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the State to insti!ute the contemplated 
enforcement actions. 

(fl The letter of notification should be 
sent to the Division of Regulatory 
Guidance (HFF-3101, Center for Food 
Safety and Applied Nutrition, Food and 
Drug Administration, 200 C St. SW., 
Washington, DC 20204, FAX number 
202-472 1542. 

(g) FDA will notify the state of the 
date on which its letter of notification 
was received by FDA, Center for Food 
Safety and Applied Nutrition, Division 
of Regulatory Guidance (HFF-310) 
[within 2 working days after date of 
receipt). This date will be the dale of 
notification for the purposes of 
paragraph (b) of this section. 

(h) The Director, Division of 
Regulatory Guidance, Office of 
Compliance, Center for Food Safety and 
Applied Nutrition, Food and Drug 
Administration, will respond to the 
State’s notification within 30 days of the 
date of notification by advising: 

(1) Whether FDA has commenced an 
informal or formal enforcement action 
pertaining to the food that is the subject 
of the notification; or 

(2) Whether FDA is prosecuting a 
proceeding in court pertaining to ,such 
food, has settled such proceeding, or has 
settled informal or formal enforcement 
action pertaining to such food. 

(i) information contained in State 
notification letters required by this 
section shall be exempt from public 
disclosure to the same extent to which 
such information would be so exempt 
pursuant to 8 8 20.61, 20.64, and 20.88 of 
this chapter. 

(j) Definifions. (1) “Informal 
enforcement actions” include warning 
letters, recalls, detentions, or other 
administrative enforcement actions that 
pertain to the food in question. 

(2) “Formal enforcement actions” 
include seizures, injunctions, 
prosecutions, or other judicial 
enforcement actions that pertain to the 
food in question. 
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SUMMARY:  The Food and Drug 
Administration [FDA) is proposing 
general requirements pertaining to: (1) 
The use of health claims that 
characterize the relationship of a food 
component to a disease or health-related 
condition on the labels and in labeling 
of both conventional foods and dietary 
supplements, and (2) the content of 
petitions regarding the use of such 
health claims pertaining to specific 
substances in food. This proposal is 
issued in response to provisions of the 
Nutrition Labeling and Education Act of 
1990 (the 1990 amendments) that bear on 
health claims. It supersedes in all 
respects FDA’s reproposed rule 
concerning health messages [February 
13,1990,55 FR 51713). Elsewhere in this 
issue of the Federal Register, FDA is 
issuing proposals that respond to the 
1990 amendments directive that the 
agency consider 10 topics associating 
nutrients with diseases or health-related 
conditions. Those proposals have been 
developed in accordance with the 
general principles of the proposed 
requirements in this document. 
DATES: Written comments by February 
25,199.Z The agency is proposing that 
any final rule that may issue based upon 
this proposal become effective 6 months 
following publication of a final 
regulation pertaining to health claims in 
food labeling in accordance with 
requirements of the 1990 amendments. 
ADDRESSES:  Written comments to the 
Dockets Management Branch (HFA- 
3051, Food and Drug Administration, rm. 
l-23,12420 Parklawn Dr., Rockville, MD 
20857, 301-443-1751. 
FOR FURTHER !NF&ZMATION CONTACT: 
L’icfor P, Frattali. Cenler for Food Safety 
ztd Applied Nutrition [HFF-2131). Food 
and Drig Administration, 200 C St., SW., 
Washington, DC 20204, 202-245-1064. 
SUPPLEMENTARY INFORMATION: 

I. Background 
On November 8, 1990, the President 

slgned into law the 1990 amendments 
(Pub. I,. 101-535). This new law amends 
the Federal Food. Drug. and Cosmetic 
Act (the act) in a number of important 
ways. One of the most notable aspects 
of the 1990 amendments is that they 

confirm FDA’s authority to regulate 
nutrient content claims and health 
claims on food labels and in labeling. 
With -pspect to health claims, the new 
provisions provide that a product is 
misbranded if it bears a claim that 
characterizes the relationship of a 
nutrient to a disease or health-related 
condition, unless the claim is made in 
accordance with the procedures and 
standards contained in regulations 
established under section 403(r)(l)(B) of 
the act (21 USC. 343 (r)(l)(B)) 

The enactment of the 1990 
amendments reflects a determination by 
Congress that an orderly and 
accountable process is needed to control 
the dissemination of information 
concerning the relationship between diet 
and disease or other health-related 
conditions on the food label and in 
labeling. Congress characterized this 
need as “compell ing” (Ref. 1). FDA is 
proposing general requirements to 
ensure that this information in food 
labeling will be valid, truthful, 
nonmisleading. and useful for 
consumers. 

The agency fully recognizes the 
importance of conveying to American 
consumers information on the value r.f 
improved nutrition to help achieve or 
maintain good health. FDA is committed ’ 
to facilitating the provision of such 
information wherever adequate 
scientific evidence confirms the validity 
of the information. 

II. Regulatory History 

For many years, FDA has permitted 
firms to label foods with truthful, 
nonmisleading information about the 
nutrient content of food. In the past, 
however, the agency did not permit 
firms to provide consumers with 
information on the label or in labeling 
concerning how the food may be used to 
affect a disease or health-related 
condition. FDA generally took a position 
that including disease-related 
information on food labeling resulted in 
the food being a drug within the 
meaning of the act. The act (section 
zol(g)(l](B)) defines a drug, in part, as 
“articles intended for use in the 
diagnosis, cure, mitigation, treatment, or 
prevention of a disease in man ’ * *” (21 
U.S.C. 321(g)(l)(B)). Thus, the agency 
has viewed mention of a disease on a 
food label as evidence that the product 
was intended to be used as a drug. 

In addition, in the Federal Register of 
March 14,1973 (38 FR 6950 at 6951), FDA 
promulgated regulations that provided. 
icy part. that a food shall be deemed to 
lx misbranded if its labeling represents. 
suggests, or implies that the food, 
hecause of the prpsfnce or absence of 
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certain dietary properties, is adequate or 
effective In the prevention, cure, 
mitigation, or treatment of any disease 
or symptom (currently, 21 CFR 
101.9(i)(l)). This provision reinforced the 
agency’s policy concerning disease- 
related information on food labels. In 
the FederaI Register of August 4.1987 
(52 FR 28843) (the 1987 proposal), 
however, FDA proposed to change its 
policy to permit the use on food labeling 
of health messages (in this proposal, tlhe 
term “health claim” is used in place of 
“health message” for consistency with 
terminology used in the 1990 
amendments). The agency was 
responding to the developing scientific 
data on the relationship between the 
nutrient content of the diet and disease. 

The 1987 proposal proposed to amend 
nutrition labeling regulations in 8 101.9 
to permit health claims when: 

(1) They are truthful and not 
misleading: 

(2) They are supported by valid, 
reliable, and publicly available scientific 
evidence derived from well-designed 
and well-conducted studies consistent 
with generally accepted scientific 
procedures and principles performed 
and evaluated by persons qualified by 
expertise and training in the approprla te 
disciplines: 

(3) They are consistent with generally 
recognized medical and nutritional 
principles for a sound total dietary 
pattern: and 

(4) The food bears nutrition 
information in accordance with the 
requirement5 of 5 101.9. 

The agency advised in the 1987 
proposal (52 FR 28843) that firms could. 
make health claims consistent with the 
proposed provisions without prior FDA 
approval. Thus, FDA created a “safe 
harbor” from agency enforcement action 
for such claims. 

After publication of the 1987 proposal, 
health claims began appearing on foods 
vith increasing frequency. In a number 
of situations, these claims conformed 
only partially with the proposed 
provisions. Some manufacturers took 
advantage of the broad manner in which 
the proposal was written by making 
drug claims on products and then, when 
challenged by FDA, asserting that these 
claims were consistent with how food 
could be labeled under the proposal. 

Because of the wide divergence of 
opinion expressed in comment5 that 
responded to this proposal, the agency 
concluded that the issues raised by this 
proposal could not be resolved without 
additional and more specific comment5 
from interested persons. In recognition 
of this need, FDA solicited addltional 
comments on health claims in an 
Advance notice of proposed rulemakin8 

(ANPRh4) published in the Federal 
Register of August 8,1989 (54 FR 32810), 
that requested-public comment on a 
wide range of food labeling issues. On 
December 7,1989, FDA held a public 
hearing in Seattle at which the topic of 
health claims was a prime‘focus. 

Based on the comments on the August 
1957 proposal, on the August 1889 
ANPRM, and at the public hearing, FDA 
withdrew the August 1987 proposal and 
published a reproposal in the Federal 
Register of February 13,199O (55 FR 
5178) (the 1990 reproposal), stating that 
the former proposal was superseded in 
all respects. The agency stated that the 
1987 proposal was too broadly written 
and allowed some manufacturer5 to take 
advantage of it by making drug claims 
on health fraud products. The 1990 
reproposal proposed to more narrowly 
define appropriate health claims and 
offered criteria to be met to allow a 
claim. Further, the agency revoked the 
advisory opinion in the 1987 proposal 
that permitted firms to make health 
claims on food labeling where the 
claims were consistent with the 
proposal. The agency advised that, 

pending adoption of a final rule, there 
would be no “safe harbor” for any 
health claim in food labeling, and that 
any health claim may subject a food 
product to regulatory action. 

However, the agency also set forth in 
the 1990 reproposal an interim 
enforcement policy that provided 
general guidance as to how the agency 
would likely exercise its enforcement 
discretion regarding health claims until 
a final rule was promulgated (58 FR 8178 
at 5184). The agency stated that 
manufacturers could continue to include 
health claims on their products, but that 
FDA would scrutinize them on a case- 
by-case basis and exercise its 
enforcement discretion in deciding when 
it would bring a regulatory action. 

FDA set out four basic principles that 
it said would guide its exercise of 
enforcement discretion. It also pointed 
to six topic areas about which 
significant evidence appeared to exist. 
The agency stated that claims regarding 
these topic areas were least likely to run 
the risk of regulatory action. In addition, 
FDA stated that a claim that used the 
phrase5 “may reduce the risk” or “may 
forestall the premature onset” would be 
less likely to be subject to regulatory 
action than one that more firmly 
asserted that a relationship exists 
between a food component and a 
disease. 

After publication of the 1990 
reproposal, FDA sent regulatory letters 
to a number of firms whose product8 
bore labeling that contained false or 
misleading health claims. Most firms 

contacted made appropriate changes in 
their labels and labeling. 

FDA received more than 200 
comments on the 1990 reproposal from 
consumers, health professionals, 
industry, academia, government 
agencies, and organizations representing 
consumers, industry, and health 
professionals. Relevant comments are 
addressed throughout this document in 
locations appropriate for their content. 
III. The 1988 Amendments 

The 1990 amendments address healih 
claims by amending the act to add 
section 483(r). This section specifies, in 
part, that a food is misbranded if it 
bears a claim that expressly or by 
implication characterizes the 
relationship of certain nutrients to a 
disease or health-related condition 
unless the claim meets the requirements 
of a regulation authorizing its use 

(section 403(r)(l)(B) of the act). Section 
403(r) also directs FDA to issue 
regulations authorizing health claim5 for 
nutrients in conventional foods and in 
dietary supplement5 in appropriate 
circumstances. In addition, the 1990 
amendments (section 3(b)(l)(A)(vi) and 
(b)(l)(A)(x)) require that FDA determine 
whether health claims respecting 10 
specific nutrient disease topics are 
appropriate under the requirements of 
the act. 
A. FDA Authority 

Several comments on the February 13; 
1990 reproposal questioned the agency’s 
authority to regulate health claims. 
congress specifically recognized these 
questions in the legislative history of the 
1990 amendment5 (Ref. 1). Enactment of 
the 1990 amendment5 render5 these 
comments moot. The agency now has 
clear authority to regulate all health 
claims on food. 
B. Conversion to New Statutory 
Requirements 

The passage of the 1990 amendments 
mark5 the beginning of a period in which 
FDA is endeavoring to convert the 
general requirements of the new law 
into specific, usable, and enforceable 
regulations. The issuance of this 
proposal, which supersedea the 1990 
proposal in all respects, is an important 
step in this transition. During this period 
of transition, FDA is responsible for 
protecting the integrity of the food label. 

The agency advises that it intend5 to 
evaluate any health claims that appear 
in labeling on a case-by-case basis. FDA 
is prepared to take action against 
products that bear false or misleading 
health claims or claims that evidence an 
intent that the product is to be used as a 
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drug but has not been approved for that 
use. 

C. Statutory Provisions on Heafth 
Claims 

Section 403(r)(l)(B) of the act 
identifies the substances that may be 
the subject of a health claim, that is, 
those nutrients of the type required by 
section 403 (q)(l) or [q)(Z) of the act 
(new provisions concerning nutrition 
labeling added by the 1990 amendments) 

4 to appear on the label or labeling of a 
food and those present in dietary 
supplements of vitamins, minerals, 
herbs, or other similar nutritional 
substances (section 403(r)(5)(D) of the 
act). 

To assure the validity of health Iclaims, 
Congress enacted a scientific standard 
in section 403(r)(3)(B)(i) of the act for 
conventional food that provides that the 
Secretary [and by delegation, FDA) shall 
promulgate regulations authorizinig 
nutrient health claims only if the totality 
of publicly available scientific evidence 
(including evidence from well-designed 
studies conducted in a manner which is 

Section 403(q)(l) of the act provides 
that nutrition label@ shall include 
information on the total number of 

consistent with generally recognized 

calories derived from any source; the 
number of calories derived from total 

scientific procedures and principles) 

fat; the amount of total fat, saturated fat 
(i.e., saturated fatty acids), cholesterol, 

supports the claim, and there is 

sodium, total carbohydrates, complex 
carbohydrates, sugars, dietary fibcer, and 

significant scientific agreement among 

total protein: and any vitamin, mineral, 
or other nutrient required to be placed 

qualified experts that the claim is 

on the label before October 1.1990, if 
the Secretary determines that suc11 

supported by such evidence. For healtl. 

information will assist consumers in 
maintaining healthy dietary practices. In 

claims for dietary supplements of 

the agency’s supplementary proposal on 
the mandatory status of nutrition 

vitamins, minerals, herbs, or other 

labeling published elsewhere in this 
issue of the Federal Register, FDA is 

L1 milar nutritional substances, Congress 

proposing to require the listing of 
vitamin A, vitamin C, calcium, and iron 
under this provision. Section 403(q)(2) of 
the act provides that the agency may 
require information concerning 
additional nutrients in nutrition labeling 
when the Secretary concludes that the 
information will assist consumers in 
maintaining healthy dietary practices. 
Consequently, other vitamins and 
minerals may be required to be listed on 
the label in the future. 

validit) of such claims must be 
established by the Secretary (and by 
delegation, FDA) (section 403(r)(5)(D) of 
the act). 

Where claims can be justified for 
conventional food, section 
403(r)(3)(B)(ii) of the act requires that a 
regulation describe the relationship 
between the nutrient and the disease or 
health-related condition and describe 
the significance of the nutrient in 
affecting the disease or health-related 
condition. Section 403(r)(3)(B)(iii) of the 
act requires that the claim be “stated in 
a manner so that the claim is an 
accurate representation of the matters 
set out in subclause (ii) and so that the 
claim enables the public to comprehend 
the information provided in the claim 
and to understand the relative 
significance of such information in the 
context of a total daily diet.” 

Under section 403(r)(3)(A)(ii) of the 
act. health claims may only be made on 
foods that do not contain nutrients in an 
amount that increases “to persons in the 
general population the risk of a disease 
or health-related condition which is diet 
related, taking into account the 
significance of the food in the total daily 
diet l * *,” However, this provision 
goes on to say that the Secretary may by 
regulation permit such a claim if he or 
she finds that such a claim would assist 
consumers in maintaining healthy 
dietary practices, and he or she provides 
for disclosure of the presence of the 
nutrient in conjunction with the claim. 

FDA is proposing the same scientific 
standard for dietary supplements of 
vitamins, minerals, herbs, and other 
similar nutritional substances as for all 
other foods. The agency recognizes that 
proposing the same standard for 
conventional food and dietary 
supplements is contrary to the view 
expressed by some members of 
Congress, and by some individuals in 
comments to the agency in response to a 
notice in the Federal Register of March 
14.1991 (50 FR 10906), on petition 
procedures. that a separate, more 
lenient standard should be established 
for supplements. However, FDA has 
reviewed the legislative history 
concerning section 403(r)(5)(D) and has 
tentatively concluded that Congress did 

In addition, the 1990 amendments 
revise the definition of “drug” in section 
201(g)(l) (21 U.S.C. 321(g)(l)) of the act 
to provide that food for which a health 
claim is made in accordance with the 
requirements of section 403(r) of the act 
is not a drug solely because the label or 
labeling contains such a claim. 

D. Same Scientific Standard for Dietary 
Supplements 

provided that the standard for the not intend that the agency be forced to 

adopt a different standard for these q 
products (Refs. 2 and 3). Instead, the 
exemption on its face gives the agency 
the discretion to adopt any appropriate 
scientific standard for supplements. The 
exemption gives the agency the same 
discretion with respect to establishing a 
procedure under which claims may be 
made. 

The statement of House Floor 
hjianagers (Ref. 3), addresses section 
4!)3(r)(S)(D) of the act by stating, in part: 

The Senate version of the bill, which we 
are voting on today, retains this standard for 
hII foods except vitamins, minerals, herbs. 
and other similar nutritional substances 
(referred to below as “vitamins”). The bill 
requires that vitamins that include claims 
defined under section 403(r)(l)(B) shall be 
subject to a “procedure and standard” 
defined by the Secretary in regulations that 
require an evaluation of the validity of the 
claim. The FDA is given the discretion to 
define both the procedure and the standard 
because the pr&ipals in the Senate could 
not agree on the appropriate procedure or the 
appropriate standard. 

It is obvious from the language that the 
agency could adopt the same procedure and 
standard that Congress has adopted for 
disease claims on -food other than vitamins: it 
is also obvious that it could adopt a stronger 
standard for vitamins, minerals, herbs, and 
other similar nutritional substances. 
(Congressional Record, July 30.1990). 

In addition, the Metzenbaum-Hatch 
managers’ statement in the Senate (Ref. 
2) addresses section 403(r)(l)(B) of the 
act by stating, in part: 

The purpose for the different handling of 
conventional food products and dietary 
supplements is to drovide the Secretary 
flekibilitv in the development of the 
procedure and standard for health claims for 
dietary supplements. 
(Congressional Record, October 24.1990). 

Thus, both the Senate and the House 
of Representatives agreed that FDA has 
the flexibility to adopt the standard and 
procedure for d,etary supplements that 
appears appropriate to the agency. 

Regarding the ability of the Secretary 
of Health and Human Services (and by 
delegation, FDA) to determine the 
appropriate procedure and standard for 
dietary supplements, the Metzenbaum- 
Hatch managers’ statement further says 
that the following two factors should be 
taken into account: 

The rapid pace of scientific advance linking 
nutritional substances to the maintenance of 
long-term human health and prevention of 
long-term disease: and 

The ways in which dietary supplements are 
marketed and used by individuals differently 
from conventional food products. 
(Congressional Record, October 24,199O). 

Some consumers seek to ensure that 
the nutrient content of their diet is 
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adequate through conventional foods, 
others through dietary supplements. 
Ultimately, however, it is  the nutrient 
content of the diet that is  s ignificant, not 
its  source. For this reason, neither the 
pace of s c ientific  advances with respect 
to nutritional substances nor the way 
individuals use supplements justifies 
different treatment for dietary 
supplements than for conventional 
foods. 

From the Senate, there were mixed 
opinions as to what the agency should 
do with this flexibility. In the October 
24,199O Congressional Record, on page 
S16611 (Ref. 21, Senator Hatch, one of 
the primary authors of the amendment5 
made by the Senate, stated: 

By their very  nature, the dietary 
supplements must be marketed so that the 
consumer is  informed of the health or 
disease-prevention benefits that may be 
conferred. Greater flexibility is  thus required 
to permit communication of these benefits. 
This increased regulatory flexibility is  also 
mandated by the very  rapid pace of s c ientific 
advances here and abroad link ing the 
prevention of long-term disease to improved 
nutritional supplementation. For these 
reasons, a more lenient standard for dietary 
supplementls] is  envisioned. 
(Congressional Record, October 24.1%0]. 

However, in this same Congressional 
Record, (Ref. 2), Senator Metzenbaum, 
the other primary author of these 
amendments, stated: 

* l l It is  my v iew that there is  no reason 
to do anything other than utilize  the same 
procedure and standard for dietary 
supplements. 

W hatever approach the Secretary takes, he 
must establish a system that evaluates the 
va lidity  of health c laims for dietary 
supplements. The system must be based on 
the same cons iderations that guide other 
agency decisions: Public health, sound 
s c ientific principles and consumer fraud. 

The statement of House F loor 
Managers also addresses this issue (Ref. 
3): 

* l l W hatever approach the agency 
taker, it must adopt a system thnt evaluates 
the va lidity  of any disease c laims made with 
respect to these substances. Its system must 
be based on cons iderations of public health 
and consumer fraud. As in every  s imilar 
decision made by the agency today, we fully 
expect that the agency’s  evaluation of 
disease c laims made with respect to v itamins 
w ill be based on sound s c ientific principles. 

There is  a great potentinl for defrauding 
consumers if food is  so ld that contains 
inaccurate or unsupportable health c laims. 
The potential is  just as  great for v itamins as it 
is  for other products. In our v iew, v itamins 
rind other substances covered by this 
provision should be subiect to at least as  
strong a standard as is  epplicable to other 
foods that contain c laims that the food will 
treat a disease or health condition. 

In the absence of c lear Congressional 
direction about the way In which FDA 
should use the flexibility it has, the 
agency believes that it is  appropriate to 
propose the same s c ientific  standard 
and procedure for supplement5 as is  
mandated for conventional foods. If the 
agency were to adopt a more lenient 
standard and procedure for 
supplements, FDA believes that there 
would be a s ignificant potential for 
consumer confusion when confronted 
with a s ituation in which there would be 
health c laims for substances when they 
are present in supplements but not when 
they are present in conventional foods. 
Furthermore, FDA believe5 that a 
standard and procedure that is  more 
lenient than that provided in section 
403(r)(3)(B)(i) would not provide a basis 
on which to evaluate the validity  of 
c laims, which both the House Managers 
(Ref. 3) and at least one Senate author 
(Ref. 2) stated should be the goal of the 
approach that the agency adopts. 

Nor does FDA consider a more 
stringent standard to be necessary. The 
standard that it is  proposing for dietary 
supplements is  the same as that which it 
proposed for all foods in 1990. FDA 
believes that this standard strikes an 
appropriate balance between the desire 
to make information available and the 
desire to ensure that that information is  
truthful, usable, and not misleading. 

For FDA, a s ignificant measlne of 
whether a c laim is  valid is  whether the 
evidence that supports that c laim has 
stood the test of exposure to s c ientific  
scrutiny. Such scrutiny is  a c r itical 
element in deciding whether any 
proposition is  based on sound s c ience. 
FDA cannot ignore such a cr itical 
element when deciding whether 
consumer5 should be advised that a 
particular diet-disease relationship 
exists. Such scrutiny is  specifically  
provided for in the standard set forth in 
section 403(r)(3)(B)(i) of the act. 
Therefore, FDA believes that this 
standard should be applied in judging 
any health c laim, whether for 
conventional foods’or dietary 
supplements. 

FDA does not believe that it could 
have a s ignificant level of comfort, the 
standard for appraising c laims 
suggested in the House Report (Ref. 1). 
about the validity  of c laims if it adopted 
any of the more lenient approaches 
suggested in comments to the March 14. 
1991 notice. FDA has an obligation 
under the act to assure not only that 
c laims comply with section 403(r) of the 
act but also that they are truthful and 
not misleading under section 403(a) of 
the act. Suggestions that the agency 
should delegate the primary 
responsibility for evaluating the validity  

of c laims for herbs to industry 
committees are not consistent with this 
agency’s  responsibility. O f course, 
industry may, if desired, work through 
committees to prepare well-supported 
petitions for submission to FDA. 
However, FDA would still have the 
ultimate obligation of ensuring that there 
is  compliance with the act. 

FDA also does not agree with 
comments that suggested that it should 
adopt a regulatory framework for 
evaluating health c laims for 
supplements that establishes three 
categories of c laims, each of which 
would be subject to a different level of 
validity  substantiation and different 
procedures. As suggested, Category I 
c laims would be subject to the same 
validity  requirements as established for 
conventional food. Category II c laims 
would pertain to c laims for which there 
is  substantial s c ientific  evidence but not 
yet s ignificant s c ientific  agreement. 
Category III c laims would pertain to 
c laims for which there is  sound 
s c ientific  evidence, which on balance 
support5 the c laim but is  more 
preliminary in nature. Categories II und 
III c laims would be subject to a 
certification and notification procedure 
and would not have to be affirmatively 
authorized by regulation. 

