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not request the written informed con-
sent of any subject to participate, and 
shall not allow any subject to partici-
pate before obtaining IRB and FDA ap-
proval. 

(b) Compliance. An investigator shall 
conduct an investigation in accordance 
with the signed agreement with the 
sponsor, the investigational plan, this 
part and other applicable FDA regula-
tions, and any conditions of approval 
imposed by an IRB or FDA. 

(c) Supervising device use. An investi-
gator shall permit an investigational 
device to be used only with subjects 
under the investigator’s supervision. 
An investigator shall not supply an in-
vestigational device to any person not 
authorized under this part to receive 
it. 

(d) Financial disclosure. A clinical in-
vestigator shall disclose to the sponsor 
sufficient accurate financial informa-
tion to allow the applicant to submit 
complete and accurate certification or 
disclosure statements required under 
part 54 of this chapter. The investi-
gator shall promptly update this infor-
mation if any relevant changes occur 
during the course of the investigation 
and for 1 year following completion of 
the study. 

(e) Disposing of device. Upon comple-
tion or termination of a clinical inves-
tigation or the investigator’s part of an 
investigation, or at the sponsor’s re-
quest, an investigator shall return to 
the sponsor any remaining supply of 
the device or otherwise dispose of the 
device as the sponsor directs. 

[45 FR 3751, Jan. 18, 1980, as amended at 63 
FR 5253, Feb. 2, 1998] 

§ 812.119 Disqualification of a clinical 
investigator. 

(a) If FDA has information indicating 
that an investigator (including a spon-
sor-investigator) has repeatedly or de-
liberately failed to comply with the re-
quirements of this part, part 50, or part 
56 of this chapter, or has repeatedly or 
deliberately submitted to FDA or to 
the sponsor false information in any 
required report, the Center for Devices 
and Radiological Health, the Center for 
Biologics Evaluation and Research, or 
the Center for Drug Evaluation and Re-
search will furnish the investigator 
written notice of the matter com-

plained of and offer the investigator an 
opportunity to explain the matter in 
writing, or, at the option of the inves-
tigator, in an informal conference. If 
an explanation is offered and accepted 
by the applicable Center, the Center 
will discontinue the disqualification 
proceeding. If an explanation is offered 
but not accepted by the applicable Cen-
ter, the investigator will be given an 
opportunity for a regulatory hearing 
under part 16 of this chapter on the 
question of whether the investigator is 
eligible to receive test articles under 
this part and eligible to conduct any 
clinical investigation that supports an 
application for a research or marketing 
permit for products regulated by FDA. 

(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 repeatedly or 
deliberately submitted to FDA or to 
the sponsor false information in any 
required report, the Commissioner will 
notify the investigator, the sponsor of 
any investigation in which the investi-
gator has been named as a participant, 
and the reviewing investigational re-
view boards (IRBs) that the investi-
gator is not eligible to receive test ar-
ticles under this part. The notification 
to the investigator, sponsor and IRBs 
will provide a statement of the basis 
for such determination. The notifica-
tion also will explain that an investi-
gator determined to be ineligible to re-
ceive test articles under this part will 
be ineligible to conduct any clinical in-
vestigation that supports an applica-
tion for a research or marketing per-
mit for products regulated by FDA, in-
cluding drugs, biologics, devices, new 
animal drugs, foods, including dietary 
supplements, that bear a nutrient con-
tent claim or a health claim, infant 
formulas, food and color additives, and 
tobacco products. 

(c) Each application or submission to 
FDA under the provisions of this chap-
ter containing data reported by an in-
vestigator who has been determined to 
be ineligible to receive FDA-regulated 
test articles is subject to examination 
to determine whether the investigator 
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has submitted unreliable data that are 
essential to the continuation of an in-
vestigation or essential to the clear-
ance or approval of a marketing appli-
cation, or essential to the continued 
marketing of an FDA-regulated prod-
uct. 

(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 investigational device exemp-
tion (IDE) immediately and notify the 
sponsor and the reviewing IRBs of the 
termination. In such case, the sponsor 
shall have an opportunity for a regu-
latory hearing before FDA under part 
16 of this chapter on the question of 
whether the IDE should be reinstated. 
The determination that an investiga-
tion may not be considered in support 
of a research or marketing application 
or a notification or petition submission 
does not, however, relieve the sponsor 
of any obligation under any other ap-
plicable regulation to submit to FDA 
the results of the investigation. 

(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 product 
for which the data were submitted can-
not be justified, the Commissioner will 
proceed to rescind clearance or with-
draw approval of the product in accord-
ance with the applicable provisions of 
the relevant statutes. 

(f) An investigator who has been de-
termined to be ineligible under para-
graph (b) of this section may be rein-
stated as eligible when the Commis-
sioner determines that the investigator 
has presented adequate assurances that 
the investigator will employ all test 
articles, and will conduct any clinical 
investigation that supports an applica-
tion for a research or marketing per-
mit for products regulated by FDA, 

solely in compliance with the applica-
ble provisions of this chapter. 

[77 FR 25360, Apr. 30, 2012] 

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: 

(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 
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