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Research Ethics and Integrity (continued)

	References:
BUMEDINST 6500.3
	Command POC:




	Standard
	Yes
	No
	Comments/Notes

	Policy Awareness: Have all hands received and are they aware of requirements in BUMEDINST 6500.3?
	
	
	Random Review
Discussion

__ At a minimum is there an “All Hands” Command Note that announces BUMEDINST 6500.3?


	Promotion of Principles of Research Ethics and Research Integrity: Has the Command issued individual, relevant command policies supporting the principles of research ethics and integrity per BUMEDINST 6500.3?

	
	
	Random Review
Discussion

__ At a minimum, is there an “All Hands” Command Note that announces local policy or directive with regard to Research Misconduct and that references BUMEDINST 6500.3?


	Research Integrity Program: Has the command established a local Research Integrity Program either as a distinct entity or within an already existing department?
	
	
	Discuss/Review

__ Documentation present to support the establishment of a Research Integrity Program either within current structures (Departments) (e.g., within Research Administration, Research Facilitation, Chaplaincy, Other), or established as a new program





	Standard
	Yes
	No
	Comments

	Research Integrity Leader: Has the command appointed an appropriately qualified, senior level, federal employee as research integrity leader?


	
	
	Discuss/Review

__ Formal appointing letter available for review

__ RIL is a qualified federal employee

	Research Integrity Leader Performance: Does the research integrity leader successfully execute the duties and responsibilities as found in BUMEDINST 6500.3?

	
	
	Discuss/Review

__ Documentation available to support RCR education/
Outreach efforts to Directorates and Departments as appropriate


	Responsible Conduct of Research Education: Outside of training in human or animal research protection that is required under other policies and guidance, has the command established a substantive RCR education program per BUMEDINST 6500.3 for other relevant areas germane to the responsible conduct of research?

	
	
	Review
Evaluate actual program
Discuss

__ Completely separate from human and animal research, there is evidence of RCR education in Research Misconduct and other relevant areas outlined in Enclosure (1) of BUMEDINST 6500.3.


	RCR Education Metrics: Does the command maintain an up-to-date system verifying completion of educational requirements by relevant personnel? Have all personnel complied to date?

	
	
	Review/Evaluate
Certify results

__Documentation of RCR Education is available in command electronic system and/or paper training files


	Research Misconduct Education: Does the command require and can it certify completion of research misconduct education by all relevant personnel?

	
	
	Review/Discuss
Certify results

__ RCR Education Documentation present for individuals that supervise (Program Directors, Department Heads), perform (PIs, AIs, Clinical Research Coordinators, Project Directors, Research Assistants), or otherwise administer research projects or programs (CID staff).

__ RCR Education Documentation includes number of hours of “face-to-face” training in RCR Education


	Research Misconduct Processes: Does the command have processes in place for the appropriate handling of research misconduct inquiries, investigations, and adjudications?

	
	
	Review/Discuss

__ Local current policy or directive (6500 series) in evidence that addresses Research Misconduct

	Instances of Research Misconduct: Since the last inspection, has the command had any research misconduct allegations, inquiries, investigations, or adjudications. If yes, how many? What were the instances?

	
	
	Review/Discuss
Results to be summarized without names etc.

__ # of Allegations
__ # of Inquiries
   # of Investigations
__ In those confirmed cases of Research Misconduct, the type is clearly specified as indicated in BUMEDINST 6500.3 (i.e., Fabrication, Falsification, or Plagiarism in proposing, performing, or reviewing research, or in reporting research results)


	Processing of Research Misconduct Instances: For each instance since the last inspection, have all inquiries, investigations, and adjudications been appropriately handled? Summarize for all. Detail areas for improvement.

	
	
	Review/Discuss

__Documentation verifies that all Research Misconduct Inquiries and Investigations were conducted in accordance with BUMEDINST 6500.3; any deviations from this directive are thoroughly explained in writing
 

	Research Misconduct in Extramural Research: Has the command complied with BUMEDINST 6500.3 requirements for research misconduct on extramural awards the command has given to other agencies or the private sector?

	
	
	Review/Discuss

__In those cases in which the Command sponsors extramural research through grants, contracts, cooperative agreements or other equivalent instruments, there is evidence that those instruments reference the need to comply with BUMEDINST 6500.3:
__ # of extramural agreements
__ # that include reference to BUMEDINST 6500.3

__Documentation in evidence that extramural awardees comply with BUMEDINST 6500.3


 

	Reporting of Research Misconduct: For all instances of research misconduct, has the command submitted within required timelines full reports detailing investigations and adjudications to the Deputy Chief, Medical Research and Development (BUMED-M2) in accordance with BUMED Notice 5430 dated 18 SEP 2012?

	
	
	Review/Discuss
Verify with BUMED M00E

__ RIL makes preliminary determination within 3 days

__ Preliminary committee makes determination within 60 days

__Investigator accused of alleged research misconduct responds within 30 days to allegations out of the preliminary inquiry committee

__ERIO notified of need for investigation when appropriate

__Investigating committee makes determination within 120 days

__ Records of investigations maintained and in secure spaces

	Research Integrity Extramural Requirements: If the command conducts research from other federal or private sector agencies, does it comply with extramural sponsor requirements regarding research integrity and ethics, including grants of assurance from the DHHS Office of Research Integrity as the latter may be required? Note: The ORI Assurance is not an assurance for human or animal research and is dependent on DHHS Program Officer direction.

	
	
	Review/Discuss
Verify requirements with BUMED M00E

__In addition to the Navy Medicine requirements of BUMEDINST 6500.3, there is evidence that the organization has complied with funding organizations’
relevant RCR requirements (e.g., 2009 NIH Requirements for Instruction in the Responsible Conduct of Research; and 42 CFR 50 and 93, Public Health Service Policies on Research Misconduct, Final Rule, May 17, 2005).

	Participation in the Navy Medicine Research Integrity Programs Network: Does the command and its research integrity leader actively participate in the Research Integrity Programs Network?

	
	
	Review/Discuss
Verify with BUMED M00E

__RIL coordinates local Research Integrity services (e.g, RCR Educational Activities, Research Misconduct Inquiries and Investigations) 

__Command POC for Research Integrity concerns


	Participation in the Navy Medicine Research Integrity Programs Network: Does the command and its research integrity leader comply with directives from the Deputy Chief, Medical Research and Development (BUMED-M2)?

	
	
	Review/Discuss
Verify with BUMED M00E

__RIL maintains open lines of communication with ERIO and other network POCs

__RIL attends BUMED, regional, and local meetings as required


	
Comments: Core elements of RCR education include a wide variety of topics as found in Enclosure (1) of BUMEDINST 6500.3. Training in human and animal research protections is not germane to this instruction but falls under other policies and guidance. While commands minimally must provide awareness and education regarding research misconduct, they also must assess what other areas are germane to the research disciplines pursued in their context. Commands should provide a listing of these areas in relationship to the areas cited in Enclosure (1) and explain their rationale for including or excluding various areas.
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