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SUMMARY The Food and Drug Ad atlon (FIDA) is announcmg the v

avallablhty of a document enntled “Gu ,¢ance for Industry and FDA Staff

Whole Grain Label Statements 5t The draft guldance 1s mf
guidance to 1ndustry about what the agency consxders to be ole graln and
to assist manufacturers in labehng the;lr products i |
DATES: Submit wntten or. electronlc commentsv concern“ g ’ aftf gmdance
by [msezt date 60 days after date ofvpublmatmn in the Federal;_L;v;-eglﬁster}

ensure their adequate Conmderanon n prej aratmn of the final gmdance

General comments on agency guldance documents are Welcome at any tlme :

ADDRESSES: Submlt wrltten requests for smgle coples .o: he-draft gmdance 3

document to the Ofﬁce of Nutrltlonal Products, Labehn ;.
Supplements (HF S-—BOO) Center for F ood Safety and App tior
and Drug Admlmstratlon 5100 Pamt Branch Pkwy - COHeg Pa

Include a self~addressed adheswe ]abel to assxst that offm;f in GeSbmg your

request. Submit Wntten comment h i‘draft gmdance to the ]Wlblon of

Dockets Management (HFA~—305) f aDmg Admlmstratlon 5630 Flshers

Lane, rm. 1061, Rockvﬂle MD 20852 Submlt e]ectromc comments to http o

cf065

20062. 00 e




/www. fda gov/dockets/ecomments To ensure more tu’nely prooessmg of

comments, FDA isno longer acce ) :'ng | mments submltted to the agency by

e-mail. See the SUPPLEMENTARY tN‘__:” JRMATIC }N-\i‘sectlon for electronlc access to the? B

draft guldance document

FOR FURTHER lNFORMATlON CONTACT Shellee Anderson Ce er lor Food Safety
and Applied Nutmtlon (HF 8—830) F oocl dnd Drug Admf n, 5100 Pamt .
Branch Pkwy., College Park MD 20’740 301«436~—1491 , ’

shellee. anderson@fda hhs gov

I Background

Through the years the Federal Government has worked to prov1de f

consistent and sc1ent1f1cally sound reoommendattons to ,4rs about

healthy eatmg patterns and wise food chozces Suoh adv _xgmated w1th
the “Basm Fo our and has progressed through today’s “D " 1delmes for

Americans” (developed }omtly by the Us. Department ' and Human .

ulture) “Dletary Gt mlehnes for

Services and the U;S-,,:-Department of Agrl

Americans, 2005” (2005 DG) .\re.-ed that Amerlcans among other thmgs, 5

“consume 3 or more ounoe-eqmv tso _whole gram products per day, W1th

the rest of the recommended grams oommg from enmohedéor?whole gram

:i”me :.from whole

products” and that “in general at Ieast half the grams sh” y
grains” (Ref 1) o ‘

Manufacturers may make factual statements about wh n,s on the

label of thelr products such as ' 100% whele gram (asvperce _"'age labelmg

under 21 CFR 102. S(b)) or “10 grams of ole;grams (21 CFR 101 13(1) (3))

provided that the statements are n r'mleleadmg under sec:tlon 403(a)

of the Federal Food, Drug, and Cosmetm Act(the act) (21 U S Cf}»343(a)) and



do not lmply a partlcular level of the mgredlent ie., “hlgh” er excellent

source.” In addmon manufacturem_m

use health clalms relatmg whole

on an authorltatwe statement of al smentlﬁc body) (see h

WWW. cfsan fda gov/~ dms/]abfdama htm])’.; To a331st I

the pubhc You may use. an altem‘ | ’aoh lf such approachf ' '?atlsfles the

requ1rements of apphcable statut ; latmns If you want te ilscuss an

alternatlve approach contac;t the F DA Staf:, _ fespons:tble ‘plementmg thls

guidance (see FOR FURTHER INFORMAT;EO

11. Comments

egement (See

Interested persens may submlt to the* ion

ADDRESSES) wntten or electromc comments regardmg;thls_ d -ment Submlt

- asingle copy of electronlc commems or twe .paper coples of any maﬂed

""«;;Lt one paper copy Comments are

comments, except that mdlwdual .

to be 1dent1fled w1th the docket number found v;m brackets in the headmg of




TV, References

this document If you base your comments on sc:lentlf ¢ € :{Jdenoe or data

please submlt copies of the specxf .‘ n matxon along Wlth your comments

Reoelved comments may be see i f'lS‘lOn of D lockets Management

between 9 a.m. and 4p. m., Monday through Frlday
IIL Electromc Access | ' |
Persons Wn‘h aecess to the Internet may obtaln t ai;'ofe;'~at:§ht'tp:/

Swww, cfsan fda gov/guzdance htm]

The followmg reference has been placed on dlspla;: in thf” I "Vismn of

Dockets Management (see ADDRES)‘ *by mteres d; persons : \

through Fl‘lday o

,between 9 am. and 4 p m., Mon” a




dzetarygwde]mes 2005..

Dated: .,.L_//f’/ o

February 14 2006




