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jurisdiction proceedings for the civil
enforcement, or to restrain violaUons. of
section '101 (Definitions and Standards
for Foods) and of the rn-iEc,hl","r,d:.,.....

provisions of sections 403(b) for
sale under another nalue).
(imitation of another food).
(misleading containers).
and address of manufactuff:r find net
\-veight), 403(f) (prorninence of
information on label), 403(g)
(representa tion as to definitinn
standard of identity),
(representation as to standard of quality
and fill of container), or
usual name and ingredient of all
fabricated food), 403[k)
flavoring, artificial coloring, or chenlfcal
preservative), 403(q) (nutrition
information), and 403(1') (clal[ns) of the
act (21 U.S.C. 341, 343(b) through (i), (k),
(q), and (r)). if the food that is the
subject of the proceeding is located
vvithin the state. This provi.sion \vill
enable the states to supplement FDA s
enforcement capabilities. It is effective
24 months after date of enachnent. See
section 10(a)(1)(C) of ihe 1090
amendments.

Under section 307(b)(2) of the act.
however, a state's ability to exercise
this new authority to enforse' Federal
1aw is predicated on certain conditions:

(1) A proceeding rnay not be
commenced unless the state hus gh/crt
notice to FDA that it intends to bring
such proceeding; also, the state must
wai t 30 days after notice before
instituting action.

(2) If after receiving snch notice, FDl\.
wvithin 30 days, con1HtenCes an informai
or formal enforcenlent action pertaining
to the food in question, the sta te rnay
not bring its proceeding until an
addi tional 60 days have passed (90 days
from the initial notice the state).

(3) If FDA is diligently prosecuting a
proceeding in court pertaining to such
food, has settled such proceeding, or has
settled the informal enforcement action
or the formal enforcement action
pertaining to such food r the state may
not institute a proceeding. Section
307(b)(2) of the act, ho\vever" does
permit a state to intervene as a rnatter of
right in any court proceeding iha t has
been brought by FDr\.

Although the statute Hnd l!r~O!lc.~"-1fa'UA

history are silent as to i-vhat meant by
"informal or formal enforcement
action," FDA interprets (,('informal
enforcement actions" to include \'Varning
letters, recalls, and detentions. It
interprets "formal enforcement actions lf

to include seizures, injunctions, and
prosecutions. Infornlal actions include
those that FDA can take
adnlinistratively, w'hHe forrnal HcUons

ACTION: Proposed rule.

SUMMAR¥.: The Food and Drug
Administration (FDA) is proposing to
implement section 4 of the Nutrition
Labeling and Education Act of 1990 (the
1990 amendments), "\I\7hich provides for
Sta te enforcenlent of certain
requirements of the Federal Food. Drug.
and Cosmetic Act (the act), so long as
the state provides 3D-days notice or its
intent to act and complies vlith other
procedural requirements before
any such enforcement action. The
agency is proposing to adopt regulations
tha t "vill provide the states wi th
instructions on ho\\! to give the requ.isite
3D-day notice, FDA has framed these
instructions to ensure that this
notification system functions efficiently.
This proposal also describes relevant
State and Federal obligations.
DATES: Written comments by February
25, 1992. The agency is proposing that
any final rule tha t may issue based upon
this proposal become effective 6 D10nths
following its publication in accordance
with requirements of the Nutrition
Labeling and Education Act of 1990.

ADDRESSES: \tVritten comments to the
Qockets ~vianagen1entBranch (HFA­
305), Food and Drug Administration. rm.
1-23, 12420 Parklawn Dr., Rockville) MD
20857.

FOR FURTHER gNFORtJlATJON CON'TACT:

Janice F. Oliver, Center for Food Safety
and Applied Nutrition (HFF-310), Food
and Drug Administration, 200 C Street
SW., Washington, DC 20204,202-485­
0187.

SUPPlEPAENTARY INFORMAT!ON;

I. Background

On November 8, 1990, the President
signed into law the 1990 amendments
(Pub. L. 101-535). The 1990 amendments
make the most significant changes in
food labeling lavv since the passage of
the act in 1938. In this document, FDA is
proposing to adopt procedures to
irrlplement section 4 of the 1990
arnendments, which arnended section
307 of the act (21 U.S.C. 337) to authorize
states to enforce certain sections of the
act in their own names.

