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§ 26.1603 EPA review of proposed 
human research. 

(a) EPA must review all proposals for 
new human research submitted under 
§ 26.1125 in a timely manner. 

(b) In reviewing proposals for new 
human research submitted under 
§ 26.1125, the EPA Administrator must 
consider and make determinations re-
garding the scientific validity and reli-
ability of the proposed research, in-
cluding: 

(1) Whether the research would be 
likely to produce data that address an 
important scientific or policy question 
that cannot be resolved on the basis of 
animal data or human observational 
research. 

(2) Whether the proposed research is 
designed in accordance with current 
scientific standards and practices to: 

(i) Address the research question. 
(ii) Include representative study pop-

ulations for the endpoint in question. 
(iii) Have adequate statistical power 

to detect appropriate effects. 
(3) Whether the investigator proposes 

to conduct the research in accordance 
with recognized good research prac-
tices, including, when appropriate, 
good clinical practice guidelines and 
monitoring for the safety of subjects. 

(c) In reviewing proposals for new re-
search submitted under § 26.1125, the 
EPA Administrator must consider and 
make determinations regarding ethical 
aspects of the proposed research, in-
cluding: 

(1) Whether adequate information is 
available from prior animal studies or 
from other sources to assess the poten-
tial risks to subjects in the proposed 
research. 

(2) Whether the research proposal 
adequately identifies anticipated risks 
to human subjects and their likelihood 
of occurrence, minimizes identified 
risks to human subjects, and identifies 
likely benefits of the research and 
their distribution. 

(3) Whether the proposed research 
presents an acceptable balance of risks 
and benefits. In making this deter-
mination for research intended to re-
duce the interspecies uncertainty fac-
tor in a pesticide risk assessment, the 
EPA Administrator will also consider 
the process laid out and the attendant 
discussion for evaluating that type of 

study as provided in Recommendation 
4–1 of the 2004 Report from the Na-
tional Research Council of the Na-
tional Academy of Sciences (NAS), en-
titled ‘‘Intentional Human Dosing 
Studies for EPA Regulatory Purposes: 
Scientific and Ethical Issues.’’ 

(4) Whether subject selection will be 
equitable. 

(5) Whether subjects’ participation 
would follow free and fully informed 
consent. 

(6) Whether an appropriately con-
stituted IRB or its foreign equivalent 
has approved the proposed research. 

(7) If any person from a vulnerable 
population may become a subject in 
the proposed research, whether there is 
a convincing justification for selection 
of such a person, and whether measures 
taken to protect such human subjects 
are adequate. 

(8) If any person with a condition 
that would put them at increased risk 
for adverse effects may become a sub-
ject in the proposed research, whether 
there is a convincing justification for 
selection of such a person, and whether 
measures taken to protect such human 
subjects are adequate. 

(9) Whether any proposed payments 
to subjects are consistent with the 
principles of justice and respect for 
persons, and whether they are so high 
as to constitute undue inducement or 
so low as to be attractive only to indi-
viduals who are socioeconomically dis-
advantaged. 

(10) Whether the sponsor or investi-
gator would provide needed medical 
care for injuries incurred in the pro-
posed research, without cost to the 
human subjects. 

(d) With respect to any research or 
any class of research subject to this 
subpart, the EPA Administrator may 
recommend additional conditions 
which, in the judgment of the EPA Ad-
ministrator, are necessary for the pro-
tection of human subjects. 

(e) 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 

VerDate Mar<15>2010 13:37 Sep 11, 2013 Jkt 229147 PO 00000 Frm 00318 Fmt 8010 Sfmt 8010 Y:\SGML\229147.XXX 229147w
re

ie
r-

av
ile

s 
on

 D
S

K
5T

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R



309 

Environmental Protection Agency § 26.1606 

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). 

(f) 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. 

(g) 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. 

(h) EPA must provide the submitter 
of the proposal copies of the EPA and 
Human Studies Review Board reviews. 

[71 FR 6168, Feb. 6, 2006. Redesignated at 78 
FR 10544, Feb. 14, 2013 and amended at 78 FR 
10544, Feb. 14, 2013] 

§ 26.1604 EPA review of completed 
human research. 

(a) When considering, under any reg-
ulatory statute it administers, data 
from completed research involving in-
tentional exposure of humans to a pes-
ticide, EPA must thoroughly review 
the material submitted under § 26.1303, 
if any, and other available, relevant in-
formation and document its conclu-
sions regarding the scientific and eth-
ical conduct of the research. 

(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. 

[71 FR 6168, Feb. 6, 2006. Redesignated at 78 
FR 10544, Feb. 14, 2013 and amended at 78 FR 
10545, Feb. 14, 2013] 

§ 26.1605 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. 

[71 FR 6168, Feb. 6, 2006. Redesignated at 78 
FR 10544, Feb. 14, 2013] 

§ 26.1606 Human Studies Review 
Board review of proposed human 
research. 

In commenting on proposals for new 
research submitted to it by EPA, the 
Human Studies Review Board must 
consider the scientific merits and eth-
ical aspects of the proposed research, 
including all elements required in 
§ 26.1603(b) and (c) and any additional 
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