Public Health Service, HHS

PHS funding components may author-
ize funds for biomedical and behavioral
research, research training, or activi-
ties related to that research or re-
search training only to institutions
that have approved assurances and re-
quired renewals on file with ORI.

(b) Institutional Assurance. The re-
sponsible institutional official must as-
sure on behalf of the institution that
the institution—

(1) Has written policies and proce-
dures in compliance with this part for
inquiring into and investigating allega-
tions of research misconduct; and

(2) Complies with its own policies and
procedures and the requirements of
this part.

§93.302 Institutional compliance with
assurances.

(a) Compliance with assurance. ORI
considers an institution in compliance
with its assurance if the institution—

(1) Establishes policies and proce-
dures according to this part, keeps
them in compliance with this part, and
upon request, provides them to ORI,
other HHS personnel, and members of
the public;

(2) Takes all reasonable and practical
specific steps to foster research integ-
rity consistent with §93.300, includ-
ing—

(i) Informs the institution’s research
members participating in or otherwise
involved with PHS supported bio-
medical or behavioral research, re-
search training or activities related to
that research or research training, in-
cluding those applying for support
from any PHS funding component,
about its policies and procedures for re-
sponding to allegations of research
misconduct, and the institution’s com-
mitment to compliance with the poli-
cies and procedures; and

(iif) Complies with its policies and
procedures and each specific provision
of this part.

(b) Annual report. An institution
must file an annual report with ORI
which contains information specified
by ORI on the institution’s compliance
with this part.

(c) Additional information. Along with
its assurance or annual report, an in-
stitution must send ORI such other ag-
gregated information as ORI may re-

§93.304

quest on the institution’s research mis-
conduct proceedings covered by this
part and the institution’s compliance
with the requirements of this part.

§93.303 Assurances for small institu-
tions.

(a) If an institution is too small to
handle research misconduct pro-
ceedings, it may file a ““Small Organi-
zation Statement” with ORI in place of
the formal institutional policies and
procedures required by §§93.301 and
93.304.

(b) By submitting a Small Organiza-
tion Statement, the institution agrees
to report all allegations of research
misconduct to ORI. ORI or another ap-
propriate HHS office will work with
the institution to develop and imple-
ment a process for handling allegations
of research misconduct consistent with
this part.

(¢) The Small Organization State-
ment does not relieve the institution
from complying with any other provi-
sion of this part.

§93.304 Institutional policies and pro-
cedures.

Institutions seeking an approved as-
surance must have written policies and
procedures for addressing research mis-
conduct that include the following—

(a) Consistent with §93.108, protec-
tion of the confidentiality of respond-
ents, complainants, and research sub-
jects identifiable from research records
or evidence;

(b) A thorough, competent, objective,
and fair response to allegations of re-
search misconduct consistent with and
within the time limits of this part, in-
cluding precautions to ensure that in-
dividuals responsible for carrying out
any part of the research misconduct
proceeding do not have unresolved per-
sonal, professional, or financial con-
flicts of interest with the complainant,
respondent, or witnesses;

(c) Notice to the respondent, con-
sistent with and within the time limits
of this part;

(d) Written notice to ORI of any deci-
sion to open an investigation on or be-
fore the date on which the investiga-
tion begins;
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