FDA does not believe that the 
suggested certification and notification 
procedure for Categories I1 and III 
c laims are adequate or appropriate 
under section 403(r)(5)(D) of the act. As 
discussed above, the legislative history 
from both the Senate and the House 
points to the fact that the procedure and 
standard that FDA is  to establish undei 
this section should evaluate the validity  
of health c laims. Yet, the procedure 
suggested in the comment would not 
provide the agency with a full 
opportunity to do so. Under the 
procedure suggested in the comment, the 
greater the question about the validity  of 
the c laim, the less opportunity that FDA 
would have to review it. Such a system 
would not be fair to consumers, who 
would be exposed to c laims whose 
validity  had not been evaluated by FDA. 
or the manufacturer5 of conventional 
foods, who would be subject to the 
much higher congressionally mandated 
standard. For these reasons, under the 
discretion granted the agency by section 
403(r)@)(D), FDA is  rejecting the 
comment. 
E. FDA Requests For Dutv 

In the Federal Register of March 28. 
1991 (56 FR X2932), FDA published a 
notice requesting s c ientific  data and 
information on the ten nutrient-disease 
topics that paragraphs ( v i) and (x)  of 
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section 3(b)(l)(A) of the 1999 
amendments require FDA to consider. 
FDA estabtished ten dockets for 
information relating to these t,opics, as 
follows: Calcium and osteoporosis. 9lN- 
0094; sodium and hypertension, 91N- 
0095; lipids and cardiovascular disease. 
91N-0098; lipids and cancer, 91N-0097; 
dietary fiber and cancer, 91N-0098; 
dietary fiber and cardiovasc&r 
disease, ~Q%oo~% folic acid and neural 
tube defects, 9lN-Oloo; antioxidant 
vitamins and cancer, glN4lDz; zinc and 
immune function in tha elderly. 9lN- 
0102; and omega-3 fatty acids and heart 
disease, 91N-0103. The compiled 
scientific data and Information were 
considered by FDA in its development 
of the proposed regulations pertaini& 
specific health claims that are published 
elsewhere in this issue of the Federal 
Register. FDA generally will address 
that data and Information that it 
received in response to the March 1991 
notice in the documents on those 
proposed regulations. 
F. How Claims Are Made 

When FDA determines on the basis of 
its review of the evidence on a nutrient- 
disease relationship, as it has with 
respect to some of the topics that are the 
subject of the specific documents 
published elsewhere In this issue of the 
Federal Register, that a health claim 
should be authorized, the agency will 
propose a specific regulation permitting 
a claim in subpart E of 21 CFR part 101. 
(FDA is proposing to create subpart E in 
this document.) The proposal will 
clearly identify the elements that must 
be included in the claim to assure its 
validity. In addition, the agency will 
illustrate the claim that is permitted 
through an example of an appropriate 
claim (referred to as a “mode! health 
c!aim”]. If, after its review of comments, 
FDA decides to issue a final regulation 
based on that proposal, firms will be 
able to make claims that comply with 
that regulation on appropriate foods. 
Firms will not be required to ulse the 
language in the model claim but will be 
free to develop their own specific claims 
within the terma of the regulation. 

In the authorizing regulation, FDA will 
set out requirements to ensure that any 
claim made under it will fi~lly reflect the 
scientific facts justifying the claim. 
These requirements will not only 
describe the nutrient-disease 
relationship but will define other 
relevant factors, such as nondietary 
elements (e.g., the need for exercise) and 
relevant nutrient interactions (e.g., 
calcium and phosphonts levels in a 
food). 

For conventional foods, many of the 
elements that will be included in the 

authorizing regulations will reflect the 
requirements of the 1990 amendments. 
As discussed previously, section 
m(r)@)(B)(ii)(I) of the act, which was 
added by the 1990 amendments, requires 
that regulations authorizing claims 
require that those claims describe the 
relationship between the nutrient and 
the disease or healtb-related condition. 
FDA is applying this requirement in the 
proposed regulations on health specific 
claims published elsewhere in this issue 
of the Federal Register. For example, the 
proposal authorizing a health claim on 
the relationship between calcium and 
osteoporosis requires, in part, that the 
claim explain that adequate calcium 
intake during adolescence and early 
adulthood appears to have a positive 
effect on bone health, and that 
optimizing peak bone mass during that 
period may reduce the risk of 
osteoporotic fracture in old age (see 
proposed 0 101.72(d)(3)). 

Section 403(r)(3)(B)(ii)(II) of the act 
requires that regulations authorizing 
health claims require that claims 
describe the significance of the nutrient 
in affecting the disease or health-related 
condition. Thus, the proposal concerning 
calcium and osteoporosis requires, in 
part, that a claim explain the various 
factors other than calcium intake that 
bear on the risk of developing 
osteoporosis, that is that being a white 
female or having a family history of 
fragile bones with aging, places an 
individual at risk for the development of 
osteoporosis in later life (see proposed 
0 1~.7~4@11. 

Further, section W(r)(3)(B)(Z) of the 
act requires that the public ba able to 
comprehend the infprmation in the claim 
and to understand the significance of the 
information in the context of the total 
daily diet. Under this requirement, a 
wide variety of factors may need to be 
addressed in the claim. For example, the 
proposal concerning calcium and 
osteoporosis requires in part, that 
claims point out that adequate calcium 
intake is not enough. The proposal 
provides that the claim must advise that 
adequate calcium intake should be 
accompanied with exercise and 
maintenance of a balanced diet. 

As stated above, section 403(r)@)(D) 1 
of the act directs FDA to establish a 

1 FILlA notem that eection 403(1)(3)(A) of the ad 
states “Except as prwidad in paragraph (~9,” and 
that that provishm relates to only “a p wedam and 
standard.” Thus. it is poasibla that vartolu aspects 
of how health claims on dietag supplementa are 
made are governed by section &~(r)(s] of the act. 
However. bauwa FDA, in axardaiag its disc&ion, 
has tentatively decided under aaction 403(r#S)(D] of 
the act that dietary aupplemants should be subject 
to the 8ame requirements that conventional foods 
we subject to under section w (r)[3) and (r)[4). 

procedure and standard to assure the 
validity of health claims for dietary 
supplements. In section IILD. of this 
document, FDA discussed why dietary 
supplements should be subject to the 
same scientific standard, and procedure 
for assessing conformity v&h the 
standard, that is used for conventional 
foods. The agency has tentatively 
determined that it is also appropriate to 
subject dietary supplements to the same 
procedures with respect to how claims 
are made and how they are petitioned 
for as those that apply to conventional 
foods. The agency has reached this 
tentative conclusion based on three 
factors: 

1. FDA has an obligation to ensure 
that food labeling is truthful and not 
misleading. Under the act, a claim can 
he misleading, and thereby misbrand the 
food, based on the information that it 
does not include as well as the 
information that i’ does include. The 
agency believes that the procedures that 
it is proposing are necessary to ensure 
that claims that are made are fully 
informative to consumers. Because 
claims for dietary supplements must be . 
as informative aa claims for 
conventional foods, FDA believes that it 
is appropriate to subject the former 
claims to the same procedures as the 
latter. 

2. As stated above, FDA has an 
obligation to treat all segnents of the 
regulated food industry with fairness. If 
dietary supplements were subject to 
different rules, whether with respect to 
the procedure for assessment of 
conformity with the scientific standard 
or to the manner in which claims are 
made, there ia a possibility that 
supplements could be made to appear 
somehow superior to conventional foods 
that contain the same nutrient. Such an 
appearance would not only be untrue, it 
would be unfair to firms producing 
conventional foods. FDA knows of no 
differences in the marketing or use of 
dietary supplements and conventional 
foods that would compel a different 
result. 

3. As stated previously in the 
discussion of the scientific standard in 
section IILD. of this document, some 
consumers seek to ensure that the 
nutrient content of their diet is adequate 
through conventional foods, others 
through dietary supplements. Ultimately, 
however, it is the nutrient content of the 
diet that is significant, not Its source. For 
this reason also, the pace of scientific 
advances with respect to nutritional 

FDA finds that tba question of the extenl to wbtd 
the letter sections apply to dietmy supplements is 
moot. 
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substances does not justify different 
treatment for dietary supplements than 
for conventional foods. 

In sum, it is the nutrient that is 
significant, not its source. To ensure that 
labeling is truthful and not misleading, 
the same substantive rules should thus 
be applied to conventional foods and to 
dietary supplements. 
IV. Proposed Provisions 
A. Definitions 

FDA is proposing the following 
definitions in 0 101.14(a) to clarify the 
meaning of specific terms used in this 
proposed rule. 
1. Health Claim 

FDA is proposing to define “health 
claim” as any claim made on the label 
or In labeling of a food, including a 
dietary supplement, that expressly or by 
implication characterizes the 
relationship of any substance to a 
disease or health-related condition. 
Such claims could Include “third party” 
endorsements, written statements (e.g., 
abrand name including a term such as 
“heart”), symbols (e.g., a heart symbol), 
or vignettes. This definition is derived 
almost directly from section 403(r)(l)(B) 
of the act, although it has been modified 
slightly to incorporate that section’s 
reference to section 403(r)(5)(D) of the 
act. 

The definition includes examples of 
implied claims and expressly limits 
them to those statements, symbols, 
vignettes, or other forms of 
communication that a manufacturer 
intends, or would be likely to be 
understood, to assert a direct beneficial 
relationship between the presence or 
level of any substance in the food and a 
health or disease-related condition. The 
definition is intended to make clear that 
vignettes or other forms of 
communication that depict the general 
wholesomeness of a product or other 
attributes that do not involve more 
specifically the relationship between a 
substance in the food and a health or 
disease-related condition are not health 
claims for the purpose of this regulation. 

FDA recognizes that there is often 
ambiguity in the message conveyed by a 
logo or symbol, such as the heart symbol 
that is often used on labels and 
restaurant menus. FDA specifically 
invites comment on the appropriate 
meaning or warnings to be attributed to 
the heart symbol and other currently 
used logos and symbols. Should they be 
regarded as nutrient content descriptors, 
health claims, or both? Should they be 
defined as such by FDA and, if so, how? 
FDA’s goal in considering these 
questions will be to retain the use of 

logos and symbols where they are useful 
in communicating health-related 
information to consumers but to guard 
against their use in a manner that would 
be confusing or misleading to 
consumers. 

While the act focuses on the 
substance-disease relationship, it is 
clear that the Congress was concerned 
about any disease claims that are made 
on food (Ref. 1). In reviewing the 
evidence on the 10 topic areas, however. 
FDA has become aware that there may 
be certain relationships between foods 
and diseases that are supported by the 
available evidence but that cannot be 
attributed to a particular nutrient. For 
example, the scientific evidence shows 
that diets high in whole grains, fruits, 
and vegetables, which are low in fat and 
rich sources of fiber and certain other 
nutrients, are associated with a reduced 
risk of some types of cancer. The 
available evidence does not, however, 
demonstrate that it is total fiber, or a 
specific fiber component, that is related 
to the reduction of risk of cancer. The 
question is thus whether, to fulfill 
Congress’s intent in the 1990 
amendments, FDA should regulate 
claims about apparent food-disease 
relationships and, if so, how it should do 
so. For example, the recent National 
Cancer Institute “Five-A-Day” program 
constitutes dietary guidance and not a 
health claim (Ref. 1). It could appear on 
the label of foods that appropriately fall 
within the terms of the dietary guidance. 
FDA requests comments on what 
regulatory approaches, if any, with 
respect to these types of claims would 
be most consistent with the act’s and the 
agency’s goals of assuring both that 
useful nutritional information is 
available to consumers, but that the 
information is scientifically valid and 
not misleading. The agency also 
requests comments on whether, if the 
agency should regulate such claims, it 
should do so under proposed $101.14 or 
under the general regulatory regime of a 
label needing to be truthful and not 
misleading. 
2. Substance 

In proposed JJ lOl.l4(a)(Zl. FDA is 
proposing to define the term 
“substance” to facilitate identification, 
within the proposed regulation and in 
this document, of all food components 
that are candidates to be the subject of a 
health claim. Thus, FDA is proposing to 
define the term “substance” to include 
any component of a conventional food 
or of a dietary supplement of vitamins, 
minerals, herbs, or other nutritional 
substances. Reference in the definition 
to “a dietary supplement of vitamins, 
minerals, herbs, or other similar 

nutritional substances” incorporates the 
statutory language in section 403(r)(5)(D) 
of the act. which directs the agency to 
establish a procedure and standard for 
claims for dietary supplements. 
3. Nutritive Value 

FDA is proposing to define the term 
“nutritive value” to facilitate use of one 
of the criteria under which a substance 
is a food and thus appropriately the 
subject of a health claim. FDA proposes 
to define the term “nutritive value” as 
value in sustaining human existence by 
such processes as promoting growth. 
replacing loss of essential nutrients, or 
providing energy. FDA developed this 
definition based on the common 
meaning of the words that make up this 
term. 

“Nutrient” is defined in the Random 
House Dictionary of the English 
Language as ‘I* * * [a substance 
capable of] providing nourishment or 
nutriment.” This dictionary defines 
“nutriment” as “any substance or matter 
that, taken into a living organism, serves 
to sustain it in its existence, promoting 
growth, replacing loss, and providing 
energy,” The dictionary defines 
“nourishment” as “something that 
nourishes: food, nutriment, or 
sustenance.” Further, the dictionary 
defines “nourish’ as “to sustain with 
food or nutriment; supply with what is 
necessary for life, health, and growth.” 
The agency’s proposed definition for 
“nutritive value” encompasses these 
common definitions except that the 
definition is specific for humans, for 
consistency with section 403(r)(l) of the 
act. 

Use of the phrase “such processes as” 
in the proposed definition conveys a 
measure of flexibility that the agency 
believes is necessary for evaluating 
future petitions. Within the context of 
the daily diet, there may be a wide array 
of substances that could logically supply 
nutritive value. For example, if a 
substance as a component of a food is of 
value for cellular functions by providing 
catalytic support for protective reactions 
(e.g., inhibiting harmful processes], that 
substance could be viewed by FDA as 
providing nutritive value. FDA also 
advises that any substance that is 
identified as a nutrient in section 
403(q)(l)(C), WllID). or (WI(E) of the 
act conforms to the proposed definition 
of “nutritive value.” 
4. Dietary Supplement 

FDA is proposing to define “dietary 
supplement” as a food, other than a 
conventional food, that supplies a 
component with nutritive value to 
supplement the diet by increasing the 



total dietary intake. of that substance. A 
dietary supplement includes a food for 
special dietary use within the meaning 
of 9 lUl*a)(2] that is in conventional 
food form. 

ThLs term, although used in section 
403(r)@)(5) of the act, is not defned in 
the 1990 ame&uumts. Ih the pnst, FDA 
has taken a pesitioa that the tern 
“dietary supplement” applied <mly to 
supplements composed of essential 
nutrients. However, FDA is not 
proposing to limit the definitiou in 
3 101.14(a) in this way because section 
403[r](S](D) of the act includes dietary 
supplements of “herbs” which, as foods. 
are generally used for flavor or aroma 
rather than for otttritive value. Herbs 
contain few essential nutrients,, and 
those essential nutrients that are present 
are se&m prf3sent in significant 
amounts on a per serving basis. In 
addition, the legislative history indicates 
that the term “other nutritional 
substances” could include a number of 
substances that have not been ishown to 
be essential (ReE. 2). 
5. Disqualifying Nutrient Levels I 

Section 403(r)(3)(A)(ii) of the act 
provides that a health claim maiy only 
be made for a food that does not 
contain. as determined by regulation, a 
nutrient in an.amount that increases to 
persons in the general population the 
risk of a disease or heatth-relatad 
condition that is diet related, taking into 
account the significance of the food in 
the total daiiy diet. There is no 
indication in the legislative history of 
this provision as to what Congress 
considered to be an amount of a nutrient 
in a specific food that would increase 
the risk of a disease. 

The statute provides the same 
standard in section 1103(r)(2)fB](ii) of the 
act for nutrient content claims, with the 
requirement that the label or labeling of 
any food that contains a nutrient at a 
level that increases the risk of a diet- 
related disease or health condit.ion shall 
identify that nutrient in immediate 
proximity to the claim. A similar 
requirement for a cholesterol content 
claim is in section ~r)[2)(A@ii)(Ii) of 
the act. In referring to these levels for 
nutrient content claims. FDA uses the 
term “disdosure levels” [see cojmpanlon 
document on nutrient content claims 
published elsewhere in this issue of the 
Federal Wegistet). The disclosure level 
for a nutrient for a content claim is the 
same as the disqualifying level fbr the 
nutrient for a health claim. 

FDA is defining “disqualifyinfl 
nutrient levels” (referred to in this 
document as “disqualifying levels*‘) in 
proposed Q lM.t4(a)(5j. FDA Is 
proposing to define ‘Wsqualifytng 

nutrient !eveW as the #eveis of total fat, 
saturated fat, cholesterol, or sodium in a 
food above which&e food will be 
disqualified from making a health claim. 
The agency is proposing &at the 
disqualifying levels are Il.5 grams (gj of 
fat, 4.0 g of saturated fat, 45 milligrams 
[mg) of chohWero1, or 36@ mg of sodium 
per refistW!ca annY&aWtXmnmm& 
consumed, per labeled serving size, and 
perlOOg.Anyoneofthelev0ls,fmaper 
reference amount Gctmmaly GMsume& 
a per labeled serving size. or a per 100 g 
basis, will disqualify a food from making 
a health claim. 

These disqualifying levels are 
intended to ensure that a food that bears 
a health claim does not at the same time 
contain a nutrient at a level that 
increases the risk of a disease. Because 
Congress did not identify any specific 
nutrients that were of concern, 
consistent with section 403(r) of the act, 
FDA considered the risk presented by 
nutrients of the type required by section 
403(q)(l) and [qx2) of the act to be in the 
label or tabehng of fad. Of these, 
nutrients. total fat, saturated fat, 
cholesterol, and sodium have been 
associated with increased pisk of 
disease. For maintenance of good 
health, recommended limits for dietary 
intake lev& have been identified for 
eaoh of these nutrients (Refs. 5 through 
7). 

Excessive intake of sugars has been 
associated with increased risk of tooth 
decay. However, the specific dietary 
level at which this increased risk occurs 
is uncertain, and there is, therefore, no 
recommended level for dietary intake 
for sugars. In addition, excessive intake 
of calories is associated with obesity 
which is a positive risk factor for a 
number of diseases. “Nutrition and Your 
Health; Dietary Guidelines for 
Americans” (Ref. 7, hereinafter referred 
to as “Dietary Guidelines for 
Americans”) recommends that all 
Americans maintain a healthy body 
weight. However, the level of calories 
needed to maintain a healthy weight can 
vary widely among individuals 
depending on age, sex, build, and 
physical activity, and there is no specific 
recommended level for calories in terms 
of an absolute number or as a function 
of the intake of other nutrients. 
Therefore, FDA cannot identify any 
single level of calories or sugar in a food 
that would increase the risk of disease. 

Although there are recommended 
levels for dietary intake for total fat, 
saturated fat. cholesterol. and sodium. 
there are no Ip?nerally &ognind Ievejs 
at which these nutrients in an individual 
food pose an Increased risk of disease. 
Thus, FDA knows of na established or 
accepted9approach for identtfying 

disquzdifying tev& for these nutrients. 
FDA has, therefore. used an approach 
that is based upon the recommended 
levels for dietary intake of these 
nu+rients in setting &e proposed 
disquaMying fevds because deviation 
from the recommended levels bail been 
assooi@ed with an increased risk of 
disease. 

As discussed in the supplementary 
proposal on mandatory m&Wan 
lab&&j p&$&l&d elMWhere in this 
issue of the We& fb@3tet, FDA is 
proposfng to codify the recommended 
dietary levels for fat, saturated fat, 
cholesterol, and sodium, as well as for 
seved other nutrients, as Daily 
Reference VaIues (DRV). The DRVs 
reflect current and estabitsbed scientific 
evidence related to overall nutr+ent 
intake and risk of diet-refated disease. 
They are intended to reflect total dietary 
intake, not intakes from individual 
foods. Therefore, to derive disqualifying 
levels for he&b c?aims, FDA had to fmd 
a way d translating total dietary intake 
into nut&nt levels in indlvidua1 foods 
that could be considered to increase the 
risk of disease. 

To determine the appropriate 
disqu&‘ying 1eveIs based on the DRVs 
for total fat, saturated f&t, cholestero1, 
and sodium, FDA used an approach 
based oti the number of servings of food 
in a day and avaiiabIe information on 
food composition. An estimate for tbe 
number of servings of food in an average 
daily meal pattern is approximately 16 
to 20 servings mefs. 6 through lo]. If the 
nutrients under consideration were 
evenly distributed. then each food 
serving in a recommended diet would 
contain 5 to 8.25 percent of each DRV. 
However, as expected, analyses of 
FDA’s Regulatory Food Composition 
Data Base (Ref. 11) revesled that these 
nutrients are not evenly distributed 
within foods. 

In this approach, FDA considerec that 
a nutrient is found in a food category if 
over half of the foods in the category 
contained 2 percent or more of tbe 
proposed Reference Daily intake @UX) 
or DRV, as appropriate, for the nutrient. 
Two percent of the labef refarence value 
has been used by the agency in the past 
as a measurable level of a nutrient in a 
food. The agency further considered a 
nutrient to be: fl) ubiquitously 
distributed if it was found in more than 
75 percent of the food categories: (2) 
moderately distributed if it was found in 
51 to 70 percent of the food categories: 
and (3) not widely distributed if it was 
found in 50 percent or fewer of the food 
categeries. Total fat, saturated fat, 
cholestervl, end.sodlum were found to 
be in SO to 70 percent of the food 
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categories (Ref. 12). If the nutrient is 
available from approximately 50 to 75 
percent of food categories, then it is 
reasonable to expect that it may be 
available from perhaps as few as half OF 
the foods/beverages consumed. That is, 
assuming that as many as 20 foods/ 
beverages are consumed in a day (Ref. 
lo), it is reasonable to expect that the 
nutrient may be available from perhaps 
as few as 10 of the foods/beverages. 
Consequently, if these nutrients are not 
available in up to half of the food in a 
balanced diet, then the remaining half of 
the foods can contain an average of 
twice the 5 to 6.25 percent, or 10 to 12.5 
percent, of the DRV without causing the 
daily intake to exceed the DRV for any 
nutrient. The agency used this result as 
a starting point for determining the 
appropriateness of 10 percent of the 
DRV as the disqualifying level for 
nutrients in foods. 

As an initial calculation, the agency 
determined that the consumption of 10 
foods per day containing 10 percent of 
the DRV would result in a consumption 
of 100 percent of the DRV in a day. This 
level of intake is not considered to 
constitute a risk for diet-related diseases 
and suggests that the level of 10 percent 
is too low as a criterion. The agency 
then doubled the 10 percent value to 20 
percent and determined that, assuming 
the consumption of 10 foods per day at 
the level of 20 percent of the DRV, the 26 
percent criterion results in consumption 
of twice the DRV. This level of intake is 
more than sufficient to constitute risk. 
Thus, the agency tentatively concluded 
that the appropriate percent of DRV 
constituting a risk for individual foods 
was likely to be found between 10 and 
20 percent of the DRV. 

Accordingly, with the data base 
available to the agency, FDA evaluated 
10.15, and 20 percent using two criteria 
to determine whether the consequences 
of each as the disqualifying level would 
be reasonable [Ref. 13). The agency 
analyzed a list of foods to see which 
foods would be disqualified from 
bearing a health claim and which would 
not, and whether the rcsuhs made sense 
from a nutritional standpoint. Foods that 
contain relatively high levels of one or 
more nutrients that should be consumed 
less frequently to maintain a diet that 
meets the guidelines, should be 
disqualified by an appropriate criterion. 
On the other hand, foods that would be 
helpful in a recommended diet should 
not be disqualified. 

Using this analytic strategy, the 
agency found that the 10 percent level 
was too low. A number of foods thought 
to be useful in maintaining a balanced 
diet would be disqualified at this level, 

including many vegetable and cereal 
products. The 20 percent level was too 
high. Under it, some foods would be 
permitted to bear health claims that 
should not be consumed frequently in a 
healthy diet, including some shortenings 
and candies. The results of testing the 
three different levels demonstrated that 
a level of 15 percent of the DRV was the 
most reasonable. 

