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as par. (1), substituted ‘‘paragraph (2)’’ for ‘‘subsection 
(a)(2) of this section’’, substituted a period for the colon 
after ‘‘as so revised’’, and added par. (2). 

EFFECTIVE DATE OF 1980 AMENDMENT 

Section 6 of Pub. L. 96–359 provided that: ‘‘Section 412 
of the Federal Food, Drug, and Cosmetic Act (added by 
section 2) [this section] shall apply with respect to in-
fant formulas manufactured on or after the 90th day 
after the date of the enactment of this Act [Sept. 26, 
1980].’’ 

§ 350b. New dietary ingredients 

(a) In general 

A dietary supplement which contains a new di-
etary ingredient shall be deemed adulterated 
under section 342(f) of this title unless it meets 
one of the following requirements: 

(1) The dietary supplement contains only di-
etary ingredients which have been present in 
the food supply as an article used for food in 
a form in which the food has not been chemi-
cally altered. 

(2) There is a history of use or other evi-
dence of safety establishing that the dietary 
ingredient when used under the conditions rec-
ommended or suggested in the labeling of the 
dietary supplement will reasonably be ex-
pected to be safe and, at least 75 days before 
being introduced or delivered for introduction 
into interstate commerce, the manufacturer 
or distributor of the dietary ingredient or di-
etary supplement provides the Secretary with 
information, including any citation to pub-
lished articles, which is the basis on which the 
manufacturer or distributor has concluded 
that a dietary supplement containing such di-
etary ingredient will reasonably be expected 
to be safe. 

The Secretary shall keep confidential any infor-
mation provided under paragraph (2) for 90 days 
following its receipt. After the expiration of 
such 90 days, the Secretary shall place such in-
formation on public display, except matters in 
the information which are trade secrets or 
otherwise confidential, commercial information. 

(b) Petition 

Any person may file with the Secretary a peti-
tion proposing the issuance of an order prescrib-
ing the conditions under which a new dietary in-
gredient under its intended conditions of use 
will reasonably be expected to be safe. The Sec-
retary shall make a decision on such petition 
within 180 days of the date the petition is filed 
with the Secretary. For purposes of chapter 7 of 
title 5, the decision of the Secretary shall be 
considered final agency action. 

(c) ‘‘New dietary ingredient’’ defined 

For purposes of this section, the term ‘‘new di-
etary ingredient’’ means a dietary ingredient 
that was not marketed in the United States be-
fore October 15, 1994 and does not include any di-
etary ingredient which was marketed in the 
United States before October 15, 1994. 

(June 25, 1938, ch. 675, § 413, as added Pub. L. 
103–417, § 8, Oct. 25, 1994, 108 Stat. 4331.) 

§ 350c. Maintenance and inspection of records 

(a) Records inspection 

If the Secretary has a reasonable belief that 
an article of food is adulterated and presents a 

threat of serious adverse health consequences or 
death to humans or animals, each person (ex-
cluding farms and restaurants) who manufac-
tures, processes, packs, distributes, receives, 
holds, or imports such article shall, at the re-
quest of an officer or employee duly designated 
by the Secretary, permit such officer or em-
ployee, upon presentation of appropriate creden-
tials and a written notice to such person, at rea-
sonable times and within reasonable limits and 
in a reasonable manner, to have access to and 
copy all records relating to such article that are 
needed to assist the Secretary in determining 
whether the food is adulterated and presents a 
threat of serious adverse health consequences or 
death to humans or animals. The requirement 
under the preceding sentence applies to all 
records relating to the manufacture, processing, 
packing, distribution, receipt, holding, or impor-
tation of such article maintained by or on behalf 
of such person in any format (including paper 
and electronic formats) and at any location. 

(b) Regulations concerning recordkeeping 

The Secretary, in consultation and coordina-
tion, as appropriate, with other Federal depart-
ments and agencies with responsibilities for reg-
ulating food safety, may by regulation establish 
requirements regarding the establishment and 
maintenance, for not longer than two years, of 
records by persons (excluding farms and res-
taurants) who manufacture, process, pack, 
transport, distribute, receive, hold, or import 
food, which records are needed by the Secretary 
for inspection to allow the Secretary to identify 
the immediate previous sources and the imme-
diate subsequent recipients of food, including its 
packaging, in order to address credible threats 
of serious adverse health consequences or death 
to humans or animals. The Secretary shall take 
into account the size of a business in promulgat-
ing regulations under this section. 

(c) Protection of sensitive information 

The Secretary shall take appropriate meas-
ures to ensure that there are in effect effective 
procedures to prevent the unauthorized disclo-
sure of any trade secret or confidential informa-
tion that is obtained by the Secretary pursuant 
to this section. 

(d) Limitations 

This section shall not be construed— 
(1) to limit the authority of the Secretary to 

inspect records or to require establishment 
and maintenance of records under any other 
provision of this chapter; 

(2) to authorize the Secretary to impose any 
requirements with respect to a food to the ex-
tent that it is within the exclusive jurisdic-
tion of the Secretary of Agriculture pursuant 
to the Federal Meat Inspection Act (21 U.S.C. 
601 et seq.), the Poultry Products Inspection 
Act (21 U.S.C. 451 et seq.), or the Egg Products 
Inspection Act (21 U.S.C. 1031 et seq.); 

(3) to have any legal effect on section 552 of 
title 5 or section 1905 of title 18; or 

(4) to extend to recipes for food, financial 
data, pricing data, personnel data, research 
data, or sales data (other than shipment data 
regarding sales). 
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