements and
foods for Lhei-r health benefi-ts,' to establ-ish a new Iegal
classification for dietary supplements and foods with heal-th
hanafif< :nrl fnr nfhor hlrrhn qa<
vvravlr9J|ygtyvvgJ

Be it enacted by the Senate and House of Representatjves of the
United .States of Arrerica in Congress assembled,

SECTION 1. SHORT TITLE A}ID REFERENCE.

{a I sI{oRT TTTT,E.-Thi q Ar.t m:v he cited as the "Nutraceutical
\g/

Research and Education Act".

(b) REFERENCE.-Whenever :-n this Act an amendment or repeal 1s
expressed in terms of'an amendment to, or repeal of, a section
or other provlsj-on, t.he reference shal-I be considered to be made
to a section or other provi-sion of the Federal Food, Drug/ and
Cosmetic Aet.

SEC. 2. fINDINGS A}ID SIATEMENT OF PURPOSE.

/a\ E'inriina< -Tha aAndraq< f inzl< J-ha fnl lnr^rina'
\u/

(1) consumers spend annually an estlmated $12,000,000,000
on dietary supplements and billions more on medical and
siml-1ar foods. Nevertheless, the health benefits ofr these
nrnrlrtnl-< hrrra nn1- i n mncl- ^ieac haan damnn<l- rrf od hrre vsrvs/ eev vJ

clinical testing or other means. In consequence, specifi-c
health claims may not be advanced for them. Consumers arc
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thus left uncertain as to the value of these products in
nronof i nn he: l f h :nd rte l 'l 

-hci nn :nd nrerlcnt i na nr radrrni na/ qlrq Y vr ! uquuf rr9
the risk ofr dj-sease, including the management of' a
disease or condition. The companies that produce these
nrA.irr^J-c rlocira +6 nrarri^a 1.ham fO COnSUmefS With qnccificuvttrutrrELJ wrutt JPLufrfu
health claims based on c11nical testing. The Federal_
Government demands sound scient.iflc evidence oft safety and
effectiveness in order to fulfrII rts statutory mandate to
protect and promote the publ_ic health.

(2) Because dietary suppfements and sjmj lar foods are
natural products widely avai_IabIe without a strong
proprietary position, a person who now flnances the cost
ofr research successfulty demonstratrng the heal-th benefits
of' such a product receives no special economic benefit in
1-hC m:rl,efnl^.e fo rcn^\r fhef nnc+ Artrarc ,,L^ L.wrrv rraV€ OOt
contributed to those research costs, ildy nevertheless
embrace the frndrngs of that research to suppo-rt identical_
cl-ar-ms for their own versi_ons of ' the product. Wit.hout
economic incentive to research and develop new products,
those who would finance the cost oft research arc presently
focusing their efforts on promotional_ actj-vities to the
disservice of the publ-rc interest and health.

(3) It rs in the natlonal interest to encourage clinical-
research into the health benefjLs of dietary supplements,
medicaf foods, and other foods.

(4) Current regulatory and epistemologl_cal chaos exasts
r^rifh ran:rr-l fr health Cl-aims fOf foodq. dief:rrz qrrnnlcmcnt

/ qfsuq!y JUI/}/rsrrrsrru/

and medical foods. It is 1n the national- i-nterest to
provide a category of products rhat have recognized health
benefits hut are not drugs and to recognize that these
products arc safe when used as indicated on their
Iabe1:-ng. .

(5) ft rs necessary to promote research i-nto the heafth
benefits of dretary suppfements/ mecll-caf foods/ and other
foods and to require that these health benefj-ts be
established by the resul-ts of clanicaf studj-es.

(6) It rs necessary to establ-ish a regulatory system wrthrn
the Food and Drug Admjnistration for revrewing health
cl-aims of heal-th beneflts of such products which is l-ess
burdensome than the tradrtionaf regulatory scheme for drugs
and to stimul-ate the industry to devote resources to
proving the heafth claims antlcipated under thrs Act since
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such claims rel-ate to the possibility of preventlng or
reducing the risk of di-sease, including the management of a
disease or health conditi-on.

(7) It is necessary to update the present regulatory scheme
to refl-ect the fact that such products can safely prevent
disease and health conditions, manage or improve health, or
reduce the rrsk of disease.

(b) STATEMENT OF PURPOSE.-II is the purpose of thrs Act to-

(1) promote research into the health benefits of dietary
srrnnl ements. medi ca l f onrlq. and othef foods.rvvgv,

(2) establish a srmplified process withln the Food and Drug
Administration for reviewing, on a case by case method,
health clalms of health benefits of such nutraceutlcal
products made under a. petition under section 403(r) (4) ) of
the Federal Food, Drug, and Cosmetic Act (21 U.S.c.
343(r) (3) ) .