Based on these analyses, FDA is 
proposing that 15 percent of the DRV per 
reference amount commonly consumed 
and per labeled serving size (as 
discussed in the proposal on serving 
sizes published elsewhere in this issue 
of the Federal Register) of a food be the 
disqualifying/disclosure level (i.e., 11.5 g 
of fat, 4.0 g of saturated fat, 45 mg of 
cholesterol, and 360 mg of sodium for 
the subject nutrients). These levels are 
those above which total fat, saturated 
fat, cholesterol, and sodium will be 
deemed to increase risk of a diet-related 
disease or health condition. 

However, an analysis (Ref. 14) also 
showed that there were some foods that 
do not exceed the 15 percent DRV level 
on a per serving basis because of small 
serving sizes but that contain relatively 
high concentrations of one or more of 
the subject nutrients on a caloric basis. 
The agency believes that nutrient-dense 
foods like these should not be promoted 
fur increased use in a diet because they 
do not conform to national guidelines, 
and that these foods should not bear 
health claims. Therefore, the agency is 
proposing to also disqualify a food from 
bearing a health claim (or require 
nutrient disclosure for content claims] if 
the food contains more than 15 percent 
of the DRV for fat, saturated fat, 
cholesterol, or sodium per 100 g. Based 
on analyses using FDA’s Regulatory 
Food Composition Data Base (Ref. 14), 
foods that might be disqualified from 
bearing health claims because of this 
criterion include some dessert toppings, 
gravies, crackers, cookies, and chocolate 
candies. 

The agency recognizes that the 
nutrients fat, saturated fat, cholesterol, 
and sodium are not found in the same 
number of foods nor are they present in 
foods at the same level. For instance, 
sodium is more ubiquitous than 
cholesterol among food categories, but 
cholesterol is generally found to be 
present in a food at higher levels of the 
DRV than is sodium. Therefore, the 
agency specifically requests comments 
on this approach for determining the 
disqualifying/disclosure levels 
particularly as it relates to the 
variations in nutrient distributions 
among foods and to the appropriateness 

of establishing different levels for 
different nutrients. 

The agency stresses that 
disqualification of a food from bearing a 
health claim does not, and should not, 
imply that the food cannot be 
incorporated into a balanced diet. To 
illustrate this point, one of the dietary 
guidelines advises American consumers 
to choose a diet that is low in fat, 
saturated fat, and cholesterol to achieve 
the benefit of lowered risk for several 
diet-related diseases (Ref. 7). It is 
recognized, however, that some foods 
containing these dietary lipids, such as 
meats, milk, cheese, and eggs, are also 
good sources of high quality protein, 
certain vitamins, and essential minerals. 
Although such foods when modified to 
be low in fat may make it easier for 
consumers to comply with the dietary 
guidelines, the unmodified foods can 
still be part of a healthy diet with 
judicious selection. 

FDA does not intend that the 
estab!ishment of disqualifying levels, as 
required by the 1990 amendments, be 
perceived as the creation of a good- 
food/bad-food concept. It is not true 
that a food that qualifies for a health 
claim is good, while one that does not is 
bad. Rather, a health claim on a food 
label is a promise to consumers that 
including the food in a diet, along with 
other dietary modifications, will be 
helpful in attaining the claimed benefit 
and will not introduce a risk of another 
disease or health-related condition. 

The agency also notes that under 
section 403(r)(3)(A)(ii) of the act, a claim 
that would otherwise be disallowed 
because of a disqualifying level of a 
nutrient may be permitted by regulation 
for a food based on a finding that such a 
claim would assist consumers in 
maintaining healthy dietary practices 
and based on a requirement that the 
presence of the nutrient that would 
otherwise be disqualifying be 
prominently disclosed on the label or 
labeling in proximity to the health claim. 
The agency is not, however, aware of 
information to support such a regulation. 
FDA will address such situations on a 
case-by-case basis when evaluating 
potential health claim topics. If there is 
information to support permitting a 
claim on this basis, it should be 
submitted as part of a petition 
r!?qucsting a regulation authorizing a 
health claim. 

The agency requests comments on 
how it should exercise its authority 
under section 403(r)(3)(A)(ii) of the act. 
For example, the agency notes that 
whole milk will be disqualified from 
making a claim about calcium and 
csteoporosis because it contains fat in 
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a n  a m o u n t that exceeds  the 
d isqual i fy ing level.  F D A  is not  p ropos ing  
to m a k e  a n  except ion  for who le  mi lk 
because  low fat mi lk a n d  sk im mi lk 
cou ld  b e a r  such  a  claim. Thus,  the 
agency  be l ieves that there  is n o  bas is  to 

ant ic ipates rece iv ing a  w ide  r a n g e  of 
pet i t ions for hea l th  c laims. However ,  
b a s e d  o n  the act as  a  who le ,  F D A  
be l ieves that there  a re  cer ta in cr i ter ia 
that must  b e  m e t be fo re  a  subs tance 
wou ld  qual i fy  as  the subject  of a  hea l th  
c laim. T h e  agency  is p ropos ing  these 
cr i ter ia in  0  101.14(b) .  They  ref lect not  
on ly  the requ i rements  of se& ion  403( r )  
of the act but  a lso  the fact that F D A  is 
cha rged  wi th ensur ing  the safety of the 
food  supply,  a n d  that t he  food  labe l  is 
not  mis lead ing.  G iven that agency  
eva luat ions of the val idity of a  hea l th  
c la im wil l  b e  resource  intensive, F D A  is 
p ropos ing  not  to m a k e  such  a n  
eva luat ion  un less  a  pet i t ion for a  hea l th  
c la im demonst ra tes  that the pre l im inary  
requ i rements  in  p r o p o s e d  0  101 .14(b )  a re  
m e t. 

shou ld  qual i fy  for heat th  c laims. To  the 
contrary.  a  f i rm cou ld  not  a d d  a  d r u g  to 
a  food  to justify a  hea l th  c la im (e.g., 
add i t ion  of asp i r in  o r  a n  h e r b  w h o s e  
on ly  k n o w n  use  is for med ic ina l  effects 
such  as  be l l adonna ,  rauwol f ra,  o r  ye l low 
dock).  S u c h  add i t ion  wou ld  m a k e  the 
food  a  d r u g  wi th in the m e a n i n g  of 
sect ion 201 (g )  of the act. A n y  subs tance 
that is to b e  the subject  of a  c la im must  
m e e t the def in i t ion of a  “food’ u n d e r  
sect ion 2011f l  of the act. Conseauendv .  
the agency  is p ropos ing  3  iO I.$b)(2j  
a n d  (bl f3l  to assure  that c la ims a re  

m a k e  a  f ind ing that permi t t ing such  a  
c la im o n  who le  mi lk wou ld  assist 
consumers  in  ma in ta in ing  hea l th  d ietary 
pract ices. T h e  agency  requests  
comments  o n  the appropr ia teness  of its 
a p p r o a c h  to this issue. It has  b e e n  
sugges ted  that the agency  shou ld  
cons ider  the net  pub l ic  hea l th  benef i t  in  
dec id ing  whe ther  to permi t  a  c la im o n  a  
food  that conta ins a  nutr ient  at a  level  
that exceeds  the d isqual i fy ing level  (e.g., 
a n  os teoporos is  c la im o n  a  food  h igh  in  
fat). Th is  sugges t ion  is that there  a re  
advan tages  in  a l low ing  such  Ic laims wi th 
full a n d  p rominen t  d isc losure rega rd ing  
o ther  nutr ients,  s imi lar  to the 
requ i rements  for nutr ient  c laims, 
because  the pub l ic  hea l th  ga in  f rom 
consum ing  the nutr ient  that is, the 
subject  of the hea l th  c la im wou ld  
ou twe igh  the risks f rom consum ing  the 
nutr ient  that wou ld  o therwise  disqual i fy  
the food.  A  benef i t  wou ld  der ive  f rom 
consum ing  the nutr ient  that is the 
subject  of the claim, a n d  a  pe rson  cou ld  
ba lance  his o r  he r  in take of the 
d isqual i fy ing nutr ient  by  o ther  food  
select ions as  par t  of a  total diet. F D A  
requests  comments  o n  this an ld  o ther  
app roaches  in  imp lement ing  sect ion 
403(r ) (3)(A)( i i )  of the act. 

F D A  requests  comments ,  inc lud ing 
da ta  o r  o ther  in format ion,  o n  the 
p r o p o s e d  disqual i f icat ion levels. If the 
agency  is p e r s u a d e d  by  comments  that 
o ther  d isqual i fy ing levels, o r  t ihat 
modi f icat ions in  the p r o p o s e d  
d isqual i fy ing levels, wou ld  b e  m o r e  
appropr ia te ,  F D A  wil l  cons ider  mak ing  
any  appropr ia te  changes  in  the f inal ru le  
that is b a s e d  o n  this proposa l .  

T h e  agency  recogn izes  that (d ietary 
supp lements  a re  not  subject  to the 
prov is ions of sect ion 403( r ) (3 )  of the act. 
However ,  as  exp la ined  previously,  F D A  
has  tentat ively de te rm ined  that 
supp lements  a re  appropr ia te ly  subject  
to the s a m e  ru les as  convent iona l  foods.  
As  a  pract ical  m a tter, however ,  F D A  
doubts  that d isqual i fy ing levels wil l  
h a v e  any  signi f icant impact  o n  
supp lements  because  supp lements  a re  
fo rmula ted products  that a re  be ing  
p romo ted  as  heal thful .  It wou ld  not  b e  
log ica l  for such  products  to b e  
formula ted wi th signi f icant levels of 
nutr ients wi th k n o w n  adverse  effects. 
B . Pre l tm inary  Requ i remen ts  

Congress  a n d  FDA,  in  p r o p o s e d  
3  101.14(a)(Z) ,  h a v e  b road ly  de f ined  the 
subs tances  that  m a y  b e  the subject  of a  
hea l th  c la im. Consequen t l y ,  F D A  

1. E ffect o n  G e n e r a l  U.S. popu la t ion  
Sec t ion  403(r) (3)(b)( i i i )  of the act 

requ i res  that a  hea l th  c la im b e  stated in  
a  m a n n e r  “* * * so  that the c la im 
enab les  the pub l ic  to c o m p r e h e n d  the 
in format ion p rov ided  in  the c la im a n d  to 
unders tand  the relat ive s igni f icance of 
such  in format ion in  the context  of a  total 
dai ly  diet.” F D A  be l ieves that, for this 
requ i rement  to b e  satisf ied, the gene ra l  
U.S. popu la t ion  o r  s o m e  ident i f ied 
s u b g r o u p  must  b e  at r isk wi th respect  to 
the part icu lar  d ie t - re la ted d iease  o r  
condi t ion,  or,  if that is not  the case,  the 
p roponen t  of the hea l th  c la im a n d  any  
c la im a p p r o v e d  by  F D A  otherwise  
exp la ins  the p reva lence  of the d isease  
o r  hea l th- re la ted cond i t ion in  the U.S. 
popu la t ion  a n d  the re levance  of the 
c la im in  the context  of the total dai ly  
diet. Th is  wou ld  permi t  c la ims to b e  
eva lua ted  e v e n  if n o  show ing  was  m a d e  
that any  part icu lar  popu la t ion  g r o u p  is 
current ly  at risk, but  it wou ld  requ i re  
that such  in format ion b e  p rov ided  as  
par t  of any  resul t ing hea l th  c laim. In 
addi t ion,  the labe l  o r  labe l ing  wou ld  b e  
requ i red  to inc lude any  potent ia l  r isks 
p o s e d  by  the nutr ient  for wh ich  the 
c la im is m a d e . 
2. C o m p o n e n ts in  F o o d  W ithin Context  
of Dai ly  Diet  

As  stated above ,  Congress  a n d  F D A  
h a v e  p rov ided  for a  w ide  var iety of food  
componen ts  as  potent ia l  subjects of 
hea l th  c laims. These  componen ts  r a n g e  
f rom des i rab le  components ,  such  as  
essent ia l  nutr ients,  to componen ts  
w h o s e  in take shou ld  b e  l imited, such  as  
saturated fat, a n d  e v e n  to componen ts  
that h a v e  tradi t ional ly se rved  pr imar i ly  
as  sources  of f lavor o r  a roma,  such  as  
herbs.  

However ,  the agency  d o e s  not  be l ieve  
that Congress  in tended  that every thmg 
that can  b e  formula ted into a  form in  
wh ich  it cou ld  b e  c o n s u m e d  entera l ly  

. _. _  
m a d e  on ly  for substances that a re  foods.  

W ith respect  to what  const i tutes food,  
F D A  adv ises that sect ion ZOl(f l  of the 
act states that the term “food’ m e a n s  
“(1)  art ic les u s e d  for food  o r  dr ink  for 
m a n  or  o ther  an imals ,  (2)  chew ing  g u m , 
a n d  (3)  art ic les u s e d  for componen ts  of 
any  o ther  such  art icle.” This  statutory 
def in i t ion has  b e e n  in terpreted by  case  
law ( iVutdab,  Inc. v. Schweiker ,  7 1 3  
F.2d 335 .338  (7th ar. 19631 )  to inc lude 
“c o m m o n  sense  foods,” that is, art ic les 
u s e d  pr imar i ly  for taste, a roma,  o r  
nutr i t ive va lue,  as  wel l  as  componen ts  
of food,  bo th  inherent  a n d  added .  

Consis tent  wi th the statute a n d  
app l i cab le  case  law, F D A  is p ropos ing  
in  0  101.14(b) (3) ( i )  that a  subs tance that 
is the subject  of a  sugges ted  c la im that 
exp la ins  the advan tages  of consum ing  
the subs tance at o ther  than  dec reased  
levels must  contr ibute taste, .aroma.  o r  
nutr i t ional  va lue  to a  food,  o r  serve  o n e  
o r  m o r e  of the technical  effects l isted in  
2 1  C F R  170 .3 (o )  (e.g., nutr ient  
supp lement ) .  In addi t ion,  Congress  
explicit ly d i rec ted in  sect ion 
403(r) (3)(BJ( i i i )  of the act that regu la t ions  
permi t t ing hea l th  c la ims a l low the 
pub l ic  to c o m p r e h e n d  the s igni f icance of 
the hea l th  benef i t  wi th in the context  of 
the tptal dai ly  d iet  so  that consumers  
m a y  modi fy  their  d iets to ach ieve  pub l ic  
hea l th  goals .  Obv ious ly  a  subs tance 
must  b e  a  food  for it to h a v e  any  
s igni f icance in  the diet. 

For  consumpt ion  of a  subs tance to 
h a v e  s igni f icance wi th in the context  of 
the dai ly  diet, F D A  is a lso  p ropos ing  in  
8  101.14(b) (3) ( i )  that the subs tance must  
reta in its food  attr ibutes at the levels 
that a re  necessary  to justify the claim. 
For  examp le ,  if the subs tance is a  
v i tamin that must  b e  present  at a  
therapeut ic  level  for a  hea l th  benef i t  to 
occur,  the supp lemen t  wou ld  not  qual i fy  
for a  hea l th  c la im u n d e r  this proposa l .  A  
therapeut ic  level  of a  v i tamin wou ld  b e  
far a b o v e  that level  that is norma l ly  
character ist ic of food,  and ,  
consequent ly ,  the v i tamin wou ld  not  
re tam Its food  attr ibutes. However ,  F D A  
is not  p ropos ing  a  specif ic def in i t ion in  
the gene ra l  prov is ions of this p rovusa l  
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fcr an upper limit of any substance 
based on the context of the daily diet. 
Knstead, the agency intends to leave it to 
the petitions that are submitted to 
demonstrate on a case-by-case basis 
that the substance is a food component 
and is appropriately the subject of a 
health claim regulation. 

FDA is proposing that this provision 
apply to dietary supplements as well as 
conventional foods. Section 403 of the 
ect applies to foods, and thus FDA 
considers it appropriate to require that 
the substances that are to be the subjec.t 
of a health claim under the authority of 
section 403(r)(5)(D) of the act, as well a:s 
section 403(r)(3) of the act, satisfy the 
definition in section 201(f) of the act. 
This provision is fully consistent with 
section 411 of the act. The proposed 
provision places no limits on the 
potency of safe vitamins and minerals. 
However, if a claimed effect can only be 
achieved at a level of a vitamin, mineral, 
or other substance that scientifically 
cannot be characterized as nutritional, 
but rather as therapeutic. then that fact 
will be considered by the agency in 
deciding whether the claim is 
appropriate for a food, or whether it is in 
fact a claim that would make the 
;c$catc; drug under section ZM(g)(l)(B) 

Under proposed 0 1(%14(b)(3)(i). food 
components that are modified to such an 
extent that they no longer retain their 
food attributes will also not be eligible 
to be the subject of a health claim. If 
claims are made for such components, 
the agency may weU. regard the 
components as drugs. 

In view of the necessity for a 
substance to be a food to qualify for a 
health claim, FDA disagrees with the 
comments that it has received that 
asserted that health claims should be 
permitted for over-the-counter [OTC) 
drugs. For example, a comment asserted 
that a manufacturer of a bulk-fiber 
laxative product that makes the drug 
claim “relief from constipation” should 
not be prohibited from making a 
cholesterol-lowering health claim on the 
label of that product. 

FDA believes that a food claim on a 
drug product would be misleading to 
consumers. On a drug label, the thrust of 
all the information is toward what the 
product itself will do. For example, the 
label states that the product wiil relieve 
constipation. Moreover, it lists active 
ingredients. Thus, there is reason to 
believe that in the examnle cited in the 
comment, consumers wiil read the 
cholesterol-lowering claim as saying 
that the product itself will lower 
cholesterol levels, and not that a 
properly structured diet would have the 
effect. This interpretation would be 

wrong, and it is FDA’s obligation to’try 
to structure the rules for health claims to 
minimize the possibility that such 
misunderstandings will occur. 
Therefore, FDA believes that it would 
be inappropriate to put a health claim on 
a drug product. 

Moreover, in a 1934 Senate report for 
a predecessor bill of the act, there was a 
discussion on the need for a provision to 
the effect that the definitions of food, 
drug, and cosmetic should not be 
construed to be mutually exclusive (Ref. 
15). It was concluded that such language 
would be superfluous: 

The use of which the product is to be put 
will determine the category into which it will 
fall’ l ‘.~fiitissoMtobeused~~ase 
food and for the prevention or treatment of 
disease it would satisfy both definitions and 
be subject to the substantive requirements for 
both. The manufacturer of the article, through 
his representatione in conuection with its 
sale, can determine the use to which the 
article is to be put. For example, the 
manufacturer of a laxative which is a 
medicated candy or chewing gum can bring 
his product within the definition of drug and 
escape that of food by representing the article 
fairly and unequivocally as a drug product. 
(Ret 15). 

A product that is labeled for relief 
from constipation has been fairly and 
unequivocally represented by its 
manufacturer as a drug. Thus, under this 
legisiative history, the product is subject 
to regulation only as a drug. A5 such it 
would not be eligible to bear a health 
claim. This is not to suggest, however, 
that a fiber supplement would not in 
appropriate circumstances be a food 
and an appropriate candidate for a 
health claim. A determination as to 
whether a claim would be appropriate 
must be based on the factors proposed 
in this document and on any specific 
factors in the regulations in part 101, 
subpart E. 

Further, the comment stated that 
“dual labeling” of OTC drug products 
(i.e.. drug claims and food health claims 
in the same labeling) should be 
permitted to avoid excess proliferation 
of similar products with different 
labeling in the marketplace and to be 
consistent with well-established 
precedents far dual labeling for drug and 
cosmetic claims on drug products (e.g., a 
cosmetic claim, such as “promoting 
white teeth,” and a caries prevention 
claim for toothpaste). 

FDA also rejects this aspect of the 
comment. The agency believes that the 
potential for consumer confusion 
outweighs any concerns about a 
proliferation of products with health 
claims. That part of the comment on 
precedents for drug and cosmetic claims 
in labeling of the same article is not 

pertinent to this proposal because of the 
differences in the substantive 
requirements for a food health claim 
compared to those for a cosmetic claim. 
3. Safety 

As discussed in section IV.A.5 of this 
document, section 403(r)(3)(A)(ii) of the 
act states that a health claim may only 
be made for a food that does not contain 
any nutrient in an amount that increases 
to persons in the general population the 
risk of a disease or health-related 
condition that is diet related, taking into 
account the significance of the food in 
the total daily diet. FDA believes that, in 
addition to requiring establishment of 
disqualifying leveis, this provision 
evidences a concern by Congress that a 
substance that is the subject of a health 
claim be used in a manner that is safe. 
This concern was reflected in the 
statements of the sponsors in both the 
House and the Senate (Refs. 2 and 3). 
Further, section 9 of the 1990 
amendments states that the 
amendments “shall not be construed to 
alter the authority of the Secretary of 
Health and Human Services ’ l l under 
the Federal Food, Drug, and Cosmetic 
Act * * *.I’ Thus, FDA’5 responsibility 
for ensuring the safety of foods has in nti 
way been diminished by the passage of 
the 1990 amendments. 

This fact is particularly significant 
because the agency will be specifically 
providing for the health claims that will 
be made. The agency believes, given its 
responsibiiities under the act, that it 
would be inappropriate for it to provide 
for a claim for a substance without 
assurance that the levek at which the 
substance will be consumed, or will 
likely be consumed, in response to the 
health claim will be safe andin 
compliance with the food safety 
provisions of the act. 

Accordingly, FDA is proposing in 
0 101.14(b)(3)(ii) that the substance must 
be a food ingredient, or a component of 
a food ingredient, that the proponent of 
the claim can demonstrate to FDA’s 
satisfaction to be safe and lawful when 
used at the level that is likely under the 
claim. This showing can be based on: (I) 
A demonstration that the substance is 
generally recognized as safe (GRAS) 
within the meaning of 21 CFR 170.30; (2) 
a listing of the substance as GRAS in 21 
CFR part 182 or as affirmed as GRAS in 
21 CFR part 184; (3) a food additive 
regulation: or (4) a sanction or approvar 
granted by FDA or the United States 
Department of Agricultu,re prior to 
September 6.1958. If the safety and 
lawfulness of the substance is not 
expressly recognized in an FDA 
regulation, the burden wit! rest on he 
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claims proponent, as a prerequisite to 
FDA’s evaluation of the health claim, to 
submit all the scientific data aud other 
relevant information required to 
demonstrate safety and lawfulness in 
accordance with applicable petition 
requirements. FDA will withhold review 
of the health claim until it is satisfied on 
these points. Given the timeframes that 
FDA is proposing in response to the act 
for action on petitions for health claims, 
the agency anticipates that it may be 
necessary in many cases to deny the 
health claim petition without prejudice 
until the agency has completed its 
review of the petition for safety of the 
use of the food ingredient. 

By way of explanation, FDA has 
recognized that it is impracticalble to list 
all substances that are GRAS for their 
intended use based on their common use 
in food prior to 1958. For example, FDA 
regards food ingredients such as salt, 
pepper, vinegar, and baking powder that 
were in common use before January 1. 
1958, as safe for their intended use. 
Similarly, 8 170.30(d) pertains to food 
ingredients of natural biological origin 
that have not been listed by the agency 
as GRAS and states that such an 
ingredient will ordinarily be considered 
to be GRAS if it has been widely 
consumed for its nutrient properties 
prior to January 1.1958, withoui known 
detrimental effects, is subject only to 
conventional processing as practiced 
prior to January 1,1958, and no known 
safetv hazard exists. The GRAS’ 
ingredients listed in part 182 in&de 
manmade ingredients and ingreldients of 
natural origin that were listed in most 
cases during 1958 through 1982 without a 
detailed scientific review of all 
available data and information relating 
to their safety, and thus their GRAS 
status is likewise based primarily upon 
common use in food before January 1. 
1958. 

In the case of ingredients used in 
accordance with a food additive 
regulation, a GRAS affirmation 
regulation under part 184, or a prior 
sanction, use of the claim within the 
provisions of the regulation or sanction 
will ensure that the ingredient is, used 
under conditions found by the agency to 
be safe, particularly in the case of food 
additives and substances affirmed as 
GRAS because these two classes of 
ingredients have been subjected to 
extensive safety review by the agency. 

The agency recognizes that health 
claims are likely to have a significant 
impact on the level of total consumption 
of food substances within the U.S. 
populatton (e.g., where the total number 
of foods consumed containing the 
substance increases without the level of 

use of the substance within those foods 
increasing). FDA intends to monitor 
such consequences closely. To assure 
that safety is not compromised by 
changes in consumption patterns, FDA 
intends to consider whether existing 
GRAS and food additive regulations 
need to be revised to adequately ensure 
the safety of the food supply. 

