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Food and Drug Administration, HHS § 170.30 

Subpart B—Food Additive Safety 
§ 170.20 General principles for evalu-

ating the safety of food additives. 
(a) In reaching a decision on any pe-

tition filed under section 409 of the 
Act, the Commissioner will give full 
consideration to the specific biological 
properties of the compound and the 
adequacy of the methods employed to 
demonstrate safety for the proposed 
use, and the Commissioner will be 
guided by the principles and procedures 
for establishing the safety of food addi-
tives stated in current publications of 
the National Academy of Sciences-Na-
tional Research Council. A petition 
will not be denied, however, by reason 
of the petitioner’s having followed pro-
cedures other than those outlined in 
the publications of the National Acad-
emy of Sciences-National Research 
Council if, from available evidence, the 
Commissioner finds that the proce-
dures used give results as reliable as, 
or more reliable than, those reasonably 
to be expected from the use of the out-
lined procedures. In reaching a deci-
sion, the Commissioner will give due 
weight to the anticipated levels and 
patterns of consumption of the additive 
specified or reasonably inferrable. For 
the purposes of this section, the prin-
ciples for evaluating safety of additives 
set forth in the abovementioned publi-
cations will apply to any substance 
that may properly be classified as a 
food additive as defined in section 
201(s) of the Act. 

(b) Upon written request describing 
the proposed use of an additive and the 
proposed experiments to determine its 
safety, the Commissioner will advise a 
person who wishes to establish the 
safety of a food additive whether he be-
lieves the experiments planned will 
yield data adequate for an evaluation 
of the safety of the additive. 

§ 170.22 Safety factors to be consid-
ered. 

In accordance with section 
409(c)(5)(C) of the Act, the following 
safety factors will be applied in deter-
mining whether the proposed use of a 
food additive will be safe: Except where 
evidence is submitted which justifies 
use of a different safety factor, a safety 
factor in applying animal experimen-

tation data to man of 100 to 1, will be 
used; that is, a food additive for use by 
man will not be granted a tolerance 
that will exceed 1⁄100th of the maximum 
amount demonstrated to be without 
harm to experimental animals. 

§ 170.30 Eligibility for classification as 
generally recognized as safe 
(GRAS). 

(a) General recognition of safety may 
be based only on the views of experts 
qualified by scientific training and ex-
perience to evaluate the safety of sub-
stances directly or indirectly added to 
food. The basis of such views may be ei-
ther (1) scientific procedures or (2) in 
the case of a substance used in food 
prior to January 1, 1958, through expe-
rience based on common use in food. 
General recognition of safety requires 
common knowledge throughout the sci-
entific community knowledgeable 
about the safety of substances directly 
or indirectly added to food that there 
is reasonable certainty that the sub-
stance is not harmful under the condi-
tions of its intended use (see § 170.3(i)). 

(b) General recognition of safety 
based upon scientific procedures shall 
require the same quantity and quality 
of scientific evidence as is required to 
obtain approval of a food additive. Gen-
eral recognition of safety through sci-
entific procedures shall be based upon 
the application of generally available 
and accepted scientific data, informa-
tion, or methods, which ordinarily are 
published, as well as the application of 
scientific principles, and may be cor-
roborated by the application of unpub-
lished scientific data, information, or 
methods. 

(c)(1) General recognition of safety 
through experience based on common 
use in food prior to January 1, 1958, 
may be achieved without the quantity 
or quality of scientific procedures re-
quired for approval of a food additive. 
General recognition of safety through 
experience based on common use in 
food prior to January 1, 1958, shall be 
based solely on food use of the sub-
stance prior to January 1, 1958, and 
shall ordinarily be based upon gen-
erally available data and information. 
An ingredient not in common use in 
food prior to January 1, 1958, may 
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