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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 
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 a written certifi-
cation to the Office of International 

Programs (HFG–1), Food and Drug Ad-
ministration, 5600 Fishers Lane, Rock-
ville, MD 20857, at the time the drug is 
first exported and maintains records 
documenting compliance with this 
paragraph. The certification shall de-
scribe 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 
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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 

(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 
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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] 

§ 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 
well-designed and well-conducted for-
eign clinical study not conducted under 
an IND, if the following conditions are 
met: 

(i) The study was conducted in ac-
cordance with good clinical practice 
(GCP). For the purposes of this section, 
GCP is defined as a standard for the de-
sign, conduct, performance, moni-
toring, auditing, recording, analysis, 
and reporting of clinical trials in a way 
that provides assurance that the data 
and reported results are credible and 
accurate and that the rights, safety, 
and well-being of trial subjects are pro-
tected. GCP includes review and ap-
proval (or provision of a favorable 
opinion) by an independent ethics com-
mittee (IEC) before initiating a study, 
continuing review of an ongoing study 
by an IEC, and obtaining and docu-
menting the freely given informed con-
sent of the subject (or a subject’s le-
gally authorized representative, if the 
subject is unable to provide informed 
consent) before initiating a study. GCP 
does not require informed consent in 
life-threatening situations when the 
IEC reviewing the study finds, before 
initiation of the study, that informed 
consent is not feasible and either that 
the conditions present are consistent 
with those described in § 50.23 or 

§ 50.24(a) of this chapter, or that the 
measures described in the study pro-
tocol or elsewhere will protect the 
rights, safety, and well-being of sub-
jects; and 

(ii) FDA is able to validate the data 
from the study through an onsite in-
spection if the agency deems it nec-
essary. 

(2) Although FDA will not accept as 
support for an IND or application for 
marketing approval a study that does 
not meet the conditions of paragraph 
(a)(1) of this section, FDA will examine 
data from such a study. 

(3) Marketing approval of a new drug 
based solely on foreign clinical data is 
governed by § 314.106 of this chapter. 

(b) Supporting information. A sponsor 
or applicant who submits data from a 
foreign clinical study not conducted 
under an IND as support for an IND or 
application for marketing approval 
must submit to FDA, in addition to in-
formation required elsewhere in parts 
312, 314, or 601 of this chapter, a de-
scription of the actions the sponsor or 
applicant took to ensure that the re-
search conformed to GCP as described 
in paragraph (a)(1)(i) of this section. 
The description is not required to du-
plicate information already submitted 
in the IND or application for mar-
keting approval. Instead, the descrip-
tion must provide either the following 
information or a cross-reference to an-
other section of the submission where 
the information is located: 

(1) The investigator’s qualifications; 
(2) A description of the research fa-

cilities; 
(3) A detailed summary of the pro-

tocol and results of the study and, 
should FDA request, case records main-
tained by the investigator or addi-
tional background data such as hos-
pital or other institutional records; 

(4) A description of the drug sub-
stance and drug product used in the 
study, including a description of the 
components, formulation, specifica-
tions, and, if available, bioavailability 
of the specific drug product used in the 
clinical study; 

(5) If the study is intended to support 
the effectiveness of a drug product, in-
formation showing that the study is 
adequate and well controlled under 
§ 314.126 of this chapter; 
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(6) The name and address of the IEC 
that reviewed the study and a state-
ment that the IEC meets the definition 
in § 312.3 of this chapter. The sponsor or 
applicant must maintain records sup-
porting such statement, including 
records of the names and qualifications 
of IEC members, and make these 
records available for agency review 
upon request; 

(7) A summary of the IEC’s decision 
to approve or modify and approve the 
study, or to provide a favorable opin-
ion; 

(8) A description of how informed 
consent was obtained; 

(9) A description of what incentives, 
if any, were provided to subjects to 
participate in the study; 

(10) A description of how the spon-
sor(s) monitored the study and ensured 
that the study was carried out consist-
ently with the study protocol; and 

(11) A description of how investiga-
tors were trained to comply with GCP 
(as described in paragraph (a)(1)(i) of 
this section) and to conduct the study 
in accordance with the study protocol, 
and a statement on whether written 
commitments by investigators to com-
ply with GCP and the protocol were ob-
tained. Any signed written commit-
ments by investigators must be main-
tained by the sponsor or applicant and 
made available for agency review upon 
request. 

(c) Waivers. (1) A sponsor or applicant 
may ask FDA to waive any applicable 
requirements under paragraphs (a)(1) 
and (b) of this section. A waiver re-
quest may be submitted in an IND or in 
an information amendment to an IND, 
or in an application or in an amend-
ment or supplement to an application 
submitted under part 314 or 601 of this 
chapter. A waiver request is required 
to contain at least one of the following: 

(i) An explanation why the sponsor’s 
or applicant’s compliance with the re-
quirement is unnecessary or cannot be 
achieved; 

(ii) A description of an alternative 
submission or course of action that 
satisfies the purpose of the require-
ment; or 

(iii) Other information justifying a 
waiver. 

(2) FDA may grant a waiver if it finds 
that doing so would be in the interest 
of the public health. 

(d) Records. A sponsor or applicant 
must retain the records required by 
this section for a foreign clinical study 
not conducted under an IND as follows: 

(1) If the study is submitted in sup-
port of an application for marketing 
approval, for 2 years after an agency 
decision on that application; 

(2) If the study is submitted in sup-
port of an IND but not an application 
for marketing approval, for 2 years 
after the submission of the IND. 

[73 FR 22815, Apr. 28, 2008] 

§ 312.130 Availability for public disclo-
sure of data and information in an 
IND. 

