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Disclosure Statement

• No relationships to disclose
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Today’s Topics

• Rigor and transparency in applications
• Avoiding bias in funding decisions 
• Allegations of research misconduct
• Financial Conflicts of Interest (FCOI)
• Pre-registration and reporting of Clinical Trials
• NIH Data Management and Sharing Policy
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Rigor and Transparency in Applications
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Four areas of clarification
1. Rigor of the prior research
2. Scientific rigor of the 

proposed research
3. Relevant biological 

variables, such as sex
4. Authentication of key 

biological and/or chemical 
resources

Started with applications due 
on January 25, 2016
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Enhancing Reproducibility through Rigor & Transparency



• The strict application of the scientific method to ensure 
robust and unbiased experimental design, methodology, 
analysis, interpretation and reporting of results.

• Describe the experimental design and methods proposed 
and how they will achieve robust and unbiased results.

6

Scientific Rigor
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https://grants.nih.gov/policy/reproducibility/index.htm

https://grants.nih.gov/policy/reproducibility/index.htm
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Avoiding Bias in Funding Decisions
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Core Values of NIH Peer Review

The Core Values of NIH Peer Review are:

(1) Expert assessment (5) Confidentiality
(2) Transparency (6) Security 
(3) Impartiality (7) Integrity
(4) Fairness (8) Efficiency
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https://grants.nih.gov/grants/peerreview22713webv2.pdf



Impartiality in Peer Review

• Manage conflicts of interest, appearance of COI
– Reviewers certify COI pre- and post-meeting
– SGEs and Council members adhere also to the Standards of  

Ethics for Federal Employees
• Lobbyists restricted from serving
• Separation of NIH staff functions (review vs program)
• Policies for managing appeals of initial peer review
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Integrity in Peer Review

• NIH extramural staff trained in how to handle allegations 
of research misconduct (RM)

• Reviewers and Council members instructed to report 
allegations directly to the DFO in charge of the meeting

• DFO will report to assigned Research Integrity Officer
• May defer application from review until the proper 

authorities can deliberate on the situation
• Allegations of RM referred to HHS ORI
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Handling Allegations of Research Misconduct
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Overview of OER Allegation Review Process
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Research
Misconduct

Foreign
Interference

Peer Review 
IntegrityHarassment

Grant
Fraud

ALLEGATION
ENTRY

INITIAL 
ASSESSMENT

• Contact institution
• Remove individual from peer review service
• Refer to agency/office with oversight 

responsibility
• Administrative actions
• Regulatory actions

ACTIONS TO CONSIDER, DEPENDING ON 
OUTCOME OF ASSESSMENT



16

Allegation Assessment Inquiry

60 days

Investigation

120 days

ORI
oversight

• Inquiry involves sequestration; prelim fact-
finding

• Inquiry determines whether investigation is 
warranted

• Investigation based on institution’s rules

Institution

• Does allegation 
meet definition?

• Credible and 
specific?

• PHS funds?

ORI or 
Institution

42 CFR §93

Research Misconduct Proceedings



• Protect public, research participants, research, research 
process, and public funds 

• Interim actions include, but not limited to:
– Specific award conditions

• Additional supervision
• Certification of data

– Request change of PI
– Restrict funds
– Suspend or Terminate award

• Also, referral to HHS Office of the Inspector General
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NIH Interim Actions for Integrity Concerns



Financial Conflicts of Interest (FCOI)
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Financial Conflicts of Interest (FCOI)

• HHS regulation 42 CFR Part 50 Subpart F, Promoting 
Objectivity in Research (FCOI regulation)
– establishes standards that provide a reasonable expectation 

that the design, conduct, or reporting of NIH-funded research 
will be free from bias resulting from any Investigator’s 
conflicting financial interest

• Investigator reports SFI to recipient institution, recipient 
institution assesses for FCOI and provides management 
plan to NIH for approval
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https://www.ecfr.gov/current/title-42/chapter-I/subchapter-D/part-50/subpart-F


Registration and Reporting of Clinical Trials
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Dissemination of NIH-Funded Clinical Trial Information

• All NIH defined CTs to register and report results in 
ClinicalTrials.gov

• Regardless of:
– Study Phase
– Type of intervention
– Subject to regulation

• NIH Grants Website regarding CT Registration and 
Results Reporting
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NOT-OD-16-149
FDAAA
42 CFR Part 11

https://www.clinicaltrials.gov/
https://grants.nih.gov/policy/clinical-trials/reporting/index.htm
https://grants.nih.gov/grants/guide/notice-files/not-od-16-149.html
https://www.fda.gov/regulatory-information/selected-amendments-fdc-act/food-and-drug-administration-amendments-act-fdaaa-2007
https://s3.amazonaws.com/public-inspection.federalregister.gov/2016-22129.pdf


CT Registration and Results Reporting Policy requires:

• Plan in the application outlining compliance with the 
policy; becomes part of Terms and Conditions

• Statement in the CT consent forms regarding posting of 
CT information at ClinicalTrials.gov

• REGISTERING in ClinicalTrials.gov no later than 21 days 
after enrolling the first participant

• REPORTING summary results ClinicalTrials.gov no later 
than one year after primary completion date
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THANK YOU!
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NIHResearchIntegrity@mail.nih.gov
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