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21 CFR Ch. I (4–1–23 Edition) § 312.61 

§ 312.61 Control of the investigational 
drug. 

An investigator shall administer the 
drug only to subjects under the inves-
tigator’s personal supervision or under 
the supervision of a subinvestigator re-
sponsible to the investigator. The in-
vestigator shall not supply the inves-
tigational drug to any person not au-
thorized under this part to receive it. 

§ 312.62 Investigator recordkeeping 
and record retention. 

(a) Disposition of drug. An investi-
gator is required to maintain adequate 
records of the disposition of the drug, 
including dates, quantity, and use by 
subjects. If the investigation is termi-
nated, suspended, discontinued, or 
completed, the investigator shall re-
turn the unused supplies of the drug to 
the sponsor, or otherwise provide for 
disposition of the unused supplies of 
the drug under § 312.59. 

(b) Case histories. An investigator is 
required to prepare and maintain ade-
quate and accurate case histories that 
record all observations and other data 
pertinent to the investigation on each 
individual administered the investiga-
tional drug or employed as a control in 
the investigation. Case histories in-
clude the case report forms and sup-
porting data including, for example, 
signed and dated consent forms and 
medical records including, for example, 
progress notes of the physician, the in-
dividual’s hospital chart(s), and the 
nurses’ notes. The case history for each 
individual shall document that in-
formed consent was obtained prior to 
participation in the study. 

(c) Record retention. An investigator 
shall retain records required to be 
maintained under this part for a period 
of 2 years following the date a mar-
keting application is approved for the 
drug for the indication for which it is 
being investigated; or, if no application 
is to be filed or if the application is not 
approved for such indication, until 2 
years after the investigation is discon-
tinued and FDA is notified. 

[52 FR 8831, Mar. 19, 1987, as amended at 52 
FR 23031, June 17, 1987; 61 FR 57280, Nov. 5, 
1996; 67 FR 9586, Mar. 4, 2002] 

§ 312.64 Investigator reports. 
(a) Progress reports. The investigator 

shall furnish all reports to the sponsor 
of the drug who is responsible for col-
lecting and evaluating the results ob-
tained. The sponsor is required under 
§ 312.33 to submit annual reports to 
FDA on the progress of the clinical in-
vestigations. 

(b) Safety reports. An investigator 
must immediately report to the spon-
sor any serious adverse event, whether 
or not considered drug related, includ-
ing those listed in the protocol or in-
vestigator brochure and must include 
an assessment of whether there is a 
reasonable possibility that the drug 
caused the event. Study endpoints that 
are serious adverse events (e.g., all- 
cause mortality) must be reported in 
accordance with the protocol unless 
there is evidence suggesting a causal 
relationship between the drug and the 
event (e.g., death from anaphylaxis). In 
that case, the investigator must imme-
diately report the event to the sponsor. 
The investigator must record non-
serious adverse events and report them 
to the sponsor according to the time-
table for reporting specified in the pro-
tocol. 

(c) Final report. An investigator shall 
provide the sponsor with an adequate 
report shortly after completion of the 
investigator’s participation in the in-
vestigation. 

(d) Financial disclosure reports. The 
clinical investigator shall provide the 
sponsor with sufficient accurate finan-
cial information to allow an applicant 
to submit complete and accurate cer-
tification or disclosure statements as 
required under part 54 of this chapter. 
The clinical investigator shall prompt-
ly update this information if any rel-
evant changes occur during the course 
of the investigation and for 1 year fol-
lowing the completion of the study. 

[52 FR 8831, Mar. 19, 1987, as amended at 52 
FR 23031, June 17, 1987; 63 FR 5252, Feb. 2, 
1998; 67 FR 9586, Mar. 4, 2002; 75 FR 59963, 
Sept. 29, 2010] 

§ 312.66 Assurance of IRB review. 
An investigator shall assure that an 

IRB that complies with the require-
ments set forth in part 56 will be re-
sponsible for the initial and continuing 
review and approval of the proposed 
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