(a) The existence of an investiga-
tional new drug application will not be 
disclosed by FDA unless it has pre-
viously been publicly disclosed or ac-
knowledged. 

(b) The availability for public disclo-
sure of all data and information in an 
investigational new drug application 
for a new drug will be handled in ac-
cordance with the provisions estab-
lished in § 314.430 for the confidentiality 
of data and information in applications 
submitted in part 314. The availability 
for public disclosure of all data and in-
formation in an investigational new 
drug application for a biological prod-
uct will be governed by the provisions 
of §§ 601.50 and 601.51. 

(c) Notwithstanding the provisions of 
§ 314.430, FDA shall disclose upon re-
quest to an individual to whom an in-
vestigational new drug has been given 
a copy of any IND safety report relat-
ing to the use in the individual. 

(d) The availability of information 
required to be publicly disclosed for in-
vestigations involving an exception 
from informed consent under § 50.24 of 
this chapter will be handled as follows: 
Persons wishing to request the publicly 
disclosable information in the IND that 
was required to be filed in Docket 
Number 95S–0158 in the Division of 
Dockets Management (HFA–305), Food 
and Drug Administration, 5630 Fishers 
Lane, rm. 1061, Rockville, MD 20852, 
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shall submit a request under the Free-
dom of Information Act. 

[52 FR 8831, Mar. 19, 1987. Redesignated at 53 
FR 41523, Oct. 21, 1988, as amended at 61 FR 
51530, Oct. 2, 1996; 64 FR 401, Jan. 5, 1999; 68 
FR 24879, May 9, 2003] 

§ 312.140 Address for correspondence. 
(a) A sponsor must send an initial 

IND submission to the Center for Drug 
Evaluation and Research (CDER) or to 
the Center for Biologics Evaluation 
and Research (CBER), depending on the 
Center responsible for regulating the 
product as follows: 

(1) For drug products regulated by 
CDER. Send the IND submission to the 
Central Document Room, Center for 
Drug Evaluation and Research, Food 
and Drug Administration, 5901–B 
Ammendale Rd., Beltsville, MD 20705– 
1266; except send an IND submission for 
an in vivo bioavailability or bioequiva-
lence study in humans to support an 
abbreviated new drug application to 
the Office of Generic Drugs (HFD–600), 
Center for Drug Evaluation and Re-
search, Food and Drug Administration, 
Metro Park North VII, 7620 Standish 
Pl., Rockville, MD 20855. 

(2) For biological products regulated by 
CDER. Send the IND submission to the 
CDER Therapeutic Biological Products 
Document Room, Center for Drug Eval-
uation and Research, Food and Drug 
Administration, 12229 Wilkins Ave., 
Rockville, MD 20852. 

(3) For biological products regulated by 
CBER. Send the IND submission to the 
Document Control Center (HFM–99), 
Center for Biologics Evaluation and 
Research, Food and Drug Administra-
tion, 1401 Rockville Pike, suite 200N, 
Rockville, MD 20852–1448. 

(b) On receiving the IND, the respon-
sible Center will inform the sponsor 
which one of the divisions in CDER or 
CBER is responsible for the IND. 
Amendments, reports, and other cor-
respondence relating to matters cov-
ered by the IND should be sent to the 
appropriate center at the address indi-
cated in this section and marked to the 
attention of the responsible division. 
The outside wrapper of each submis-
sion shall state what is contained in 
the submission, for example, ‘‘IND Ap-
plication’’, ‘‘Protocol Amendment’’, 
etc. 

(c) All correspondence relating to ex-
port of an investigational drug under 
§ 312.110(b)(2) shall be submitted to the 
International Affairs Staff (HFY–50), 
Office of Health Affairs, Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857. 

[70 FR 14981, Mar. 24, 2005, as amended at 74 
FR 13113, Mar. 26, 2009; 74 FR 55771, Oct. 29, 
2009; 75 FR 37295, June 29, 2010] 

§ 312.145 Guidance documents. 

(a) FDA has made available guidance 
documents under § 10.115 of this chapter 
to help you to comply with certain re-
quirements of this part. 

(b) The Center for Drug Evaluation 
and Research (CDER) and the Center 
for Biologics Evaluation and Research 
(CBER) maintain lists of guidance doc-
uments that apply to the centers’ regu-
lations. The lists are maintained on 
the Internet and are published annu-
ally in the FEDERAL REGISTER. A re-
quest for a copy of the CDER list 
should be directed to the Office of 
Training and Communications, Divi-
sion of Drug Information, Center for 
Drug Evaluation and Research, Food 
and Drug Administration, 10903 New 
Hampshire Ave., Silver Spring, MD 
20993–0002. A request for a copy of the 
CBER list should be directed to the Of-
fice of Communication, Training, and 
Manufacturers Assistance (HFM–40), 
Center for Biologics Evaluation and 
Research, Food and Drug Administra-
tion, 1401 Rockville Pike, Rockville, 
MD 20852–1448. 

[65 FR 56479, Sept. 19, 2000, as amended at 74 
FR 13113, Mar. 26, 2009] 

Subpart G—Drugs for Investiga-
tional Use in Laboratory Re-
search Animals or In Vitro 
Tests 

§ 312.160 Drugs for investigational use 
in laboratory research animals or 
in vitro tests. 

(a) Authorization to ship. (1)(i) A per-
son may ship a drug intended solely for 
tests in vitro or in animals used only 
for laboratory research purposes if it is 
labeled as follows: 

CAUTION: Contains a new drug for inves-
tigational use only in laboratory research 
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