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shall a person conduct or support re-
search covered by § 26.1201 that involves 
intentional exposure of any human 
subject who is a pregnant woman (and 
therefore her fetus), a nursing woman, 
or a child. 

[71 FR 36175, June 23, 2006] 

Subpart M—Requirements for Sub-
mission of Information on the 
Ethical Conduct of Com-
pleted Human Research 

SOURCE: 71 FR 6168, Feb. 6, 2006, unless oth-
erwise noted. 

§ 26.1301 To what does this subpart 
apply? 

This subpart applies to any person 
who submits a report containing the 
results of any human research if: 

(a) The report is submitted after 
April 7, 2006, and 

(b) The report is submitted for con-
sideration in connection with any ac-
tion that may be performed by EPA 
under the Federal Insecticide, Fun-
gicide, and Rodenticide Act (7 U.S.C. 
136 et seq.) or section 408 of the Federal 
Food, Drug, and Cosmetic Act (21 
U.S.C. 346a). 

§ 26.1302 Definitions. 

The definitions in § 26.102 shall apply 
to this subpart as well. 

§ 26.1303 Submission of information 
pertaining to ethical conduct of 
completed human research. 

Any person who submits to EPA data 
derived from human research covered 
by this subpart shall provide at the 
time of submission information con-
cerning the ethical conduct of such re-
search. To the extent available to the 
submitter and not previously provided 
to EPA, such information should in-
clude: 

(a) Copies of all of the records rel-
evant to the research specified by 
§ 26.1115(a) to be prepared and main-
tained by an IRB. 

(b) Copies of all of the records rel-
evant to the information identified in 
§ 26.1125(a) through (f). 

(c) Copies of sample records used to 
document informed consent as speci-

fied by § 26.1117, but not identifying any 
subjects of the research. 

(d) If any of the information listed in 
paragraphs (a) through (c) of this sec-
tion is not provided, the person shall 
describe the efforts made to obtain the 
information. 

Subpart N [Reserved] 

Subpart O—Administrative Actions 
for Noncompliance 

SOURCE: 71 FR 6168, Feb. 6, 2006, unless oth-
erwise noted. 

§ 26.1501 To what does this subpart 
apply? 

This subpart applies to any human 
research subject to subparts A through 
L of this part. References to State or 
local laws in this subpart are intended 
to include the laws of federally recog-
nized American Indian and Alaska Na-
tive Tribal Governments. 

§ 26.1502 Lesser administrative ac-
tions. 

(a) If apparent noncompliance with 
the applicable regulations in subparts 
A through L of this part concerning the 
operation of an IRB is observed by an 
officer or employee of EPA or of any 
State duly designated by the Adminis-
trator during an inspection. EPA may 
send a letter describing the noncompli-
ance to the IRB and to the parent in-
stitution. The agency will require that 
the IRB or the parent institution re-
spond to this letter within a reasonable 
time period specified by EPA and de-
scribe the corrective actions that will 
be taken by the IRB, the institution, or 
both to achieve compliance with these 
regulations. 

(b) On the basis of the IRB’s or the 
institution’s response, EPA may sched-
ule a reinspection to confirm the ade-
quacy of corrective actions. In addi-
tion, until the IRB or the parent insti-
tution takes appropriate corrective ac-
tion, the Agency may: 

(1) Withhold approval of new studies 
subject to the requirements of this part 
that are conducted at the institution 
or reviewed by the IRB; 

(2) Direct that no new subjects be 
added to ongoing studies subject to 
this part; 
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(3) Terminate ongoing studies subject 
to this part when doing so would not 
endanger the subjects; or 

(4) When the apparent noncompliance 
creates a significant threat to the 
rights and welfare of human subjects, 
notify relevant State and Federal regu-
latory agencies and other parties with 
a direct interest of the deficiencies in 
the operation of the IRB. 

(c) The parent institution is pre-
sumed to be responsible for the oper-
ation of an IRB, and EPA will ordi-
narily direct any administrative action 
under this subpart against the institu-
tion. However, depending on the evi-
dence of responsibility for deficiencies, 
determined during the investigation, 
EPA may restrict its administrative 
actions to the IRB or to a component 
of the parent institution determined to 
be responsible for formal designation of 
the IRB. 

§ 26.1503 Disqualification of an IRB or 
an institution. 

(a) Whenever the IRB or the institu-
tion has failed to take adequate steps 
to correct the noncompliance stated in 
the letter sent by the Agency under 
§ 26.1502(a) and the EPA Administrator 
determines that this noncompliance 
may justify the disqualification of the 
IRB or of the parent institution, the 
Administrator may institute appro-
priate proceedings. 

(b) The Administrator may disqualify 
an IRB or the parent institution from 
studies subject to this part if the Ad-
ministrator determines that: 

(1) The IRB has refused or repeatedly 
failed to comply with any of the regu-
lations set forth in this part, and 

(2) The noncompliance adversely af-
fects the rights or welfare of the 
human subjects of research. 

(c) If the Administrator determines 
that disqualification is appropriate, 
the Administrator will issue an order 
that explains the basis for the deter-
mination and that prescribes any ac-
tions to be taken with regard to ongo-
ing human research, covered by sub-
parts A through L of this part, con-
ducted under the review of the IRB. 
EPA will send notice of the disquali-
fication to the IRB and the parent in-
stitution. Other parties with a direct 
interest, such as sponsors and inves-

tigators, may also be sent a notice of 
the disqualification. In addition, the 
agency may elect to publish a notice of 
its action in the FEDERAL REGISTER. 

