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U. S. Food and Drug Administration 
Center for Food Safety and Applied Nutrition 
Office of Food Labeling 
July, 1999 

Health Claim Notification for Whole Grain 
Foods 

Under the provisions of the. Food and Drug ‘nistration Modemizatioa Act of 1997 (FDAMA), a 
manufacturer may submit to FDA a a health claim based on an authoritative statement 
from an appropriate federal agency or the Natio al Academy of Sciences WAS). If FDA does not act 
to prohibit or modify such a claim within ‘I 20 of receipt of tie notification, tile claim may be 
used. 

On March 10, 1999, G&era1 Mills, Inc. sttbmiti ‘k d to the agency a notification containing a 
prospective claim about the relationship ofwhofe grain foods and heart disease and certain cancers. 
The notification cited the Following st the Executive Summary of the NAS report, Diet 
and Heal&- Implicationsjb Reducing ease Risk (page 3), as an authoritative statement: 
“Diets high in plant foods--k, fi-uits, veg and whole-grain cereals--are associated 
with a lovler occmencc of coronary heart olon, esophagus, and 
stomach.” For purposes of bearing tie pros ef’ined “whole grain foods” 
as foods that contain 5 I percent or more w dit@(s) by weight per reference amount 
customtily consumcd (RACC). It prop0 ante with this definition could be assessed by 
reference to the dietary fiber level of who in the U.S. diet- whole 
wheat contains 1 ‘l lgruns of dietary fiber per ng amount of dietary fiber 
reqwed for a food to bear tha prospective c1a.i could be deteniked by the following formula: 1 f 
grains x 51% x RACCI101~. 

On March l&1999, FDA a&cd NAS for its 
notification met the requirements of section 
of @e Food a+l Nut&ion Board (FN’B) poin 
NA$ wproved a policy statement regarding 
th@ pational Research Cprmcd (NRC) and the 

hether the statement cited in the 
By letter on April 30, 1999, the Director 

in May 1997, the NRC Governing Board of 
e statements made by it or its subdivisions, 

1 

titute of Medicine (IOM), noting that these “are 
limited to those that r&present the c~n~en~u~ of duly-appointed committee or views of a duly- 
apppinted principal investiga;tor so that they ap ear explicitly as findings, conclusions, or 
rec~~encla&ns iu a report .&at has complet the institutional report review process-” The FYl3 
Dir+Gtor ako noted thal the FNB and the N$C 

I 

e not in a position routinely to review notifications 
to $!firm,the extpt to which statements are au otitative under FDAMA. However, as previously 
ind@@ed, the ,Executive Summary of pier and 

k 
e&h, yhich h&grates all the eviqence reviewed in 

the total report, provides the report’s findings, g neral 
congensus of the Committee on Diet and IGall&/.. 

conclusions and recommendations based on 

FD& considered the i.a&~na.t.ion provided by N IA S and conducted a furthrSrreview of the statement in 
its cont?xt and in comparison to the existing au, b-l orized health claims for fruits, vegetables and grain 
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products including the claim related to coronary heart disease that relies on the presence of a level of 
soluble fiber as a marker. FDA’s decision not to prohibit or modi@ the claim means that as of July 8, 
1999, the manufaczfurers may use the following claim on tie label and in labeling of any product that 
meets the eligibility criteria described in the notification: “Diets rich in whole grain foods and other 
plant foods and low in Iota1 at: saturated fat, and cholesterol, may help reduce the risk of heart 
disease and certain cancxm." 

The notification and additional materials regarding the claim are publicly available from the FDA 
Dockets Management Eranch (Docket No. 99P-2209). Persons interested in these documents may 
view them at the Dockets IManagement Branch from 9 am to 4 pm, Monday through Friday, or ac,xess 
them on the daily Dockets web site at http://wwvv.fdagov/ohrms/dockets/dailys/O70899/070899.h~~~~ 
Dockets Management. I3ranch may be contacted at 301~S27-6860. 
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FROM: 

FOOD AND DRUG ADMINISTRATION 
CENTER FOR FOOD SAFETY AND APPLIED NUTRITION 

OFFICE OF REGULATIONS AND POLICY 
REGULATIONS STAFF (HFS-24) 

200 C STREET, SW, ROOM 5830 
WASHINGTON; D.C. 20204 

Gerona M, Berry, Regulations Control Techni ci an 
Office of RCXJUlatiOhS and Policy, Regulations Staff 

E-MAIL : Gerona.Kerry@cfsan.fda.gov 
PWONE: C202) 260-1003 FAX : (202) 401-7739 
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