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§ 312.85 Phase 4 studies. 
Concurrent with marketing approval, 

FDA may seek agreement from the 
sponsor to conduct certain post-
marketing (phase 4) studies to delin-
eate additional information about the 
drug’s risks, benefits, and optimal use. 
These studies could include, but would 
not be limited to, studying different 
doses or schedules of administration 
than were used in phase 2 studies, use 
of the drug in other patient popu-
lations or other stages of the disease, 
or use of the drug over a longer period 
of time. 

§ 312.86 Focused FDA regulatory re-
search. 

At the discretion of the agency, FDA 
may undertake focused regulatory re-
search on critical rate-limiting aspects 
of the preclinical, chemical/manufac-
turing, and clinical phases of drug de-
velopment and evaluation. When initi-
ated, FDA will undertake such re-
search efforts as a means for meeting a 
public health need in facilitating the 
development of therapies to treat life- 
threatening or severely debilitating ill-
nesses. 

§ 312.87 Active monitoring of conduct 
and evaluation of clinical trials. 

For drugs covered under this section, 
the Commissioner and other agency of-
ficials will monitor the progress of the 
conduct and evaluation of clinical 
trials and be involved in facilitating 
their appropriate progress. 

§ 312.88 Safeguards for patient safety. 
All of the safeguards incorporated 

within parts 50, 56, 312, 314, and 600 of 
this chapter designed to ensure the 
safety of clinical testing and the safety 
of products following marketing ap-
proval apply to drugs covered by this 
section. This includes the requirements 
for informed consent (part 50 of this 
chapter) and institutional review 
boards (part 56 of this chapter). These 
safeguards further include the review 
of animal studies prior to initial 
human testing (§ 312.23), and the moni-
toring of adverse drug experiences 
through the requirements of IND safe-
ty reports (§ 312.32), safety update re-
ports during agency review of a mar-
keting application (§ 314.50 of this chap-

ter), and postmarketing adverse reac-
tion reporting (§ 314.80 of this chapter). 

Subpart F—Miscellaneous 

§ 312.110 Import and export require-
ments. 

(a) Imports. An investigational new 
drug offered for import into the United 
States complies with the requirements 
of this part if it is subject to an IND 
that is in effect for it under § 312.40 and: 
(1) The consignee in the United States 
is the sponsor of the IND; (2) the con-
signee is a qualified investigator 
named in the IND; or (3) the consignee 
is the domestic agent of a foreign spon-
sor, is responsible for the control and 
distribution of the investigational 
drug, and the IND identifies the con-
signee and describes what, if any, ac-
tions the consignee will take with re-
spect to the investigational drug. 

(b) Exports. An investigational new 
drug intended for export from the 
United States complies with the re-
quirements of this part as follows: 

(1) If an IND is in effect for the drug 
under § 312.40 and each person who re-
ceives the drug is an investigator 
named in the application; or 

(2) If FDA authorizes shipment of the 
drug for use in a clinical investigation. 
Authorization may be obtained as fol-
lows: 

(i) Through submission to the Inter-
national Affairs Staff (HFY–50), Asso-
ciate Commissioner for Health Affairs, 
Food and Drug Administration, 5600 
Fishers Lane, Rockville, MD 20857, of a 
written request from the person that 
seeks to export the drug. A request 
must provide adequate information 
about the drug to satisfy FDA that the 
drug is appropriate for the proposed in-
vestigational use in humans, that the 
drug will be used for investigational 
purposes only, and that the drug may 
be legally used by that consignee in the 
importing country for the proposed in-
vestigational use. The request shall 
specify the quantity of the drug to be 
shipped per shipment and the fre-
quency of expected shipments. If FDA 
authorizes exportation under this para-
graph, the agency shall concurrently 
notify the government of the importing 
country of such authorization. 
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