(d) EPA may refuse to consider in 
support of a regulatory decision the 
data from human research, covered by 
subparts A through L of this part, that 
was reviewed by an IRB or conducted 
at an institution during the period of 
disqualification, unless the IRB or the 
parent institution is reinstated as pro-
vided in § 26.1505, or unless such re-
search is deemed scientifically sound 
and crucial to the protection of public 
health, under the procedure defined in 
§ 26.1706. 

§ 26.1504 Public disclosure of informa-
tion regarding revocation. 

A determination that EPA has dis-
qualified an institution from studies 
subject to this part and the adminis-
trative record regarding that deter-
mination are disclosable to the public 
under 40 CFR part 2. 

§ 26.1505 Reinstatement of an IRB or 
an institution. 

An IRB or an institution may be re-
instated to conduct studies subject to 
this part if the Administrator deter-
mines, upon an evaluation of a written 
submission from the IRB or institution 
that explains the corrective action 
that the institution or IRB has taken 
or plans to take, that the IRB or insti-
tution has provided adequate assurance 
that it will operate in compliance with 
the standards set forth in this part. No-
tification of reinstatement shall be 
provided to all persons notified under 
§ 26.1502(c). 

§ 26.1506 Debarment. 
If EPA determines that an institu-

tion or investigator repeatedly has not 
complied with or has committed an 
egregious violation of the applicable 
regulations in subparts A through L of 
this part, EPA may recommend that 
institution or investigator be declared 
ineligible to participate in EPA-sup-
ported research (debarment). Debar-
ment will be initiated in accordance 
with procedures specified at 2 CFR part 
1532. 

[71 FR 6168, Feb. 6, 2006, as amended at 72 FR 
2427, Jan. 19, 2007] 
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§ 26.1507 Actions alternative or addi-
tional to disqualification. 

Disqualification of an IRB or of an 
institution is independent of, and nei-
ther in lieu of nor a precondition to, 
other statutorily authorized pro-
ceedings or actions. EPA may, at any 
time, on its own initiative or through 
the Department of Justice, institute 
any appropriate judicial proceedings 
(civil or criminal) and any other appro-
priate regulatory action, in addition to 
or in lieu of, and before, at the time of, 
or after, disqualification. The Agency 
may also refer pertinent matters to an-
other Federal, State, or local govern-
ment agency for any action that that 
agency determines to be appropriate. 

Subpart P—Review of Proposed 
and Completed Human Research 

SOURCE: 71 FR 6168, Feb. 6, 2006, unless oth-
erwise noted. 

§ 26.1601 EPA review of proposed 
human research. 

(a) EPA shall review all protocols 
submitted under § 26.1125 in a timely 
manner. With respect to any research 
or any class of research, the Adminis-
trator may recommend additional con-
ditions which, in the judgment of the 
Administrator, are necessary for the 
protection of human subjects. 

(b) In reviewing proposals covered by 
this subpart, the Administrator may 
take into account factors such as 
whether the applicant has been subject 
to a termination or suspension under 
§ 26.123(a) or § 26.1123 and whether the 
applicant or the person or persons who 
would direct or has/have directed the 
scientific and technical aspects of an 
activity has/have, in the judgment of 
the Administrator, materially failed to 
discharge responsibility for the protec-
tion of the rights and welfare of human 
subjects (whether or not the research 
was subject to Federal regulation). 

(c) When research covered by subpart 
K takes place in foreign countries, pro-
cedures normally followed in the for-
eign countries to protect human sub-
jects may differ from those set forth in 
subpart K. (An example is a foreign in-
stitution which complies with guide-
lines consistent with the World Med-

ical Assembly Declaration of Helsinki, 
issued either by sovereign states or by 
an organization whose function for the 
protection of human research subjects 
is internationally recognized.) In these 
circumstances, if the Administrator de-
termines that the procedures pre-
scribed by the institution afford pro-
tections that are at least equivalent to 
those provided in subpart K, the Ad-
ministrator may approve the substi-
tution of the foreign procedures in lieu 
of the procedural requirements pro-
vided in subpart K. 

(d) Following initial evaluation of 
the protocol by Agency staff, EPA 
shall submit the protocol and all sup-
porting materials, together with the 
staff evaluation, to the Human Studies 
Review Board. 

(e) EPA shall notify the submitter of 
the proposal of the results of the EPA 
and Human Studies Review Board re-
views. 

§ 26.1602 EPA review of completed 
human research. 

(a) When considering data under 
FIFRA or FFDCA from research in-
volving intentional exposure of hu-
mans, EPA shall review the material 
submitted under § 26.1303 and other 
available, relevant information and 
document its conclusions regarding the 
scientific and ethical conduct of the re-
search. 

(b) EPA shall submit its review of 
data from human research covered by 
subpart Q, together with the available 
supporting materials, to the Human 
Studies Review Board if EPA decides to 
rely on the data and: 

(1) The data are derived from re-
search initiated after April 7, 2006, or 

(2) The data are derived from re-
search initiated before April 7, 2006, 
and the research was conducted for the 
purpose of identifying or measuring a 
toxic effect. 

(c) In its discretion, EPA may submit 
data from research not covered by 
paragraph (b) of this section to the 
Human Studies Review Board for their 
review. 

(d) EPA shall notify the submitter of 
the research of the results of the EPA 
and Human Studies Review Board re-
views. 
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