(3) prescribe a period of excl-usive marketang protection
for a person that demonstrates the health benef:-ts of a
rl i oi: rrr <rrnnl amahl- ma^i c:l f na^ nr nther fn^n -hn Uh^ursLa!J JUPP+!rtrvr.v, r!!v\4+vs+ !vvu, uL vLrrLr rvvu, allu wllv

markets such product in association wrth approved labeling
that describes i-ts contributlon to human heaLth,' and

(4) confirm the health benefits of these products as
determined by clrnical trials, and di-sseminaLe this
information to the publrc and the health car c profession,
so that the public and the health ear e profession may
i ntanrr1- a thi < lennr^r'l cr'lna i n1. ,- --^-o praccrce.

SEC. 3. DEFINITIONS.

Section 201 (21 U.S.C. 321,) is amended by adding at the end the
following:

"(kk) The term 'nutraceutical' means a dletary supplement, food,
or medical food, as respectively defined in paragraphs (f) and
(95) and section 5(h) (3) of the orphan Drug Act (21 u.S.c.
360ee (b) (3) ), that-

"(1) possesses health benefj-ts; and

" (2) is safe for human consumptron in such quantj-ty, and
r^ril.h <rrnh fraarrancrz r< ranrri ro l-n ror'l i zc qrrch nranarfic<

IgJLvY94!
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"(11) The term 'heafth benefit', when used with reference to a
nrrtrecerrf i caI meanS a benef it which nrerrenf s or reduces the!v9r,

risk of a disease or health conditj-on, including the management
of a disease or health conditlon or the improvement of health.

SEC. 4. HEAI,TH CI,AIMS.

(a) NUTRACEUTICAL HEALTH CLATM.-section 403 (r) (5) (D) (21 U.S.C.
343(r) (5) (D)) is amended by :-nsertang before the period the
following: "except that rn the ease of a cfaj-m made wj-th respect
to a nutraceutlcal-, the regulation sha1l be issued by the
Secretary under subparagraph (4) (D) ".

(b) PETITIoN.-Section 403(r)(4) (21 U.S.C
by adding at the end the followlng:

343(r) (a)) is amended

"(D) (i) Any person may flle a petj-tion with the Secretary to
'i cque : renrr'l al-i on rel:ti nn to e claim f or a nutraceuticalq lvY

Aacnrihad in qrrl.rn:ranrrnh /q\ /n\

"(rr) A petitlon frled under subclause (r) shall be prepared in
such form, and submitted in such manner, as the Secretary may
nreqcril're. :nri . urifh reqnecl- tn i-he nrodrrct qottoht to bet qrrv /

introduced as a nutraceutical/ shafl containj-ng the followlng:

"(T) A renort of at feast I cfinical trial which has been
conducted on the product which is the subject of the
net i t i on Sr rch c l- jnj-cal- trial results shall addres s the
potential- health benefits of the product and its safety.
The results of the cfini-cal- tri-al- must demonstrate and
characterize the beneficial relationshlp or the
qi nni fi r^ncF of the re l :i i onqhi n of the nutraceutlcal- j-n
qrrch nroclrrct io a disease Or 1tS af fects on a heaf th
related condition, health problem/ or health status. The
clinical trial must have a sufficient slze to prove the
benefits and may have as rts endpornts either surrogate
markers or clinical endpoints to support the claim. The
^^^1r^-+i^- Isn inclrrde enidemiolna.i cnl or nrgg]j_nicaIoIJP!fuoLrvlr rrLqy qrDv arr9fuus clJfucrrrrvJvyfuqf vr l/!

studies j-n support of the clj-nical trlal. The amount of
evidence necessary to sustaj-n a cfaim w].l-l- be determined by
iho eonrot:r\r ^h 

h.' ^--^ hI -.. a ease Dy ease pasls.

" (II) Evidence that rt ls safe for human consumption an
such quantity, and with such frequency, as required to
nrorzi de the hea l th benef1ts.
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" (TTl ) A COmnl ete aleqr.ri nf i nn. i n +ha a: co nf e nr669g596l
nro.ltt.f . :s t. ifs incredipnfq nr ehemicr'l enmnnqitiOn.