For example, the agency is concerned 
about the changing consumption 
patterns associated with the 
development and introduction into the 
marketplace of new sources of dietary 
fiber, along with the increased use of 
fiber sources as food ingredients or as 
supplements of fiber, that has occurred 
in recent years and that could be 
exacerbated if a claim is ultimately 
authorized for fiber. FDA intends to 
update its GRAS regulations for sources 
of fiber in the near future. To deal with 
this issue, the agency intends to initiate 
a review of the existing types of isolated 
dietary fibers and their use as a broad 
class of foods to identify and assess 
scientific information on the safety of 
this use. This review will include 
consideration of the biological effects of 
different fibers, the extent to which such 
effects are significantly different for 
subclasses of dietary fiber, and whether- 
biological effects are significantly 
altered by chemical or physical changes 
and by processing. FDA may use the 
results of this or other reviews to 
develop a new strategy for assessing 
food safety. 

Because sections 201(s) and 409 of the 
act apply to substances that become 
components of food by virtue of their 
intended use, and not to naturally 
occurring components of food such as 
cholesterol, these statutory provisions 
do not apply in instances in which the 
substance for which a claim is made is a 
nutrient identified in section 403(q)(l) 
(C) or (D) of the act that is a component 
of a whole food (not a food ingredient). 
However, the previously discussed 
disqualifying levels proposed under 
authority of section 403(r)(3)(A)(ii) of the 
act should provide an appropriate 
measure of safety for these substances. 
C. Vulidity Requirements 
1. The Scientific Standard 

FDA is proposing in 5 101.14(c) that 
health claims for all substances, 
including vitamins, minerals, herbs, and 
other similar nutritional substances in 
dietary supplements, be required to 
meet the following scientific standard: 

FDA will promulgate regulations 
authorizing a health claim only when it 
determines, based on the totality of publicly 
available scientific evidence (including 
evidence from well-designed studies 

conducted in a manner which is consistent 
with generally recognized scientiftc 
procedures and principles). that there is 
significant agreement, among experts 
qualified by scientific training and experience 
to evaluate such claims, that the claim is 
supported by such evidence. 

This standard embodies the language 
in the statutory requirements for 
conventional food in section 
403(r)(3)(B)(i) of the act that there be 
significant scientific agreement about 
the support for the claim and the 
mandate provided in the legislative 
history of the 1990 amendments that 
FDA have “a high level of comfort that 
the claim is valid” (Ref. 1). 

As Congress recognized [Ref. l), this 
standard has essentially the same 
content as the standard proposed by the 
agency in the 1990 reproposal. Some of 
the comments about the appropriate 
content of the standard favored it as 
proposed. However, other comments 
objected to the standard or suggested 
modifications. Some of these comments 
expressed concern about the provision 
of the standard concerning “the totality 
of publicly available scientific 
evidence.” A few comments asserted 
that this provision should be deleted 
because new, unreproduced, or 
controversial findings might not be 
considered. Other comments asserted 
that unpublished research findings, 
including proprietary data, should be 
considered in assessing conformity with 
the standard. Many comments objected 
to the provision requiring “significant 
scientific agreement” because of a belief 
that this provision means “consensus” 
or “unanimity.” Several comments 
maintained that, instead of “significant 
scientific agreement,” FDA should use a 
scientific standard encompassing 
different degrees of certainty for 
different types of health claims. 

There is now no basis under the act 
for the agency to modify any provisions 
of the proposed standard. The statute 
ratifies and adopts this proposed 
standard (section 403(r)(3)(B)(i) of the 
act). FDA advises, however, that it will 
consider under this standard the totality 
of publicly available scientific evidence 
concerning potential health benefits, 
including new, unreproduced, or 
controversial findings. Consistent with 
the intent of Congress in enacting the 
1990 amendments (Ref. l), FDA will use 
its discretion to give greater weight to 
those studies that are more persuasive, 
regardless of the nature or age of the 
studies. 

The agency cannot delete the 
provision in the standard for the 
evaluation of validity to be bast:d upon 
publicly available scientific evidence 
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because this provision is a requirement 
of the act (section 405(r)@)(R)(i)). Any 
interested party may submit information 
that is not publicly available in support 
of a proposed health claim. However, 
the agency will make all information 
that is submitted to support a health 
claim publicly available through its 
Dockets Management Branch (address 
above]. 

In addition. Congress stated that 
while the studies relied on to support a 
claim need not necessarily be published 
in peer reviewed journab. the agency 
may look to publication as a, factor in 
evaluating the weight to be given the 
study (Ref. I). The agency also cannot 
revise the requirement for “significant 
scientific agreement” because this 
requirement is also now a provision of 
the act. However this provision does not 
require a “consensus” or “unanimity” of 
scientific opinion. The requirements of 
this provision are explained in the 
legislative history of the 1990 
amendments. The House Report (Ref. 1) 
states: 

The standard is intended to be a strocg 
one. The bill requires thet the Secretary have 
a high ievel of confidence that the claim is 
valid. However. the standard does not 
require a unanimous agreemenl among 
expe?ts. Instead. the standard requin?s thnt 
there must be a significant agreement among 
experts. but it does not require that every 
expert in the field approve or agree with the 
claim. 
(1-I. Rept. 301-538, lolst Gong.. zd sess.. 19). 

For dietary supplements of vitamins, 
minerals, herbs, and other similar 
nutritional substances, the agency has 
the discretion to propose different 
requirements for a scientific standard. 
However, for reasons explained above 
in section Il1.D. of this document. FDA is 
proposing the same standard. 

FDA has applied the standard in 
proposed 0 101.14(c) in reading its 
tentative determinations on the 10 
substance-disease topics that are 
addressed elsewhere in this issue of the 
Federal Register. 
2. Assessment of Conformity With the 
Standard 

kDA is proposing no specific 
pravisions pertaining to the agency’s 
assessment of conformity with the 
standard. However, FDA envisions that 
to satisfy the scientific standard, a 
health claim must be supported by a 
sound body of scientific evidence that 
establishes the relationship between a 
substance and a particular disease or 
health related condition. The data must 
persuade FDA that the proposed cl&m 
is valid, and that the benefits featured in 
the claim pertain to the general U.S. 
population or to a significant segment of 

the U.S. population. Thus, the body of 
scientific data must be strong. A few 
unconfirmed studies, incompletely 
documented data, or significantly 
contradictory findings do not constitute 
a sound body of evidence. 

Further, the standard also requires 
that significant agreement exist among 
qualified experts that the claim is valid. 
“Qtalified experts” include individuals 
whose training and experience have 
produced a general or specific scientific 
expertise in the diet/health topic being 
considered for a specific claim. FDA is 
not proposing to define “significant 
agreement” among these experts 
because each situation may differ with 
the nature of the claimed health benefit, 
The agency believes that any specific 
definition of such agreement might 
prove arbitrary when viewed in light of 
the multiplicity of potential health 
benefits and the widely variable nature 
of expertise required to evaluate the 
significance of these benefits. Instead, 
FDA intends to use the discretion 
granted it by the 1990 amendments to 
assess the degree of agreement on a 
case-by-case basis. Nevertheless, FDA 
will take into account the full range of 
opinions among qualified scientific 
experts on a specific claim in 
determining whether significant 
agreement exists. 

FDA is not prescribing a specific set, 
type, or number of studies as being 
sufficient to support a health claim. The 
agency will consider all relevant data on 
a topic, including clinical studies 
(human studies conducted in a 
controlled clinical setting), 
epidemiological data [data from 
uncontrolled human populations), and 
animal studies. However, the type, 
quality, and relevance of a study from 
which data are derived have an 
important bearing on how much weight 
is placed upon the data. A full 
discussion of how to evaluate all types 
of studies on the impact of intake of a 
dietary substance on health is contained 
in chapter two of “Diet and Health: 
1mpiica:ions for Reducing Chronic 
Disease Risk” (Ref. 6). Important aspects 
from that reference provide part of the 
basis for the following discussion of 
how the agency intends to evaluate the 
quality of a study supporting a health 
claim. FDA requests comments on this 
approach. 

FDA believes that, for human studies, 
data rehed upon must be generalizable 
to, and preferably obtained from, the 
U.S. population. FDA intenda to give the 
greatest weight in its evaluation to well 
designed studies conducted with human 
subjects and in conformity with the 
agency’s requirements regarding 
institutional review (2X CFR part 56) and 

informed consent (21 CFR part 50). Data 
from laboratory studies using animals, 
in vitro tests, and chemical analyses of 
the food substance will also frequently 
be required to understand the nature of 
the relationship between the substance 
and the disease or health related 
condition. If nonclinical studies (animal 
or in vitro laboratory studies) are to be 
considered, those conducted in 
conformity with the good laboratory 
practice provisions in 21 CFR part 58 
will be given greater weight. 

Among human studies, certain types 
of designs may carry greater weight in 
demonstrating the purported substance- 
to-disease relationship. Ecological 
studies (correlational studies using 
grouped population data) of diet-disease 
relationships relate dietary patterns of 
whole populations to disease incidence 
or mortality rates for whole populations. 
Because these studies do not examine 
the relationship between diet and 
disease among individuals, the studies 
have been traditionally regarded as 
useful for generating, rather than 
definitively testing, a scientific 
hypothesis (i .e., an unproved theory]. 
Such studies are descriptive in nature 
rather than analytical. Thus, the results 
of ecological studies would be 
insufficient to demonstrate a 
relationship without other types of date 
to support them. 

Analytical epidemiolo_v studies 
(controlled studies on human 
populations] include case-control 
studies and cohort studies. In case- 
control studies, the relationship of a 
substance to a disease would be 
examined retrospectively by comparing 
persons with the disease to persons 
without the disease as to their exposur: 
to the substance. Cohort studies, on the 
other hand, observe prospectively 
individuals who have been exposed to 
the substance, and those who have not, 
to determine if disease develops over 
time. Case-control studies provide less 
reliable estimates of the strength of 
associations than cohort studies 
because they are subject to bias in the 
detection and selection of cases and to 
bias in assessing exposure. Also, case- 
control studies require careful 
consideration of the validity of dietary 
data and of the appropria!enees of 
control groups. 

An intervention study is a type of 
cohort study in which the “exposure,” or 
substance under study, is administered, 
or controlled, by the study investigators 
and the subjects for disease occurrence. 
For example. the study investigators 
may select a group of people to undergo 
a life-style modification, such as 
cessation of smoking, whereas an 
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additional group would make no 
changes. Both groups would then be 
followed over time, and their incidence 
of disease compared. The study 
investigators would have more control 
over an intervention study than a 
routine prospective cohort study 
because they can randomly select 
individuals for each group, thereby 
controlling for attributes other than the 
one under study that may affect disease 
occurrence. 

Although intervention studies are the 
most reliable of epidemiology studies for 
determining cause-and-effect 
relationships, FDA recognizes that 
generalizing from selected popul.ations 
often presents serious problems in the 
interpretation of such studies. 
Furthermore, in some cases, such as 
with cancers of different sites, 
intervention dietary studies are not 
feasible because diseases with lower 
frequency of occurrence, such as rare 
forms of cancer, require very large study 
samples to detect an effect. Moreover, 
there frequently are long latency periods 
from dietary exposure to onset of 
disease, often 20 to 30 years. 

In evaluating proposed claims, FDA 
will take into account the feasibility of 
obtaining what might be considered to 
be the best evidence and will weigh 
issues of feasibility against the scientific 
merits of available studies. In some 
situations. scientific or ethical 
conditions may exist that would 
preclude the acquisition~of data from 
human studies. Such scientific 
conditions associated with human 
research include the length of time 
needed to show an effect (e.g+, years 
versus months), the ability to measure 
specific indicators (e.g., tissue samples), 
and the number5 of subjects required to 
show an effect. Ethical condition5 would 
include potential risks associated with 
human studies in situations in which the 
study design would require removal of 
an individual from known beneficial 
treatment for the disease or would have 
an unreasonable, potentially detrimental 
impact on control subjects. 
Consequently, the agency would gwe 
data from uncontrolled studies greater 
consideration when either scientific or 
ethical conditions preventmore 
controlled studies. 

A combination of various types of 
studies can frequently compensate for 
deficiencies in individual studies and 
thus provide a stronger case to prove or 
disprove a hypothesis. Where FDA 
evaluates a meta-analysis (i.e., a 
reanalysis of pooled data from several 
distinct human studies], the agency 
considers such an analysis primarily as 
s!lpporting evidence. rather than as 

primary evidence, that can confirm the 
validity of data concerning a health 
claim. The agency must carefully 
scrutinize each meta-analysis to assess 
the soundness of its design and the 
quality of the data from individual 
studies to determine the significance of 
the data. Such scrutiny requires review 
of copies of all the original studies used 
for the meta-analysis. 

Data from animal laboratory studies. 
in vitro tests (tests in an artificial 
environment outside the living 
organism), and chemical analyses of the 
substance are particularly valuable in 
providing information on mechanism of 
action and pathogenesis (the 
development of a diseased or morbid 
condition) to help in understanding the 
nature of the relationship between the 
substance and disease or health-related 
condition. Experiments in different 
animal species can examine genetic 
variability and can permit more 
intensive observation under controlled 
conditions than can human studies. 
However, extrapolation of data from 
animal studies to humans is limited by 
the comparability of physiologic and 
metabolic parameters between animals 
and humans. 

The consistency of the demonstrated 
association between a substance and 
the disease or health-related condition is 
important when considering whether 
evidence from animal studies supports a 
health claim. Thus, the strongest animal 
evidence would be based on data 
derived from stu&es on more than one 
animal species or test system, on data 
that have been reproduced in different 
laboratories, and on data that give a 
statistically significant dose-response 
relationship. 

In assessing the overall data in each 
topic area, FDA will apply these general 
considerations but will seek to avoid the 
pitfalls of inftexible adherence to rigidly 
defined criteria. The overriding principle 
will be to determine whether there are 
consistent results from different types of 
well-conducted human studies by 
different investigators in different 
popula!ions. The strengths and 
weaknesses of each individual study 
will be evaluated. When experiments 
with animal models are appropriate, 
consistency of results between human 
and animal studies will also be 
considered. Such results will be 
interpreted in the light of any available 
evidence on the biological mechanism of 
the substance-disease relationship, 
evidence of a dose-response 
relationship, and similarity of the test 
substance with the nutrient or food 
component of interest. The significance 
of the disease from a U.S. public health 

standpoint will also be evaluated. In 
sum, FDA intends that its judgments 
concerning the overall quality of 
available data, the appropriateness of 
the study design, the consistency across 
different types of studies and 
laboratories, and the conclusions 
derived from the total body of evidence 
will be based on those generally 
recognized scientific procedures and 
principles that are most appropriate to 
the issues being addressed. 
3. Use of Scientific Summaries 

A number of comments on the 1900 
reproposal addressed the concept of 
development of a scientific summary as 
part of the procedure for regulating 
health claims. However, FDA no longer 
intends to use a separate document 
called a “Scientific Summary.” The 1990 
amendments require that health claim 
decision5 be made by regulation. The 
agency will discuss the scientific 
information substantiating the 
substance/disease relationship in the 
Federal Register document that 
proposes a regulation for the health 
claim. The regulation itself will include 
a summary of the scientific information 
and the conclusions supported by the 
science. Therefore, there is no longer a 
need for the Scientific Summary 
document. 

The 1990 amendments resolve many 
other issues raised in the comments. The 
request that scientific summaries be 
developed in an open process is met by 
the rulemaking process for establishing 
regulations. There is opportunity for 
public comment on the agency’s 
proposed analysis of the scientific 
information and conclusions. The 
petitions process that FDA is proposing 
in response to the 1990 amendments 
provides the opportunity requested by 
some comments for manufacturer5 to 
develop a scientific summary for the 
agency’s evaluation. 

One comment questioned the agency’s 
ability to keep a health claim scientific 
summary current with the evolution of 
new data and information on the subject 
of the summary. 

Thus point is well taken and indicates 
a need for the agency and the food 
industry to be mindful of new scientific 
information on the association between 
a substance and disease or health- 
related condition for which a claim is 
permitted by regulation. The likelihood 
of a need for frequent revision of any 
health claim regulation is greatly 
diminished, however, by the 
requirements of the statutory standard. 
The statute requires that, for each health 
claim, there be significant agreement 
among experts qualified by training and 
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experience that the claim is supported 
by a sound body of substantive 
scientific evidence. Accordingly, the 
likelihood of a regulation for a claim 
rapidly becoming obsolete is small. 
although not nonexistent. While 
resource limitations make it impossible 
for FDA to commit that it will ensure 
that its health claim regulations will 
reflect significant developments, any 
person who concludes that a revision is 
appropriate can request the revision in F 
petition using the procedures 
established by this rulemaking. 
4. PHS Committee 

In the reproposal (55 FR 5176) FDA 
proposed to establish a Public Health 
Service (PHS) Committee on Health 
Messages to serve as an advisory body 
to FDA on issues relating to the use of 
food labels to communicate information 
on the relationship between diet and 
health. This committee would have 
played a key role in assessing 
conformity with the scientific standard. 

Although FDA still sees merit in the 
proposed role of this committee, sectior 
403(r)(4)(A)(i) of the act provides short 
timeframes for an FDA decision on 
whether to file a petition for a health 
claim and on whether to issue a 
proposed regulation in response to the 
petition. With such short timeframes, it 
would be difficult to incorporate the 
committee into the regular procedures 
for assessing requested claims. The 
agency would find it difficult to assess 
the petition: forward that assessment to 
the committee; provide a reasonable 
time for the committee to consider 
FDA’s assessmenn reevaluate the 
agency’s assessment, if necessary, in 
light of the committee’s conclusions; and 
publish a proposed rule in the Federal 
Register within the statutorily required1 
90 days from the filing of the petition. 
However, the agency reserves the right 
to convene a panel of experts from 
within the Public Health Service of the 
Department of Health and Human 
Services (DHHS) to consider particular 
petitions. When such a panel is 
convened, selected DHHS Nutrition 
Policy Board representatives and key 
FDA and PHS scientists, with expertise 
in the subject under consideration, will 
review the suggested claim. These 
reviews will provide comments to FDA 
on the science relating to the claim. 

Because the committee is not being 
formally established, the agency is not 
addressing specific comments 
concerning the committee. (Comments 
concernmg the committee were mixed. 
Some comments endorsed the 
establishment of a committee, while 
other comments opposed it or suggested 

modifications in its proposed role dr its 
composition.) 
D. General Labeling Requirements 

As explained previously in this 
document, FDA will propose a 
regulation in part 101, subpart E when 
the agency determines that a health 
claim is valid. The first proposed 
provision of (5 lOl.l4(d)(l) sets forth this 
agency commitment. This provision also 
advises that FDA will propose to 
provide for the listing in the nutrition 
label of a substance about which FDA is 
authorizing a health claim if no 
provision for listing the substance 
exists. FDA believes that such a 
provision is necessary to ensure that 
consumers can readily obtain specific 
information concerning how much of the 
substance is present in at least those 
foods on which a claim about the 
substance appears. 

The other provisions of proposed 
9 101.14(d) contain general labeling 
requirements for the health claims that 
the agency provides for by regulation to 
ensure that consumers are provided 
with valid and reliable information 
about the value that ingestion (or 
reduced ingestion) of the particular 
substance, as part of a total dietary 
pattern, may have in affecting certain 
diet-related diseases or conditions. 
(Proposals concerning specific health 
claims in part 101, subpart E that appear 
elsewhere in this issue of the Federal 
Register list additional requirements for 
specific health claims on food labels.) 
The following is a description of the 
general requirements for health claims 
and FDA’s rationale for them: 
I. The Claim Must Be Consistent With 
the Authorizing Regulation 

Proposed 5 101.14(d)(Z)(i) states that 
all label or labeling statements about 
the health benefit that is the subject of 
the health claim shall be based on, and 
consistent with, the conclusions set forth 
in the summary of scientific information 
and model health claims provided in 
regulations in part 101, subpart E. 

This provision reflects the 
requirement under section 
403(r)(3)(A)(i), that a health claim may 
only be made if it complies with the 
regulations issued by the Secretary (and 
Ly delegation, FDA). The act establishes 
fairly detailed requirements for such 
regulations. Section 403(r)(3)(B)(iii) of 
the act states that a regulation 
authorizing a health claim shall require 
that the claim accurately represent the 
relationship between a nutrient am a 
disease or health-related condition nd 
the significance of each such nutrient in 
affecting such disease or health-related 
conditior. Further, under this section of 

the act, the claim is to be stated in a 
manner that enables the public to 
comprehend the information provided in 
the claim and to understand the relative 
significance of such information in the 
context of a total daily diet. 

To facilitate compliance with these 
requirements, FDA intends to provide in 
each regulation authorizing a claim a 
summary of the scientific information on 
the substance-disease relationship and a 
model health claim that includes all the 
required information. 

FDA proposed to establish model 
health claims for each acceptable health 
claim in the February 1990 reproposal. 
The model health claims were to serve 
as examples for acceptable label 
statements and to provide guidance for 
manufacturers who chose to use 
different phrasing in a health claim. The 
1996 reproposal stated that the model 
health claim would include: 

(I) A brief capsulized statement (e.g.< 
about 50 words in length) of the relevant 
conclusions of the appropriate scientific 
summary; 

(2) A statement of the extent to which 
the food product contains or does not 
contain the key food component, and 
how this food product helps the 
consumer to attain a total dietary 
pattern or goal associated with 
reduction in the risk of the relevant 
chronic disease: 

(3) A reference indicating that more 
complete nutrition/chronic disease 
information is available from the 
appropriate consumer health claim 
summary, and how that summary may 
be obtained; and 

(4) A statement directing the 
consumer’s attention to the nutrition 
label for further nutrition information. 

The above elements for the model 
health claim are not as comprehensive 
as the 1990 statutory requirements for a 
health claim. Much of the information 
that would provide an understanding of 
the significance of the claim within the 
context of the daily diet would have 
been included in a consumer health 
claim summary which, under the 1990 
reproposal, was not required to be 
readily available at the point of 
purchase. However, under the 1996 
amendments, the health claim must 
include all relevant information (see 
section 403(r)(3)(B)(iii) of the act). The 
agency will ensure that all model health 
claims that it prepares, including those 
on the specific substance disease topics 
published elsewhere in this issue of the 
Federal Register, will comply with this 
requirement. 

A summary of the comments 
pertaining to the reproposal’s elements 
for the model health claim follows. 

t 

. 
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a. Most of the comments on this 
subject accepted the concept of a model 
health claim. Many comments, however, 
focused on the extent to which a claim 
on a product label or in labeling would 
be allowed to depart from the model 
claim. One consumer organization urged 
that only claims developed by I;DA be 
allowed as health claims on food 
products. Recommending that dleviation 
from model health claims not be 
permitted, the comment suggested that 
allowance could be made for 
manufacturers to devise their own 
health claims provided that they are 
precleared by FDA. Other comments 
requested that a model health claim 
serve as an example for a health claim 
and that it not be prescriptive. !$ome 
urged that manufacturers be allowed the 
flexibility to make changes in a model 
health claim so as to vary the clontent of 
the claim. They contended that after a 
time, unvarying messages are likely to 
become unnoticed and, hence, 
ineffective. 

Section B(b)(l)(A)(vii) of the IKJQO 
amendments, in describing the 
regulations on health claims to be 
established by FDA, states that the 
regulations shall not require a person 
who proposes to make a claim described 
in section 403 (r) (1) (B) of the act (health 
claims) which is in compliance with 
such regulations to secure the approval 
of (the agency) before making such 
claim. This provision prohibits *the 
agency from requiring preclearance of 
the phrasing of a claim provided the 
claim meets the criteria established in 
the regulation. 

The prtncipal reason for developing 
model health claims is to provide 
examples of health claims that *are clear, 
accurate, and contain all elements that 
are necessary for consumers to use and 
understand the claim. Manufacturers 
may use a model health claim with the 
assurance that it is consistent with the 
permissive regulation authorizing the 
claim. Manufacturers who choose to 
craft their own version of a claim from a 
model claim are free to do so under 
section 3(b)(l)(A)(vii) of the 1090 
amendments. However, the claim they 
use must be fully consistent with all the 
regulatory requirements for that health 
claim. If the labeling does not conform 
to the regulation, the product is subject 
to regulatory action as a misbmnded 
food and, possibly, as a drug. 

b. Several comments stated that the 
ninimum material facts for a health 

claim, as generally described fo,r the 
proposed content of a model health 
claim in the 1990 reproposal, would be 
tc,~ “wordy” to be effective and too 

extensive to be accommodated on a 
product label. 

