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SUMMARY: The Food and Drug Administration (FDA) is announcing the
availability of the report of its Task Force d}n”Coﬁ“siiihér” Health Information

- for Better Nutrition (the Task forée) and two final guidance documents entitled
“Guidance for Industry and FDA:' Interim Evidence-Based Ranking System for
Scientific Data” and ‘“Guidance for Industry and FDA:"'Interimf'PrOéédures for
Health Claims in the Labeling of Conventional Human Food and Human
Dietary Supplements.” These documents further update the agency’s approach
on how it intends to implement the Court of Appeals decision in Pearson v.
Shalala. FDA is taking this action to inform interested persons*of the releass”
of the Task Force report and to make available the guidances announced in

the Task Force report in accordance with FDA’s good guidance practices.

_ DATES: The guidances are final on' linsert date of pub]iCation in the Federal

Register]. However, you may submit written or electromc comments on the
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ADDRESSES: Submit written requests for single copies of the Task Force report
and the final guidances to the Office of Nutritional Products, Labeling, and
Dietary Supplements (HFS—BOO), kFoed and Drug Administratien, 5100 Paint

Branch Pkwy., College Park, MD 20740. Send one self-addressed adhesive label

to assist that office in processing your request. See the SUPPLEMENTARY
INFORMATION section for electronic access to the Task Force report and the final

guidances.

Submit written comments on the final guidances to the Division of Dockets

Management (HFA—SOS) Food and Drug Admlmstratmn 5630 Flshers Lane
rm. 1061, Rockville, MD 20852. Please 1dent1fy whether you are commenting
on one or both of the guidances When you submit your written comments.
Submit electronic comments to hitp://www., fd'a.goV/dbCkefSVebeminents.' |

FOR FURTHER INFORMATION CONTACT: Kathleen Ellwood, Office of Nutritional

Products, Labeling, and Dietary "Su‘pple‘m‘ents’ (HFS-800), Food and Drug =~~~

Administration, 5100 Paint Bran(ﬁh Pkwy., College Park, MD 20740, 30“1"—436— o
1450. | S | |
SUPPLEMENTARY INFORMATION:
I. Background

On December 18, 2002, FDA announced a major new initiative, the
Consumer Health Information for Better Nntritien; Initiative, to make available
more and better information about conventional human food and human
dietary supplements to help American consumers improve thelr health and
prevent diseases by making sound dietary demsmns ThlS 1n1t1at1ve has as its

central focus improving the pubhc avallabﬂlty and consumer understandmg

of up-to-date sc1ent1f10,ev1dence on how dietary choices can affect,health. FDA

announced on January 16, 2003, that wo‘nee'11‘(~3'1'1‘1e1;1tﬁlo/fithi’s'initi‘atiVe wastoset, -~ =
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up an FDA Task Force and to 1ssuea report of that Task ,_Fpmé ’apprwox‘in;lately
6 months after the initiative was. iau,nched. The T ask Forcemcludes
representatives from FDA, the Féﬂéral Tréde Cdmfmisishion';(FTC), and the
National Institutes of Health. | o

The Task Force was charged ‘wit'h‘: (1) Repoi‘ting o‘n‘iyhow't’he agenCy can
improve consumer understandiﬁg of the health ﬂc,cyin‘sequences of fhe,ir_ digte’uy
choices ‘ahd increase competition by’ produét developers in support of healthier
diets, including how the agency should évaluate scien't‘ifice\{idenc‘e for
qualified health claims in order to achieve these goals; (2) developing a
framework of regulations that will give these principles the force and the effect
of law; (3) identifying procedures for implementing the initiative, as WeH as
determining the organizational gt'affing needs necessary for thé timely fevjéw
of qualified health claim petitions; and (4) d‘evelopin’g‘ a consumer studies
research agenda designed to idelflft‘ify the most effective ways to present |
scientifically-based, truthful and znonmis,leadin’g iﬁformation to consumersand
to identify the kinds of information known to bemlSlead}ngto consumers.