Before the passage of the 19'90
amendments, section 307 of the act
required that all enforcement
proceedings be by, and in the name of.
the tTnited States. A state could only use
its O\VD laws to bring enforcement
action against food located in tha t s ta te.
Any enforcement of the act had to be
undertaken by the Federal government.

Under the 1990 amendments. section
307(b)(1) of the act has been revised to
authorize a state to bring in Federal
court in its o\vn name and within 1ts

petition and stating in what r~SpPLt the
petition does not meet these
requirelnents.

(3) If a petition appears to HH1e" '~he

prerequisite requirenlents in paragraph
(c) of this section, it will be filed by the
Dockets Management Branch, starnped
wi th the date of filing, and assigned a
docket number. The docket nurnber
identifies the file established hy the
Dockets Management Branch for all
submissions relating to the petiUon, as
provided in this part. Subsequent
submissions relating to the matter must
refer to the docket number and 'fJVill be
filed in the docket file. The Dockets
tv1anagement Branch will promptly
notify the petitioner in writing of the
filing and docket number of a petition.

(4) Any interested person filay submit
written comments to the Dockets
Management Branch on a filed petition
as provided in § 10.30(d) of this chapter.

(5) Within 90 days of the date of filing
the agency will furnish a response to the
petitioner. The response will either:

(i) State that the agency has
tentatively determined that the petition
merits the granting of an exemption, and
that it intends to publish in the Federal
Register a proposal to grant the
exemption through rulemaking;

(ii) Deny the petition and state the
reasons for such denial; or

(iii) Provide a tentative response
indica ting why the agency has hf~en

unahIe to reach a decision on the
peti tion, e.g., because of other agency
priorities or a need for additional
information.

(g) If a State submits a petiHon for
exenlption of a State requirenlent from
preemption under section 403A(a)(3)
through (a)(5) of the act before May 8,
1992, that State requirement \viB not be
subject to preemption until:

(1) November 8, 1992; or
(2) Action on the petition, whichever

occurs later.

Da ted: November 4, 1991.

David A. Kessler,
Comlnjssjoner ofFood and Drugs
Louis W. Sullivan,
Secretary ofHealth and Human (,'Je.ndces.
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a!'e thosp that recndre tht~ initiation of a
jlJdicial proceedii·1g.

FDA believes that for purposes of
section 307(b)f2)(B) of the act., a crinlina!
action \lvould be a "forInal enforcenH~nt

action pertaining to the food," even
though th~ critninal action is against i~

corporatiun or individual and not the
food itself (as a seizure action is), so
long as t1H~ 'food in question provides the:
factual basis, or part of the factual basis,
for the criJninal charge (e.g.~ the charge
is for introducing nlisbranded food into
interstate conlnlerc..\ and tlH~ allegedly
Inisbrandt:~dfood!s the product that is to
be the 8ubject of the State action). FJ).:\
also believes that it is appropriate ta
regard a crinlinal action in th!s \'\/ay\

even though section 307(b)(1) only
authorizes the slate to bring proceedings
for the civil enforcement, or to restrain
violations. of the specified sections of
the act beca use crhuina! proceedings
may have the effect of eHnlinating the
alleged misbranding. \vhich would be
the purpose of the 8tate proceedings.
FDA requests COlT\ments on these
matters.

FDA is incorporating its interpretation.
of "informal enforcernent action~~ a.nd
"formal enforceluent actionH in
proposed § 100.2(j).

