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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.
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(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.

[62 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
P1., 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.

(38) 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.
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(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]
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(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.

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

Guidance documents.

Subpart G—Drugs for Investiga-
fional 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) Authorication 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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