On March 13, 2003, the Task Force established a public docket (docket

number 2003N—0069) to receive views and comments from interested

stakeholders. As part of FDA’s continued commitment to ensure that

stakeholders remain fully informed of our progress as we implement this

initiative, FDA is making available the Task Force report, which includes nine

attachments (Attachments A through I). Refer to section Il of this document

for a brief description of the attachments. The Task Force report entitled ‘

“Consumer Health Information for Better Nutrition Initiative—Task Force

Report—July 2003” is available 10',11 FDA’s Web 31tes at http://www.fda.gov/oc/
mecclellan/chbn.html or http://WWW. fda.gov/ohrms/dockets/ default.htmand by
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* requesting paper copies from the contact person (see FOR FURTHER INFORMAT!ON ,‘
CONTACT). The final guidances are available at http //www.cfsan fda gov/&ms/g
guidance.html or http'://www.fda.gev/ohrms/dockets/defau]t.htm.

I1. Task Force Repbrt

The Task Force report includes a transmittal memorandum from the Chgﬁi‘,y o

and Vice Chair of the Task Force to the Commissioner of Food and Drugs

an executive summary, and the followmg attachments:

A. Possible Regulatory Frameworks for Qualified Health Claims in the Labeling

of Conventional Human Food and Human Dietary Supplements

This attachment describes three options or alternatives for regulating
health k(:laims that dp,_notwm‘eet,,’ghyei‘f%sﬁignificant sci:entific,agreement” standard
of evidence by which the health ‘cleims,‘regulationﬁs requife FDA to evaluate

the scientific validity of claims.

B. Guidance: Interim Evidence-Based Ranking System for Sc1ent1f10 Data

This interim evidence-based rankmg system descnbes a process for

systematically evaluating the sc1ent1f1(: ev1dence relevant to a substance/

disease relationship that is the subject of a petition for a quahfled health clalm

The scientific rating system prov1des a means by which the totality of the

publicly avallable scientific ev1dence relevant to a substance/ dlsease R

relationship can be assigned to one of four ranked levels

C. Resources for Review of Scientific Data
This attachment describes a process to augment the agency’s limited

scientific review resources on an as-needed basis by using outside contractors.
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D. Consumer Studies Research Agenda—Improving Consumer Un derstandjn g

and Product Competition on the Health Consequences of Dietary C.hoices

This attachment sets forth the consumer research studies planned, pending -

Office of Management and Budget (OMB) approval, to prov1de the agency with

information about consumers’ reactlons to qual1ﬁed health clauns

E. Guidance: Interim Procedures for Qualified Health ,Claims in :theLubeIing‘
of Conventional Human Food and Human Dietary Supp]e.rnents

This attachment describes the interim procedures ‘fo‘r qualified health
claims in the labeling of conventional human food and human \di,etary

supplements.

F. “One-Year” Time Line for Quah'fied Health Claim Activities
Iune 1, 2004.

The Task Force report also contalns the list of the Task Force members
a summary of the four stakeholder meetings the Task Force held, and a

summary of public comments submitted to the docket on this initiative (see

Task Force report attachments G, H, and I, respectively).

III. Final Guidances

A. Background

After the enactment of the Nutntlon Labeling and Educatlon Act of 1990
(NLEA), FDA issued regulations establishing general requirements for health

claims in food labeling (58 FR 2%178, January 6, \1'993 (conventienal foods); 59

FR 395, January 4, 1994 (dietary supplements)). By regulation, FDA adopted: -

the same procedure and standard for health clalms in dletary supplement

labeling that Congress had prescnbed in the NLEA for health cla1ms inthe
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labeling of conven‘uonal foods (see 21 U.S.C. 343(r)(3) and (r)(4)) The

procedure requires the evidence supportmg a health clalm to be presented to o
FDA for review before the clalm ,may appear in labelmg (§ 101 14(d) and (e)