FDA is proposing to adopt in 21 CFR
100.2 a set of regulations· that reflect the
requirements of section 307 of the act.
Proposed § 100.2(a) incorporates and
reflects the provisions of section
:307(b)(1) of the act. Sirnilarly, proposed
§ 100.2(b) incorpol'a tus the provisions of
section 307(b)(2){.A), (b){2)(B), and.
(b )(2)(C) of the act, and proposed
§ lOO.2(c) incorporates tbe provisions of
the last sentence of section 307(b)(2)"

FDA is also proposing to adopt
procedures that a state should follow in
notifying the agency of its intention to
institute an enforcement action. Fjrst~ in
§ 100.2(d)!, FDi\. is proposing a standard
fornlat for the letter of notification. l'he
agency is also delineating the
infofll1ation that should be subnliHed in
thi s letter. The letter should include the
name and addfeS3 of the State agency~

the nallle and addre::;s of the· fjrnl
against which enforcement action is
proposed (if appHcableJ~ the specific
products cO'vEred by the notHica tion.; the
type and size of each product container~

the manufacturing code appliGable).J
and the reason for and type of
anticipatHd State enforcenlent action~

including the section of the act violated"
For example~ the J;.otiJ~C[~tier: \vo~ld .
state that theproGuct IS In "\I'lolahon of
section 403(b) of the act in that it is a
product that is sold under the name of
another food. It \vould go on to· s tais
that the product is sold as 100 percent
pure;black:bnrry juice, whereas it is

actually ;!I cornLinabon or gr:rpt' nn~~

blackberry juice \-\lith grape julce heh:g
the predominant ingredient FinaHy, it
\~Iould state that the anticipated action
is sp.izure. This infornlation \'\'iU enahle
FIJi\ to quickly review the prnposed
St:3h~ action and to detern1jnl:~ \\Thethf't
the agency is contemph~tj~1g, or has
undertaken. action against the food in
question, or would underiake action b.1l
light of the facts brought to iL~ attC:1tiofl
by the State.

Under proposed § lOO..2(e}" the l(;ttp~:'

c~f notification should be signed by a
state official autho~ized to institute the
proposed action. Such a signature win
ensure that the state actuaH'r intends to
institute the action in questl~)rL lTndef
proposed § lOO.2(f}, the letter should be
sent to the Food and Drug
Adnlinistl'ation"Division of Regulatory
(;uidance (l-IFF-310), Center for Food
Safety and Applied NutrHir2n~ 20U CSt,
SV'i.l., \Vashington, DC2U204. It is
necessary that. FDA headquarter~be
notified so that it can deterrn.ine \vhether
an action against the food in question
has been brought or is contenlplated
anY\Nhere in the country. Because
Congress used the word "pertain" in
section 307 of the act, FD.l\ believes that
an agency action anywhere in the
LTnited States against the food. in
question vvould, under section 307(0)(2],
bar a State action against the food in
Fe~ral court. The agency does not
interpret the act to require that: FIJi\.
action be against the food in t.he state
that has subnlitted a notice. ~rhis vinw is
consistent with section :U)4{a){1) of the
act, which limits the nunlber of 8r..:Hons
against a particular misbranding tn onc~

except in limited circumstances not
applicable in this context.

FDA is proposing in § 100.2(g] and rh]
to set out the procedures that tit vvfH
follo\'\! in responding to a. StHtt~"S

notification. Under proposed § lOO.2tgl.
FDA will notify the state of the da te on
v~.'hich it recei,\'ed the letter of
notification mtithin 2 \J\rorkjng days HnC:r'

date of receipt of such le'HeI'" rrhis
notification is necessary sn that thf:
state is aware of the date on which lhe
thne·periods set by section :l07 of th~?J act
begin to run.

Under proposed §
[Hrector, Division of Ke~guJH1,:or)/

G·uidance, CJffice of ConlpHance~ Cenl(~r
fof' F'ood Safety and AppHzd r~utdtiGn

",rilL within 30 days of the date of
notification~ respond to the not:iHcaHon
by advising:

(1) Whether FDi\ has GOill.m.encedan
infornlalor formal enforcen1.ent action
pertaining to the· food th.at is the~

of the notification; or
(2] Whether FDA is·prosecuHng·a

proceeding· in. court pertaining to such

food. has nettled snch proceeding., d~" h;1 ~~

~ettled infornlaJ or for-rna) enforcpn~t'nf

action pert.aining to such food.
The agency belh~\'(~s that the prOpi)S,Lft

regulations win be beneficia! to the
state8 Clnd. to FDA bcr;ause having the~~,~'

procedures firmly in place will exp\:~dHe'

the agency review process, \l'JiH ensure
an orderly and tin1ely response to the
state~ and win facilitate coordinated.
Federal/State enforcernent action
against violative products in the
rnarketplace.,