"(IV) fnformation adequate to enabfe the Secretary to
determine, where pertinent, that the methods used 1n/ and
the facilities and controls used for, processing and
packing the product are sufficient to preserve its
irienJ-il-rr <frcnath arr:lifrr :nd nrrrir-rr4uv^1v49JIYuq+4u-yl

'r l\/) Sttch sarrnl eq of f he nrn6lqCtS aS the SeCf ef : r\/ m^\/e uq! )/ rL,qy

rFdrri ra

"fVT) A snecimen of the labelinc nronoscd tn be used with
the product, when introduced or del:-vered for introducti_on
l-nto commerce as a nutraceutical, that accu_rately and
completel-y describes its health benefj-ts under its stated
conditions of use.

"(rrr) Within 7 days of the receipt of a petition, the Secretary
shafl cause :-t to be published j-n the Federal Register to
nrnrri rlo nn+i ao 1- a j- hc nrrhl i n t- h:1- the neti ti on h:s been ffl-ed.ye ut urvrr rrq.

Such notice shall- contain the name of the petitioner/ date and
!r*^ ^< Gi 1l-- 1 qttmmarrr :nri doqnrinl-inn af tlra nranacoz'lurr[s v! rrf f 119 | c _ _*vul l|,uf wtl w! Lrrc F,
nrnrlrrat- rnA r- 1-,a nat.llre of the nronoqecl he: lf h .l aim.Ir!vI/vrsv

"(iv) When a petition is filed for a nutraceutical cl-aim under
<rrhn:renr:nlr f 

",f 
tn\ nn nflrar hat-if in^ f^- r nynirDuupoloyrdyrr \u/ r-,, tsverurvrr y'-*.rct which is

the same as or similar to the product for which a petit:-on has
been filed and no other pet.ttion for a cfaim whlch 1s the same
or slmil-ar to the claim for which a petl-tl-on has been fll-ed may
be fi1led untif final actlon has been taken on the frrst
petj-tion.

rr/rz\ r ^arc^h r.?la^ filac : ^a+iii^n for a claim for a
nutraceutj-cal claim under subparagraph (5) (1) ) may appfy to the
Secretary to amend the petrtion when the amendment is required
L" ^ ^L^--^ i* '\c n-nall'ct clrrF ta ncr^r:nr'l rrnpynF.tarl finrlina<uy o urrarryc arr LrrL p-vvuuu uauE u_
in research on the product or the d:-sease or condition for which
fhe nrorittel- i < heina nranacorl

rrlrri \ Tha Qanrol- -.ry Shall- refer any
nutraceuti-ca1 clarm under subcl_ause
on Nutraceutical-s established under
Nutraceuti-cal Research and Educatron

nerition filerJ fof a
/i\ l-a fha Ar]rri<arrr ca'rn^ilIgv -Jvry uuurrurr
section 7 of the

"(vrr) The Secretary shall take frnal action on a petition
which-
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"(I) was filed under subclause (i), and
" (Tl) was determined by such Advisory Council on
NutraceuLicals to be worthy of review, not later than 6

months after the date the petition i-s filed."

SEC. 5. MARKEE PROTECTION FOR NUERACEUTICAI.

(a) IN GENERAL.-Section 403(r) is amended by addrng at the end
the f oll-owing:

"(8) If the Secretary issues a regulati-on in response to a
na{-i{-ian fiIo^ rrndar qrrhnlr:oranh IA\ ralrfjnn fn('l ) reIdL-LII9 LO d, uf df,Itt rvt q

nutraceutj-cal described in subparagraph (5) (D), the Secretary
may not j,ssue another regulation for an essentrally identicaf
nutraceutlcal ctaim durlng the 10-year period that begrns on the
date that the Secretary approved the original petition, except
that-

" (A) if a petrtion i-s submitt.ed for an essentlally
rdentrcal- nutraceutlcal cl-aim for a nutraceutical the
intended use of whrch provides greater effectiveness/
nrarJ-ar <afofrz or o1-hFrhri se ^ *^r^- ^^*f-ih"ti nn to nntent

---eeJ | -' --- 
d lttqJvI

care, the Secretary may issue a regulation under
subparagraph (4 ) (D) f or such c1aim,' or

" (B) rf a petition is subsequently revoked, another
petation may be submitted Lo the Secretary for an
essentj-al1y rdentical nutraceutical claj-m.".

(b) MISBRANDING.-Sectron 402 (21 U.S.C. 342) is amended by
rddi nn af t- ha end f he f ol I or"li na:quurrrv lvrrvvYrrrY.

" (h) If it is a nutraceutical- and it has not had a petition
approved under section 403 (r) (4) (D) . ".

SEC. 5. GOOD MANUFACTI'RING PRACTICES.

