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Food and Drug Administration, HHS § 812.150 

date that the records are no longer re-
quired for purposes of supporting a pre-
market approval application or a no-
tice of completion of a product devel-
opment protocol. 

(e) Records custody. An investigator 
or sponsor may withdraw from the re-
sponsibility to maintain records for the 
period required in paragraph (d) of this 
section and transfer custody of the 
records to any other person who will 
accept responsibility for them under 
this part, including the requirements 
of § 812.145. Notice of a transfer shall be 
given to FDA not later than 10 working 
days after transfer occurs. 

[45 FR 3751, Jan. 18, 1980, as amended at 45 
FR 58843, Sept. 5, 1980; 46 FR 8957, Jan. 27, 
1981; 61 FR 57280, Nov. 5, 1996; 63 FR 5253, Feb. 
2, 1998] 

§ 812.145 Inspections. 

(a) Entry and inspection. A sponsor or 
an investigator who has authority to 
grant access shall permit authorized 
FDA employees, at reasonable times 
and in a reasonable manner, to enter 
and inspect any establishment where 
devices are held (including any estab-
lishment where devices are manufac-
tured, processed, packed, installed, 
used, or implanted or where records of 
results from use of devices are kept). 

(b) Records inspection. A sponsor, IRB, 
or investigator, or any other person 
acting on behalf of such a person with 
respect to an investigation, shall per-
mit authorized FDA employees, at rea-
sonable times and in a reasonable man-
ner, to inspect and copy all records re-
lating to an investigation. 

(c) Records identifying subjects. An in-
vestigator shall permit authorized FDA 
employees to inspect and copy records 
that identify subjects, upon notice that 
FDA has reason to suspect that ade-
quate informed consent was not ob-
tained, or that reports required to be 
submitted by the investigator to the 
sponsor or IRB have not been sub-
mitted or are incomplete, inaccurate, 
false, or misleading. 

§ 812.150 Reports. 

(a) Investigator reports. An investi-
gator shall prepare and submit the fol-
lowing complete, accurate, and timely 
reports: 

(1) Unanticipated adverse device effects. 
An investigator shall submit to the 
sponsor and to the reviewing IRB a re-
port of any unanticipated adverse de-
vice effect occurring during an inves-
tigation as soon as possible, but in no 
event later than 10 working days after 
the investigator first learns of the ef-
fect. 

(2) Withdrawal of IRB approval. An in-
vestigator shall report to the sponsor, 
within 5 working days, a withdrawal of 
approval by the reviewing IRB of the 
investigator’s part of an investigation. 

(3) Progress. An investigator shall 
submit progress reports on the inves-
tigation to the sponsor, the monitor, 
and the reviewing IRB at regular inter-
vals, but in no event less often than 
yearly. 

(4) Deviations from the investigational 
plan. An investigator shall notify the 
sponsor and the reviewing IRB (see 
§ 56.108(a) (3) and (4)) of any deviation 
from the investigational plan to pro-
tect the life or physical well-being of a 
subject in an emergency. Such notice 
shall be given as soon as possible, but 
in no event later than 5 working days 
after the emergency occurred. Except 
in such an emergency, prior approval 
by the sponsor is required for changes 
in or deviations from a plan, and if 
these changes or deviations may affect 
the scientific soundness of the plan or 
the rights, safety, or welfare of human 
subjects, FDA and IRB in accordance 
with § 812.35(a) also is required. 

(5) Informed consent. If an investi-
gator uses a device without obtaining 
informed consent, the investigator 
shall report such use to the sponsor 
and the reviewing IRB within 5 work-
ing days after the use occurs. 

(6) Final report. An investigator shall, 
within 3 months after termination or 
completion of the investigation or the 
investigator’s part of the investigation, 
submit a final report to the sponsor 
and the reviewing IRB. 

(7) Other. An investigator shall, upon 
request by a reviewing IRB or FDA, 
provide accurate, complete, and cur-
rent information about any aspect of 
the investigation. 