(21 CFR 101.14(d) and (e) andv101.70)). The standard requ1resca fmdmg of f
“significant scientific agreement” (SSA) before FDA may authorize a health
claim by regulation (§ 101'14(CH{FDA3 currenf _i'egulatious, which mirror the
statutory language in 21 U.S.C. 343(1‘)(3)(B)(i), prOvide that this standard is met
only if FDA determines that thefe is SSA, azﬁong expe‘r’“t‘s" quiallfied by sCientific
training and _experience to evaluate such claims; and that the claim is o

supported by the totality of publlcly ava1lable sc1ent1flc ev1dence 1nclud1ng

evidence from well-designed studies conducted in amannelt that is consistent

with generally recognized scientific procedures‘ and principles (§101 ‘14(c)‘)f -
Without a regulation authorlzmg use of a part1cular health clalm a food
bearing the claim is subject to regulatory action as a mlsbranded food (see 21
U.S.C. 343(r)(1)(B)), a misbranded drug (see 21 U.S.C. 352(f)(1)), and an
unapproved new drug (see 21 U.S.C. 355(a)). - - |

NLEA required that FDA itsgélffinitially consider{health claim’s’ for 10
substance/disease relationsjh_ips'.? FDA determined‘,that 'thére‘ was SSA
concerning a number of these specified substance/ diseaserelafci_onships and in
turn authorized eight claims. Noti all relationships that Congress specified to
be reviewed were found_to,m,eet(\theﬂfs;:taudaﬂryd ofSSA, and so uof all were
authorized by FDA.

Several of the substance/disease relationships for which FDA failed’ to find

significant scientific agreement became the subjeCt of a lawsuit brought ‘by a

(Pearson). In Pearson, the plamnffs challenged FDA s__geueral khealthcclauus
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regulations for dietary supplements and FDA’s dBCISIOH not to authorize health

claims for four specific substance/disease relationships. The district court

ruled for FDA (14 F. Supp. 2d IO(DDC 1998)). However, the U.S. Court of

Appeals for the D.C. Circuit reversed the lower /COlll“t"kS dec151on(164 F3d650 B

(D.C. Cir. 1999)).1 The appeals court held that, Qn the administrative record
compiled in the challenged rulemalgings, the first amendmen:tsdqesu not permit
FDA to reject health claims that the agency determines to be pbtentially
misleading unless the agency also reasonably,déte‘rmi‘nes that ’no’ disclaimer
would éliminate the potential deception. |

The court of appeals further stated that it did not “rule out the possibility

that where evidence in support of a claim is outweighed by evidence against

the claim, the FDA could deem it incurable by a disclaimer and ban it
outright.” (Id. at 659.) Also, the court saw “no problem with theFDA imposing
an outright ban on a claim where evidence ini,,slylpporf of the Cléim' is
qualitatively weaker fhan, the evidence against the claim.” (Id. at 659 and n.10.)
This language was the genesis of ﬁth,e,‘,,“w:eight—of—the eVid_ence”“C,.ri_terion,
discussed in this document.

In the Federal Register of O"c:f'o‘ber 6, 2000 (65 FR 1598_5,5), FDA publi‘shed‘

a notice announcing its intention to exercise enforcement discretionwith

regard to certain categories of dietary supplement health claims thatdonot

meet the SSA standard in § 101.14(c). The notice set forth criteria for when
the agency would consider ,éxepg_’i‘sing enforcement discreti‘dnwfqi“ aquahfled
health claim in dietary supplement labeling, including as‘aplfi}eljiqn Whether o
the scientifiC‘ evidence in ,Suppoﬁ ofa giVen cl‘aiim youtwe‘ighe’d the scientific

evidence against it.

1 On March 1, 1999, the Government filed a petition for rehearsing en banc
(reconsideration by the full court of appeals). The U.S. Court of Appeals for the D.C. Circuit
denied the petition for rehearsing on April 2, 1999 (172 F.3d 72 (D.C. Cir. 1999)).
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As discussed previously, on December 18, 2002 FDA announced the

Consumer Health for Better Nutntlon Initiative to encourage the ﬂow of hlgh

quality, science-based information regarding the health beneflts of

conventional foods and dietary supplements to consumers. In the Federal

Register of December 20, 2002 (67 FR 78002), FDAannouncedthat it would I

apply Pearson to health claims in the labeling of conventional foods as well

as dietary supplements. The agency also announced the availability of
guidance concerning when FDA cintended to confsidel,:ﬁexwerc,i,sing’ enforcement
discretion with respect to health :claims that do.not meet the‘standatd of'SSA ,
Based on Pearson, the December 2002 guldance like the October 2000 Federal o
Register notice stating FDA’s mtentmn to consider exerc1s1ng enforcement |

discretion w1th respect to dletary supplement health clalms that do not meet .

