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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. 

§ 26.1603 Operation of the Human 
Studies Review Board. 

EPA shall establish and operate a 
Human Studies Review Board as fol-
lows: 

(a) Membership. The Human Studies 
Review Board shall consist of members 
who are not employed by EPA, who 
meet the ethics and other requirements 
for special government employees, and 
who have expertise in fields appro-
priate for the scientific and ethical re-
view of human research, including re-
search ethics, biostatistics, and human 
toxicology. 

(b) Responsibilities. The Human Stud-
ies Review Board shall comment on the 
scientific and ethical aspects of re-
search proposals and reports of com-
pleted research with human subjects 
submitted by EPA for its review and, 
on request, advise EPA on ways to 
strengthen its programs for protection 
of human subjects of research. 

Subpart Q—Ethical Standards for 
Assessing Whether To Rely on 
the Results of Human Re-
search in EPA Actions 

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

§ 26.1701 To what does this subpart 
apply? 

This subpart applies to EPA’s deci-
sions whether to rely in its actions 
taken under the Federal Insecticide, 
Fungicide, 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) on scientifically valid 
and relevant data from research involv-
ing intentional exposure of human sub-
jects. 
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§ 26.1702 Definitions. 

The definitions in § 26.1102 and 
§ 26.1202 shall apply to this subpart as 
well. 

§ 26.1703 Prohibition of reliance on re-
search involving intentional expo-
sure of human subjects who are 
pregnant women (and therefore 
their fetuses), nursing women, or 
children. 

Except as provided in § 26.1706, in ac-
tions within the scope of § 26.1701 EPA 
shall not rely on data from any re-
search involving intentional exposure 
of any human subject who is a preg-
nant woman (and therefore her fetus), 
a nursing woman, or a child. 

[71 FR 36175, June 23, 2006] 

§ 26.1704 Prohibition of reliance on un-
ethical human research with non- 
pregnant, non-nursing adults con-
ducted before April 7, 2006. 

Except as provided in § 26.1706, in ac-
tions within the scope of § 26.1701, EPA 
shall not rely on data from any re-
search initiated before April 7, 2006, if 
there is clear and convincing evidence 
that the conduct of the research was 
fundamentally unethical (e.g., the re-
search was intended to seriously harm 
participants or failed to obtain in-
formed consent), or was significantly 
deficient relative to the ethical stand-
ards prevailing at the time the re-
search was conducted. This prohibition 
is in addition to the prohibition in 
§ 26.1703. 

§ 26.1705 Prohibition of reliance on un-
ethical human research with non- 
pregnant, non-nursing adults con-
ducted after April 7, 2006. 

Except as provided in § 26.1706, in ac-
tions within the scope of § 26.1701, EPA 
shall not rely on data from any re-
search initiated after April 7, 2006, un-
less EPA has adequate information to 
determine that the research was con-
ducted in substantial compliance with 
subparts A through L of this part, or if 
conducted in a foreign country, under 
procedures at least as protective as 
those in subparts A through L of this 
part. This prohibition is in addition to 
the prohibition in § 26.1703. 

§ 26.1706 Criteria and procedure for 
decisions to protect public health 
by relying on otherwise unaccept-
able research. 

This section establishes the exclusive 
criteria and procedure by which EPA 
may decide to rely on data from re-
search that is not acceptable under the 
standards in §§ 26.1703 through 26.1705. 
EPA may rely on such data only if all 
the conditions in paragraphs (a) 
through (d) of this section are satisfied: 

(a) EPA has obtained the views of the 
Human Studies Review Board con-
cerning the proposal to rely on the oth-
erwise unacceptable data, 

(b) EPA has provided an opportunity 
for public comment on the proposal to 
rely on the otherwise unacceptable 
data, 

(c) EPA has determined that relying 
on the data is crucial to a decision that 
would impose a more stringent regu-
latory restriction that would improve 
protection of public health, such as a 
limitation on the use of a pesticide, 
than could be justified without relying 
on the data, and 

(d) EPA publishes a full explanation 
of its decision to rely on the otherwise 
unacceptable data, including a thor-
ough discussion of the ethical defi-
ciencies of the underlying research and 
the full rationale for finding that the 
standard in paragraph (c) of this sec-
tion was met. 

PART 27—PROGRAM FRAUD CIVIL 
REMEDIES 

Sec. 
27.1 Basis and purpose. 
27.2 Definitions. 
27.3 Basis for civil penalties and assess-

ments. 
27.4 Investigation. 
27.5 Review by the reviewing official. 
27.6 Prerequisites for issuing a complaint. 
27.7 Complaint. 
27.8 Service of complaint. 
27.9 Answer. 
27.10 Default upon failure to file an answer. 
27.11 Referral of complaint and answer to 

the presiding officer. 
27.12 Notice of hearing. 
27.13 Parties to the hearing. 
27.14 Separation of functions. 
27.15 Ex parte contacts. 
27.16 Disqualification of the reviewing offi-

cial or presiding officer. 
27.17 Rights of parties. 
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