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it ceases dissemination under this 
paragraph. 

§ 99.403 Termination of approvals of 
applications for exemption. 

(a) FDA may, at any time, terminate 
the approval of an application for an 
exemption from the requirement to file 
a supplemental application if: 

(1) The application for an exemption 
had been deemed to be approved be-
cause the agency had not acted on the 
application within 60 days after its re-
ceipt by FDA; 

(2) The manufacturer is dissemi-
nating written information on the new 
use; and 

(3) FDA determines that it would be 
economically and ethically possible for 
the manufacturer to conduct the clin-
ical studies needed to submit a supple-
mental application for the new use. 

(b) If FDA terminates a deemed ap-
proval of an application for an exemp-
tion under paragraph (a) of this sec-
tion, FDA also may: 

(1) Order the manufacturer to cease 
disseminating information; and 

(2) Order the manufacturer to take 
action to correct the information that 
has been disseminated if FDA deter-
mines that the new use described in the 
disseminated information would pose a 
significant risk to public health. 

(c) FDA shall notify the manufac-
turer if it terminates the deemed ap-
proval of an application for an exemp-
tion under paragraph (a) of this sec-
tion. If FDA also issues an order to 
cease dissemination of information, 
the manufacturer shall comply with 
the order no later than 60 days after its 
receipt. 

(d) FDA may, at any time, terminate 
the approval of an application for an 
exemption from the requirement to file 
a supplemental application for a new 
use if, after consulting with the manu-
facturer that was granted such exemp-
tion, FDA determines that the manu-
facturer no longer meets the require-
ments for an exemption on the basis 
that it is economically prohibitive or 
unethical to conduct the studies need-
ed to submit a supplemental applica-
tion for the new use. 

(e) If FDA terminates an approval of 
an application for an exemption under 
paragraph (d) of this section, the man-

ufacturer must, within 60 days of being 
notified by FDA that its exemption ap-
proval has been terminated, file a sup-
plemental application for the new use 
that is the subject of the information 
being disseminated under the exemp-
tion, certify, under § 99.201(a)(4)(i) or 
(a)(4)(ii) that it will file a supplemental 
application for the new use, or cease 
disseminating the information on the 
new use. FDA may require a manufac-
turer that ceases dissemination of in-
formation on the new use to undertake 
corrective action. 

§ 99.405 Applicability of labeling, adul-
teration, and misbranding author-
ity. 

The dissemination of information re-
lating to a new use for a drug or device 
may constitute labeling, evidence of a 
new intended use, adulteration, or mis-
branding of the drug or device if such 
dissemination fails to comply with sec-
tion 551 of the Federal Food, Drug, and 
Cosmetic Act (the act) (21 U.S.C. 
360aaa) and the requirements of this 
part. A manufacturer’s failure to exer-
cise due diligence in submitting the 
clinical studies that are necessary for 
the approval of a new use that is the 
subject of information disseminated 
under this part or in beginning or com-
pleting such clinical studies shall be 
deemed a failure to comply with sec-
tion 551 of the act and the require-
ments of this part. 

Subpart F—Recordkeeping and 
Reports 

§ 99.501 Recordkeeping and reports. 

(a) A manufacturer disseminating in-
formation under this part shall: 

(1) Maintain records sufficient to 
allow the manufacturer to take correc-
tive action as required by FDA. The 
manufacturer shall make such records 
available to FDA, upon request, for in-
spection and copying. Such records 
shall either: 

(i) Identify, by name, those persons 
receiving the disseminated informa-
tion; or 

(ii) Identify, by category, the recipi-
ents of the disseminated information, 
unless FDA requires the manufacturer 
to retain records identifying individual 
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