SSA, included as a cr1ter10n whether the sc1ent1f1c ev1dence 1n support of the

claim outweighs the sment1f1c ev1dence agamst the cla1m

- Six days after publication of the December 20, 2002, notice and the

guidance, the U.S. District Court for the District of Columbia issued its ,d,e‘cisiqn S

in Whitaker v. Thompson, 248 F Supp.2d 1 (Whitaker). ln ‘Whjtakei‘, the

district court interpreting Pears‘on, foundthat “ici%e(iible evidence,” rather th,an
“weight of the evidence” is the appropnate standard for FDA to apply in -

evaluating quahfled health claims. In light of Whitaker, FDA beheves that the

weight of the evidence standard in the October 2000 Federal Register notlce

and the December 2002 guidﬁa‘nce'vmnst be”t‘empered by the testof creclible |

evidence. Communication of that or any other level of evidence to consumers |

in a nonmisleading way remains of critical importance.

The reason for the dec1s10n to apply Pearson to conventlonal foods is to S

provide consumers with better health/nutntlon 1nformat1on S0 they can make |
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better dietary choices. By making clear that manufacturersmay label foods
with truthful and nonmisleading;health clai,ms,i FDA b:elieves that the g‘u‘idance
will precipitate greater communication in food labeling of the health benefits
of consuming particular foods, thereby enhancing the publlc s health, because
consumers will respond to health claims in food Iabehng by makmg better ’

informed dietary choices (67 FR 78002).

The decision announced in the December 2002 notice was also based on

a desire to avoid further lltlgatlon over the const1tut1onahty of the health
claims provisions of the NLEA apphcable to conventlonal food labehng to the o
extent that these provisions do not permit qualified claims. As explained
previously, the appeals court held that, on‘ the administratiye record compiled
in the challenged rulemakings, the first :amendment does not permit FDA to '
reject health claims that the agency determines to be pOtentially’ ntisleading'
unless the agency also reasonably ‘determlnes that no disclaimerwould B
eliminate the potentlal deceptlon ‘The agency, however did not have any

consumer data to show that a d1scla1mer would not el1m1nate the potentlal

deception.

Pearson and subsequent related cases 1ncludlng Whitaker, concern dietary

supplement labeling, but as stated previously, FDA by regulation adopted the

same procedure and standard forhealth claims for d;;etary Supplement labkeling

that Congress prescribed in the NLEA for health claims in conventional food = =

labeling. These dietary supplernent_'regulations, like the NLEA provisions in
question, do not provide for qualified claims. Hence, based on Pearson ,an,d

related cases a court faced W1th a dec131on by FDA to not perrmt a quahﬁed

health claim for a convent1onal food might Well fmd the same tens1on between -

the NLEA provisions and the flrst amendment. It is poss1ble that consumer
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data will show that potentially misleading health claims cannot be cured by
disclaimers in at least some cases, but the agency does not have such data
for conventional foods, as it did not (ancl does not) have such data for dietary

supplements. Within the next year the agency will be completlng research 1n

this area. The results of thlS research, together w1th further evaluationofthe =~

regulatory alternatives .identified by the Task Force, and evaluation of any
additional alternatives, will inform any rulemaking FDA‘ini‘t"i’etee.‘ .
In the interim, FDA intends to use the procedures and evidence-ba,s_ed, |

ranking systems for scientific data set out in th,? below;de[s‘ctilggd guidaneesy

on these matters, and consider the exercise of enforcement discretion on a case-_ e

by-case basis with respect to qual1f1ed health cla1ms in conventmnal human S

food and human dietary supplement labeling under certain cn*cumstances (See
Heckler v. Chaney, 470 U.S. 821 (1985); Commumty Nutrition Institute v.
Young, 818 F.2d 943, 949-50 (D.C. Cir. 1987)). |

FDA believes that its interim approach to qualified claims is a reasonable

effort to combine the spirit of the NLEA with the current public health and
legal circumstances, and one that reflects practical common sense. vAndj as the
Court of Appeals for the District of Columbia Circuit observed in Niagara
Mohawk Power Corp. v. FPC, 379 F.2d 153, 160, “Courts are loath to say that

good sense is not good law.”

