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Public Health Service, HHS § 93.309 

THE INSTITUTIONAL INQUIRY 

§ 93.307 Institutional inquiry. 
(a) Criteria warranting an inquiry. An 

inquiry is warranted if the allegation— 
(1) Falls within the definition of re-

search misconduct under this part; 
(2) Is within § 93.102; and 
(3) Is sufficiently credible and spe-

cific so that potential evidence of re-
search misconduct may be identified. 

(b) Notice to respondent and custody of 
research records. At the time of or be-
fore beginning an inquiry, an institu-
tion must make a good faith effort to 
notify in writing the presumed re-
spondent, if any. If the inquiry subse-
quently identifies additional respond-
ents, the institution must notify them. 
To the extent it has not already done 
so at the allegation stage, the institu-
tion must, on or before the date on 
which the respondent is notified or the 
inquiry begins, whichever is earlier, 
promptly take all reasonable and prac-
tical steps to obtain custody of all the 
research records and evidence needed 
to conduct the research misconduct 
proceeding, inventory the records and 
evidence, and sequester them in a se-
cure manner, except that where the re-
search records or evidence encompass 
scientific instruments shared by a 
number of users, custody may be lim-
ited to copies of the data or evidence 
on such instruments, so long as those 
copies are substantially equivalent to 
the evidentiary value of the instru-
ments. 

(c) Review of evidence. The purpose of 
an inquiry is to conduct an initial re-
view of the evidence to determine 
whether to conduct an investigation. 
Therefore, an inquiry does not require 
a full review of all the evidence related 
to the allegation. 

(d) Criteria warranting an investiga-
tion. An inquiry’s purpose is to decide 
if an allegation warrants an investiga-
tion. An investigation is warranted if 
there is— 

(1) A reasonable basis for concluding 
that the allegation falls within the def-
inition of research misconduct under 
this part and involves PHS supported 
biomedical or behavioral research, re-
search training or activities related to 
that research or research training, as 
provided in § 93.102; and 

(2) Preliminary information-gath-
ering and preliminary fact-finding 
from the inquiry indicates that the al-
legation may have substance. 

(e) Inquiry report. The institution 
must prepare a written report that 
meets the requirements of this section 
and § 93.309. 

(f) Opportunity to comment. The insti-
tution must provide the respondent an 
opportunity to review and comment on 
the inquiry report and attach any com-
ments received to the report. 

(g) Time for completion. The institu-
tion must complete the inquiry within 
60 calendar days of its initiation unless 
circumstances clearly warrant a longer 
period. If the inquiry takes longer than 
60 days to complete, the inquiry record 
must include documentation of the rea-
sons for exceeding the 60-day period. 

§ 93.308 Notice of the results of the in-
quiry. 

(a) Notice to respondent. The institu-
tion must notify the respondent wheth-
er the inquiry found that an investiga-
tion is warranted. The notice must in-
clude a copy of the inquiry report and 
include a copy of or refer to this part 
and the institution’s policies and pro-
cedures adopted under its assurance. 

(b) Notice to complainants. The insti-
tution may notify the complainant 
who made the allegation whether the 
inquiry found that an investigation is 
warranted. The institution may pro-
vide relevant portions of the report to 
the complainant for comment. 

§ 93.309 Reporting to ORI on the deci-
sion to initiate an investigation. 

(a) Within 30 days of finding that an 
investigation is warranted, the institu-
tion must provide ORI with the written 
finding by the responsible institutional 
official and a copy of the inquiry report 
which includes the following informa-
tion— 

(1) The name and position of the re-
spondent; 

(2) A description of the allegations of 
research misconduct; 

(3) The PHS support, including, for 
example, grant numbers, grant applica-
tions, contracts, and publications list-
ing PHS support; 
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(4) The basis for recommending that 
the alleged actions warrant an inves-
tigation; and 

(5) Any comments on the report by 
the respondent or the complainant. 

(b) The institution must provide the 
following information to ORI on re-
quest— 

(1) The institutional policies and pro-
cedures under which the inquiry was 
conducted; 

(2) The research records and evidence 
reviewed, transcripts or recordings of 
any interviews, and copies of all rel-
evant documents; and 

(3) The charges for the investigation 
to consider. 

(c) Documentation of decision not to in-
vestigate. Institutions must keep suffi-
ciently detailed documentation of in-
quiries to permit a later assessment by 
ORI of the reasons why the institution 
decided not to conduct an investiga-
tion. Consistent with § 93.317, institu-
tions must keep these records in a se-
cure manner for at least 7 years after 
the termination of the inquiry, and 
upon request, provide them to ORI or 
other authorized HHS personnel. 

(d) Notification of special cir-
cumstances. In accordance with § 93.318, 
institutions must notify ORI and other 
PHS agencies, as relevant, of any spe-
cial circumstances that may exist. 

THE INSTITUTIONAL INVESTIGATION 

§ 93.310 Institutional investigation. 
Institutions conducting research mis-

conduct investigations must: 
(a) Time. Begin the investigation 

within 30 days after determining that 
an investigation is warranted. 

(b) Notice to ORI. Notify the ORI Di-
rector of the decision to begin an inves-
tigation on or before the date the in-
vestigation begins and provide an in-
quiry report that meets the require-
ments of § 93.307 and § 93.309. 

(c) Notice to the respondent. Notify the 
respondent in writing of the allega-
tions within a reasonable amount of 
time after determining that an inves-
tigation is warranted, but before the 
investigation begins. The institution 
must give the respondent written no-
tice of any new allegations of research 
misconduct within a reasonable 
amount of time of deciding to pursue 

allegations not addressed during the 
inquiry or in the initial notice of inves-
tigation. 

(d) Custody of the records. To the ex-
tent they have not already done so at 
the allegation or inquiry stages, take 
all reasonable and practical steps to 
obtain custody of all the research 
records and evidence needed to conduct 
the research misconduct proceeding, 
inventory the records and evidence, 
and sequester them in a secure manner, 
except that where the research records 
or evidence encompass scientific in-
struments shared by a number of users, 
custody may be limited to copies of the 
data or evidence on such instruments, 
so long as those copies are substan-
tially equivalent to the evidentiary 
value of the instruments. Whenever 
possible, the institution must take cus-
tody of the records— 

(1) Before or at the time the institu-
tion notifies the respondent; and 

(2) Whenever additional items be-
come known or relevant to the inves-
tigation. 

(e) Documentation. Use diligent ef-
forts to ensure that the investigation 
is thorough and sufficiently docu-
mented and includes examination of all 
research records and evidence relevant 
to reaching a decision on the merits of 
the allegations. 

(f) Ensuring a fair investigation. Take 
reasonable steps to ensure an impartial 
and unbiased investigation to the max-
imum extent practicable, including 
participation of persons with appro-
priate scientific expertise who do not 
have unresolved personal, professional, 
or financial conflicts of interest with 
those involved with the inquiry or in-
vestigation. 

(g) Interviews. Interview each re-
spondent, complainant, and any other 
available person who has been reason-
ably identified as having information 
regarding any relevant aspects of the 
investigation, including witnesses 
identified by the respondent, and 
record or transcribe each interview, 
provide the recording or transcript to 
the interviewee for correction, and in-
clude the recording or transcript in the 
record of the investigation. 

(h) Pursue leads. Pursue diligently all 
significant issues and leads discovered 
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