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standing advisory committee of the ap-
plication’s filing and its availability 
for review. 

(c) If FDA concludes that the data 
presented are not sufficient for mar-
keting approval, FDA will issue a com-
plete response letter under § 314.110 of 
this chapter or the biological product 
licensing procedures. Such letter, in 
describing the deficiencies in the appli-
cation, will address why the results of 
the research design agreed to under 
§ 312.82, or in subsequent meetings, 
have not provided sufficient evidence 
for marketing approval. Such letter 
will also describe any recommenda-
tions made by the advisory committee 
regarding the application. 

(d) Marketing applications submitted 
under the procedures contained in this 
section will be subject to the require-
ments and procedures contained in part 
314 or part 600 of this chapter, as well 
as those in this subpart. 

[53 FR 41523, Oct. 21, 1988, as amended at 73 
FR 39607, July 10, 2008] 

§ 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 may be exported from the United 
States for use in a clinical investiga-
tion under any of the following condi-
tions: 

(1) An IND is in effect for the drug 
under § 312.40, the drug complies with 
the laws of the country to which it is 
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being exported, and each person who 
receives the drug is an investigator in 
a study submitted to and allowed to 
proceed under the IND; or 

(2) The drug has valid marketing au-
thorization in Australia, Canada, 
Israel, Japan, New Zealand, Switzer-
land, South Africa, or in any country 
in the European Union or the European 
Economic Area, and complies with the 
laws of the country to which it is being 
exported, section 802(b)(1)(A), (f), and 
(g) of the act, and § 1.101 of this chap-
ter; or 

(3) The drug is being exported to Aus-
tralia, Canada, Israel, Japan, New Zea-
land, Switzerland, South Africa, or to 
any country in the European Union or 
the European Economic Area, and com-
plies with the laws of the country to 
which it is being exported, the applica-
ble provisions of section 802(c), (f), and 
(g) of the act, and § 1.101 of this chap-
ter. Drugs exported under this para-
graph that are not the subject of an 
IND are exempt from the label require-
ment in § 312.6(a); or 

(4) Except as provided in paragraph 
(b)(5) of this section, the person export-
ing the drug sends an email certifi-
cation to the Office of Global Policy 
and Strategy at 
OGPSExecSec@fda.hhs.gov, or a written 
certification to the Office of Global 
Policy and Strategy (HFG–1), Food and 
Drug Administration, 10903 New Hamp-
shire Ave., Bldg. 31, Rm. 3420, Silver 
Spring, MD 20993, at the time the drug 
is first exported and maintains records 
documenting compliance with this 
paragraph (b)(4). The certification shall 
describe the drug that is to be exported 
(i.e., trade name (if any), generic name, 
and dosage form), identify the country 
or countries to which the drug is to be 
exported, and affirm that: 

(i) The drug is intended for export; 
(ii) The drug is intended for inves-

tigational use in a foreign country; 
(iii) The drug meets the foreign pur-

chaser’s or consignee’s specifications; 
(iv) The drug is not in conflict with 

the importing country’s laws; 
(v) The outer shipping package is la-

beled to show that the package is in-
tended for export from the United 
States; 

(vi) The drug is not sold or offered for 
sale in the United States; 

(vii) The clinical investigation will 
be conducted in accordance with 
§ 312.120; 

(viii) The drug is manufactured, proc-
essed, packaged, and held in substan-
tial conformity with current good man-
ufacturing practices; 

(ix) The drug is not adulterated with-
in the meaning of section 501(a)(1), 
(a)(2)(A), (a)(3), (c), or (d) of the act; 

(x) The drug does not present an im-
minent hazard to public health, either 
in the United States, if the drug were 
to be reimported, or in the foreign 
country; and 

(xi) The drug is labeled in accordance 
with the foreign country’s laws. 

(5) In the event of a national emer-
gency in a foreign country, where the 
national emergency necessitates expor-
tation of an investigational new drug, 
the requirements in paragraph (b)(4) of 
this section apply as follows: 

(i) Situations where the investigational 
new drug is to be stockpiled in anticipa-
tion of a national emergency. There may 
be instances where exportation of an 
investigational new drug is needed so 
that the drug may be stockpiled and 
made available for use by the import-
ing country if and when a national 
emergency arises. In such cases: 

(A) A person may export an inves-
tigational new drug under paragraph 
(b)(4) of this section without making 
an affirmation with respect to any one 
or more of paragraphs (b)(4)(i), 
(b)(4)(iv), (b)(4)(vi), (b)(4)(vii), 
(b)(4)(viii), and/or (b)(4)(ix) of this sec-
tion, provided that he or she: 

(1) Provides a written statement ex-
plaining why compliance with each 
such paragraph is not feasible or is 
contrary to the best interests of the in-
dividuals who may receive the inves-
tigational new drug; 