FDA recognizes that some model 
health claims may be “wordy,” but the 
1990 amendments have imposed new 
statutory requirements for health claims 
to ensure that consumers have sufficient 
information on the label or labeling to 
permit a fully Informed purchasing 
decision. As explained previously, 
section 403(r)(3)(B)(iii) of the act 
requires that the claim for conventional 
foods be stated in a manner that enables 
consumers to understand the 
relationship of the substance to the 
disease, the significance of the 
substance in affecting the disease, and 
the relative significance of the 
information in the context of the total 
daily diet. These statutory requirements 
ca-snot be ignored even though, in some 
instances, the requirements may result 
in “wordy” claims. 

Nevertheless, FDA will attempt to 
craft specific model health claims that 
are brief but yet include all essential 
information to meet the requirements of 
the act. With specific, rather than 
generalized, model health claims in the 
documents on the substance-disease 
topics elsewhere in this issue of the 
Federal Register, the agency will be able 
to more easily respond to comments on 
the content of the proposed claims to 
determine if they can be made less 
“wordy” while retaining essential 
information. 

c. One comment said that it would be 
unnecessary to require a statement 
directing a consumer’s attention to the 
nutrition label because most consumers 
interested in the nutritional value of a 
food would be aware of the nutrition 
label. 

The agency agrees that a health claim 
need not require a statement directing 
the consumer’s attention to the nutrition 
label for further nutrition information. 
With the significant changes in the 1990 
amendments to expand the use of 
nutrition information on a food label, 
and with education activities addressed 
to consumers about the importance of 
that information in maintaining healthy 
dietary practices, an explicit reference 
in conjunction with a health claim to 
nutrition information should not be 
necessary. This position is consistent 
with the lssd amendments which do not 
require a referral statement in 
conjunction with health claims as they 
do in section 403(r)(Z)(B) of the act for 
nutrient content claims (but see section 
WNWWi)l. 

d. One comment maintained that a 
model health claim may be inadequate 
to convey to consumers all that is 
necessary to understand the claim. The 

comment suggested that a manufacturer 
should have the option for providing 
information related to a health claim in 
a product or package insert. 

As explained previously in this 
section, the 1990 amendments impose 
more comprehensive labeling 
requirements for health claims than FDA 
proposed for model health ciaims in the 
1990 reproposal. Thus, Congress has 
ensured that health claims will be 
adequately informative for consumers to 
understand the claim. However, the 1990 
amendments refer to health claims made 
in the labeling of a food as weH as on 
the label (2l U.S.C., 343(r)(l)). 
Consequently, labeling such as a 
package insert may serve as the means 
of providing the required information 
when the label does not contain 
sufficient space for the complete health 
claim, so long as the claim is presented 
in a manner that complies with 
proposed 0 101.14(d)(2)(iv). 

Firms may provide information on 
labeling in addition to that required by 
FDA that may be helpful to the 
consumer in obtaining a deeper 
understanding of the claim. However, 
any such additional information would 
need to be truthful and not misleading. 
Such information would also have to be 
consistent with the agency’s assessment 
of the scientific information justifying 
the health claim, as published in Federal 
Register rulemaking proceedings. 
2. Claim Shall Describe Only Those 
Effects Found To Be Substantiated by 
Evidence 

Proposed 0 lol.l4(d)(2)(ii) states that 
the claim shall be limited to descrtbing 
the value that ingestion (or reduced 
ingestion) of a substance, as part of a 
total dietary pattern, may have onoa 
particular disease or health-related 
condition. 

FDA will evaluate all relevant data 
when determining whether to authorize 
a claim on a substance-disease 
relationship. On finding that a claim is 
supported by the available evidence, the 
agency will describe all the effects of 
ingestion (or reduced ingestion) of a 
substance cm the disease or health- 
related condition in the regulation 
authorizing the claim, which will be 
codified in part 101, subpart E Proposed 
$101.14(d)@)(ii) limits the effects 
described in a clarm to those that the 
agency finds are substantiated by the 
evidence. Any other effect would not 
have been substantiated, and including 
such an effect in a claim would be 
misleading. FDA is proposing this 
provision under section 403(r)(3)(B)(iii) 
of the act, which requires that the claim 
accurately represent the significance of 
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each substance in affecting the disease 
or health-related conditions. 

3. Claim Shall be Complete, Truthful, 
and not Misleading 

Proposed 0 lol.ld(d)(2)(iii) states that 
the claim shall be complete, truthful, and 
not misleading. Where factors other 
than consumption of the substance 
affect the health benefit, such factors 
shall be addressed in the claim. 

This criterion is central to the 
successful implementation of the 
proposed health claims policy. “Truthful 
and not misleading” claims are already 
mandated by section 403(a)(l) of the act, 
which deems a food misbranded if its 
labeling is false or misleading in any 
particular. Labeling claims are also 
already subject to statutory 
requirements concerning adequate 
disclosure of significant information. 
Under section 201(n) of the act, labeling 
can be misleading based on what is 
omitted from, as well as on what 
appears on, the label. For example, it 
would be misleading if a claim omitted 
significant information that is needed to 
properly interpret the claim. Even 
though this proposed provision reflects 
these statutory requirements, FDA 
believes that it is important to include 
the provision in the regulations to 
ensure that manufacturers understand 
that the claims that they formulate 
under FDA’s regulations must be 
complete, truthful, and not misleading. 

It has been suggested that FDA should 
allow claims that reflect more 
preliminary or controversial scientific 
findings so long as such claims are 
qualified in a way that appropriately 
reflects the state of the scientific 
evidence. For example, under this 
stlggestion, FDA would allow a claim 
such as “Preliminary data show that 
diets rich in fiber reduce the risk of 
heart disease,” so long as there is 
significant scientific agreement that this 
is in fact what the evidence shows. FD,4 
has significant reservations about these 
types of claims, however, because of 
their potential to be misunderstood by 
consumers and therefore to be 
misleading. The agency is also 
concerned that such claims will 
undercut the credibility of the food 
label. This concern exists despite the 
fact that beceuse such claims arguably 
do not assert a casual relation between 
diet and diseases they can never by 
disproved. FDA requests comments on 
whether it should authorize these types 
of claims in implementing the health 
claim provisions of the act. 

Related to proposed f 101.14(d)(2)(iiij, 
FIJA is proposing to retain $ 101.9(i)(l) 
(redesignated as 0 101.9(k)(l)). This 
regulation states that any claim on a 

food product that implies that a 
substance is effective in the cure, 
mitigation, treatment, or prevention of a 
disease that is diet related not only 
makes the product a drug, but is 
misleading and will render the product a 
misbranded food. Such claims imply a 
degree of association between the 
substance and the diseaso that is not 
supportable for any food within the 
context of a daily diet. The Surgeon 
General’s Report on Nutrition and 
Health (Ref. 5) points out that, apart 
from classic disorders resulting from 
dietary deficiencies of essential 
nutrients (e.g., pellagra and niacin), it 
has proved difficult to demonstrate 
causal associations between specific 
dietary factor5 and chronic or other 
diseases (e.g., dietary fiber and cancer). 
The report states: 

Development of the major chronic disease 
conditions-coronary heart disease, etroke, 
diabetes, or cancer-is affected by multiple 
genetic, environmental, and behavioral 
factors among which diet is only one-albeit 
an important-component. These other 
Factors interact with diet in ways that are not 
completely understood. In addition, foods 
themselves are complex; they may contain 
some factors that promote disease as well as 
others that are protective. The relationship of 
dietary fat intake tqcausation of 
atherosclerotic heart disease is a prominent 
example. An excess intake of total fat. if 
characterized by high saturated fat, is 
nssociated with high blood cholesterol levels 
and therefore an increased risk for coronary 
heart disease in many populations. A higher 
proportion of mono- and polyunsaturated fats 
in relation to saturated fats is associated with 
lower blood cholesterol levels and, therefore, 
with a reduced risk for coronary heart 
disease. 

Because of these complexities, definitive 
scientific proof that specific dietary factors 
are responsible for specific chronic disease 
conditions is difficult-and may not be 
possible-to obtain, given available 
technology l l l 

(Ref. 5). 

4. Claim Shall be Presented in One Place 
Proposed 8 101.14(d)(2)(iv) requires 

that all information that is required by 
the authorizing regulation appear in one 
place without other intervening material. 
The entire claim must appear on the 
label or other labeling. However, this 
provision contains an exception so that 
when the entire claim appears on other 
labeling than the label, the label may 
bear the statement. “See __ for 
information about the relalionship 
between - and _-,” with the blanks 
filled in with references to the location 
of the labeling containing the health 
claim, the name of the substances, and 
the disease or health-related condition. 
This statement may be coupled with the 
use of the relevant nutrient content 

claim. Thus, the food label could state: 
“High in calcium. See side panel for 
nutrition information. See attached 
pamphlet for information about the 
relationship between calcium and 
osteoporosis.” 

This provision is proposed under 
sections 201(n), 403(a), and 
403(r)(3)(B)(iii) of the act to ensure that 
consumers are not misled by the 
omission of any essential element5 of 
the health claim but at the same time to 
permit manufacturers to make 
consumers aware of the claim. Because 
labels may be too small to accommodate 
the entire claim in some circumstances, 
FDA is proposing an exception to the 
requirement for complete listing. 
However, the exception is not limited to 
situations where the label is too small 
because the agency sees no potential for 
consumer deception under the proposed 
provisions. 

5. Claim Shall Enable Public To 
Understand Information Presenied 

Proposed 0 101.14(d)(2)(v) requires 
that claims enable the public to 
comprehend the information provided in 
the claim and to understand the relative 
significance of such information in the 
context of a total daily diet. 

This provision is a reiteration of the 
statutory language in part of section 
403(r) (3) (B) (iii) of the act. FDA has 
considered this requirement in 
developing the content of the proposed 
model health claims in the proposals to 
authorize health claims that appear 
elsewhere in this issue of the Federal 
Register. The model health claims have 
been written to provide the basis for a 
consumer to decide whether [and how) 
the labeled food best fits into his or her 
diet. Thus, for example wl-en a 
substance-disease relationship has more 
significance for a particular segment of 
the population than for the general 
population (e.g., a segment defined by 
age, sex, race, or other determinant), the 
agency has tried to reflect that fact in 
the model claim. 

Further, the proposed provision 
requires that the claim permit the 
consumer to understand the significance 
of the information that it provides within 
the context of the total daily diet. For 
example, where the level of an 
increasable nutrient in a food is at the 
upper range of normal dietary levels, 
there may be no known benefit from 
further intake of that nutrient. In such 
circumstances, consumers should be 
advised of this fact as part of the claim. 
The proposed regulation on calcium and 
osteoporosis that appears elsewhere in 
this issue of the Federal Register, for 
example. requires that foods that make 

* 
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a claim on this topic bear a label 
statement indicating that there is no 
known benefit from intake of more than 
200 percent of the RDI for calcium. 
6. Claim Shall Be Made on Foods With 
Appropriate Levels of the Substance 

Unless the authorizing regulation 
provides otherwise, FDA is proposing in 
§ 101.14(d) (2) (vi) that a claim about the 
effects of a decreased dietary intake of a 
substance can be made on any .Food in 

z which the substance is present #at a level 
that meets the definition for the use of a 
“low” nutrient content claim for that 
substance, if such a definition has been 

x\ established under Part lM, or is: present 
in an amount that is consistent with that 
specified in the regulation. Such levels 
are appropriate for this purpose because 
FDA has sounht to define “low” as a 
level of a s&stance (nutrient) that will 
be helpful to individuals in attempting to 
comply with dietary recommendations. 
FDA is proposing in separate documents 
published elsewhere in this issue of the 
Federal Register definitions in plart 101, 
subpart D for the terms “low fat.” “low 
saturated fat,” “low cholesterol,” and 
“low sodium.” 

If a definition for a “low” nutrient 
content claim does not exist for the 
substance, in authorizing a claim, the 
agency will determine the level of the 
substance that would qualify a Food for 
a health claim. This determination will 
be based on any relevant dietary 
recommendations and on the available 
scientific information on the specific 
substance/disease relationship. This 
level will be included in the regulation 
in part 101, subpart E that authorizes a 
claim. 

To bear a claim that is based on 
increased dietary intake of a substance, 
a food must contain that substance in an 
appropriate form and at a suffic:iently 
high level. FDA is proposing in 
8 101.14(d) (2) (vii) that to meet this 
requirement, the food musicontain the 
substance at a level that would meet the 
definiiion for a “high” nutrient content 
claim if such a definition has been 
established for that substance in part 
101, subpart D. If no definition for a 
“high” nutrient content claim has been 
established for the substance, then the 
agency will propose to establish a 
specific level in the authorizing 
regulation. 

FDA is proposing that a “high!” 
nutrient content claim be defined as 20 
percent or more of the RDI or DRV 
(9 101.54(b)). Given the fact that 
nutrients are not ubiquitously 
distributed in the food supply, t’he 
agency believes it ,~s necessary to meet 
this proposed requirement to ensure that 
the food carrying a health claim makes a 

significant contribution to daily intake. 
For example, since calcium is not 
ubiquitously distributed in foods, to 
achieve 100 percent of the RDI. at least 
five foods containing 20 percent of the 
RDI would need to be consumed daily. 
Based on food consumption patterns, 
this is a reasonable number of servings 
and could result in a diet that will 
achieve the level of the nutrient 
necessary for the claimed benefit. 

FDA believes that a claim based on a 
increased level of a substance in the diet 
implies that the food contains a level of 
the food that makes a significant 
contribution to the daily diet. Thus. if 
the food fails to comply with proposed 
0 101.14(d)(2)(vii), its labeling would-be 
misleading and would misbrand the 
food. 

The agency considered alternatives to 
the criterion that for health claims 
dealing with decreased or increased 
dietary intake of a substance, the level 
of the substance in a food must meet the 
definition for a “low” or “high” nutrient 
content claim. It considered whether a 
food meeting the definition for a 
“reduced” or “more” nutrient content 
claim should also be deemed to qualify 
for a health claim for that nutrient. On 
the one hand, some have argued that 
because the claimedbenefits derive from 
either decreased or increased dietary 
levels of the substance, any food that 
would be helpful in achieving those 
levels should be permitted to bear a 
claim. For example, the guideline for 
lowering salt and sodium dietary intake 
advises consumers to choose foods that 
are lower in sodium most of the time. On 
the other hand, others assert that any 
health claim should be permitted only 
for those foods that, when incorporated 
in a daily diet, are fully compatible with 
public health recommendations for 
improving dietary practices within the 
general U.S. population. “Dietary 
Guidelines for Americans” (Ref. 7). for 
example, states that diets low in fat, 
saturated fat, and cholesterol can be 
attained through appropriate food 
selection that includes choosing dairy 
products that are either lowfat or fat- 
free. Moreover, if a food starts with a 
high level of a nutrient, it could meet the 
definition of “reduced” but still contain 
a large amount of the nutrient [e.g.. a 
reduced-sodium pickle). 

The agency has taken these and other 
factors into account. Because it believes 
that compliance with dietary 
recommendations will be facilitated if 
only foods that conform to the “low” 
and “high” nutrient content claim 
definitions, FDA is proposing to require 
conformity with those definitions in 
3 101.14(d) (2) (vi) or(d) (2) (vii). 

The agency, however, specifically 
solicits comment on this issue. Its desire 
is to establish a sound, equitable 
requirement that will promote public 
health. The agency requests comment on 
whether use of claims on foods that 
meet the definitions of “reduced.” 
“more,” or even other comparative 
claims will be useful to consumers in 
achieving the efforts that are 
highlightedby the claim, or whether 
allowing the claims on such foods will 
be misleading because the nutrient 
levels are not low enough. or not high 
enough, to really contribute to the 
claimed effect. 
7. Nutrition Labeling for Restaurants 

Proposed 0 101.14(d) (3) requires that 
a food that bear5 a health claim be the 
subject of nutrition labeling in 
accordance with 8 8 lOl.9 and 101.36. 

Under current 0 101.9(a), nutrition 
labeling is required on all products that 
contain an added vitamin, mineral, or 
protein or whose label, labeling, or 
advertising includes any nutrition claim 
or information. The agency adopted this 
requirement under sections 403(a) (1). 
201(n), and 701(a) of the act (21 U.S.C. 
303(a). 321(n), and 3i’l(a)). Under section 
403 (a) (1) of the act, a food is 
misbranded if it5 label or labeling is 
false or misleading in any particular. 
Under section 2ffl(n) of the act, the label 
or labeling of a food is misleading if it 
fails to reveal facts that are material in 
light of representations actually made in 
the label or labeling. Finally. under 
section 701(a) of the act, the agency has 
authority to issue regulations for the 
efficient enforcement of the act. 

The applicability of current 
regulations to restaurant foods was 
discussed in rulemaking promulgating 
0 101.10 Nutrition loobehg of restaurant 
foods (21CFR101.10)(39 FR42375, 
December 5,1974 and 41 FR 51002, 
November X&1976). In the preamble to 
the proposed rule. the agency discllsaed 
its belief that nutrition education is of 
prime importance and stated that it will 
take every opportunity to foster the 
dissemination of such information to the 
consumer, including the use of nutrition 
labeling in restaurants. However, the 
agency acknowledged that if nutrition 
information provided in restaurants 
necessitates the expense of nutrition 
labeling, the restaurant “may choose not 
to provide any nutrition information in 
advertising or labeling, on the basis that 
the added cost of providing detailed 
information might cause the project of 
providing nutrition information not to be 
worth the expense” (39 FR 42375). 
Therefore, to encourage the 
dissemination of nutrition information in 
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the food service industry, FDA proposed 
to exempt ready-to-eat foods from the 
requirement of beering nutrition labeling 
on food labels if the required nutrition 
labeling was displayed prominently on 
the premises by other means, e.g., 
counter cards or wall posters, where the 
information would be readily available 
to the consumer when he is making a 
menu selection. 

Subsequent action on this proposal 
led to the issuance of a statement of 
policy in 8 3.207 (recodiied as 21 Cl?R 
101.10 in the Federal Register of March 
15.1977 (42 FR 14302]] that if any 
advertising or labeling (other than 
labels) includes a claim or information 
about the total nutritional value of a 
combination of two or more foods (e.g., 
a combination consisting of a 
hamburger, fiencb fries. and milkshake). 
then, as an alternative to providing 
nutrition information about each 
separate food on the food label, the 
restaurant may instead provide 
information about the total nutritional 
value of the combination of foods, 
provided that the statement of total 
nutritional value follows the nutrition 
labeling format and provided that the 
nutrition information is effectively 
displayed to the consumer both when 
he/she orders the food, and when he/ 
she consumes the food. 

As discussed in the supplementary 
nutrition labeling proposal published 
elsewhere in this issue of the Federal 
Register. the 1990 amendments 
specifically exclude restaurant foods 
from the requirement for nutrition 
labeling. However, as stated above, th.e 
agency believes that it has the authority 
to issue regulations requiring 
restaurants that choose to make health 
claims to adhere to the requirements for 
such claims, in&ding nutrition labeling. 

FDA is not, at this time, making any 
specific provisions for the nutrition 
labeling of restaurant foods. FDA 
specifically seeks comment on how it 
should handle this issue. On one hand, 
many believe that it is important that 
consumers he given useful and 
meaningfd nu’lrition information. On the 
other hand, many continue to be 
concerned, as FDA was in 1974, that the 
cost of compliance not be so high that 
restaurants will not be willing to offer 
and identify through health claims those 
foods that will assist consumers in 
selecting diets that provide health 
benefits. Therefore, the agency is 
requesting comments on whether and LO 
what extent it has a basis for nutrition 
labeling when health claims are made 
on restaurant foods, or whether a 
requirement for such labeling would 
discourage restaurants from making 

health claims because of the cos. J 
associated with nutrition labeling. 

If, based on comments received, FDA 
were to require nutrition labeling of 
restaurant foods, should the requirement 
apply only to large restaurant chains 
with fixed menu items? Additionally. 
should the content or format of nutrition 
labeling be different For the food service 
industry than for packaged foods? ff so, 
how and why? 

FDA recognized in its July l&1990 [55 
FR 29487 at 29504), reproposal on 
mandatory nutrition labeling that 
certain restaurant-type food service 
facilities cannot reasonably be expected 
to provide information concerning 
nutrient profiles, and that exemptive 
provisions should be established for 
such situations. The proposal advised 
that comments pointed out that nutrition 
labeling for foods served in restaurant- 
type facilities present significant 
feasibility problems in a number of 
situations. The comments made the 
following points: These facilities may 
not be able to develop consistent 
nutrient information on the foods that 
they sell because of frequent menu 
changes and variations in how the 
consumer wants the food prepared and 
served. Without nutrient consistency, 
frequent nutrient analyses would have 
to be performed to provide consumers 
with accurate nutrition labeling 
information. These analyses could 
become very burdensome. The 
cumulative costs of these analyses could 
place undue restrictions on some 
establishments. Firms could be inhibited 
from making frequent menu changes or 
forced to I imit the options that 
consumers have in ordering a food. 

Because of these problems, FDA 
proposed an exemption under section 
201(x& 403(a). and 701(a) of the act for 
restaurant-type foods in the mandatory 
nutrition labeling proposal (see 
proposed 5 101.9(h) (2). SSFR 29516). 
Although the agency wanted to limit the 
exemptions to only those situations in 
which it is needed, FDA did not, and 
still does not, have sufficient indepth 
knowledge of the food service industry 
to develop adequate criteria to fairly 
impose such limitation. The agency 
therefore requests comments on this 
issue. 

A related qucstian is what to be done 
with 0 101.10. Because 0 101.10 was 
adopted under section 403(a) of the act, 
it is not subject to state enforcement 
under section 307. For this reason, and 
because 3 101.10 has not been enforced 
by FDA, the agency believes that it is 
appropriate to make an affirmative 
statement about the continuing need for 
this provision. Thus, if FDA elects not to 

make restaurant labeling part of the 
NLEA implementation, the agency will. 
in the final rule. delete $ 101.10. 
8. Dietary Supplements 

Because the provisions in 5 k01.14(d) 
derive in large part tiom section WI+) 
(3) of the act an argument can be made 
that they should not apply to dietary 
snpptements. Hnwever. FDA b6&wes 
that these provigions are necessary to 
ensure that claims are not ailsleading, 
are valid, and are useful to consumers. 
Therefore, FDA is proposing to adopt 
these provisione for dietary supplements 
based on its aathority under section 403 
(r) (51 (D) of the act to ensure the 
validity of claims an these foods. 
E. Prohibited Ctainas 
1. Claims no1 Authorized by FDA 

Proposed $101.14&e) (1) and (e) @) 
prohibit on a food Met or in labeling 
any claim that expressly or by 
implication characterizes the 
relationship of any substance to a 
disease or heal&-related condition 
unless: (1) The claim is a health &Cm 
specifically provided for in part 101, 
subpart E; and (2) the claim conforms to 
all generfd provisions of this section es 
well as to ail specific provfsions ifi the 
appropriate section of part ML subpart 
E. 

Although the nature of the proposed 
prohibition may be obvious for explicit 
claims (e.g., products bearing statements 
about cboleeteroi-lowering effects are 
explicit claims about a health-related 
condition] because of their forthright 
nature, the nature of the prohibition is 
not as obvious for implied claims. 
Proposed 3 103.14 (a] (1) points out that 
implied claims include a wide variety ot 
forms of expression. inch&ing ‘%ird 
party” endorsements, written statements 
(e.g., a brand name ineluding a term 
such as “heart”], -symbols (e.g., a heart 
symbol], and vignettes. 

With respect to “third party” 
endorsements of food, FDA considers 
this term to refer generally to any type 
of approval or implied support for the 
food pertaining to disease or health- 
reIated matters, with or without product 
specific information, by a person or 
organization that is independent of the 
product’s manufacturer or distributor. 
When the endorsement is from a 
professional society or association that 
has been identified with treatment of a 
specific disease, consumers may be led 
to believe thaf the food may be usefui 
with respect to the disease. Even when 
the endorsement is not product specific, 
there is a potential for consumer 
deception where cr,r?sun:ers may be 
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given a false sense of security that 
consumption of products that bear 
labeling references to the organization 
or the organization’s logo or seal will 
protect them from the disease. 

