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DEPARTMENT OF HEALTH AND HUMAN SERVI CES
Food and Drug Adm nistration
21 CFR Part 101

[ Docket No. 2004P- 0512]

Food Labeling: Health Cains; Soluble Dietary Fiber FromCertain
Foods and Coronary Heart Di sease

ACGENCY: Food and Drug Adm nistration, HHS.

ACTI ON: Fi nal rule.

SUVMARY: The Food and Drug Adm nistration (FDA) is adopting as a
[[ Page 29249]]

final rule, wthout change, the provisions of the interimfinal rule

t hat anmended the regul ation authorizing a health claimon the

rel ati onshi p between beta-glucan soluble fiber fromwhol e oat sources
and reduced risk of coronary heart disease (CHD) by adding barley as an
addi ti onal source of beta-glucan soluble fiber eligible for the health
claim FDA is taking this action to conplete the rulenmaking initiated
with the interimfinal rule.

DATES: This rule is effective May 22, 2006. The Director of the Ofice
of the Federal Register approved the incorporation by reference in
accordance wwth 5 U. S.C. 552(a) and 1 CFR part 51 of certain
publications in 21 CFR 101.81(c)(2)(ii)(A)(5) as of Decenber 23, 2005.

FOR FURTHER | NFORMATI ON CONTACT: Janes E. Hoadl ey, Center for Food
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Safety and Applied Nutrition (HFS-830), Food and Drug Adm nistration,
5100 Pai nt Branch Pkwy., College Park, MDD 20740-3835, 301-436-1450.

SUPPLEMENTARY | NFORMATI ON:
| . Background

In the Federal Register of Decenber 23, 2005 (70 FR 76150), FDA
published an interimfinal rule to amend the regul ation that authorizes
a health claimon the rel ati onship between soluble fiber fromcertain
foods and CHD risk (Sec. 101.81 (21 CFR 101.81)) to include beta-
gl ucan soluble fiber frombarley. Under sections 403(r)(3)(B)(i) and
(r)(7) of the Federal Food, Drug, and Cosnetic Act (the act) (21 U S C
343(r)(3)(B)(i) and (r)(7)), FDA issued this interimfinal rule in
response to a petition filed under section 403(r)(4) of the act.
Section 403(r)(3)(B)(i) of the act states that the Secretary of Health
and Human Services (and, by del egation, FDA) shall issue a regul ation
authorizing a health claimonly if FDA " “determ nes, based on the
totality of publicly avail able scientific evidence (including evidence
fromwel | -desi gned studies conducted in a nmanner which is consistent
with generally recognized scientific procedures and principles), that
there is significant scientific agreenent, anong experts qualified by
scientific training and experience to evaluate such clains, that the
claimis supported by such evidence'' (see also 21 CFR 101. 14(c)).
Section 403(r)(4) of the act sets out the procedures that FDA is to
foll ow upon receiving a health claimpetition. Section 403(r)(7) of the
act permts FDA to nake proposed regul ati ons i ssued under section
403(r) effective upon publication pending consideration of public
comment and publication of a final regulation if the agency determ nes
that such action is necessary for public health reasons (70 FR 76150 at
76157) .

On August 3, 2004, the National Barley Foods Council (petitioner),
submtted a health claimpetition to FDA requesting that the agency
amend the "~ Soluble fiber fromcertain foods and coronary heart disease
health claim' at Sec. 101.81 to include barley and barl ey products as
an addi tional source of beta-glucan soluble fiber eligible for the
health claim FDA filed the petition for conprehensive review in
accordance with section 403(r)(4) of the act on Novenber 10, 2004. The
petitioner requested that FDA grant an interimfinal rule by which
| abel i ng of barl ey-containing foods could bear the health claimprior
to publication of a final rule.

FDA consi dered the scientific evidence presented in the petition as
part of its review of the scientific literature on barley beta-glucan
soluble fiber and CHD risk, as well as information previously

http://a257.g.akamaitech.net/7/257/2422/01jan20061800/edocket.access.gpo.gov/2006/06-4703.htm (2 of 7) [26/05/2006 10:17:28 a.m.]