(2) Provides a written statement 
from an authorized official of the im-
porting country’s government. The 
statement must attest that the official 
agrees with the exporter’s statement 
made under paragraph (b)(5)(i)(A)(1) of 
this section; explain that the drug is to 
be stockpiled solely for use of the im-
porting country in a national emer-
gency; and describe the potential na-
tional emergency that warrants expor-
tation of the investigational new drug 
under this provision; and 
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(3) Provides a written statement 
showing that the Secretary of Health 
and Human Services (the Secretary), or 
his or her designee, agrees with the 
findings of the authorized official of 
the importing country’s government. 
Persons who wish to obtain a written 
statement from the Secretary should 
direct their requests to Secretary’s Op-
erations Center, Office of Emergency 
Operations and Security Programs, Of-
fice of Public Health Emergency Pre-
paredness, Office of the Secretary, De-
partment of Health and Human Serv-
ices, 200 Independence Ave. SW., Wash-
ington, DC 20201. Requests may be also 
be sent by FAX: 202–619–7870 or by e- 
mail: HHS.SOC@hhs.gov. 

(B) Exportation may not proceed 
until FDA has authorized exportation 
of the investigational new drug. FDA 
may deny authorization if the state-
ments provided under paragraphs 
(b)(5)(i)(A)(1) or (b)(5)(i)(A)(2) of this 
section are inadequate or if expor-
tation is contrary to public health. 

(ii) Situations where the investigational 
new drug is to be used for a sudden and 
immediate national emergency. There 
may be instances where exportation of 
an investigational new drug is needed 
so that the drug may be used in a sud-
den and immediate national emergency 
that has developed or is developing. In 
such cases: 

(A) A person may export an inves-
tigational new drug under paragraph 
(b)(4) of this section without making 
an affirmation with respect to any one 
or more of paragraphs (b)(4)(i), 
(b)(4)(iv), (b)(4)(v), (b)(4)(vi), (b)(4)(vii), 
(b)(4)(viii), (b)(4)(ix), and/or (b)(4)(xi), 
provided that he or she: 

(1) Provides a written statement ex-
plaining why compliance with each 
such paragraph is not feasible or is 
contrary to the best interests of the in-
dividuals who are expected to receive 
the investigational new drug and 

(2) Provides sufficient information 
from an authorized official of the im-
porting country’s government to en-
able the Secretary, or his or her des-
ignee, to decide whether a national 
emergency has developed or is devel-
oping in the importing country, wheth-
er the investigational new drug will be 
used solely for that national emer-
gency, and whether prompt exportation 

of the investigational new drug is nec-
essary. Persons who wish to obtain a 
determination from the Secretary 
should direct their requests to Sec-
retary’s Operations Center, Office of 
Emergency Operations and Security 
Programs, Office of Public Health 
Emergency Preparedness, Office of the 
Secretary, Department of Health and 
Human Services, 200 Independence Ave. 
SW., Washington, DC 20201. Requests 
may be also be sent by FAX: 202–619– 
7870 or by e-mail: HHS.SOC@hhs.gov. 

(B) Exportation may proceed without 
prior FDA authorization. 

(c) Limitations. Exportation under 
paragraph (b) of this section may not 
occur if: 

(1) For drugs exported under para-
graph (b)(1) of this section, the IND 
pertaining to the clinical investigation 
is no longer in effect; 

(2) For drugs exported under para-
graph (b)(2) of this section, the require-
ments in section 802(b)(1), (f), or (g) of 
the act are no longer met; 

(3) For drugs exported under para-
graph (b)(3) of this section, the require-
ments in section 802(c), (f), or (g) of the 
act are no longer met; 

(4) For drugs exported under para-
graph (b)(4) of this section, the condi-
tions underlying the certification or 
the statements submitted under para-
graph (b)(5) of this section are no 
longer met; or 

(5) For any investigational new drugs 
under this section, the drug no longer 
complies with the laws of the import-
ing country. 

(d) Insulin and antibiotics. New insulin 
and antibiotic drug products may be 
exported for investigational use in ac-
cordance with section 801(e)(1) of the 
act without complying with this sec-
tion. 

[52 FR 8831, Mar. 19, 1987, as amended at 52 
FR 23031, June 17, 1987; 64 FR 401, Jan. 5, 1999; 
67 FR 9586, Mar. 4, 2002; 70 FR 70729, Nov. 23, 
2005; 88 FR 18037, Mar. 27, 2023] 

§ 312.120 Foreign clinical studies not 
conducted under an IND. 

(a) Acceptance of studies. (1) FDA will 
accept as support for an IND or appli-
cation for marketing approval (an ap-
plication under section 505 of the act or 
section 351 of the Public Health Service 
Act (the PHS Act) (42 U.S.C. 262)) a 
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