Examples of some of the types of 
labeling endorsement programs that 
FDA has considered to be implied 
health claims include programs that 
have been sponsored by the American 
College of Nutrition, the American Heart 
Association, The American Medical 

.G Association (“Campaign Against 
Cholesterol”), and the American 
Medical Women’s Association. The 
agency recognizes, however, that 
professional societies and associations 
provide a unique service in establishing 
criteria for assessing diets of both 
healthy population groups as wet1 as 
those who require modifications or 
restrictions in their diets. FDA 
encourages such organizations to 
collaborate with the agency in thfe 
development of its regulations 
pertaining to health claims through 
submission of specific comments on this 
proposal as well as on the specific 
proposals on the IO substance-disease 
topics that are published elsewhere in 
this issue of the Federal Register. The 
agency requests comments on whether it 
should consider all third-party 
endorsements that imply that a nutrient 
in a food has an effect on a disease or 
health-related condition to be health 
claims, or whether there are some limits 
on FDA’s coverage of third party 
endorsements that should appropriately 
be drawn? 

Where other Federal agencies have 
established programs to change dietary 
patterns to reduce the risk of die!- 
related diseases (e.g., the National 
Cholesterol Education Program), FDA 
recognizes that references to such 
programs on food labeling may also be 
perceived by consumers as “third party” 
endorsements. Although FDA is 
proposing to regulate labeling references 
to such Federal programs as implied 
health claims, the agency believes that 
the benefits of these programs to 
consumers may be significant if the 
labeling messages that are conveyed to 
consumers about the other Feder,al 
programs are properly merged with the 
specific health claims that are provided 
ior under part 101, subpart E. Wilhout 
appropriate merging of information 
about health benefits, consumers could, 
however. be confused about the 
significance of the benefits. 

FDA believes that the most efficient 
day to ensure that consumers will not 
oe confused about this significance is to 
establish, by regulation, the sper’.fic 
types of statements that may be made 

on food labeling concerning the Federal 
programs. The agency is requesting that 
comments concerning what statements 
about Federal programs would be 
appropriate on food labeling be 
submitted for the appropriate specific 
regulations in part 101. subpart E. Based 
on these comments, FDA intends to 
include a listing of the statements that 
may be used in the final rules on these 
regulations. FDA advises interested 
parties that, at this time, the agency 
believes that labeling references to the 
programs should not be made through 
logos because such visual 
representations may have too wide a 
variety of meanings to consumers. 

A second, related question with 
respect to implied health claims is how 
to regulate the use of symbols such as a 
heart or electrocardiogram. The agency 
is aware that symbols are particularly 
useful in conveying information in a 
simple and efficient manner. Research 
has demonstrated that heart symbols. 
for example, on food labeling are 
perceived by consumers as meaning that 
the food has special usefulness relative 
to health and especially with regard to 
coronary heart or cardiovascular 
disease (Refs. 22 and 23). FDA has also 
heard from consumers, however, that 
symbols have been used in misleading 
ways. 

The threshold problem with symbols 
is how to regulate them under the 
scheme established by the 1990 
amendments. On the one hand, properly 
qualified by other statements on the 
food label, a heart symbol, for example. 
can be used as an implied nutrient 
content claim to denote a food that is 
low in fat, saturated fat, sodium, and 
cholesterol. On the other hand, as stated 
above, a heart that is not qualified by 
other statements on the label would 
arguably represent a health claim that a 
nutrient in the food has some special 
role in promoting coronary or 
cardiovascular health. 

FDA invites comments on the 
regulatory approach that it should take 
to symbols for use on the food label. 

F’DA does not agree with comments 
that have suggested that statements 
identifying certain dietary components 
(e.g., fiber, calcium) constitute implied 
health claims, even when the label 
avoids directly mentioning a disease. 
Such claims are specifically regulated as 
nutrient content claims under section 
403(r)(l)(A) of the act and are addressed 
in the agency’s proposal on nutrient 
content claims published elsewhere in 
this issue of the Federal Register. After 
the effective date of the 1990 
amendments, such claims are prohibited 

unless FDA has issued a regulation 
defining the particular claim. 
2. Disqualifying Levels Exceeded 

Proposed $101.14(e) (3) requires that 
none of the disqualifying levels 
identified in paragraph (a) (5) of this 
section be exceeded in a food that bears 
a health cleim, unless specific 
alternative levels have been established 
for the substance in part 101, subpart E. 
or unless FDA has by regulation 
permitted such a claim based on a 
finding that such a claim will assist 
consumers in maintaining healthy 
dietary practices. If FDA makes such an 
exception, the label of the food would 
have to bear a statement in immediate 
proximity to the claim that refers the 
consumer to the nutrition label for 
information about the nutrient that 
exceeds the disqualifying level. This 
statement must be made in a manner 
that complies with proposed 0 101.13 (h). 
FDA is proposing this provision under 
2 ;,:hority of section 403(r)(3)(A)(ii) of 

e . 
A complete discussion of the 

disqualifying levels was presented 
previously in section IV.A.5 of this 
document. 
3. Inappropriate Levels of Other 
Substances 

Proposed P 101.14(e)(4) prohibits 
claims for any food where a substance, 
other than one for which a 
“disqualifying level” is established, is 
present at an inappropriate level as 
determined in specific provisions of part 
101, subpart E. 

This provision implements a number 
of different provisions of the 1990 
amendments. As was stated previously 
in this document, section 403(r)(3)(A)(ii) 
of the act prohibits a claim where any 
nutrient is present in an amount that 
increases the risk of a disease or health- 
related condition that is diet related to 
persons in the general population, taking 
into account the significance of the food 
in the total daily diet. In section IV.A.5 
of this document, the agency advised - 
that two approaches for implementing 
this provision include the preliminary 
requirement that use of the substance at 
relevant levels have been found to be 
safe under agency regulations, and that 
the “disqualifying levels” not be 
exceeded. A third approach, which the 
agency is also proposing to adopt, is to 
prohibit claims for foods containing any 
level of a substance, other than one for 
which a disqualifying level is 
established, where that substance 
increases such risk. This provision 
proposed in 0 101.14(e)(4), is intended, m 
part, to provide for a situation in which 
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such a substance, or u level of a 
substance, is identified in one of the 
specific regulations in pari 101. subpart 
E. However, at this time the agency is 
not aware of any such situations. 

In addition, this provision is intended 
Lo implement other aspects of the EMI 
amendments. Proposed jQ lO1.14 
(d)(2)(vi) and (d)(z#iif require that 
substances be present at a level 
sufficient and in an appropriate form to 
justify the claim. Proposed 0 101.14(e)(4) 
supplements paragraphs (d)(z)(vi) and 
(d)(z){vii) by proridiig the basis by 
which FDA can assure through 
provisions in specific regulations in part 
101, subpart E that the appropriate form 
of the substance is used in light of levels 
of other nutrients or food components 
that may counter the effect of the 
substance for which the health claim is 
made. Counter effects may include 
interference with the substance to 
reduce its absorption, metabolism, 01 
utilization by the body, thereby reducing 
or negating the substance’s value. 

For example, the proposed health 
claim concerning calcium and 
osteoporosis, published elsewhere in 
this issue of the Federal Register, 
Contains a Drovision [Drooosed 
!j ioi.72(c)i6)f provid&g &at e serving or 
recommended total dailv intake of a 
food shall not contain more phosphorus 
than calcium on a weight per weight 
basis. As explained in that proposal, 
this provision is based primarily on 
scientific evidence demonstrating that 
diets high in phosphorus and relatively 
low in calcium result in osteoporosis in 
experimental animals. 

Similarly, if a health claim were 
permitted in part 101, subpart E 
associating increased dietary copper 
intake with a reduced risk of a disease 
(although note that no such claim is 
contemplated at this time], it is 
conceivable that the interactive effect of 
dietary zinc intake on copper status 
would have to be considered to assuTe 
that an adequate dietary copper intake 
is attained for the claimed benefit. Thle 
antagonistic effect of high levels of 
dietary zinc on copper absorption and 
status has been demonstrated in 
humans and in a variety of animal 
species (Ref. 16). Some studies, but not 
all, have reported subtle negative effects 
of increased intake of zinc, not much in 
excess of the Recommended Dietary 
Allowance (RDA) forzinc, on biological 
indicators of copper status. For example, 
a study in men of the effect of zinc 
intake at 3% times the RDA level 
reported a decrease in zinc, copper- 
superoxide dismutase, a red blood cell 
enzyme that is dependent on copper but 
not zinc statna and that thus serves as 

an index of tissue copper status (Ref. 
17). Accordingly, FDA would prohibit a 
health claim for copper on a food whose 
zinc level is above the RDA or RDI level. 
4. Representing Food for Infants or 
Toddlers 

Proposed 8 101.14(a){5) provides that 
no food ma 
represente B 

bear a health claim if it is 
or purports to be for infants 

and toddlers less &an 2 gears of age. 
The American Academy of ,kdiatrics. 

in their comment to the 1990 reproposal, 
expressed concern that a health claim 
directed toward adults may be ’ 
inappropriate or harmful to infants and 
young children. One example cited was 
that the link between lipids and 
cardiovascular disease is not 
estab!ished in young children as it is in 
adults. Consequently, though diets high 
in fats may be undesirable for adults, 
the comment stated that infants and 
toddlers must ingest a certain amount of 
fat for their growth and development. 
Accordingly, the comment 
recommended that a health claim for 
adults should indicate that it is not 
intended to apply to infants and young 
children. 

Furthermore. both ‘The Surgeon 
General’s Report on Nutrition and 
Ilealth” (Ref. 5) and “Diet and Health, 
Implications for Reducing Chronic 
Disease Risk” (Ref. 6) state that. 
because of the increased nutrient 
demands of children during the early 
periods of rapid growth and 
development, the dietary 
recommendations are not applicable to 
persons under 2 years of age. The 
criteria for health claims being proposed 
in this and the companion documents 
are based on dietary recommendations 
for the U.S. population, excluding very 
young children. Therefore, the agency 
has tentzsttvely concluded that he&h 
claims are inberentiy misleading if used 
on the labels of foods represented or 
purported to be for infants and for 
toddlers under 2 years of age. Therefore, 
under sections ml(n). 403(a). and 4051r) 
of the act+ FDA is proposing in 
0 101.14(e)(5) to prohibit the use of 
health claims on foods for these young 
children. 
I;: Nsd for Additional Prohibited 
Cfuik 

FDA is concerned that under these 
proposed regulations some foods that 
are inconsistent with generelIy 
recognized medical and nutrition 
principles for a sound total dietary 
pattern will be permitted to bear health 
claims. For example, some diet 
confections. which have no nutritional 
value, would be permitted to bear health 
cfeims for itpids and cardiovascuhu 

disease, lipids and cancer, and sodium 
and hypertension. if the regulations on 
these substance-disease relationships 
are finalized as proposed. 

Such a situation seems contrary to 
one of the stated purposes of the health 
claims provisions of the 1990 
amendments--to reinforce Federal 
dietary recommendations and help 
Americans maintain a balanced and 
healthful diet (Ref. 1). This purpose was 
reinforced through statutory provisions 
in sec:ion 403(r){3)(A)(ii) of the act 
requiring FDA to consider the 
significance of the food in the total daily 
diet when determining whether a 
nutrient that increases the risk of a 
disease or health-related condition 
should disqualify a food from bearing a 
health claim. Congress explained (Ref I] 
that this provision *‘permits the 
Secretary to differentiate between 
different foods which have the same 
leve! of a nutrient. For example, a 
particular level of fat in a frozen dinner 
might not trigger the provision, whereas 
that same amount of fat in a snack food 
product might trigger it.” Thus, FDA 
believes that provisions permitting 
health claims on only foods recognized 
as within a sound dietary pattern would 
be consistent with the inient of 
Congress. 

However, FDA is not aware of any 
way to limit health claims to only those 
foods within a sound dietary pattern at 
this time. The agency considered, and 
decided against. proposing a provision 
prohibiting claims unless there is 
consistency with generally recognized 
medical and nutrition principles for a 
sound total dietary pattern [e.g., 
consumption of the food is consistent 
with the current edition of “Nutrition 
and Your Health: Dietary Guidelines for 
Americans,” Third Edition, 1990 (Ref. 7), 
and the food is not a snack food such 3s 

candies or those low in essential 
nutrients. 

For the general U.S. population, 
“Dietary Guidelines for Americans” 
provides guidelines on the relationship 
between diet and various diseases and 
conditions such as obesity. 
hypertension, cancer. and deficiency 
diseases. The guidelines reflect the 
dietary recommendations contained in 
the “The Surgeon General’s Report on 
Nutrition and Health” (Ref. 5) and “Diet 
and Health, Implications for Reducing 
Chronic Disease Risk” (Ref. 6). The 
guidelines embody dietary principles for 
consumption of foods with significant 
nutritional value and for reduction or 
control of certain food components 
associated with diet-related diseases or 
conditions. Throughaut FDA’s 
development of both the specific health 

c 

I 
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claims proposals for part 101, subpart E, 
ds well as the general provisions of this 
proposal, FUA has considered these 
guidelines. 

At the present time, the guidelines are: 
Eat a variety of foods: maintain healthy 
weight: choose a diet low in fat, 
saturated fat, and cholesterol; choose a 
diet with plenty of vegetables, fruits, 
and grain products: use sugars only in 
moderation: use salt and sodium only in 
moderation: and if you drink alcoholic 

* beverages, do so in moderation. 
However, FDA believes that the 

guidelines are too general in nature to 
serve as binding rules upon which the 
agency can readily take regulaiory 
action. For example, what foods would 
clearly fit into an appropriate variety of 
foods? What portion of foods would 
constitute a moderate amount of sugars? 
How would the agency define “snack 
foods?” The agency requests comments 
from all affected parties concerning 
what provisions might effectively permit 
health claims only on foods that can 
make a significant contribution to a 
healthful diet. If the comments suggest 
appropriate provisions, FIIA will include 
them in any final regulation based on 
this proposal. 
G. Exempted Foods 

Medical foods, as defined in section 
5(b) of the Orphan Drug Act, and infant 
formulas subject to section 412(h) (21 
U.S.C. 350a) of the act are specifically 
exempted from requirements for health 
claims and nutrient content claims by 
section 403(r)(5)(A) of the ac’ FIIA is 
proposing to codify these statutory 
provisions tn 8 lOl.l4(fl. 

e 

r 

In addition, section m(q){5)(A)(iv) 
exempts medical foods from nutrition 
labeling requirements. To deal with this 
latter exemption, the agency has 
incorporated the definition of “medical 
food” in the supplementary proposal on 
mandatory nutrition labeling, published 
elsewhere in this issue of the Federal 
Register, to clarify this definition by 
providing criteria in proposed 0 lol.a(j] 
(7) for use in identifying a medical food. 
As explained in that proposal, minimum 
criteria to distinguish a medical food 
from other foods include: The product 
must be a food for oral or tube feeding; 
the product must be labeled for the 
dietary management of a specific 
medical disorder, disease, or condition 
for which there are distinctive 
nutritional requirements: and the 
product must be intended for us~e under 
medical supervision (Ref. 18). 

The supplementary proposal on 
mandatory nutrition labeling states that 
medical foods are not foods that are 
simply recommended by a physician or 
health care professional as part of an 

overall diet to reduce the risk of a 
disease or medical condition or 
promoted as weight loss products. Nor 
do medical foods include dietary 
supplements for the general population 
that can be openly purchased from retail 
outlets or by mail order, even though 
dietary supplements may be 
recommended by a physician for a 
specific condition or disease. The 
intended use and degree of medical 
oversight for dietary supplements are 
not regarded to be sufficient to qualify 
them as medical foods. 

FDA is reevaluating its traditional 
policy to regulate medical foods as 
foods for special dietary use in light of 
the existing definition of foods for 
special dietary use and the definition of 
medical food enacted by Congress (21 
USC. 350(c) and 36&e(b) (3)). FDA 
intends to address the issue of medical 
foods in a future Federal Register 
document. 

Infant formulas that are subject to 
section 413(h) of the act are known as 
“exempt infant formulas” because they 
are exempt from the requirements of 
sections 413(a), (b), and (c) of the act, 
which pertain to other infant formulas. 
Instead, exempt infant formulas are 
subject to regulations established by the 
Secretary under the authority of section 
413(h) (2) of the act. Exempt infant 
formulas are defined in section 412 (h) 
(1) of the act as any infant formula 
which is represented and labeled for use 
by an infant: (11 who has an inborn error 
of metabolism or a low birth weight, or 
(2) who otherwIse has an unusual 
medical or dietary problem. Regulatory 
requirements for exempt infant 
formulas, including claims, are 
contained in Zl CFR part 107. 
H. Applicability of the Regulation 

FDA is reflecting the applicability 
provisions of section 403(r)(l) of the act 
in proposed 0 lM.l3(g). This provision 
states that the requiremeuts of proposed 
3 101.13 apply to foods for human 
consumption that are offered for sale. 
Thus, the proposed health claim 
regulations apply to foods for human 
consumption sold in grocery stores and 
other settings. 
I. Other Issues 
1. Consumer Summaries 

The 1390 reproposal would have 
required preparation of a consumer 
summary concerning a health claim on a 
food label. The summary would have 
been an extension of the health claim on 
the label to provide full information 
about the relationship between the food 
and the disease about which the claim 
pertained. The summary was intended 

to facilitate the consumer’s assessment 
of whether the health claim applied to 
him or her and, in certain instances, to 
what extent it applied. The summary 
was also intended to help alleviate the 
potential problem of information 
overload on the label. A summary was 
to be developed for each diet and 
chronic disease relationship for which a 
health claim would be appropriate. The 
food label bearing the health claim 
would have been required to reference 
the summary. 

The comments generally focused on 
the concept of developing the summaries 
through e process that is open and 
allows for public comment. Some of the 
comments expressed interest in the 
development and testing of the 
summaries. Other comments expressed 
concern about the accessibility of 
consumer information at the point of 
retail sale. 

In view of new statutory requirements 
for the label or labeling of a food 
bearing a health claim, FDA believes 
that consumer summaries may no longer 
be necessary. Section 403(r)(3)(B)(iii) of 
the act states that the regulation 
authorizing a claim shall require that the 
claim be stated in a manner: (1) That 
accurately reflects the relationship 
between the substance and the disease 
or health-related condition, and the 
significance of the substance in affecting 
the disease or health-relate condition, 
and (2) that enables the public to 
comprehend the information provided in 
the claim and understand the relative 
significance of such information in the 
context of a total daily diet. This 
provision requires that the claim present 
the most significant aspects of the 
information that the agency was 
considering to require in the consumer 
summaries. Therefore. FDA fails to see 
what purpose a consumer summary 
would serve and is not proposing to 
require these summaries at this time. 

However, FDA solicits comments on 
whether consumer health claim 
summaries can still serve a useful 
purpose. The agency asks that Interested 
persons examine the specific model 
health claims proposed elsewhere in this 
issue of the Federal Register and the 
consumer summaries that FDA has 
prepared and consider whether these 
summaries, which present in lay 
language, information about the 
association between the substance and 
the disease or health-related condition, 
are needed. If comments persuade the 
agency that these summaries should in 
fact still be required, FDA may include a 
requirement for the summaries in any 
final rule that is based on this proposal. 
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The purpose of a consumer summary 
would be to provide supplementary 
information to that on the label about 
substance-disease relationships for 
consumers who are interested. Such 
information may include, among other 
things, a discussion about the disease or 
health-related condition, its prevalence 
in the U.S. population, and the relative 
degree of risk for specific subpopulation 
groups. In addition, dietary information 
on other food sources of the claimed 
nutrient or substance, information on 
nondietary risk factors for the disease, 
and other similar information may be 
provided. 
2. Consumer Guide to Food Labeling 

The 1990 reproposal would have 
required the agency to prepare a 
consumer guide to food labeling 
(consumer guide) as an adjunct to the 
procedure for health claims. The 
consumer guide would have discussed in 
general terms how the various types of 
consumer-oriented information found on 
the food label are to be used. The 
consumer guide was intended to address 
questions such as: 

(1) What is a consumer health claim 
summary, and who is it for? 

(2) What is nutrition labeling, and 
how is it used in dietary planning? 

(3) What is the importance of the total 
diet in maintaining good health? 

141 How do dietarv suoolements besit 
fit*mto a total daily diet! L 

(5) What is the process used to 
develop label statements and consumer 
health claim summaries? 

(6) Are label statements and consumer 
health claim summaries applicable to 
specific groups (e.g., certain statement8 
or claims may not be appropriate for 
children)? 

(7) How can consumers use ingredient 
statements, common or usual names of 
fooda, and nutrient content claims (e.g., 
low sodium) to assist them in achieving 
sound dietary practices? FDA conceived 
of developing one “umbrella” consumer 
guide that would be broadly applicable 
to all health claim subject areas. 

All comments on the XX30 reproposal 
endorsed development of the guide. 
Most of the comments addressed the 
availability of the consumer guide, 
stating that it should be widely 
distributed, accessible, or available. 
One comment said that information on 
availability of the consumer guide 
should be given on the product label. 
One comment suggested that the 
consumer guide should be published in 
the Federal Register for public comment 
before distribution to consumers. 
Another comment suggested that the 
consumer guide be developed 
cooperatively tiitb organizations outside 

FDA. One consumer organization ’ 
suggested that the consumer guide 
should be distributed to beneficiaries of 
public assistance programs to asoure 
that person8 with low incomes have 
access to nutrition information. Another 
recommendation was that, in addition to 
English, the guide should be published in 
other languages. 

Although FDA still intends to issue a 
consumer guide, the agency believes 
that such a consumer guide should be 
issued separately from this proposal. 
Section Z(C) of the 1930 amendments 
directs FDA to carry out activities that 
educate consumers about the 
availability of nutrition information on 
the label and in labeling of a food and 
about the importance of such 
information in maintaining healthy 
dietary practices. Inclusion of the 
consumer guide on health claims as a 
part of these new educational activities 
will address the issues and concern8 
that motivated FDA to propose the 
consumer guide. 

Accordingly, FDA believes that it is 
not necessary for it to respond more 
specifically to the comments about the 
consumer guide at this time. Of course, 
the agency will consider these 
comment8 when a guide or other 
educational material is being prepared. 
J. Petitions for Health CIaims 

Section 403(r)(4)(A)(i) of the act grants 
any person the right to petition the 
agency to issue a regulation authorizing 
a health claim on a substance-disease 
relationship. Section 403(r)(4)(B) of the 
act requires that the petition include an 
explanation of the reasons why the 
claim that is the subject of the petition 
meet8 the requirement8 of section 403(r) 
of the act and a summary of the 
scientific data that support those 
reasons. The act also states that if the 
petition relies on a report from an 
authoritative scientific body of the 
United States, the agency shall give 
particular consideration to such report 
and shall justify any decision rejecting 
the conclusions of such report (section 
403(r)(4)(C) of the act) 

The act requires in section 
403(r)(4)(A)(i) that, within 100 day8 of 
receipt of a petition for a regulation 
concerning a health claim, FDA must 
either issue a final decision denying the 
petition or file the petition for further 
action. If the agency denies the petition, 
it is not made available to the uublic. If 
FDA files the petition for furthkr action, 
the agency must either deny it or publish 
a proposed regulation responsive to the 
petition within 90 days of filing. 

However, the foregoing provisions do 
not apply to health claims for dietary 
supplements. Under section 403(r)(5)(D) 

of the act, as stated above, these claims 
are subject to a procedure established 
by regulation by the Secretary of Health 
and Human Services (and by delegation, 
FDA). 

On March 14,1991. the agency 
published a notice in the Federal 
Register (56 FR 10906) that it is 
developing procedural regulations that 
will prescribe the type8 of information 
needed to support petitions for health 
claims and the other types of petitions 
permitted by the 1990 amendment8 
(including petition8 concerning nutrient 
content claims and State petitions for 
exemption from Federal preemption 
granted by the 1990 amendments), the 
format in which the petitions are to be 
submitted to the agency, and the 
procedures that the agency will follow 
in its review of these petitions. The 
agency requested comments on these 
issue8 and on the following: 

(1) Criteria that should be used in 
evaluating health claim petitions: 

(2) The extent, manner, and timing.. 
that the agency should use to give pubhc 
notice of petitions: and 

(3) The appropriate procedure for 
establishing regulations on permissible 
health claims for dietary supplements. 

The agency stated that the most 
efficient use of it8 resources would be to 
establish these procedures in final form 
before considering, or acting on, any 
such petition8 that are submitted to the 
agency. The agency, therefore, advised 
that it would likely deny any petition 
submitted under the 1990 amendments 
until final procedural regulations are 
promulgated. 

