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' I am respondi og to your letter of March 12, 1,999 regarding the notification you received under 
section 303 oi'the Food and Ihvg Arlministrarion Modernization Act of 1997 {FDAM1~). This 
notification ic entificd a statement :Yom Diet and Health: Implications for Reducing Chronic 
Disease Risk i National Research Council, 1989) as an authoritative statement for the purposes of 
supporting a I ceatth claim. r 

As you are aa we, the enclosed National Academy of Sciences (NNAS) policy on authoritative . 
statements wF s developed in rrspucise to FDAMA in order to provide guidance to your agency 
and others abi)ut what is considerc:3 by the NAS to be authoritative. It is expected that this will 
assist your ag :ncy in determining whether the notification you received regarding use of a 
statement on ja . 8 of the Diet and J : :ealth report to support a health claim related to low fat diets 
rich in whole grain foods and othc~~ plant foods is accurate and current Please be aware that the 
NAS policy i: related only to the determination of identifying a statement as authoritative and 
not an evalualiaa of the wording v E the claim itself. 

I also refer you to my December L:?, 1998 letter which provides further guidance an how to 
interpret the Z [AS policy . As tbat : .etter states, the National Research Council and the Food and 
Nutrition Board are not in a positirin to review all notifications submitted to your office. 

I hope you wi ti find these comme: : ts helpful in evaluating the support for the notification . 

Sincerely, 

a 

Allison A. Yv , Ph.D., RD. 
Director 

Enclosures (2) 

c : C. Garza 
K. Shine 
S. Smibei L c~ ; 2 
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' Authoritative Statements of the Academy Complex 
with I7egsrd to the Food jind Drug Administration Modernization Act of 1997 

Background 

In fall, 1997, Congress passed and i he President subsequently signed the Food and Drug 
Administration Modernization Act ,>f 2997, which amended the Federal Food, Drug and Cosmetic 
Act and the Pi iblic Health Service .f Lat to "Improve the regulation of food, drugs, devices, and 
biological praiucts.." Title In oi'that'act provided that misn,kturers offnod products could 
make nutrient content and /or health claims on the label of a food product 120 days after FDA is 
notified of the claim and the authonxativt statement by a scientific body on which the claim is 
based (see. Sec, 303 . Health Claimt . for Food Products and Sec . 304 . Nutraeut Content Claims) . 
These provisions were an cffoct to provide a fast track for establishfug the scientific basis for such 
claims foilowc 2g the Nutrition Edu ration and Labeling Act (NL.EA) o£ 1990, which allowed 
manufacturers to petition FDA to permit them to make a nutrient content claim with wording 
approved by FDA and a health claiin where "significant scientific agreement existed" . 

One of the m; ~jor provisions in ttu: : section of the 1997 FDA Modernization Act with regard to 
food is that th s is a notification under which claims are authorized without prior approval by 
FDA, not a pe tition by which FDA approves a claim. The claim is to be authorized and can be 
made with res 3ect to a food if ". . .a scientific body of the U.S . Government with official 
responsibiliry : :er public health proinction or research directly relating to human nurritioa (such as 
the NII3 or CI )C) or the National, I cademy of Sciences or any of its subdivisions has published an 
authoritative _< caxement, which is currently in effect, [about the relationship between a nutrient and 
a disease or hi :alth-retated conditian] (which identifies the nutrient level] to which the claim 
refcrs." 

The section indicates that a statem:nc -shaU be regarded as an authoritative statement of a 
scientific bodS" only if the statement is published by the scientific body and shall not include a 
siateruerrt of a n employee made in I he individual capacity of the employee_ 

FDA has the responsibility to chalPirigc the planned use ff. for example, they determine it to not 
be 1) in comf liance with Sections '303 or 304 of the Food and Drug Administration 
Modernizarioi i Act of 1997, 2) in c:3mptiancc with existing general provisions ofNLE& or 3) an 
accurate r+eprE sentation of the state mern on which the claim is based. 

A number of i eports have been issu ed by the Academy complex, either as NRC or IOM 
publications, which might be constiuod as serving as authoritative statements wath regsrai to 
nutrient cortteat or health effi= ot'specific foods or food components_ Examples include 
Carcinogens e End Antiearcirragens in Me American Diet (BEST) and Diet cmd hTealth (FNB). 

To guide the iaterpretatian of NR(: and IOM reports, the NRC Governing Board adopted the 
following stat~:meat of policy on May 13, 1998 : 



VJIVP, 00 VO .ao rra 

-v, f 

FQl1Cf StatCIIIeIFt 

WJ oua 

-in thc conduct of studies Biith regard to relationships between diet 
and health, and in the 

course of revd :w of research relatirc ; to questions under study, at is 
possible that reports of the 

NRC or IOM may describe associaitons between foods, nutrients, or food components 
and 

aspects of hea lth. Ihese ststtemcnt s would not necessarily represent authoritative statements of 

the NRC or IOM because they miS lit not 
summarize the totality of the evidence that would be 

required by tho Academy when for.caulstmg an authoritative statemwL 
For example, a report 

may contain descriptions of the waiic of others or, on occasion, minority reports 
expnessing the 

views of individuals . Descriptive niatertals and minority reports� as examples, are not considered 

suthoritarive e tateinents of the Nati anal Academy of Sciences or any of its subdivisions
. 

For th : purposes of the F(x)d and Drug Administration Modernization Act of 1997, 

authoritative : tatements of the Nati anal Academy of Sciences or any of its subdivisions, including 

the National F :esearch Council and Institute of Medicuie, arc limited to those that represent 
the 

consensus of t t duly-appointed corrt Yuttee or views of a duly-appointed principal investigator so 

that they agpE ar explicitly as findings, conclusions, or recommendations m a report that has 

completed the institutional report te:view process." 