FR Doc 06-4703

consi dered by the agency on the relationship of consunption of beta-

gl ucan contai ning oat foods and bl ood (serum or plasna) chol esterol

| evel s. The agency summarized this evidence in the interimfinal rule
(70 FR 76150 at 76153--76155). Based on the avail abl e evi dence, FDA
concl uded that consum ng whole grain barley and dry mlled barley
products that provide at |east 3 grans of beta-glucan soluble fiber per
day, is effective in lowering blood total and LDL chol esterol; and that
the chol esterol -l owering effects of beta-glucan soluble fiber in dry
mlled barley products is conparable to that of the oat sources of

bet a- sol ubl e glucan fiber now listed in Sec. 101.81(c)(2)(ii)(A).
Consequently, FDA anended Sec. 101.81 to broaden the health claimto

I ncl ude whole grain barley and dry mlled barley products as an
addi ti onal source of beta-glucan soluble fiber eligible for the health
claim

1. Sunmary of Comments and the Agency's Response

FDA solicited coments on the interimfinal rule. The coment
period closed on March 8, 2006. The agency received no comments rel at ed
to the requirenents in the interimfinal rule. Therefore, FDA is
adopti ng, w thout change, as a final rule, the interimfinal rule that
amended Sec. 101.81 to include dry mlled barley products as an
el i gi bl e source of beta-glucan soluble fiber for the soluble fiber from
certain foods and CHD health claim

I11. Analysis of Inpacts

FDA has exam ned the inpacts of the final rule under Executive
Order 12866 and the Regulatory Flexibility Act (5 U S. C. 601-612), and
t he Unfunded Mandates Reform Act of 1995 (Public Law 104-4). Executive
Order 12866 directs agencies to assess all costs and benefits of
avai |l abl e regul atory alternatives and, when regulation is necessary, to
sel ect regul atory approaches that nmaxi m ze net benefits (including
potential econom c, environnental, public health and safety, and ot her
advant ages; distributive inpacts; and equity). The costs and benefits
of available regulatory alternatives analyzed in the interimfinal rule
(70 FR 76150) are adopted wi thout change in this final rule. By now
reaffirmng that interimfinal rule, FDA has not inposed any new
requi renments. Therefore, there are no additional costs and benefits
associated with this final rule.

A. Regul atory Flexibility Analysis

W have exam ned the economc inplications of this final rule, as
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required by the Regulatory Flexibility Act (5 U S. C. 601-612). If a
rule has a significant econom c inpact on a substantial nunber of small
entities, the Regulatory Flexibility Act requires agencies to anal yze
regul atory options that would mnimze the econom c inpact of the rule
on small entities. As this final rule does not nmake any changes to the
interimfinal rule or our analysis included therein, this final rule
does not inpose any new costs on firnms. Accordingly, we certify that
this final rule wll not have a significant econom c inpact on a
substantial nunber of small entities.

B. Unfunded Mandat es

Section 202(a) of the Unfunded Mandates Reform Act of 1995 (2
U S. C 1501 et seq., 1532) requires that agencies prepare a witten
statenent, of anticipated costs and benefits before proposing any rule
that may result in an expenditure by State, |ocal, and tri bal
governnents, in the aggregate, or by the private sector, of
$100, 000, 000 in any one year (adjusted annually for inflation). This
final rule does not create such a mandate. The current threshold after
adjustment for inflation is $115 mllion, using the nost current (2003)
Implicit Price Deflator for the Goss Donestic Product. FDA does not
expect this final rule to result in any 1l-year expenditure that woul d
meet or exceed this anount.

| V. Environnmental | npact

FDA has determ ned under 21 CFR 25.32(p) that this action is of a
type that does not individually or cunul atively have a significant
effect on the human environnent. Therefore, neither an

[[ Page 29250] ]

envi ronnental assessnent nor an environnental inpact statenent is
requi red.

V. Paperwor k Reduction Act

FDA has concluded that the |abeling provisions of this final rule
are not subject to review by the Ofice of Managenent and Budget
because they do not constitute a "~ "collection of information'' under
t he Paperwork Reduction Act of 1995 (44 U. S.C. 3501-3520). Rather, the
food | abeling health claimon the associ ati on between consunpti on of
barl ey beta-glucan soluble fiber and CHD risk is a " "public disclosure
of information originally supplied by the Federal Governnent to the
reci pient for the purpose of disclosure to the public'' (see 5 CFR
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1320. 3(c) (2)).
VI . Federalism