B. Guidance for Industry and FD"A::'In'terimexﬁdenQQ: Based Ranking System :
for Scientific Data | | |
This interim ‘evidence—based' ranking system describes a process for

systemancally evaluatmg the 5(31ent1f1c ev1dence relevant to a substance/

disease relationship that is the sub]ect ofa pet1t1on fora quahfled health clalm

The scientific rating system provides a means by Wthh the totality of the
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publicly available scientific evidence relevant toa substance/ disease

relationship can be ass1gned to one of four ranked levels The ev1dence-based o

ranking system presupposes that FTC S requ1rement of competent and rehable A

safety has been met. FTC defmes ‘competent an"d rehable S..C_,I,Qllil,,,flg vewdenqe e

as “tests, analyses, research, studies, or other evidence” based upon the
expertise of professionals in the;,ruele\(ant area, tl1at has been “conducted and
evaluated in an objective manner by persons qualified to do so using‘

procedures generally accepted” in the profession to ° yleld accurate and

reliable results.” In Re: Great Earth International, Inc., 110 F.T.C. 188 (1988)

In applying the system, FDA 1ntends to con51der sc1ent1f1c ev1dence only 1f

it is competent and reliable. FDA 1ntends to use th1s mtenm system begmnmg

in September 2003, for quahﬁed health clauns,1‘ny,the_ulabwelmg of convent1onal
human food and human dietary supplements See the ADDRESSES section of

this notice for information on submitting comments on th1s f1nal guldance |

C. Guidance for Industry and FDA: Interim Procedures for Qualified Hea wh

Claims in the Labeling of Convenitional Human Food and Human Di 8tazy e

Supploments RGN BT AP
FDA intends to use these interim procedures; beginning in September

2003, for qualified health claims in the labeling of conventional human food

and human dietary supplements. See the ADDRESSES section of this noticefor

information on submitting comments on this_final guidance.

D. The Final Guidances Are Being Issued as Level 1 Guidance under FDA’s
Good Guidances Practices ( GGPs) Regulation (§10.115 (21 CFR 10115)} o |
Consistent with GGPs, the agency will accept comment, but it is

implementing these guidance documents immediately in accordance with
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section 10. 115(g)(2) because the agency has determmed that prlor public

participation is not feamble or approprlate FDA tentatively concludes that the

guidances contain no new collection .q,;j,,;gl,formauon. Therefore, Clearanc@, by

OMB under the Paperwork Reduction Act of 1995 1snotrequ1red
IV. Comments | |

Interested persons may submit to the DlVlSlOIl of Dockets Management (see

' ADDRESSES) written or electronic comments regardmg the guidances Subm1t

a single copy of the electronic comments or two paper coples of any malled

comments, except that individualsmay submit one paper copy. Comments are

to be identified with the docket number found in brackets in th

this document. The Task Force reportk, two final guidances and received
comments may be seen in the Division of Dockets ,{M?a&nagement'between 9 am.
and 4 p.m., Monday through Frlday

V. Electronic Access -

Interested persons may also access the guidance documents at http //
www.cfsan.fda. gov/dms%;{udance htm] or hitp: //WWW fda gov/ohrms/dockets/ ,

default.htm.
VI. Future Agency Activities

FDA emphasizes that it mtends to use the ev1dence—based rankmg system

and the procedures on an interim basis. In the near future, the agency intends

to publish an advance notice of proposed rulemaking consistent with the

recommendations of the Task Force As also recommended by the Task Force

FDA intends, within 1 year, to 1n1t1ate notice-and-comment rulemakmg to

establish scientific review criteria and procedures for quahfied health claim

petitions. By that time, FDA expects to complete the consumer studies research, o

research, together with further evaluatlonof th@gggulamry altematlves
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identified by the Task Forcg, with the benefit of pubhc cbmment, and
evaluation of any additional alternatives that stakeholders suggest in response
to the advance notice of proposed rulemaking, will inform the rulemaking FDA

intends to initiate.
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Dated: July 8, 2003. ‘ |

Jeffre%r ghurex’r’,
Assistant Commissionmer for Policy.

[FR Doc. 03—77?7? Filed 77—77—03; 8:45 am]
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