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can be scheduled at mutually conven-
ient times. 

(2) The ‘‘end-of-Phase 2’’ and ‘‘pre- 
NDA’’ meetings described in § 312.47(b) 
will also provide a timely forum for 
discussing and resolving scientific and 
medical issues on which the sponsor 
disagrees with the agency. 

(3) In requesting a meeting designed 
to resolve a scientific or medical dis-
pute, applicants may suggest that FDA 
seek the advice of outside experts, in 
which case FDA may, in its discretion, 
invite to the meeting one or more of its 
advisory committee members or other 
consultants, as designated by the agen-
cy. Applicants may rely on, and may 
bring to any meeting, their own con-
sultants. For major scientific and med-
ical policy issues not resolved by infor-
mal meetings, FDA may refer the mat-
ter to one of its standing advisory com-
mittees for its consideration and rec-
ommendations. 

[52 FR 8831, Mar. 19, 1987, as amended at 55 
FR 11580, Mar. 29, 1990] 

Subpart D—Responsibilities of 
Sponsors and Investigators 

§ 312.50 General responsibilities of 
sponsors. 

Sponsors are responsible for selecting 
qualified investigators, providing them 
with the information they need to con-
duct an investigation properly, ensur-
ing proper monitoring of the investiga-
tion(s), ensuring that the investiga-
tion(s) is conducted in accordance with 
the general investigational plan and 
protocols contained in the IND, main-
taining an effective IND with respect 
to the investigations, and ensuring 
that FDA and all participating inves-
tigators are promptly informed of sig-
nificant new adverse effects or risks 
with respect to the drug. Additional 
specific responsibilities of sponsors are 
described elsewhere in this part. 

§ 312.52 Transfer of obligations to a 
contract research organization. 

(a) A sponsor may transfer responsi-
bility for any or all of the obligations 
set forth in this part to a contract re-
search organization. Any such transfer 
shall be described in writing. If not all 
obligations are transferred, the writing 
is required to describe each of the obli-

gations being assumed by the contract 
research organization. If all obligations 
are transferred, a general statement 
that all obligations have been trans-
ferred is acceptable. Any obligation not 
covered by the written description 
shall be deemed not to have been trans-
ferred. 

(b) A contract research organization 
that assumes any obligation of a spon-
sor shall comply with the specific regu-
lations in this chapter applicable to 
this obligation and shall be subject to 
the same regulatory action as a spon-
sor for failure to comply with any obli-
gation assumed under these regula-
tions. Thus, all references to ‘‘sponsor’’ 
in this part apply to a contract re-
search organization to the extent that 
it assumes one or more obligations of 
the sponsor. 

§ 312.53 Selecting investigators and 
monitors. 

(a) Selecting investigators. A sponsor 
shall select only investigators qualified 
by training and experience as appro-
priate experts to investigate the drug. 

(b) Control of drug. A sponsor shall 
ship investigational new drugs only to 
investigators participating in the in-
vestigation. 

(c) Obtaining information from the in-
vestigator. Before permitting an investi-
gator to begin participation in an in-
vestigation, the sponsor shall obtain 
the following: 

(1) A signed investigator statement 
(Form FDA–1572) containing: 

(i) The name and address of the in-
vestigator; 

(ii) The name and code number, if 
any, of the protocol(s) in the IND iden-
tifying the study(ies) to be conducted 
by the investigator; 

(iii) The name and address of any 
medical school, hospital, or other re-
search facility where the clinical inves-
tigation(s) will be conducted; 

(iv) The name and address of any 
clinical laboratory facilities to be used 
in the study; 

(v) The name and address of the IRB 
that is responsible for review and ap-
proval of the study(ies); 

(vi) A commitment by the investi-
gator that he or she: 

(a) Will conduct the study(ies) in ac-
cordance with the relevant, current 
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