FDA has anal yzed this final rule in accordance with the principles
set forth in Executive Oder 13132. FDA has determ ned that the rule
wi Il have a pre-enptive effect on State | aw. Section 4(a) of the
Executive Order requires agencies to "construe * * * a Federal statute
to preenpt State law only where the statute contains an express
preenption provision, or there is sone other clear evidence that the
Congress intended preenption of State |law, or where the exercise of
State authority conflicts with the exercise of Federal authority under
the Federal statute.'' Section 403A of the act (21 U . S.C. 343-1) is an
express pre-enption provision. Section 403A (a) (5) of the act (21
U S. C 343-1(a)(5)) provides that * * * no State or political
subdi vision of a State may directly or indirectly establish under any
authority or continue in effect as to any food in interstate comerce--
* * * (5) any requirenent respecting any claimof the type described in
section 403(r)(1) made in the | abel or |abeling of food that is not
I dentical to the requirenent of section 403(r). * * *

Currently, this provision operates to pre-enpt States from i nposing
heal th cl ai m | abeling requirenents concerning barley beta-glucan
sol ubl e fiber and reduced risk of CHD. On Decenber 23, 2005, FDA
published an interimfinal rule which inposed requirenents under
section 403(r) of the act. This final rule affirns the Decenber 23,
2005, anendnent of food | abeling regulations to add whole grain barl ey
and dry mlled barley products as eligible sources of beta-glucan fiber
to the soluble fiber fromcertain foods and CHD health claim Although
this rule has a pre-enptive effect, in that it would preclude States
fromissuing any health claimlabeling requirenents for barley and
reduced risk of CHD that are not identical to those required by this
final rule, this pre-enptive effect is consistent with what Congress
set forth in section 403A of the act. Section 403A(a)(5) of the act
di spl aces both State | egislative requirenents and State conmon | aw
duties. Medtronic v. Lohr, 518 U. S. 470, 503 (1996) (Breyer, J.,
concurring in part and concurring in judgnent); id. at 510 (O Connor,
J., joined by Rehnquist, C J., Scalia, J., and Thomas, J., concurring
in part and dissenting in part); G pollone v. Liggett Goup, Inc., 505
U S. 504, 521 (1992) (plurality opinion); id. at 548-49 (Scalia, J.,
joined by Thomas, J., concurring in judgnent in part and dissenting in
part).

FDA believes that the pre-enptive effect of the final rule is
consistent with Executive order 13132. Section 4(e) of the Executive
Order provides that ~“when an agency proposes to act through
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adj udi cation or rulemaking to preenpt State | aw, the agency shal
provide all affected State and | ocal officials notice and an
opportunity for appropriate participation in the proceedings.'' FDA
provided the States with an opportunity for appropriate participation
in this rul emaki ng when it sought input fromall stakehol ders through
publication of the interimfinal rule in the Federal Register on
Decenber 23, 2005. FDA received no comments fromany States on the

I nterimrul emaki ng.

In addition, on January 13, 2006, FDA's Division of Federal and
State Rel ations provided notice via fax and e-mail transm ssion to
State health comm ssioners, State agriculture conm ssioners, food
program directors, and drug programdirectors as well as FDA field
personnel, of FDA's intended anendnent to add barl ey beta-gl ucan
soluble fiber to the soluble fiber fromcertain foods and CHD heal th
claim(Sec. 101.81). The notice provided the States with further
opportunity for input on the rule. It advised the States of the
publication of the interimfinal rule and encouraged State and | ocal
governnents to review the notice and to provide any comments to the
docket (Docket No. 2004P-0512), opened in the Decenber 23, 2005 Feder al
Regi ster notice, by the close of the comment period indicated in the
Federal Register notice (i.e., by March 8, 2006), or to contact certain
nanmed i ndi viduals. FDA received no conments in response to this notice.
The notice has been filed in the above nunbered docket.

I n conclusion, the agency believes that it has conplied with all of
the applicable requirenents under the Executive order and has
determ ned that the pre-enptive effects of this rule are consistent
wi th Executive Order 13132.

Li st of Subjects in 21 CFR Part 101

Food | abeling, Incorporation by Reference, Nutrition, Reporting and
recor dkeepi ng requirenents.

0

Theref ore, under the Federal Food, Drug, and Cosnetic Act and under
authority delegated to the Comm ssioner of Food and Drugs, 21 CFR part
101 is anended as foll ows:

PART 101-- FOOD LABELI NG

0

Accordingly, the interimfinal rule anmending 21 CFR part 101 which was
publ i shed at 70 FR 76150 on Decenber 23, 2005, is adopted as a final
rul e without change.
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Dat ed: May 15, 2006.
Jef frey Shuren,
Assi stant Conm ssioner for Policy.
[ FR Doc. 06-4703 Filed 5-19-06; 8:45 am

Bl LLI NG CCDE 4160-01-S
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