Section 402(S) (21 U.S.C. 342(g)) j-s amended by-

(1) inserting ", including a nutraceutical" after "dietary
supplement" in subparagraph (1); and

(2) i-nserting ", including nutraceuticals" after "dietary
supplements" j-n subparagraph (2) .

SEC. 7. ADVISORY COUNCIL ON NUTRACEUTICALS.
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(a) ESTABLISHMENT.-There is established withi-n the Food and Drug
Administration advisory councj-1 to be known as the "Advisory
Council on Nutraceuticals".

(b) DUTIES.-The Advisory Council shall evaluate the merit of
each petition frled for a nutraceuti-cal health claim under
sectlon 403(r) (4) (D) of the Federal Food, Drug/ and Cosmetrc
Act, includlng the proposed label-ing of the product that is the
subject of the petition' and submit 1ts evaluation to the
Secretary. The evaluatj-on of the Advisory Council- shal-l
determrne if a, petttron is worthy of review by the Food and
Drug Adminlstrati-on and whether it confficts wrth any other
petrtron.

(c) MEMBERSHIP. -

(1 ) IN GENERAL.-The Advisory Council shaII consist of ex
officio members and not more than 6 addrtional members
:nnni nf ed l-rv the sec reta rv - The ex of f icio members shall beqyyvrrruvv vf

nonvoLing members.

(2\ EX OFFICIO MEMBERS'-The ex officio members of the
Advlsory Council shaff be the Secretary, the Dlrector of
the National Institutes of Heafth (hereinafter 1n this Act
referred to as the "Dlrector of NIH")/ and such addrti-onal
officers or employees of the Unrted States as the Secretary
determj-nes necessary for the Advi-sory Council to carry out
1ts functions.

(3) OTHER MEMBERS.-The members of the Advrsory Councif who

are not ex officao members shall be appointed by the
Seeretary from among indrvrdual-s distinguished in the
frefds of health, nutrition, or bj-omedical- research.

(d) COMPENSATfoN.-Members of the Advisory Council who are
nf f i cerc or emnl o\/ces of the IIni t.ed States shaf I serve on ther vr vrrrts+
n^,,i -^-., .^,,-^i l :s narf of ihei r Of f:-Cial dULieS, and ShaIl nOtHUVf >V! y VVUrrulf qr yq!

receive additlonal compensation therefor. other members of the
Advisory Council shalt receive, for each day (includrng
frrrreltime) thev arc enfiaaed in tLo narfnrmannc 

^f AdVlSOfyuloverLartrv / erre) aru srrYqYrq

Councj-l- functions/ compensation at rates not to exceed the daily
equival-ent of the annual rate in effect for grade ES-l (5 U'S'C'
5382). Such other members, when performing Advisory Councrl
functions (j-ncludrng travel to and from Advisory councal
meetings), shall be entrtled to travel expenses (includrng per
diem in lieu of subsistence) as authorized by section 5?03 of
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fifle 5. llnitecl Sf:fcc cn.lc fnr pg;56ps 1n the GOVernmente5e3v v/ vvsvl

cerrri ce emnl orred i ni- ermi f f on1- l rr

(e) TERM.-The Lerm of office of an appoi-nted member of the
Advisory Council is 4 years/ except that any member appointed to
fi l l far :n rrnavni raA fap6 sha l I hc annojnlgd for thevv qyyv

remainder of such term and the Secretary shalI make appointments
to the Advisory Council- in such a manner as to ensure that the
terms of the members do not a1l- exprre l-n the same year. A
member may serve after the expiration of the member's term for
180 days .tt.t the date of suth expiration. A member who has
kteen annoi nf ecl f o- - +6rm ^f / .,^a rq ma\7 nnf he rarnnai hts^A F^vssrr qyyv Iv! o Lstttt e! a yvqr J nrali !LdPPUrrILcU LU
the Adrli sorrz Corrnc i I hcf nre ) ttca rS f rom the date of exni raf i on"..r!^Pr!of such term of office. If a, vacancy occurs in the Advisory
Council- among the appointed members/ the Secretary shaIl make an
rnnninfmonl- f^ filI fhe rrac:ncrr urifhin 9O d:rzs frnm lhg date the/v qql

vacancy occurs.

(f) CHAIR.-The Secretary shall- select the chair of the Advisory
Council from among the appolnted members. The term of office of
the chalr shafl- be 2 , vears.

(g) MEETINGS AND PROCEDURES.-The Advisory Council shall meeL at
the ca1l, of the chair/ or at the direction of the Director of
the National Institutes of Heal-th, but with suffici-ent frequency
to ensttre nrnmnt evalqatlOn Of everv nrrf rar-erriicel ne1- i 1- ion+eqr ye

refcrrcd f n i I hrr the Sc.rof arrz Tlrc Arlrri qnrrr f-nrrnni l chr'l I :dnn]-ljvvqllgrfquvyu

rules governj-ng its procedures.