State notifications to FDA.. pUIsU'~nd ~:JI

section 307 of the act win contain
information Goolpiled fo!' la'w
enforcement purposes and nlay cont'iint
trade secret or confidential conlme~'GiHl

or financial information. Accordingly.!
FDA. is proposing in. § 100.2(i) that
information contained in these required
notifications wiH be exempt from public
disclosure to the same extent to which
such information would be so exempt
pursuant to 21 CFR 20.61~ 20.64, and
20.88 of this chapter~

FDA notes that it does not believe
section 4 ofthe 1990 amendments·on.
State enforcement precludes a state
froln taking enforcement action under H~l

o\vn statute or regulations in State court
It is the opinion of the agency that State
regulations that are identical to FederH 1.

regulations are not preempted by
section 6 of thelgg0 amendments.
Under section O{c)(l) of the 1990
am.endments~aprovision of State la\\7 i:3i
not preenlpted unless STIch provision. is
ex.pressly preempted under section 40:j/\'
of the act (21 U.S.C. 343-1). Each clause
of section 403A(a) of the act expressly
preenlpts only those Sta te regulation~
tllat are hnot identicar~; to Federal
requirements of section 403A(u) of thE~

act (21 lJ.S.C. 343-1{aJ(1)-(a)(5)).
Accordingly; State regulations that are
identical to Federal requirements Hre H(,<

preernpted. Th US t a state lnay initiH te
enforcenlent proceedings under its O\\'nJ.
gtntute or regulations in State court
I-Io1rvever, to facilitate uniformity in
enforcement, FDJA encourages statehl to
discuss their Staie-court enforccrnen t
activities viith the local FDi\. district
officeo Continued close coopera Uon
behNcen FDA. and State regulatc~rv

agienC]2~S will ensure that the goal~~ of

uniformity and cf:rtainty ur}derlying th(~

act are met
In implenlnnting ser;tion 307' of thL~ a eft,

to a void an:v: sugges Hon of an
unconstitutional delegation to statef3 to
enforce the·(Federal)··act, FDA retain3
fun authority to advise states of vdla~

F.DA believes is· the proper
interpretation of any of the sections of
the act that they Inay seek to enforce. If
FDil advises a state that ~ts proposed.
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nohfiG~dion

is to be

.
!J'Oi

Director. Division
(HFF-310), Center
Applied Nutrition. Food and Dn~g

Administration,
200 est. SW.,
Washington, DC 20204.

Dear Sirs: The un,r.an'm~:nt,u.

food which 'would p(

proceeding.
(3) If FDA is UlliJ.;t::Jl£':,·V onJt;;PCU1[1.ilQ

proceeding in court 'lr1rn~'il';;,'J''''··lr,,11

food, has settled
settled the inforrrlal or
enforcement action ·~·"lf.;·:1"'il:':.,·~·nij'f,a.

food.
{c) A state may ~ntef\.'·fi·)ne

of right, in any court nnC}c~~e(j9.n'f-~

described in paragraph nr~~"

section.
{d) The notificaUol1 tbat a

subnlits in accordanc~~ \NHh !D~-lr.H~U'hnn

(b) of this section fJa~u:~d

following inform.ation and be suh~niH{:d

in the following recornnilf:ndn([j fornaHt:

FAX No.------
Agency contact (if differEnt frorn rf!perUnf'"
official). title, and telephon~~ No.

(Date)
Name of State agtmc;Y'~----·--~------~·_-·----­

Post office addresH -".------~_.__..-.-~..---.
Street address -----...~-._-._ ..,-..--_.----­
City. State, and ZIP code ~-_.~---~---.._.,---
.Name of products[s') cOl·ft:n:,d Hl:r~

notification

Reporting officiat tHle, H:nd Wl~l~H:}t~o:nle No.

(name of products coverf~d

and the enforcement cH;H~)n

initiated)

Attached hereto. Hnd COI#.8t~tutr.~ng

this letter of notification
A. The name of the
is. The type and SiZt1 of f_:i1ch pruduct

container.
C. Copy of the label 3u(1

product.
O. ivIanufacturing code
E. Narne and add.tl'SR fLrnl re8·pon8j~))ie

for viola tions.
F. Name and address cd nHtnufHc~tu:rer

distributor responsH)le for~doh1ijons.