FDA received comments pertaining to 
petitions for health claims from the food 
industry, industry trade associations. 
and consumer organizations. FDA 
considered the comments, and many of 
the recommendations contained therein 
have been incorporated in, or otherwise 
used in, the development of this section 
of the proposed rule. 
1. Comment8 

Some comment8 objected to the 
requirement for “publicly available 
evidence” and etated that unpublished 
research findings, including proprietary 
data, should be considered in support of 
proposed health claims. These 
comment8 further stated that firms will 
be able to justify undertaking research 
and development activities relating to 
diet/health relationships only if the 
regulatory framework allOW them to 
recapture, through competitive 
marketing, some of the expense of 
research. They stated that, if regulations 
are adopted requiring that results be 
made public to substantiate a health 
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claim, then this substantiation could be 
used by other companies to make 
similar claims. The comments pointed 
out that the original petitioner would 
lose its competitive edge and thereby its 
motivation to perform research. 
Comments also suggested that the 
petition process should provide for the 
strictest confidence in the submission 
and maintenance of proprietary, 
unpublished studies. 

The agency advises that section 
\ 403(r)(3)(B)(i) of the act mandates that 

“publicly available evidence” be used to 
support the scientific standard ffor health 
claims. Moreover, section 403(r)(A)(i) 
provides for not making a petition 
available to the public only if FDA 
decides to deny it without filing it. 
Consequently. FDA does not have 
authority to provide the relief the 
comments seek. The agency will make 
all information submitted in support of a 
health claim publicly available when the 
petition is filed and thus becomes 
available to the public. 

t 

An approved health claim is a 
description of a substance-disease 
relationship. It is not brand specific and, 
therefore, may appropriately be used by 
any firm whose food product meets the 
criteria for the claim. 

Another comment stated that, in the 
past, in evaluating substance-disease 
relationships, the agency has placed too 
much reliance on findings published in a 
few peer-reviewed journals, and that the 
language in section 403(r)(3)(B] of the 
act; “totality of publicly availablle 
scientific evidence,” should not be 
construed to limit evaluation to such 
reports, Other comments recommended 
that petitions should be accompanied by 
extensive literature reviews and include 
copies of all animal studies and human 
epidemiological or clinical trials 
relevant to the proposed health claim, 

The agency advises that under 
proposed 0 lm.7qf) the petitioner is 
required to submit copies of all 
information, published or unpublished, 
relied upon for the support of the health 
claim, as well as information related to 
the claim that concerns adverse effects 
in individuals. Further, the petitioner 
must also submit copies of all 
information relevant to the claim’ that is 
pertinent to the U.S. population. ‘The 
agency is, therefore, proposing to require 
that a broad array of information be 
submitted with the petition. 
Consequently, the agency’s review of 
the proposed topic will not be limited to 
peer-reviewed pub’tications, although, as 
suggested in the legislative history (Ref. 
1). the agency may give greater weight 
to a research report published in a peer- 
reviewed journal because such reports 
have been subjected to scientific 

evaluation before publication. The 
agency intends to give greatest weight, 
however, to research reports of well- 
conducted, relevant studies regardless 
of publication status. 

To ensure that submitted information 
is not biased, one comment 
recommended that the petition include 
an assurance statement, such as that 
required in petitions for the affirmation 
of the GRAS status of a substance 
(0 170.35(c](l)(v)), whereby the 
petitioner certifies that th@ petition 
contains ali favorable and unfavorable 
scientific data of wMch he has 
knowledge. The agency agrees that this 
requirement is appropriate for a petition 
thet must draw upon the totality of 
oubliclv available scientific evidence to 
‘suppo; the proposed health claim, and 
this requirement has been included in 
the proposed procedural regulations in 
0 101.70(h). 

Several comments addressed format 
issues for health claims petitions. One 
comment stated that the format for 
submission of citizen petitions (5 10.30] 
is applicable to health claims petitions. 

FDA recognizes the point made in 
these comments but tentatively 
concludes that, given the provisions of 
section 403(r) of the act, it is appropriate 
to apecifrcally describe the information 
that should be submitted in support of a 
health claims petition in a regulation 
that is separate from f 10.30. The agency 
believes that a procedural regulation for 
a health claims petition is necessary so 
that petitioners will clearly understand 
what is required, that review will be 
conducted on an equitable basis, and 
that the grounds for agency action on 
the petition will be clearly understood. 

A comment stated that the proposed 
regulations should provide that, for well- 
substantiated petitions setting forth 
substance-disease relationships that are 
widely accepted in the scientific 
community, the initial agency response 
time should be reduced from 100 to 80 
days, and the agency’s proposed 
regulation should be published within 30 
rather than ~NJ days after the initial 
response. 

The agency’s ability to meet 
timeframes is influenced by many 
factors such as work priorities and 
availability of personnel. FDA considers 
the statutory timeframes for assessing 
the validity of health claims to be 
extremely short for evafuating the 
totality of available scientific evidence 
on a substance and a disease. It would 
not be practicable to shorten these 
timeframes further. The agency does 
agree that a petition for a claim on a 
well accepted diet/health relationship 
would probably be reviewed more 
expeditiously than one for which 

scientific agreement is equivocal or 
marginal. 

Several comments recommended 
procedures for the evaluation of health 
claim petitions. One recommended the 
development of a multifactorial rcoring 
system to be used to evaluate health 
impact baaed on the duct’s total 
nutrient content, the eve1 of aationwide p” 
consumption. and the scientific validity 
of the health claim. This system would 
incorporate a cut-off limit to determine 
whether a petition is acceptable. 
Another suggested criterion was that the 
new health claim be recognized by 
reputable health organizations or 
research centers. 

As discussed in section Iv.C. of this 
document the extremely short 
timeframes provided under the act for 
FDA to decide if a health claim is to be 
authorized make significant input fnrm 
other health organizations impracticable 
before a proposed rule is to be issued. 
However, the agency does expect and 
encourages other health organizations, 
public, private, and governmental, to 
submit comments on all proposed 
actions on health claims. 

With respect to the suggested scoring 
gyatem, FDA does not believe that such 
a system would be practicabb because 
of the necessity for the agency to 
exercise its scientific judgment to give 
more weight to those studies of greater 
significance. Such significance may vary 
greatly from one situation to another, 
depending upon the nature of the 
evidence in each study. A scoring 
system might. under such circumstances, 
not fairly evaluate the merits of the 
studies. 

One comment pertained to section 
403(r)@)(G) of the act which provides 
that if a petition for a health claim 
regulation relies on a report from an 
authoritative scientific body of the 
United States, the agency must consider 
such report and must justify any 
decision rejecting the conclusions of 
such report. The comment advised that 
similar consideration should apply with 
respect to other reputable scientific data 
that are submitted in support of the 
petition. 

The agency doea not agree. Section 
403(r)(4)(C) of the act imposes upon FDA 
an obligation to justify rejection of 
conclusions of a report from an 
authoritative scientific body of the 
United States. Congress obviously 
believed that FDA should have strong 
grounds for not agreeing with such 
reports because of the high credibility of 
U.S. Government bodies. However, 
there is no indication in the legislative 
history of the 1990 amendments of an 
intent for FDA to have a simiIar burden 
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for reports not generated by such 
Government bodies. For such situations, 
the agency is only required to state the 
reasons for the denial of the 
recommendation. However, FDA 
intepds to fully and fairly evaluate any 
scientific reports that are submitted to 
the agency in support of a health claim. 
The agency intends to consider such 
reports as part of the totality of evidence 
on the substance-disease relationship. 

Several comments recommended that 
the agency establish a distinct and 
separate procedure (and consequently 
distinct and separate requirements for 
petitions) for determining the propriei-y 
and validity of health claims for dietary 
supplements. These comments stated 
that Congress intended that dietary 
supplements be considered under a 
more lenient standard than conventional 
foods and recommended that health 
claims for dietary supplements be based 
on significant scientific evidence and 
not significant scientific agreement, The 
comments stated that different 
standards should be applied to foods 
and dietary supplements because of 
FDA’s disparate treatment of dietary 
supplements in the past. Some of these 
comments recommended that health 
claims be classified in three categories 
depending on the abundance of the 
scientific evidence and strength of 
scientific support. 

FDA recognizes that dietary 
supplements are not subject to section 
403(r)(3) and (r)(4) of the act. However, 
as explained fully above, FDA has 
carefully considered the discussion of 
dietary supplements in both the Senate 
and House, its obligations under the act, 
and the question of what standard and 
procedure are most appropriate to use in 
assessing and ensuring the validity of 
health claims for dietary supplements. 
Based on this consideration, FDA is 
proposing to apply the same scientific 
standard to health claims for dietary 
supplements of vitamins, minerals, 
herbs, and other similar nutritional 
substances as for conventional foods 
because the agency considers this 
standard to be the appropriate standard 
for ensuring the validity of all such 
claims. For the same reasons, as 
discussed above, FDA finds it 
appropriate under section 403(r)(5)(D) of 
the act and section 3(b)(l)(A)(x) of the 
1990 amendments to make petitions to 
authorize claims on dietary supplements 
subject to the same requirements that 
apply to petitions for claims for 
conventional foods. FDA is proposing 
these requirements for dietary 
supplements because they will ensure 
that the agency has the information that 
it needs to assess the validity of claims 

for substances in these foods. Because 
FDA is proposing the same requirements 
for petitions on substances in dietary 
supplements as for substances in 
conventional foods, it is not 
distinguishing between dietary 
supplements and conventional foods in 
proposed 8 101.70. 
2. General Requirements and provisions 
for Petitions 

The agency is proposing to establish 
0 101.70 as the general procedural 
regulation for petitions for health claims. 
Section 101.70(a) through [d) address 
general issues and requirements such as 
the incorporation of various types of 
information into the petition and 
standard agency requirements 
pertaining to clinical and nonclinical 
studies submitted to the agency for 
review. Section 101.70(e) provides that 
all types of data and information in 
petitions for health claims are available 
for public disclosure after a petition is 
filed except for information that would 
identify a person or a third party, such 
as a physician or hospital, involved in a 
report. FDA is proposing no other 
exceptions to full disclosure because the 
statute does not provide for any 
exceptions, and because, a? the agency 
explained above, it has tentatively 
concluded that the best way to assure 
the validity of a claim, either for a 
nutrient or for substance in a dietary 
supplement, is on the basis of publicly 
available scientific evidence. However, 
when FDA denies a petition before it is 
filed, the agency is proposing in 
0 lOl.i’O(j)(2) that no part of the petition 
will be made available to the public. 
This provision donforms to the 
requirements of section 403(r)(4)(A)(i) of 
the act and provides the same protection 
for petitions for substances in diet&y 
supplements. FDA is also proposing to 
amend 8 20.100, by adding 
li 2O.lOO(c)(34), to reflect the provisions 
on the availability of records in 
proposed 5 101.70. 

Elsewhere in this issue of the Federal 
Register, FDA is publishing several 
documents that propose to find that 
certain substance and disease 
relationships are not valid. (In this 
document, FDA is proposing to establish 
8 101.17 in which the agency will list the 
topics for which it makes such a 
determination.) Those determinations 
are being processed through rulemaking 
proceedings because the 1990 
amendments specifically directed the 
Secretary of Health and Human Services 
(and by delegation, FDA) to make the - 
determinations (section J(b)(l)(A)(vi) 
and (b)(l)/A)(x) of the 1990 
amendments). With such specific 
direction, the agency believes that it is 

more appropriate to formalize its 
determinations through rulemaking 
rather than informally announcing its 
findings. However, while this course of 
action may be practicable for the 10 
determinations mandated by the 1990 
amendments, FDA does not believe it 
would be so for the many 
determinations that the agency may 
have to make in response to future 
petitions. Instead, FDA believes that its 
responses to petitions need to be made 
in the same manner as other petitions to 
change its food regulations. Specifically, 
the agency intends to advise firms of the 
specific reasons for denials without 
instituting a rulemaking proceeding. 

FDA recognizes that in some 
circumstances there may be 
considerable interest in the agency’s 
reasons for issuing denials, and that 
some firms may want to submit 
additional data that might result in a 
different FDA finding. Such firms may 
wish to consult the public listing of 
those health claims petitions that have 
been accepted for filing for issues of 
particular concern. Although denials of 
petitions not accepted for filing will not 
be released to the public, filed petitions 
will be fully available for public 
disclosure. Where the agency has 
denied a filed petition, interested parties 
may wish to review FDA reasons for 
denial before submitting an additional 
petition concerning a health claim. 

Section 101.70(f) sets forth the 
proposed format for a health claim 
petition. It specifies the,types of data 
and other requirements that the agency 
believes are necessary to provide for an 
efficient review and to demonstrate that 
the proposed substance-disease 
relationship complies with the 
requirements established under the 1990 
amendments. 

As proposed in format item A. the 
petition must include one or more model 
health claims that may be used on a 
food label or in labeling for a food to 
characterize the relationship of the 
substance in the food to a disease or 
health-related condition. This item is 
included among the petition 
requirements because FDA has 
tentatively concluded that it is valuable 
to include a model health claim in any 
authorizing regulation. Given the short 
timeframes under which FDA must 
review a petition, it would be difficult 
for the agency to prepare a model claim. 
Therefore, FDA is proposing to require 
that a model health claim be submitted 
as part of the petition. 

In proposed format item B. the 
petitioner is to address how the 
substance conforms to the requirements 
in proposed Q 101.14(b). These 

8 

1c 
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requirements are discussed in section 
1V.B. of this document. One requirement 
is that the use of the substance, or the 
food ingredient of wh!ch the substance 
is a component, at the levels necessary 
to justify a claim be demonstrated by 
the proponent of the claim, to FDA’s 
satisfaction, to be safe and lawful under 
the applicable food safety provisions of 
the act. 

For petitions where the subject 
substance is a component of a food 
ingredient, the agency is proposing to 
require that the petitioner compile a 
comprehensive list of the specific 
ingredients that could be added to food 
to supply the substance in the food 
bear@ the health claim. The agency is 
also proposing to require that, for each 
ingredient listed, the petitioner 
demonstrate that the use of the 
ingredient is safe and lawful under the 
applicable food safety provision:; of the ’ 
act. This showing can be made by a 
showing that the use of the ingredient is 
GRAS, listed as a food additive, or 
authorized by a prior sanction. Where 
the GRAS status is addressed in agency 
regulations (e.g., listed in Part 182 or 
afftrmed in Part l&4), the petition can 
cite the specific regulation. Where the 
GRAS status is not specifically 
addressed in agency regulations (e.g., 
where the GRAS status is based on 
common use in food prior to January 1, 
1858 or based on conformance with the 
general principles stated in Q 170.30(d)), 
or where t!rere is a prior sanction, the 
petitioner must demonstrate, to t1he 
agency’s satisfaction, that this 
requirement is met. 

With respect to t!te requirement in 
proposed 0 101.14(b)(l) that the ZJ.S. 
population must be at risk for a dlisease 
or condition to permit a health claim, or 
that the petition submitted by the 
proponent of the claim otherwise 
explains the prevalence of the disease 
or health-related condition in the U.S. 
population and the relevance of the 
claim in the context of the total daily 
diet, proposed format item C requires 
that the necessary information be 
provided. It should be noted that the 
prevalence of the disease or heabth- 
related condition is of greater 
importance than the extent of the 
population’s inadequate dietary intake 
of a substance. !n particular, there may 
be data supporting that all or a 
significant part of the population has, or 
may have, an inadequate dietary intake 
of a substance. Such data are of value in 
justifying authorizing a health claim 
only in cases where the relationship of 
inadequate intake of a substance to the 
condition or disease has been 
satisfactorily established. 

Information on the prevalence of a 
disease or condition is necessary 
because data from food intake surveys 
are commonly interpreted as showing 
that some segments of the population 
consume inadequate levels of nutrients. 
However, such surveys are generally 
poor predictors of nutritional status. 
There are several reasons for this 
apparent inconsistency. It is generally 
accepted, and controlled studies show 
(Ref. IQ), that consumers who 
participate in a survey tend to 
underreport information on food 
consumption. Purther, use of RDAs as 
criteria for assessing adequate or 
inadequate nutritional status fails to 
account for the large safety factor built 
into the RDAs for adequate nut&M 
intake by individuals in a population 
(Ref. 20). In addition, survey data show 
that a large segment of the population 
regularly consumes vitamin, mineral, 
and other dietary supplements that are 
not adequately recorded in surveys or 
studies of food consumption (Ref. 21). 

For these reasons, the agency has had 
a longstanding policy that the only 
reliable means of determining the 
nutritiona! adequacy of diets of the 
population is through the use of clinical 
and biochemical measures to assess 
nutritional status. Data from the 
National Health and Nutrition 
Examination Survey have frequently 
been used and generally indicate that 
the !eve! of nutrient deficiencies is very 
low or nonexistent for most nutrients. 
bon is an exception based on 
observations of how iron stores in 
women of childbearing ages and among 
young children during rapid growth. 

Proposed format item C also specifies 
the requirements to be addressed in the 
summary of scientif!c data in support of 
the claim. This summary must establish 
that the proposed claim meets the 
scientific standard provided for in 
proposed 4 101.14(c). 

If the claim is intended for a specific 
group within the popu!ation, tha 
petitioner’s analysis shall specifically 
address the dietary practices of such 
group and shall include data sufficient 
to demonstrate that the dietary analysis 
is representative of such group (e .g., 
adolescents or the elderly). 

Proposed format item D requires the 
submission of analytical data showing 
the amount of a substance present in 
representative foods that would be 
candidates to bear the claim and 
specifies that the data be obtained using 
the Association of Official Analvtical 
Chemists (AOAC) methods, w&e 
available, or other valid methodology 
along with submission of the 
methodology and its validation. Data on 

the amount of the substance in vadous 
foods will enable the agency to evaluate 
t!re usefulness of the claim in the 
context of th8 total diet. 

Proposed format item E speciftes the 
attachments to be submitted with the 
petition. These attachments include the 
scientific reports, studies, and other data 
and literature searches used to support 
the petition. 

Proposed format item F requires that 
the petitioner include either a claim for a 
categorical exclusion under Q 25.24 or an 
environmental assessment under 
!j 25.31. 

Proposed 0 lOWO(g) sets forth how 
the submitted data in the petition ar8 to 
be organized and identified and permit8 
the petitioner to incorporate by 
reference any data from an earlier 
petition. 

Proposed 0 101.70(h) requires that the 
petition include a statement signed by 
the person responsib!e for the petition 
that, to the best of his or her knowledge, 
it is a representative and balanced 
submission that includes unfavorab!e 
information, as we!! a8 favorable 
information, known to him/her to be 
pertinent to the evaluation of the 
proposed health claim. 

proposed 0 101.70(i) requires that the 
petition be @red by the petitioner or by 
his/her attorney or agent, or (if a 
corporat!on) by an authorized official. 

The proposed procedures for agency 
action on the petition in Q lOl.7O(j) (1). 
(j) (2). and (j) (3) reflect the requireinents 
of section 403(r) (4) [A) (i) of the aci. For 
fairness, FDA is proposing to apply the 
same procedures in its review of 
pet!t!ons involving substances in dietary 
supplements. Further, the agency is 
proposing therein to notify th8 petitioner 
of receipt of th8 petition within 15 days 
of receipt. 

Finally. with r8Sp8Ct to petitions, the 
agency has proposed elsewhere in this 
issue of the Federal R8g!ster to amend 
21 CFR 5.61 to redelegate from the 
Commissioner of Foods and Drugs to th8 
Director and Deputy Director of the 
Center for Food Safety and Applied 
Nutrition, all the functions of the 
Secretary concerning petitions for !abe! 
claims under section 403(r) of the act for 
both nutrient content and health claims 
that do not involve controversial issues. 
For petitions for health claims, such 
functions consist of the issuance of 
notices of proposed rulemaking and 
final rules concerning authorized health 
claims and the issuance of letters 
concerning the filing or denial of a 
petition. These proposed redelegations 
will facilitate timely agency action on 
these petitions gtven the short 
timeframes for agency action imposed 
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by the 1990 amendments. The proposed 
redelegations are similar to those 
proposed efsewhere in this issue of the 
Federal Register in the proposal 
concerning nutrient content claims 
which, like health claims, were 
designated by section 40S[r) of the act to 
be used on food labels and in labeling 
oniy in conformity with regulations 
promulgated by the agency. 
v. BcolunnicfInpaEt 

lEhe food labeling reform initiative, 
taken as a whole, will have associated 
costs in excess of the $100 million 
threshold that defines a major rule. 
Therefore, in accordance with Executive 
Order 12291 and the Regulatory 
Flexibility Act (Pub. L 96-3541, PDA has 
developed one comprehensive 
regulatory impact anal* (RIA) that 
presents the costs and benefits of all of 
the food labeling provisions taken 
together. The RIA 18 Published 
elsewhare in this issue of the Federal 
Register. The agency requests comments 
on the RiA. 
VI. Environmental @act 

The agency has determined under 21 
CFR 25.24 that this proposed rule is of a 
type that does not individually or 
cumulatively have a sign&ant effect on 
the human environment. Therefore, 
neither an environmental assessment 
nor an environmantal impact statement 
is required The proposed requirements 
pertaining to health claims on food 
labeling qualify for a categorical 
excclusion under 21 CFR 25.24-(a) (11) and 
the proposed requirements pertaining to 
petitions requesting approval for the use 
of health claims for specific substances 
in food qualify for exclusion under ZI 
CFR 25.2I(a) (8). 
VII. Fiffcctive Date 

FDA is proposing to make these 
regu!ations effective 6 months after the 
publication of a final rule based on this 
proposal. 
VffL comments 

Interested persons may, on or before 
February 25,1992, submit to the Dockets 
Management Branch (address above) 
written comments regarding this 
proposal. Two copies of any comment,3 
are to be submitted, except that 
individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the ofice 
above between 9 a.m. and 4 pm., 
Monday throu h Friday. 

The agency a as determined that 90 
days is the maximum time that it can 
provide for the submission of comments 

and still meet the statutory timeframe 
for the issuance of final ragulations on 
health claims. Thus, the agency is 
advising that it will not consider any 
requests under 21 CFR 19,49(b) for 
extension of the comment Period beyond 
February 25,1992. The agency must limit 
the comment period to no more than 90 
days to assure sufficient time to develop 
& final rule based on this proposal and 
the comments it receives. 
IX. Paperwork Re&&on Act 

In accordance with tha Paperwork 
Reduction Act of 1950 (44 U&C chapter 
35). the provisions of 0 1oO.70 Petitions 
for heath claims relating to submission 
of petitions to PDA will be submitted for 
approval to the Office of Management 
and Budget (OMB). These provisions 
will not be effactive until EDA obtains 
OMB approval. FDA will give notice of 
OMB approval of these requirements in 
the Federal Regls&r as part of any final 
rule that is based on this proposal. 
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List of Subiects 
21 CFR Part20 

Confidential business information, 
Courts, Freedom of information, 
Government employees. 
21 CFR Part 101 

Food labeling, Reporting and 
recordkeeping requirements. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs, it is proposed that 21 
CFR parts 20 and 101 be amended as 
follows: 

I 

* 
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PM 20-PUBLIC INFORMATKbN 
1. The authority citation for 21 CFR 

part 20 continues to read as follows: 
Authority: Section 201-903 of the Federal 

Food, Drug. and Cosmetic Act (21 U.S.C. 321- 
393):secs.3Ol.302.303,307,310,311.351.352, 
354-380F.361.382,17O1-1708,21Ol of the 
Public Health Service Act (42 U.S.C. 241,242. 
242a. 2421.24211.243,262.263,263~263n. 264, 
265,3OOu-3OOu-5,3OOaa-1); 5U.S.C. 55218 
U.S.C. 1905. 

2. Section 20.100 is amended by 
PL adding a new paragraph (c)(34) to read 

as follows: 

.^ 
$20.100 Applicability; (cross reference to 
othw requlatlons. 
* t * l t 

[c) * * * 

(34) Health claims petitions, in 
5 101.70 of this chapter. 

Part IOl-FOOD LABELING 

3. The authority citation for 21. CFR 
part 101 is revised to read as follows: 

Authority: Sets. 4.5.8 of the Fair lPackaging 
and Labeling Act (15 U.S.C. 1453,14!%, 1455): 
sets. 201,3m, 4o2,4o3,4o9. sol. 502,5o5,701 
of the Federal Food, Drug. and Cosmetic Act 
(21U.S.C.321.331,342,343.348.352, 352,355, 
371). 

4. Section 101.9 is amended by adding 
paragraph (k) (I) to read as follows: 
p 101.9 Nutrition labeling of food 
* t t t t 

(k) l * l 

(1) That the food, because of the 
presence or absence of certain dietary 
properties, is adequate or effective in 
the prevention, cure, mitigation, or 
treatment of any disease or symptom. 
Information about the relationship of a 
dietary property to a disease or health- 
related condition may only be provided 
in conformance with the requirements of 
8 101.14 and subpart E of part 101. 
t * * * l 

5. New 5 loL.14 is added to read as 
follows: 

0 101.14 Health claims: general 
requirements. 