(h) FEDERAL ADVISORY COMMITTEE ACT.-Meetj_ngs and proceedings of
t. ha ^rtrri c^r,, .^,,rlcl-l- Shal_l_ not be srrhi ect to f he F"ederalr qvj ee

Advisory Commlttee Act (5 U.S.C. Appendix).

SEC. 8. NUTRACEUTICAL INDEX.

Tha qa^rol- :rrr ch:r r *^l-r-r* ^*r nariadinrl l rr nrrt-rligh in theuq! j rrrorr lrrof rruotlta dIIu pLr rvqf ua!f )/ put
Federal- Register, an index that shalf list-

( 1 ) the name and descriptt-on of each nutraceutical for
whr-ch there is an approved petj-tion, the name and address
of Lhe applj-cant, and the date upon i^rhich the Secretary
approved the petrtion,' and

(2\ e:ah netifian nend inc uriJ.h thc Qccrcf:rrz 1-hc d:l-a rrnnnvev!euqrj, ue qlJvrr

which it was frl-ed wl-th the Secretary, the name and address
of the ,ann'l i c:nf . ancl n cleqcri nti on of the nutt. aceutical/ srrv
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and the cl-aim made for the nutraceutical- that is the
crrl-rioa1- af f hrl- nat- i f inn

SEC. 10. SMATL BUSINESS ANTITRUST EXEI\,IPTION.

(a) EXEMPTIoN.-It shal-l not be unlawful- under the antitrust l-aws
for 2 or more smaff buslnesses to agree to combine their
resources to meet the requirements of section 403(r) of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 353(r) ) for
claims of health benefits of a nutraceutical-.

(b) DEFINITIONS. _

(1) ANTITRUST LAWS.-The term "antitrust faws" has the
meani-ng given such term in subsectj-on (a) of the frrst
section of the Clayton Act (15 U.S.C. 12(a)), except that
such term includes section 5 of the Federaf Trade
Commissi-on Act (15 U.S.C. 45) to the extent quell section
:nnlics fo rtnfair methods of ^^m^al itin-qyyrr e J

(2 ) NUTRACEUTICAL.-The term "nutraceutrcal" has the
meaning given such term in section 20I(k) (k) of the Federal
Food, Drug/ and Cosmetic Act (21 U.S.C. 321(k) (k) ) .

(3) SMALL BUSINESS.-The Lerm "small- business" has the
meaning given such term in section 736(d) (3) (A) of the
Federal Food, Drug, and Cosmetlc Act (21 U.S.C.
37eh(d) (3) (A) ).

SEC. 11. EFFECIIVE DATE.

This Act and the amendments made by thrs Act shal-l take effecl
9O d:rrq:ffcr fhe dated of its enactment.rv vsj

,9.L'.-*.-.h.e.e.9.:gg.-.h.s.:s,.-.:*-tbe:-.9b*s-.si9rslv-.3-.]**s-:p.g-".s,-.v-o.-Y--Lq-.F.-e-
4e_l_r_re!le, 9el vqg e49 ele?
A,z_.: L:--.,_thi:.ph:epif'g-._"€q.e.$.:s.unq!lgg*]--F:"ajl*_r.l-.,_"._tjj-..*e]--ihg:*9g1
9f :tr.qur4 i! Fe jql! "lglqlional Eqod qarketii,? {.91 perbaP_s

b..e.!,!e.... v,:-t-,".-..11-f--.1,t-g-t-.+-.g.-r.*.1.,-5.gg9:.-.-*e:l:e.!" ..).

93i Elq?s,e spgqily whom "theyil lefer_s t_g.

9._4_.:.--*r-_b9._plrgse ,.::mg*....!I'.*:..1'.?pp.-=T',::1r*:*jgp-:sy9.}s,:,,.MY .diq
.T.9.{.+,e,9..!..:,..Rx--3.:.:.}*p-9}-g1'.--tllgF=-.9}:--::BsngF-.rltll-.9s-q.-i.9.-1.9..1gr.r.--*.:..-9.P,P-9-:-99
t9___-4gyelopin9 diabg_!--*e_l--,-_l-u*eF*- the mqgl,ilrg of _))when this hgPP_.gns. "
-P-].s,3.:.-e-,.,v-e-:*.-r.v.-..9-!-...9,9,r.r.e.g-!..,,8.9,...I].9-e-99..*.:.
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