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Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. An agency may not conduct or sponsor, and a person is not required to 
respond to, a collection of information unless it
displays a currently valid OMB control number. Send comments regarding this burden estimate or any other aspect 
of this collection of
information, including suggestions for reducing this burden, to: NIH, Project Clearance Branch, 6705 Rockledge 
Drive, MSC 7974,
Bethesda, MD 20892-7974, ATTN: PRA (0925-0417). Do not return the completed form to this address.

Subsequent Reports under 42 CFR 50.605(a)(3)(iii) and (b)(2) or 45 CFR 94.5(a)(3)(iii) 
and (b)(2)

42 CFR 50.605(a)(3)(iii) and (b)(2) for grants and cooperative agreements

42 CFR 50.605(a)(3)(iii)

42 CFR 50.605 Management and reporting of financial conflicts of interest.

(a) Management of financial conflicts of interest.

(3) Whenever an Institution identifies a significant financial interest 
that was not disclosed timely by an Investigator or, for whatever 
reason, was not previously reviewed by the Institution during an 
ongoing PHS-funded research project (e.g., was not timely reviewed 
or reported by a subrecipient), the designated official(s) shall, within 
sixty days: review the significant financial interest; determine whether 
it is related to PHS-funded research; determine whether a financial 
conflict of interest exists; and, if so:

(iii) Based on the results of the retrospective review, if 
appropriate, the Institution shall update the previously 
submitted FCOI report, specifying the actions that will be taken 
to manage the financial conflict of interest going forward. If 
bias is found, the Institution is required to notify the PHS 
Awarding Component promptly and submit a mitigation report 



to the PHS Awarding Component. The mitigation report must 
include, at a minimum, the key elements documented in the 
retrospective review above and a description of the impact of 
the bias on the research project and the Institution's plan of 
action or actions taken to eliminate or mitigate the effect of the 
bias (e.g., impact on the research project; extent of harm done, 
including any qualitative and quantitative data to support any 
actual or future harm; analysis of whether the research project 
is salvageable). Thereafter, the Institution will submit FCOI 
reports annually, as specified elsewhere in this subpart. 
Depending on the nature of the financial conflict of interest, an 
Institution may determine that additional interim measures are 
necessary with regard to the Investigator's participation in the 
PHS-funded research project between the date that the 
financial conflict of interest or the Investigator's noncompliance 
is determined and the completion of the Institution's 
retrospective review.

42 CFR 50.605 (b)(2):

42 CFR 50.605 (b) Reporting of financial conflicts of interest.

(2) For any significant financial interest that the Institution identifies as 
conflicting subsequent to the Institution's initial FCOI report during an 
ongoing PHS-funded research project (e.g., upon the participation of an 
Investigator who is new to the research project), the Institution shall provide 
to the PHS Awarding Component, within sixty days, an FCOI report 
regarding the financial conflict of interest and ensure that the Institution has 
implemented a management plan in accordance with this subpart. Pursuant 
to paragraph (a)(3)(ii) of this section, where such FCOI report involves a 
significant financial interest that was not disclosed timely by an Investigator 
or, for whatever reason, was not previously reviewed or managed by the 
Institution (e.g., was not timely reviewed or reported by a subrecipient), the 
Institution also is required to complete a retrospective review to determine 
whether any PHS-funded research, or portion thereof, conducted prior to 
the identification and management of the financial conflict of interest was 

https://www.ecfr.gov/current/title-42/section-50.605#p-50.605(a)(3)(ii)


biased in the design, conduct, or reporting of such research. Additionally, 
pursuant to paragraph (a)(3)(iii) of this section, if bias is found, the 
Institution is required to notify the PHS Awarding Component promptly and 
submit a mitigation report to the PHS Awarding Component.

45 CFR 94.5(a)(3)(iii) and (b)(2) for research contracts

45 CFR 94.5(a)(3)(iii):

94.5 Management and reporting of financial conflicts of interest.

(a) Management of financial conflicts of interest.

(3) Whenever an Institution identifies a significant financial interest that was 
not disclosed timely by an Investigator or, for whatever reason, was not 
previously reviewed by the Institution during an ongoing PHS-funded 
research project (e.g., was not timely reviewed or reported by a 
subrecipient), the designated official(s) shall, within sixty days: review the 
significant financial interest; determine whether it is related to PHS-funded 
research; determine whether a financial conflict of interest exists; and, if so:

(iii) Based on the results of the retrospective review, if appropriate, the 
Institution shall update the previously submitted FCOI report, 
specifying the actions that will be taken to manage the financial 
conflict of interest going forward. If bias is found, the Institution is 
required to notify the PHS Awarding Component promptly and submit 
a mitigation report to the PHS Awarding Component. The mitigation 
report must include, at a minimum, the key elements documented in 
the retrospective review above and a description of the impact of the 
bias on the research project and the Institution's plan of action or 
actions taken to eliminate or mitigate the effect of the bias (e.g., 
impact on the research project; extent of harm done, including any 
qualitative and quantitative data to support any actual or future harm; 
analysis of whether the research project is salvageable). Thereafter, 
the Institution will submit FCOI reports annually, as specified 
elsewhere in this part. Depending on the nature of the financial 
conflict of interest, an Institution may determine that additional 
interim measures are necessary with regard to the Investigator's 

https://www.ecfr.gov/current/title-42/section-50.605#p-50.605(a)(3)(iii)


participation in the PHS-funded research project between the date 
that the financial conflict of interest or the Investigator's 
noncompliance is determined and the completion of the Institution's 
retrospective review.

45 CFR 94.5(b)(2) for research contracts

(b) Reporting of financial conflicts of interest.

(2) For any significant financial interest that the Institution identifies as 
conflicting subsequent to the Institution's initial FCOI report during an 
ongoing PHS-funded research project (e.g., upon the participation of an 
Investigator who is new to the research project), the Institution shall provide 
to the PHS Awarding Component, within sixty days, an FCOI report 
regarding the financial conflict of interest and ensure that the Institution has 
implemented a management plan in accordance with this part. Pursuant to 
paragraph (a)(3)(ii) of this section, where such FCOI report involves a 
significant financial interest that was not disclosed timely by an Investigator 
or, for whatever reason, was not previously reviewed or managed by the 
Institution (e.g., was not timely reviewed or reported by a subrecipient), the 
Institution also is required to complete a retrospective review to determine 
whether any PHS-funded research, or portion thereof, conducted prior to 
the identification and management of the financial conflict of interest was 
biased in the design, conduct, or reporting of such research. Additionally, 
pursuant to paragraph (a)(3)(iii) of this section, if bias is found, the 
Institution is required to notify the PHS Awarding Component promptly and 
submit a mitigation report to the PHS Awarding Component.

https://www.ecfr.gov/current/title-45/section-94.5#p-94.5(a)(3)(iii)
https://www.ecfr.gov/current/title-45/section-94.5#p-94.5(a)(3)(ii)