(a) Definitions. For purposes of this 
section, the following definitions apply: 

(1) He&h claim means any claim 
made on the label or in labeling of a 
food, including a dietary supplement, 
that expressly or by implication, 
including “third party” endorsements, 
written statemerits (e.g., a brand name 
including a term such as “heart”), 
symbols (e.g., a heart symbol), or 
vignettes, that characterizes the 
relationship of any substance to ,a 
disease or health-related condition. 
Implied health claims include only those 
statements, symbols, vignettes, or other 

forms of communication that a 
manufacturer intends, or would be likely 
to be understood, to assert or direct 
beneficial relationship between the 
presence or level of any substance in the 
food and a health or disease-related 
condition. 

(2) Substance means a component of a 
conventional food or of a dietary 
supplement of vitamins, minerals, herbs, 
or other nutritional substances. 

(3) Nutritive value means a value in 
sustaining human existence by such 
processes as promoting growth, 
replacing loss of essential nutrients, or 
providing energy. 

(4) Dietary supplement means a food, 
other than a conventional food, that 
supplies a component with nutritive 
value to supplement the diet by 
increasing the total dietary intake of 
that substance. A dietary supplement 
includes a food for special dietary use 
within the meaning of 0 101.9(a) (2) that 
is in conventional food form. 

(5) Disqualifying nutrient levels 
means the levels of total fat, saturated 
fat, cholesterol, or sodium in a food 
above which the food will be 
disqualified from making a health claim. 
These levels are 11.5 grams (g) of fat, 4.0 
g of saturated fat, 45 milligrams (mg) of 
cholesterol, or 360 mg of sodium, per 
reference amount commonly consumed, 
per label serving size, and per 100 g. 
Any one of the levels, on a per reference 
amount commonly consumed, a per 
label serving size, or a per 100 g basis, 
will disqualify a food from making a 
health claim. 

(b) For a substance to be eligible for a 
health claim: 

(1) The substance must be associated 
with a disease or health-related 
condition for which the general U.S. 
Donulation. or an identified U.S. 
population-subgroup [e.g., the elderly) is 
at risk, or, alternativelv. the uetition 
submitted by the proponent of the claim 
otherwise explains the prevalence of the 
disease or health related-condition in 
the U.S. population and the relevance of 
the claim in the context of the total daily 
diet and satisfies the other requirements 
of this section. 

(2) If the substance is to be consumed 
as a component of a conventional food 
at decreased dietary levels, the 
substance must be a nutrient listed in 21 
U.S.C. 343(q) (1) (C) or(D), or one that 
FDA has required to be included in the 
label or labeling under 21 U.S.C. 343 (q) 
(21 (Al; and 

(3) If the substance is to be consumed 
at other than decreased dietary levels: 

(i) The substance must be consumed 
as a component of a conventional food 
or of a dietary supplement and 
contribute taste, aroma, or nutritive 

value, or any other technical effect 
listed in 5 170.3(o) to the food and must 
retain that attribute when consumed at 
levels that are necessary to justify a 
claim: and 

(ii) The substance must be a food 
ingredient or a component of a food 
ingredient whose use at the levels 
necessary to justify a claim has been 
demonstrated by the proponent of the 
claim, to FDA’s satisfaction, to be safe 
and lawful under the applicable food 
safety provisions of the act. 

(c) Validity requirements. FDA will 
promulgate regulations authorizing a 
health claim only when it determines, 
based on the totality of publicly 
available scientific evidence (including 
evidence from well-designed studies 
conducted in a manner which is 
consistent with generally recognized 
scientific procedures and principles), 
that there is significant scientific 
agreement, among experts qualified by 
scientific training and experience to 
evaluate such claims, that the claim is 
supported by such evidence. 

(I) It must be supported by the totality 
of publicly available scientific evidence 
(including evidence from welldesigned 
studies conducted in a manner which is 
consistent with generally recognized 
scientific procedures and principles) ; 
and 

(2) There must be significant scientific 
agreement among experts qualified by 
scientific training and experience to 
evaluate such claims that this support 
exists. 

(d) General health daim labeling 
requirements. (1) When FDA determines 
that a health claim meets the validity 
requirements of paragraph (c) of this 
section, FDA will propose a regulation 
in subpart E of this part to authorize the 
use of that claim, If the claim pertains to 
a substance not provided for in 5s 101.9 
or 101.36, FDA will propose amending 
these regulations to include declaration 
of the substance. 

(z) When a regulation has been 
established in subpart E of this part 
providing for a health claim, firms may 
make claims based on the regulation in 
subpart E of this part, provided that: 

(i) All label or labeling statements 
about the substance-disease 
relationship that is the subject of the 
claim are based on, and consistent with, 
the conclusions set forth in the summary 
of scientific information and model 
health claims provided in regulations in 
subpart E of this part; 

(ii) The claim is limited to describing 
the value that ingestion (or reduced 
ingestion] of the substance, as part of p 
total dietary pattern, may have on a 
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particular disease or health-related 
condition; 

[iii) The claim is complete, truthful, 
and not misleading. Where factors other 
than dietary intake of the substance 
affect ‘the health benefit, such factors 
may be required to be addressed in the 
claim by a specific regulation in subpart 
E of this part; 

(iv) .A!4 information required to be 
included in the claim appears in one 
place. in the same type size, without 
other intervening material: Except that 
the label may bear the statement, “See 
- for information about the 

relations&p between - and _” 
with dre blanks Filled in with references 
to the location of the labeling containing 
the health claim. the name of the 
substance, and the disease or 
healthrelaied condition [e.g.. “‘See 
attached pamphlet for information about 
calcium and osteoporosis”). with the 
entire claim appearing on the other 
labeling: 

(v) The daim enables the public to 
comprehend the information provided 
and to understand the relative 
significance of such information in th’e 
context of a total daily diet; and 

(vi) tf the claim is about the effects of 
consuming the substance at decreasesd 
dietary levels, the level of the substance 
in the food is sufficiently low to justify 
the claim. To meet this requirement, if a 
definition for use of the term “low” has 
been established for that substance 
under this part, the substance must be 
present at a level that meets the 
requirements for use of that term, unless 
a specific alternative level has been 
established fo? the substance in Subpart 
E OF this part. If no definition for “low” 
has been established, the level of the 
substance must meet the level 
established in the regulation authorizing 
the claim; or 

(vii) If the claim is about the effects of 
consuming the substance at other than 
decreased dietary levels, the level of the 
substance in the food is sufficiently h:lgh 
and in an appropriate form to justify the 
claim. To meet this requiemenl, if a 
definition for use of the term “high” for 
that substance has been established 
under this part the substance must be 
present at a level that meets the 
requirements for use of that term, unless 
a specific alternative level has been 
established for the substance in subpart 
E of this part. IF no definition for “high” 
has been established, the level OF the 
substance must meet the level 
established in the regulation authorizing 
the claim. 

(3) Nutrition labeling shall be 
provided in the label or labeling of any 
food for which a health claim is made in 
accordance with $8 101.9 and 101.36. 

(e) Prohibited health claims. No 
expressed or implied health claim may 
be made on the label or in labeling for a 
food unless: 

(1) The claim is specifically provided 
for in subpart E of this part: and 

(2) The claim conforms to all general 
provisions of this section as well as to 
all specific provisions in the appropriate 
section of Subpart E of this part; 

(?I) None of the disqualifying levels 
identified in paragraph (a)(5) of this 
section is exceeded in the food, unless 
specific alternative levels have been 
established for the substance in subpart 
E of this part; or unless FDA has 
permitted a claim despite the fact that a 
disqualifying level of a nutrient is 
present in the food based on a finding 
that such a claim will assist consumers 
in maintaining healthy dietary practices, 
and, in accordance with the regulation 
in subpart E that makes such a finding, 
the label bears a reFerra1 statement that 
complies with 8 10tI3(h) highlighting 
the nutrient that exceeds the 
disqualifying level: 

(4) No substance, other than one For 
which a “disquaiifying nutrient level” is 
established, is present at an 
inappropriate level as determined in 
specific provisions of subPart E of this 
part; and 

(5) The label does not represent or 
purport that the food is for infants and 
toddlers less than 2 years of age. 

(fj The requirements of this section do 
not apply to: 

(I) Infant formulas subject to section 
412(h) of the Federal Food, Drug. and 
Cosmetic Act, and 

(2) Medical foods defined by section 
5(b) of the Orphan Drug Act. 

(g] Applicability. The requirements of 
this section apply to foods intended for 
human consumption that are offered for 
sale. 

6. Subpart E. consisting of 8 5 101.70 
and 101.71, is added to read as follows: 
tsub&ft~tific Requtrelnents for 

Sec. 
101.70 Petitions for health claims. 
101.71 Health claims: Claims not 

authorized. 

Subpart E-Specific Requirements for 
Health Claims 

I 101.70 Petitions for health claims. 
(a) Any interested person may 

petition the Food and Drug 
Administration (FDA) to issue a 
regulation regarding a health claim. Tne 
petition shall be submitted in 
quadruplicate. If any part of the material 
submitted is in a foreign language, it 
shall be accompanied by an accurate 
and complete English translation. The 

petition shall state the petitioner’s post 
office address to which any 
correspondence required by section 403 
of the Federal Food, Drug, and Cosmetic 
Act may be sent. 

(b] Pertinent information may be 
incorporated in. and will be considered 
as part OF, a petition on the basis of 
specilic reference to such information 
submitted toand retained in the files of 
FDA. Any reference to published 
information shall be accompanied by 
reprints, or easily readable copies of 
such information. 

(c) If nonclinical laboratory studies 
are included in a petition. the petition 
shall include, with respect to each 
nonclinical study contained in the 
petition, ei’ther a statement that the 
study has been conducted in compliance 
with the good laboratory practice 
regulations as set forth in part 58 of this 
chapter, or, if any such study was not 
conducted in compliance with such 
regulations, a brief statement of the 
reason for the noncompliance. 

(d) If clinical or other human 
investigations are included in a petition. 
the petition shall in&de a statement 
that they were either conducted in 
compliance with the requirements for 
institutional review set forth in part 56 
of this chapter, or were not subject to 
such requirements in accordance with 
H 56.104 or 0 56.105, and a stalement that 
they were conducted in compliance with 
the requirements For informed consent 
set forth in part 50 of this chapter. 

(e) Ail data and information in a 
health claim petition are available for 
public disclosure after the notice of 
filing of petition is issued to the 
petitioner, except that ciinicai 
investigation reports, adverse reaction 
reports. product experience reports, 
consumer complainis, and other similar 
data and information shall otily be 
available after deletion of: 

(1) Names and any information that 
would identify the person using the 
product. 

(2) Names and any information that 
would identify any third party involved 
with the report, such as a physiclan or 
hospital or other institution. 

(f) Petitions for a health claim shall 
include the following data and be 
submitted in the Following form: 

(Date) 
Name of petitioner 
Post office address 
Subject of the petition 
Food and Drug Administration. Regulatory 

Affaira Staff [WFF-204). Ofke of Nutrition 
and Food Sciences. 200 C St. SW.. 
Washington. DC 20204. 

I 

# 
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The undersinned. - submite. this 
petition pursu&it to section 403(r) (4) or 403(r) 
(9) ID) of the Federal Food, Drug, and 
Cosmetic Act with respect to (siatement of 
the substance and its health claim). 

Attached hereto, in quadruplicate, and 
constituting a part of this petition, are the 
following: 

A. Model health claim. One or more model 
health claims that represent label 5;tatements 
that may be used ona food label or in 
labeling for a food to characterize the 
relationshio between the substance in a food 
to a disease or health-related condition that 
is justified by the summary of scientific data 
provided in section C of the petition. The 
model health claim shall include: 

1. A brief capsulized statement of the 
relevant conclusions of the summary, and 

2. A statement of how this substance helps 
the consumer to attain a total dietary pattern 
or goal associated with the health benefit 
that is provided. 

Et. Preliminary requirements. A comolete 
explanation of how-the substance conforms 
to the requirements of P 101.14 Ibl. For 
petitions-where the subject substance is a 
food ingredient or a component of a food 
ingredient, the petitioner-should compile a 
comprehensive list of the specific hlnredients 
that will be added to the food to supply the 
substance in the food bearing the health 
claim. For each such ingredient listed, the 
petitioner should state how the ingredient 
complies with the requirements of !I 101.14(b) 
(3) (ii), e.g., that its use is GRAS, listed as a 
food additive. or authorized bv a orior 
sanction issued by the agency: and what the 
basis is for the GRAS claim, the food additive 
status, or prior sanctioned status. 

C. Summary of scientific data. Tbe 
summary of scientific data provides the basis 
upon which authorizing a health claim can be 
justified as providing the health benefit. The 
summary must establish that, based on the 
totality of publicly available scientific 
evidence (including evidence from well 
designed studies conducted in a manner 
which is consistent with generally recognized 
scientific procedures and principles), there is 
significant scientific agreement among 
experts qualified by scientific training and 
experience to evaluate such cleims, that the 
claim is supported by such evidenne. 

The summary shall state what public 
health benefit will derive from use of the 
claim as proposed. If the claim is intended for 
a specific gmup within the population, the 
summary shall specifically address 
nutritional needs of such group and shall 
include 5cientific data showing how the claim 
is likely to assist in meeting such needs. 

The summary shall concentrate on the 
findings of appropriate review articles, 
National Institutes of Health consensus 
development conferences, and other 
appropriate resourf~ materials. Issues 
addressed in the summary shall include 
answer5 to such question5 as: 

1. Is there an optimum level of the 
particular substance to be consumed beyond 
which no benefit would be expected? 

2. Is there any level at which an aidverse 
effect from the substance or from foods 
containing the substance occurs for any 
segment of the population? 

3. Are there certain populations that must 
receive special consideration? 

4. What other nutritional or health factor5 
(both positive and negative) are important to 
consider when consumimz the substance? 

In addition, the summary of ecientific data 
shall include a detailed analysis of the 
potential effect of the use of-the proposed 
claim on food consumption, specifically any 
change due to significant alterations in eating 
habits and corresponding changes in nutrient 
intake resulting from such channes in food 
consumption. The latter item shill 
specifically address the effecf on rhe intake 
of nutrients that have beneficial and negative 
consequences in the total diet. 

If the claim is intended for a significant 
subpopulation within the general U.S. 
oooulation. the analvsis shall aoecificafiv 
address the dietary practices of such g&p. 
and shall include data sufficient to 
demonstrate that the dietary analysis is 
representative of such group [e.gl 
adolescents or the elderly). 

If appropriate, the petition shall explain the 
prevalence of the disease or health-related 
condition in the U.S. population and the 
relevance of the claim in the context of the 
total daily diet. 

Also, the summary shall demonstrate that 
the substance that is the subject of the 
proposed claim conforms to the definition of 
the term “substance” in paragraph [a) (2) of 
H 101.14. 

D. Analytical data that show the amount of 
the substance that is present in 
representative foods that would be 
candidates to bear the claim should be 
obtained from representative samples using 
methods from the Association of OfRcial 
Analytical Chemists (AOAC), where 
available. If no AOAC method is available, 
the petitioner shall submit the assay method 
used and data establishing the validity of the 
method for assaying the substance in food. 
The validation data should indude a 
statistical analysis of the analytical and 
product variability. 

E. The petition shall include the following 
attachments: 

1. Copies of any commuter literature 
searches done by the petitioner (e.g., 
MedlineL 

2. Copies of articles cited in the literature 
searches and other information as follows: 

a. All information relied upon for the 
support of the health claim, including copies 
of publications or other information cited in 
review articIes and used to perform meta- 
analyses. 

b. All information concerning adverse 
consequences to any segment of the 
population [e.g.. sensitivity to the substance). 

c. All information pertaining to the U.S. 
population. 

F. The petitioner is required to submit 
either a claim for categorical exclusion under 
P 26.24 of this chapter or an environmental 
assessment under B 25.31 of this chapter. 

Yours very truly, 
Petitioner 

BY 
(Indicate authority) 

(g) The data specified under the 
several lettered headings should be 

submitted on separate pages or sets of 
pages, suitably identified. If such data 
have already been submitted with an 
earlier application from the petitioner or 
any other final petition, the present 
petition may incorporate it by specific 
reference to the earlier petition. 

(h) The petition shall include a 
statement signed by the person 
responsible for the petition that, to the 
best of his/her knowledge, it is a 
representative and balanced submission 
that includes unfavorable information as 
well as favorable information, known to 
him/her to be pertinent to the evaluation 
of the proposed health claim. 

(i) The petition shall be signed by the 
petitioner or by his/her attorney or 
agent, or (if a corporation) by an 
authorized official. 

(j) Agency octim cm Ihe pefiliun. (1) 
Within 15 days of receipt of the petition, 
the petitioner will be notified by letter of 
the date on which the petition was 
received. Such notice will inform the 
petitioner that the petition is undergoing 
agency review and that the petitioner 
will subsequently be notified of the 
agency’s decision to file for 
comprehensive review or deny the 
petition. 

(2) Within 100 days of the date of 
receipt of the petition, FUA will notify 
the petitioner by letter that the petition 
has either been filed for comprehensive 
review or denied. The agency will deny 
a petition without reviewing the 
information contained in C. Summary of 
Scientific Data if the information in B. 
Preliminary Requirements is inadequate 
in explaining how the substance 
conforms to the requirements of 
0 lffl.l4(b). If the petition is denied, the 
notification will state the reasons 
therefor, including justification of the 
rejection of any report from an 
authoritative scientific body of the U.S. 
Government. If filed, the date of the 
notification letter becomes the date of 
filing for the purposes of this regulation. 
A petition that has been denied will not 
be made available to the public. A filed 
petition will be available to the public to 
the extent provided under paragraph (e) 
of this section. 

(3) Within 90 days of the date of filing, 
FllA will by letter of notification to the 
petitioner: 

(i) Deny the petition, or 
(ii) Inform the petitioner that a 

proposed regulation to provide for the 
request use of the health claim will be 
published in the Federal Register. If the 
petition is denied, the notification will 
state the reasons therefor, including 
justification for the rejection of any 
report from an authoritative Scientific 
body of the U.S. Government. FIJA will 
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publish the proposal to amend the 
regulations to provide for the requested 
use of the health claim in the Federal 
Register within 90 days of the date of 
filing. The proposal will also announce 
the availability of the petition for public 
review. 
0 101.71 Health claims: claims not 
authorized. 

In response to the Nutrition Labeling 
and Education Act of 1990, FDA has 
reviewed the evidence on the following 
topics that Congress specifically asked 
FDA to evaluate and has concluded that 
there is no basis for claims about the 
following: 

Dated: November 4, 1~1. 
David A. Kessler, 
Commissioner of Food and Drugs. 
Louis W. Sullivan, 
Secretary of Health and Human Services. 
[FR Dot. 91-27151 Filed 11-26-91: 8~45 am] 
BlLLlNe COOE 4160-01-* 

---- 

21 CFR Part 101 

I__ ._ 

[Docket No. SlN-00981 

RIN 0905-ADO8 

Food Labeling: Heatth Claims; Dietary 
Fiber and Cancer 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Proposed rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that after reviewing the available 
evidence, it tentatively finds that a basis 
does not exist on which to authorize the 
use on foods, including dietary 
supplements, of health claims relating to 
an association between ingestion of 
dietary fiber and reduction in risk of 
cancer. While data support an 
association between consumption of 
fiber-rich plant foods and reduced risk 
of cancer, FDA tentatively finds that it 
cannot attribute this effect to the fiber 
itself. Therefore, FDA specifically 
requests comments on this topic. FDA 
has reviewed the relationship between 
this dietary component and this disease 
under the provisions of the Nutrition 
Labeling and Education Act of 1990 (the 
1990 amendments). 
DATES: Written comments by February 
25.1992. The agency is proposing that 
any final rule that may issue based upon 
this proposal become effective 6 months 
following its publication in accordance 
with requirements of the 1990 
amendments. 
ADDRESSES: Written comments to the 
Dockets Management Branch (HFA- 

305) Food and Drug Administration, rm. 
l-23,12420 Parklawn Dr.. Rockville, MD 
20857. 
FOR FURTHER INFORMATION CONTACT: 
]oyce J. Saltsman, Center for Food 
Safety and Applied Nutrition (HFF-265), 
Food and Drug Administration, 206 C St. 
SW., Washington, DC 20204,202-485- 
0316. 
SUPPLEMENTARY INFORMATION: 

I. Background 

A. The Nutrition Labeling and 
Education Act of 1990 

On November 8,1QQO, the President 
signed into law the 1990 amendments 
(Pub. L. 101535), which amend the 
Federal Food, Drug, and Cosmetic Act 
(the act). The 1990 amendments, in part, 
authorize the Secretary of Health and 
Human Services (and FDA by 
delegation) to issue regulations 
authorizing claims on the label or 
labeling of foods characterizing the 
relationship between a food component 
and a disease or health-related 
condition. With respect to health claims, 
the new provisions provide that a 
product is misbranded if it bears a claim 
that characterizes the relationship pf a 
nutrient to a disease or health-related 
condition, unless the claim is made in 
accordance with the procedures and 
standards established under the act (21 
U.S.C. 343(r)(l)(B)). 

Published elsewhere in this issue of 
the Federal Register is a proposed rule 
“Food Labeling: General Requirements 
for Health Claims for Food’ to establish 
general requirements for health claims 
on food labels and labeling that 
characterize the relationship of 
nutrients, including vitamins or 
minerals, herbs, or other nutritional 
substances (referred to generally as 
“substances”) in food to a disease or 
health-related condition. In this 
companion document, FDA has 
tentatively concluded that such claims 
would only be justified for substances in 
conventional foods as well as in dietary 
supplements if the totality of the 
publicly available scientific evidence 
(including evidence from well-designed 
studies conducted in a manner which is 
consistent with generally recognized 
scientific procedures and principles) 
supports a claim, and if there is 
significant scientific agreement, among 
experts qualified by scientific training 
and experience to evaluate such claims, 
about such support. 

The 1990 amendments also require 
(section 3(b)(l)(A)(ii). (b)(l)(A)(vi). and 
(b)(l)(A)(x)) that within 12 months of 
their enactment, the Secretary shall 
issue proposed regulations to implement 
section 463(r) of the act, and that such 

regulations shall determine, among other 
things, whether claims respecting 10 
topic areas, including dietary fiber and 
cancer, meet the requirements of the act. 
In this document, the agency will 
consider whether a claim on the label or 
labeling of food or food products on the 
relationship between dietary fiber and 
cancer would be justified under the 
standard proposed in the companion 
document. 
B. Basis for Considering a Claim 
Relating Dietary Fiber and Cancer 
1. Cancer 

Cancer accounts for about one of 
every five deaths and is the second 
leading cause of death in the United 
States (DHHS/PHS, 1999). Deaths from 
cancer numbered more than 475.000 in 
1987. The overall economic cost of 
cancer, including direct health care 
costs and losses due to morbidity and 
mortality, was estimated to be $72.5 
billion. In addition, the social impact of 
cancer can be measured in part by 
potential years of life lost by death 
before age 65. Potential years of life lost 
were 18 million for cancer compared to 
15 million for heart disease (Ref. 46). 

The risk of occurrence of cancer 
differs markedly for various sites. In 
1990, lung cancer accounted for 35 
percent of all cancer deaths in men. 
Colorectal cancer and prostate cancer 
each accounted for 11 percent of cancer 
deaths in men. The leading causes of 
cancer deaths among women were lung 
cancer (21 percent of cancer deaths), 
breast cancer (16 percent), and 
colorectal cancer (13 percent) (Ref. 46). 
2. Dietary Fiber 

Dietary fiber is comprised of 
components of plant materials that are 
resistent to human digestive enzymes 
(Refs. 12 and 24). These components are 
predominantly nonstarch 
polysaccharides and lignin and may 
include, in addition, associated 
substances (Ref. 12). To date, the best 
documented and most widely accepted 
nutritional role for dietary fibers is for 
normal bowel function and health (Ref. 
24). It is estimated that current dietary 
fiber intakes of 10 to 15 grams (g) per 
day (6 to 7 g per 1000 kilocalories) in the 
United States are less than optimal for 
meeting needs for normal bowel 
function and health (Refs. 22 and 24). 
Significant increases in this level of 
intake have been recommended 
frequently (Ref. 24). 

Based on currently available 
analytical methods, dietary fiber is 
measured both as total dietary fiber and 
as the subcomponents of soluble and 


