§93.204

§93.204 Contract.

Contract means an acquisition instru-
ment awarded under the HHS Federal
Acquisition Regulation (FAR), 48 CFR
Chapter 1, excluding any small pur-
chases awarded pursuant to FAR Part
13.

§93.205 Debarment or suspension.

Debarment or suspension means the
Government wide exclusion, whether
temporary or for a set term, of a per-
son from eligibility for Federal grants,
contracts, and cooperative agreements
under the HHS regulations at 45 CFR
part 76 (nonprocurement) and 48 CFR
subparts 9.4 and 309.4 (procurement).

§93.206 Debarring official.

Debarring official means an official
authorized to impose debarment or sus-
pension. The HHS debarring official is
either—

(a) The Secretary; or

(b) An official designated by the Sec-
retary.

§93.207 Departmental Appeals Board
or DAB.

Departmental Appeals Board or DAB
means, depending on the context—

(a) The organization, within the Of-
fice of the Secretary, established to
conduct hearings and provide impartial
review of disputed decisions made by
HHS operating components; or

(b) An Administrative Law Judge
(ALJ) at the DAB.

§93.208 Evidence.

Evidence means any document, tan-
gible item, or testimony offered or ob-
tained during a research misconduct
proceeding that tends to prove or dis-
prove the existence of an alleged fact.

§93.209 Funding component.

Funding component means any organi-
zational unit of the PHS authorized to
award grants, contracts, or cooperative
agreements for any activity that in-
volves the conduct of biomedical or be-
havioral research, research training or
activities related to that research or
research training, e.g., agencies, bu-
reaus, centers, institutes, divisions, or
offices and other awarding units within
the PHS.

42 CFR Ch. | (10-1-07 Edition)

§93.210 Good faith.

Good faith as applied to a complain-
ant or witness, means having a belief
in the truth of one’s allegation or testi-
mony that a reasonable person in the
complainant’s or witness’s position
could have based on the information
known to the complainant or witness
at the time. An allegation or coopera-
tion with a research misconduct pro-
ceeding is not in good faith if made
with knowing or reckless disregard for
information that would negate the al-
legation or testimony. Good faith as
applied to a committee member means
cooperating with the research mis-
conduct proceeding by carrying out the
duties assigned impartially for the pur-
pose of helping an institution meet its
responsibilities under this part. A com-
mittee member does not act in good
faith if his/her acts or omissions on the
committee are dishonest or influenced
by personal, professional, or financial
conflicts of interest with those in-
volved in the research misconduct pro-
ceeding.

§93.211 Hearing.

Hearing means that part of the re-
search misconduct proceeding from the
time a respondent files a request for an
administrative hearing to contest ORI
findings of research misconduct and
HHS administrative actions until the
time the ALJ issues a recommended
decision.

§93.212 Inquiry.

Inquiry means preliminary informa-
tion-gathering and preliminary fact-
finding that meets the criteria and fol-
lows the procedures of §§93.307-93.309.

§93.213 Institution.

Institution means any individual or
person that applies for or receives PHS
support for any activity or program

that involves the conduct of bio-
medical or behavioral research, bio-
medical or behavioral research train-

ing, or activities related to that re-
search or training. This includes, but is
not limited to colleges and univer-
sities, PHS intramural biomedical or
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Public Health Service, HHS

behavioral research laboratories, re-
search and development centers, na-
tional user facilities, industrial labora-
tories or other research institutes,
small research institutions, and inde-
pendent researchers.

§93.214 Institutional member.

Institutional member or members means
a person who is employed by, is an
agent of, or is affiliated by contract or
agreement with an institution. Institu-
tional members may include, but are
not limited to, officials, tenured and
untenured faculty, teaching and sup-
port staff, researchers, research coordi-
nators, clinical technicians,
postdoctoral and other fellows, stu-
dents, volunteers, agents, and contrac-
tors, subcontractors, and subawardees,
and their employees.

§93.215 Investigation.

Investigation means the formal devel-
opment of a factual record and the ex-
amination of that record leading to a
decision not to make a finding of re-
search misconduct or to a rec-
ommendation for a finding of research
misconduct which may include a rec-
ommendation for other appropriate ac-
tions, including administrative ac-
tions.

§93.216 Notice.

Notice means a written communica-
tion served in person, sent by mail or
its equivalent to the last known street
address, facsimile number or e-mail ad-
dress of the addressee. Several sections
of Subpart E of this part have special
notice requirements.

§93.217 Office of Research Integrity or
ORI.

Office of Research Integrity or ORI
means the office to which the HHS Sec-
retary has delegated responsibility for
addressing research integrity and mis-
conduct issues related to PHS sup-
ported activities.

§93.218 Person.

Person means any individual, cor-
poration, partnership, institution, as-
sociation, unit of government, or legal
entity, however organized.

§93.222

§93.219 Preponderance of the evi-

dence.

Preponderance of the evidence means
proof by information that, compared
with that opposing it, leads to the con-
clusion that the fact at issue is more
probably true than not.

§93.220 Public Health Service or PHS.

Public Health Service or PHS means
the unit within the Department of
Health and Human Services that in-
cludes the Office of Public Health and
Science and the following Operating
Divisions: Agency for Healthcare Re-
search and Quality, Agency for Toxic
Substances and Disease Registry, Cen-
ters for Disease Control and Preven-
tion, Food and Drug Administration,
Health Resources and Services Admin-
istration, Indian Health Service, Na-
tional Institutes of Health, and the
Substance Abuse and Mental Health
Services Administration, and the of-
fices of the Regional Health Adminis-
trators.

§93.221 PHS support.

PHS support means PHS funding, or
applications or proposals therefor, for
biomedical or behavioral research, bio-
medical or behavioral research train-
ing, or activities related to that re-
search or training, that may be pro-
vided through: Funding for PHS intra-
mural research; PHS grants, coopera-
tive agreements, or contracts or sub-
grants or subcontracts under those
PHS funding instruments; or salary or
other payments under PHS grants, co-
operative agreements or contracts.

§93.222 Research.

Research means a systematic experi-
ment, study, evaluation, demonstra-
tion or survey designed to develop or
contribute to general knowledge (basic
research) or specific knowledge (ap-
plied research) relating broadly to pub-
lic health by establishing, discovering,
developing, elucidating or confirming
information about, or the underlying
mechanism relating to, biological
causes, functions or effects, diseases,
treatments, or related matters to be
studied.
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