C.Name and addi'es,B of fin;:~ pJ
kno\vn).

H. Reason for the ~njjGjlpa'WU ;sfLdJt!

enforcement action
including sections the wiolahH:n.

L Name of firm agalHst ·~\}r1~.Jl actiun 11;:-1

anticipated (if appllcablid ..
Yours very truly,
Reporting Agency
By _""'_""""'~'""~'O_'~""'_".'~·.·',~··,_.~,,·._----.•.»- ~_.

(Indicate authority)

(e) 'fhe letter of notificaHon shuu1d be
signed by a State (Jffic~al r:H.1thodzed by

V. Cornluents

Interested persons may, on or before
February 25,1992, submit to the Dockets
Management Branch (address above)
\'Vritten comrnents regarding this
proposal. Tv~o copies of any COffiIllents
are to be submitted, except that
individuals Dlay submit one cop.y.
Comments are to be identified ~Nith the
docket number found in brackets in the
heading of this document. Rece!ved
comrnents may be seen in the office
above between 9 a.m. and 4: p.m.,
Monday through Friday.

VI. Effective Date

The agency intends to issue final
regula tions pertaining to the state
enforcelnent provisions of the 1990
amendments by November 8. 1992. The
agency is proposing that any final rule
that may issue based upon this proposal
become effective November 8, 1992, in
accordance with the requirements of the
1990 amendments.

List of Subjects in 21 CFR Part '100

Administrative practice and
procedure, Food labeling, Foods.

l'herefore, under the Federal Food.
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that 21
CFR part 100 be amended as follows:

PART 100-GENERAL

1. The authority citation for 21 CFR
Part 100 is revised to read as foHows:

J\uthority:Secs.201,301,307.402,403.409,
701 of the Federal Food, Drug. and Cosn1etic
Act (21 U.S.C. 321, 331, 337, 342, 343, 348. 371),

2. Section 100.2 is added to Subpart A
to read as follolNs:

§ 100.2 State enforcement of Feder,al
regulations.

(a) l.Jnder section 307 of the Federal
Food, Drug, and Cosmetic Act a state
may bring, in its own name and \vithin
its own jurisdiction, proceedings for the
civil enforcement, or to restrain
violations, of sections 401, 403(b). 403{c),
403(d), 403(e), 403(fJ, 403(g), 403(h).
403(i), 403(k), 403(q), or 403(r) of the act
if the food that is the subject of the
proceedings is located in the state,

(bJ No proceeding n1ayhe comn1enced
by a state under paragraph fa) of this
section:

(1) Before 30 days after the state has
given notice to the Food and Drug
Adnlinistration (FDA) that the state
intends to bring such proceeding.

(2) Before 90 days after the state has
given notice to FDA of such intent if
FDA has, within such 30 days,
commenced an informal or formal
enforcement action pertaining to the

action is inconsisteD t ~..~;; rh ~.'iiJf\'S

interpretation, FDA}H:~(~·.·~/f?:~~)ection 307
of the act requires th;:lr. ~hf' ;--;h:te confonn
its interpretation to l ..r~ .\'·s.

II. Paperwork ReduL~'ion /\c~

In accordance with ~,~(((" Pi:~perwork

Reduction Act of 1980 t44 LLS.C. Chapter
35), the provisions of § JOO.2 State
enforcernent of Feder(j} rec~;:u!atjons

relating to submission r/f information to
FDf\ 'Vvill be submitted hH' approval to
the Office of ?\.1anagefnf~)nlHnd Budget
(O!v1B). These provisions v/iH not be
effective until FDA obtains OMB
approval. FDA v~ill g1ve notlce of ONIB
approval of these reqldren1cnts in the
Federal Register as of final rule
.tha t is based on this ",.'rd'.n.r'l<;'; !_l I

III. Environmental Irnpact

The agency has deh·~rIninedunder 21
CFR 25.24(a) that this action is of a type
tha t does not individuaHv or
cumula tively have a. sigr~jf:icd.nt effect on
the human environment ""therefore
neither an environmental assessment
nor an environmental statement
is required.

