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hearing under part 16 of this chapter on 
the question of whether the investi-
gator is entitled to receive investiga-
tional devices. 

(b) After evaluating all available in-
formation, including any explanation 
presented by the investigator, if the 
Commissioner determines that the in-
vestigator has repeatedly or delib-
erately failed to comply with the re-
quirements of this part, part 50, or part 
56 of this chapter, or has deliberately 
or repeatedly submitted false informa-
tion either to the sponsor of the inves-
tigation or in any required report, the 
Commissioner will notify the investi-
gator, the sponsor of any investigation 
in which the investigator has been 
named as a participant, and the review-
ing IRB that the investigator is not en-
titled to receive investigational de-
vices. The notification will provide a 
statement of basis for such determina-
tion. 

(c) Each investigational device ex-
emption (IDE) and each cleared or ap-
proved application submitted under 
this part, subpart E of part 807 of this 
chapter, or part 814 of this chapter con-
taining data reported by an investi-
gator who has been determined to be 
ineligible to receive investigational de-
vices will be examined to determine 
whether the investigator has submitted 
unreliable data that are essential to 
the continuation of the investigation 
or essential to the approval or clear-
ance of any marketing application. 

(d) If the Commissioner determines, 
after the unreliable data submitted by 
the investigator are eliminated from 
consideration, that the data remaining 
are inadequate to support a conclusion 
that it is reasonably safe to continue 
the investigation, the Commissioner 
will notify the sponsor who shall have 
an opportunity for a regulatory hear-
ing under part 16 of this chapter. If a 
danger to the public health exists, how-
ever, the Commissioner shall termi-
nate the IDE immediately and notify 
the sponsor and the reviewing IRB of 
the determination. In such case, the 
sponsor shall have an opportunity for a 
regulatory hearing before FDA under 
part 16 of this chapter on the question 
of whether the IDE should be rein-
stated. 

(e) If the Commissioner determines, 
after the unreliable data submitted by 
the investigator are eliminated from 
consideration, that the continued 
clearance or approval of the marketing 
application for which the data were 
submitted cannot be justified, the 
Commissioner will proceed to withdraw 
approval or rescind clearance of the 
medical device in accordance with the 
applicable provisions of the act. 

(f) An investigator who has been de-
termined to be ineligible to receive in-
vestigational devices may be rein-
stated as eligible when the Commis-
sioner determines that the investigator 
has presented adequate assurances that 
the investigator will employ investiga-
tional devices solely in compliance 
with the provisions of this part and of 
parts 50 and 56 of this chapter. 

[62 FR 12096, Mar. 14, 1997] 

Subpart F [Reserved] 

Subpart G—Records and Reports 

§ 812.140 Records. 

(a) Investigator records. A partici-
pating investigator shall maintain the 
following accurate, complete, and cur-
rent records relating to the investiga-
tor’s participation in an investigation: 

(1) All correspondence with another 
investigator, an IRB, the sponsor, a 
monitor, or FDA, including required 
reports. 

(2) Records of receipt, use or disposi-
tion of a device that relate to: 

(i) The type and quantity of the de-
vice, the dates of its receipt, and the 
batch number or code mark. 

(ii) The names of all persons who re-
ceived, used, or disposed of each device. 

(iii) Why and how many units of the 
device have been returned to the spon-
sor, repaired, or otherwise disposed of. 

(3) Records of each subject’s case his-
tory and exposure to the device. Case 
histories include the case report forms 
and supporting data including, for ex-
ample, signed and dated consent forms 
and medical records including, for ex-
ample, progress notes of the physician, 
the individual’s hospital chart(s), and 
the nurses’ notes. Such records shall 
include: 
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(i) Documents evidencing informed 
consent and, for any use of a device by 
the investigator without informed con-
sent, any written concurrence of a li-
censed physician and a brief descrip-
tion of the circumstances justifying 
the failure to obtain informed consent. 
The case history for each individual 
shall document that informed consent 
was obtained prior to participation in 
the study. 

(ii) All relevant observations, includ-
ing records concerning adverse device 
effects (whether anticipated or unan-
ticipated), information and data on the 
condition of each subject upon enter-
ing, and during the course of, the in-
vestigation, including information 
about relevant previous medical his-
tory and the results of all diagnostic 
tests. 

(iii) A record of the exposure of each 
subject to the investigational device, 
including the date and time of each 
use, and any other therapy. 

(4) The protocol, with documents 
showing the dates of and reasons for 
each deviation from the protocol. 

(5) Any other records that FDA re-
quires to be maintained by regulation 
or by specific requirement for a cat-
egory of investigations or a particular 
investigation. 

(b) Sponsor records. A sponsor shall 
maintain the following accurate, com-
plete, and current records relating to 
an investigation: 

(1) All correspondence with another 
sponsor, a monitor, an investigator, an 
IRB, or FDA, including required re-
ports. 

(2) Records of shipment and disposi-
tion. Records of shipment shall include 
the name and address of the consignee, 
type and quantity of device, date of 
shipment, and batch number or code 
mark. Records of disposition shall de-
scribe the batch number or code marks 
of any devices returned to the sponsor, 
repaired, or disposed of in other ways 
by the investigator or another person, 
and the reasons for and method of dis-
posal. 

(3) Signed investigator agreements 
including the financial disclosure in-
formation required to be collected 
under § 812.43(c)(5) in accordance with 
part 54 of this chapter. 

(4) For each investigation subject to 
§ 812.2(b)(1) of a device other than a sig-
nificant risk device, the records de-
scribed in paragraph (b)(5) of this sec-
tion and the following records, consoli-
dated in one location and available for 
FDA inspection and copying: 

(i) The name and intended use of the 
device and the objectives of the inves-
tigation; 

(ii) A brief explanation of why the de-
vice is not a significant risk device: 

(iii) The name and address of each in-
vestigator: 

(iv) The name and address of each 
IRB that has reviewed the investiga-
tion: 

(v) A statement of the extent to 
which the good manufacturing practice 
regulation in part 820 will be followed 
in manufacturing the device; and 

(vi) Any other information required 
by FDA. 

(5) Records concerning adverse device 
effects (whether anticipated or unan-
ticipated) and complaints and 

(6) Any other records that FDA re-
quires to be maintained by regulation 
or by specific requirement for a cat-
egory of investigation or a particular 
investigation. 

(c) IRB records. An IRB shall main-
tain records in accordance with part 56 
of this chapter. 

(d) Retention period. An investigator 
or sponsor shall maintain the records 
required by this subpart during the in-
vestigation and for a period of 2 years 
after the latter of the following two 
dates: The date on which the investiga-
tion is terminated or completed, or the 
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 
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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: 

(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 
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