(b) Sponsor reports. A sponsor shall 
prepare and submit the following com-
plete, accurate, and timely reports: 
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(1) Unanticipated adverse device effects. 
A sponsor who conducts an evaluation 
of an unanticipated adverse device ef-
fect under § 812.46(b) shall report the re-
sults of such evaluation to FDA and to 
all reviewing IRB’s and participating 
investigators within 10 working days 
after the sponsor first receives notice 
of the effect. Thereafter the sponsor 
shall submit such additional reports 
concerning the effect as FDA requests. 

(2) Withdrawal of IRB approval. A 
sponsor shall notify FDA and all re-
viewing IRB’s and participating inves-
tigators of any withdrawal of approval 
of an investigation or a part of an in-
vestigation by a reviewing IRB within 
5 working days after receipt of the 
withdrawal of approval. 

(3) Withdrawal of FDA approval. A 
sponsor shall notify all reviewing IRB’s 
and participating investigators of any 
withdrawal of FDA approval of the in-
vestigation, and shall do so within 5 
working days after receipt of notice of 
the withdrawal of approval. 

(4) Current investigator list. A sponsor 
shall submit to FDA, at 6-month inter-
vals, a current list of the names and 
addresses of all investigators partici-
pating in the investigation. The spon-
sor shall submit the first such list 6 
months after FDA approval. 

(5) Progress reports. At regular inter-
vals, and at least yearly, a sponsor 
shall submit progress reports to all re-
viewing IRB’s. In the case of a signifi-
cant risk device, a sponsor shall also 
submit progress reports to FDA. A 
sponsor of a treatment IDE shall sub-
mit semi-annual progress reports to all 
reviewing IRB’s and FDA in accordance 
with § 812.36(f) and annual reports in ac-
cordance with this section. 

(6) Recall and device disposition. A 
sponsor shall notify FDA and all re-
viewing IRB’s of any request that an 
investigator return, repair, or other-
wise dispose of any units of a device. 
Such notice shall occur within 30 work-
ing days after the request is made and 
shall state why the request was made. 

(7) Final report. In the case of a sig-
nificant risk device, the sponsor shall 
notify FDA within 30 working days of 
the completion or termination of the 
investigation and shall submit a final 
report to FDA and all reviewing the 
IRB’s and participating investigators 

within 6 months after completion or 
termination. In the case of a device 
that is not a significant risk device, 
the sponsor shall submit a final report 
to all reviewing IRB’s within 6 months 
after termination or completion. 

(8) Informed consent. A sponsor shall 
submit to FDA a copy of any report by 
an investigator under paragraph (a)(5) 
of this section of use of a device with-
out obtaining informed consent, within 
5 working days of receipt of notice of 
such use. 

(9) Significant risk device determina-
tions. If an IRB determines that a de-
vice is a significant risk device, and 
the sponsor had proposed that the IRB 
consider the device not to be a signifi-
cant risk device, the sponsor shall sub-
mit to FDA a report of the IRB’s deter-
mination within 5 working days after 
the sponsor first learns of the IRB’s de-
termination. 

(10) Other. A sponsor shall, upon re-
quest by a reviewing IRB or FDA, pro-
vide accurate, complete, and current 
information about any aspect of the in-
vestigation. 

[45 FR 3751, Jan. 18, 1980, as amended at 45 
FR 58843, Sept. 5, 1980; 48 FR 15622, Apr. 12, 
1983; 62 FR 48948, Sept. 18, 1997] 

PART 813 [RESERVED] 

PART 814—PREMARKET APPROVAL 
OF MEDICAL DEVICES 

Subpart A—General 

Sec. 
814.1 Scope. 
814.2 Purpose. 
814.3 Definitions. 
814.9 Confidentiality of data and informa-

tion in a premarket approval application 
(PMA) file. 

814.15 Research conducted outside the 
United States. 

814.17 Service of orders. 
814.19 Product development protocol (PDP). 

Subpart B—Premarket Approval 
Application (PMA) 

814.20 Application. 
814.37 PMA amendments and resubmitted 

PMA’s. 
814.39 PMA supplements. 

Subpart C—FDA Action on a PMA 

814.40 Time frames for reviewing a PMA. 
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