IV. Economic Impact

FDA has examined the economic
in1plica tions of the proposed. rule
pertaining to part 101. requirements as
required by Executive Order 12291 and
the Regulatory Flexibility Act. Executive
Order 12291 compels agenc]f.;s to use
cost-benefit analysis as a component of
decisionmaking and the Regulatory
Flexibility Act requires regulatory relief
for snlall businesses where feasible.

l'his proposed regula!ion codifies
conditions under which 8tH les can
enforce certain sections of the act and
provides a format for noHfication of
FDj--\ of a state's intent to enforce those
provisions. FDA has no information as
to the cost of the required submission by
s ta tes, although the infor:mc~Hon
requested is the minhnum lfl~quired for
notification purposes. If. for example.
the required paper-wvork costs $100 per
state action to prepart;~ it \vould take
over one million enforcement actions to
ca use this proposed reqldrernent to
become a major rule~ an unHkely event.

Because very little papervvork is
req uired to be subn\itted~F[li\
concludes that this proposed rule is not
amajor rule as defined by Executive
Order 12291. In addition, FIlA certifies
tha t this action will not re~3aH in a
significant econornic irnpact on a
substantial number of f·nnaH entities as
defined by the Regulatory Flf'xibility
Act.
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the State to institute the contelnplatcd
cnforcenlent actions.

([) The letter of notification should be
sent to the Division of Regulatory
C;uidance (IIFF-310), Center for Food
Safety oDd i\pplied l'Jutrition, Food and
IJrug Adnlinistration, 200 C St. SW.,
\Vashington, DC 20204, FAX Dtlnlher
Z02-4721[i42.

fg) FDl\ v~il1 notify the state of the
date on \",hich its letter of notification
"las received by FDA, Center for Food
Safety and Applied Nutrition, Division
of Regulatory Guidance (HFF-310)
(\vithin 2 working days after date of
receipt). This date will be the date of
notifica Hon for the purposes of
paragraph (b) of this section.

(h) The Director, IJivision of
Regula tory Gl~idance, Office of
Conlpliance, Center for Food Safety and
Applied Nutrition, Food and Drug
i\dministrcltion, vvill respond to the
State's notification vvithin 30 days of the
date of notification by advising:

(1) 'VVhether FDl\ has cOlnmenced an
informal or fornlal enforcelnent action
pertaining to the food that is the subject
of the notification; or

(2) Whether FDA is prosecuting a
proceeding in court pertaining to such
food, has settled such proceeding, or has
settled informal or form?l enforcement
action pertaining to such food.

(i) Information contained in State
notification letters required by this
s£ction shall be exenlpt from public
disclosure to the sa.me extent to which
such inforInation Vvould be so exenlpt
pursuant to §§ 20.61, 20.64, and 20.88 of
this chapter.

(j] Definitions. (1) "Infonnal
enforcenlent actions" include vv-arning
letters, recalls, detentions, or other
adlninistrative enforcement actions that
pertain to the food in question.

(2) "Forn-lal enforcernent actions H

include seizures, injunctions,
prosecutions, or other judicial
enforcement actions that pertain to the
food in question.

Dated: f-.Jovenlber 4, 199.1..
David A. Kessler,

Conlfllissioner ofFooa and Drugs.

Louis '-\T. Sullivan,

Secretary ofHealth and HUD10n Servjces.

[FR Doc. 91.-27152 Filed 11-~26-91; 8:45 anI]

BilLING CODE 4160-01-M

21 CFR Parts 20 and 101

IDocket No. 85N-0061 ]

RIN 0905-AB67

Labeling; General Requirements for
Health Claims for Food

AGENCY: Food and Drug Adrninistration.
Tn-IS.
ACTION: Proposed rule.

SUMMARY: The Food and Drug
i\.drninistl'ation (FD_A) is proposing
general requirements pertaining to: ("1)
'1'he use of health claims tha t
characterize the rela tionship of a food
component to a disease or health-related
condition on the labels and in la beling
of both conventional foods and dietary
supplen1ents, and (2) the content of
petitions regarding the use of such
health clain1s pertaining to specific
substances in food. This proposal is
issued in response to provisions of the
Nutrition Labeling and Education Act of
1990 (the 1990 amendments) that bear on
health claims. It supersedes in all
respects FDl\'s reproposed rule
concerning health messages (February
13,1990,55 FR 5176). Elsewhere in this
issue of the Federal Register, FDA is
issuing proposals tna t respond to the
1990 anlendments directive tha t the
agency consider 10 topics associa ting
nutrients with diseases or health-related
conditions. Those proposals have been
developed in accordance with the
general principles of the proposed
requiren1ents in this docuD1ent.
DATES: vVritten comments by February
25,1992. The agency is proposing that
any final rule that filay issue based upon
this proposal becolne effective 6 months
fCJllovJing publication of a final
regula tion pertaining to healih cl a ims in
food labeling in accordance \vith
requirernents of the 19GO arncndn1cnts.
ADDRESSES: \/Vritten COlnrnents to the
Dockets Management Branch (I-!FJi...­
305), Food and llrug Administration, I'm.
1-23, 12420 Parklcl\.yn Dr., Rockville, MD
20857, 301-443-1751.
FOR FURTHER INFORi\1ATION CONTACT:,
\Jictor P, Frattali, Center for Food Safety
and Applied It.Jutrition (I-IFF-261), Food
and Drig fl...drninistration, 200 est., S\tV.,
\lVashington, DC 20204, 202-245-1064.
SUPPLEMENTARY INFORMATION:

I. Background

On Novenlber 8, 1990, the President
signed into law the 1990 arnendments
(Pub. L. 101-535). rrhis nevv law amends
the Federal Food, Drug, and Cosnletic
Act (the act) in a nunlber of important
\vays. One of the most notable aspects
of the 1990 amendlnents is that they

confirn1 FDA's authority to regulate
nutrient content clainls and health
clainls on food labels and in labeling.
\Vith -~)spect to health clain1s, the ne\\l

provision~ provide that a product is
rnisbranded if it bears a claim that
characterizes the relationship of a
nutrient to a disease or health-related
condition, unless the claim is n1ade in
t.lccordance \vith the procedures and
standards contained in regulations
estu bUshed under section 403(r)(1 )(B) of
the act (21 U.S.C. 343 (r)(l)(B))

The enactlnent of the 1990
{inlendments reflects a deternlina tion bv
Congress that an orderly and .'
accountable process is needed to con tro]
the dissenlination of information
concerning the relationship bet\veen diet
and disease or other health-related
conditions on the food label and in
labeling. Congress characterized this
need as "compelling" (Ref. 1). FDA is
proposing general requirements to
ensure that this information in food
1abeling will be valid, truthful,
nonmisleading, and useful for
consumers.

The agency fully recognizes the
importance of conveying to American
conSUll1ers informa tian on the value (J
hnproved nutrition to help achieve or
rnaintain good health. FDA is committed .
to facilita ting the provision of such
information wherever adequate
scientific evidence confirm.s the validity
of the information.

II. Regulatory flistory

For Inany years, FDA has penl1itted
firnlS to label foods vvith truthfut
nonmisleading information about the
nutrient content of food. In the past,
however, the agency did not peflTIit
firms to provide consun1ers vvith
information on the label or in labeling
concerning ho\v the food may be used to
2ffect a disease or health-related
condition. FD!\. generally took a position
that including disease-related
information on food labeling resu.lted in
the food being a drug \'vithin the
D1eaning of the act. The act (section
201(g)(1)(B)) defines a drugf in part, as
"a.rticles intended for use in the
diagnosis, cure, mitigation, treatnlent. ur
prevention of a disease in man"" * *It (21
IT.S.C. 321(g)(1)(B)). l'hus, the agency
has vie\ved nlention of a disease on a
food label as evidence that the product
\vas intended to be used as a drug.

In addi tion, in the Federal Register of
tv1arch 14,1973 (38 FR 6950 at 6951), FD1\
promulgated regulations that provided,
in part, that a food shall be deern ~d to
be nlisbranded if its labeling represents,
suggests, or implies that the food,
because of the presence or absence of




