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Research Integrity Self-Assessment 

	References:
* DoDI 3210.7 Research Integrity and Misconduct of 14 May 2004
* BUMEDINST 6500.3 Research Integrity, Responsible Conduct of Research Education, and Reseach Misconduct of 25 Jun 09
* BUMEDINST 6500.3 CH-1 of 10 Jul 09
* BUMEDINST 3910.2 Financial Management, Internal Control and Accountability of Medical Research Activities 
DISCLAIMER:  This list of references is not all inclusive and the most recent updates may not be reflected.  Commands are responsible for all instructions and guidance related to a particular program or inspectable area.
	Command:
Date:

Command POC: 


	Reference
	Standard
	Yes
	No
	Echelon
	Comments/Notes

	
	
	
	
	2
	3
	4
	5
	

	DoDI 3210.7, pp. 1 & 2, para 1 & 2
	Policy Awareness: Have all hands involved in (a) oversight, provision, or assessing quality of medical programs, (b) provision of medical care, or (c) recording and assessment of outcomes of care or efficacy of programs received and are they aware of requirements in DoDI 3210.7?

At a minimum, is there an “All Hands” Command Note that announces DoDI 3210.7?
	
	
	√
	√
	√
	√
	

	DoDI 3210.7, Encl 3, pp 8-12
	Requirements for DoD Components’ Research Misconduct Procedures Have all hands involved in (a) oversight, provision, or assessing quality of medical programs, (b) provision of medical care, or (c) recording and assessment of outcomes of care or efficacy of programs received and are they aware of procedural requirements in DoDI 3210.7?
	
	
	√
	√
	√
	√
	

	BUMEDINST 6500.3, p. 2, para 6.
	Policy Awareness: Have all hands involved in (a) oversight, provision, or assessing quality of medical programs, (b) provision of medical care, or (c) recording and assessment of outcomes of care or efficacy of programs received and are they aware of requirements in BUMEDINST 6500.3?
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?

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?
	
	
	
	√
	√
	√
	 

	BUMEDINST 6500.3, Encl (3), para 2.b
	Research Integrity Program: Has the command established a local Research Integrity Program either as a distinct entity or within an already existing department?
Note: Be prepared to provide 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.
	
	
	
	√
	√
	
	 

	BUMEDINST 6500.3, Encl (3), para 2.c
	Research Integrity Leader: Has the command appointed an appropriately qualified research integrity leader?

Note: Be prepared to provide a formal appointing letter available for review and to show that the RIL qualified. 
	
	
	√
	√
	√
	
	 

	BUMEDINST 6500.3, Encl (3), para 2.
	Research Integrity Leader Performance: Does the research integrity leader successfully execute the duties and responsibilities as found in BUMEDINST 6500.3?
Note: Be prepared to provide documentation available to support RCR education/outreach efforts to Directorates and Departments as appropriate. 
	
	
	√
	√
	√
	
	 

	BUMEDINST 6500.3, Encl (3) – (5).  
	Responsible Conduct of Research (RCR) 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?
Note: This is completely separate from human and animal research, there is evidence of RCR education in Research Misconduct and other relevant areas outlined in Enclosures (3) – (5) of BUMEDINST 6500.3.
	
	
	
	√
	√
	√
	

	BUMEDINST 6500.3, Encl (4).  
	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?
Note: Be prepare to provide Documentation of Research Integrity and Ethics Education is available in command electronic system and/or paper training files. 
	
	
	
	√
	√
	√
	

	BUMEDINST 6500.3, Encl (4), para 4.   
	Research Misconduct Education: Does the command require and can it certify completion of research misconduct education by all relevant personnel?
Note: Be prepared to show 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) as well as Education Documentation includes number of hours of “face-to-face” training in Research Integrity and Ethics Education.
	
	
	
	√
	√
	√
	 

	BUMEDINST 6500.3, Encl (5), para 1.d.2  
	Research Misconduct Processes: Does the command have processes in place for the appropriate handling of research misconduct inquiries, investigations, and adjudications?
Note: Be prepared to provide Local current policy or directive (6500 series) in evidence that addresses Research Misconduct.
	
	
	√
	√
	√
	√
	 

	BUMEDINST 6500.3, Encl (5)
	Instances of Research Misconduct: Since the last inspection, has the command had any research misconduct allegations, inquiries, investigations, or adjudications. 
If yes, how many?
· Number of allegations?

· Number of Inquiries?

· Number of Investigations?

What were the instances?
Note: Be prepared to provide information and documentation on 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).
	
	
	√
	√
	√
	√
	

	BUMEDINST 6500.3, Encl (5)
	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.

Note: Be prepared to provide documentation which 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. 
	
	
	√
	√
	√
	√
	 

	BUMEDINST 6500.3, Encl (5), para 3.  
	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?
In those cases in which the Command sponsors extramural research through grants, contracts, cooperative agreements or other equivalent instruments, is there evidence that those instruments reference the need to comply with BUMEDINST 6500.3:

· Number of extramural agreements
· Number that include reference to BUMEDINST 6500.3
Note: Be prepared to provide Documentation in evidence that extramural awardees comply with BUMEDINST 6500.3. 
	
	
	
	√
	√
	
	

	BUMEDINST 6500.3, Encl (5), para 2.b

BUMEDINST 6500.3, Encl (5), para 2.c.2 

BUMEDINST 6500.3, Encl (5), para 2.c.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 BUMED Research Integrity Officer per BUMEDINST 6500.3?

Local command 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?

Investigating committee makes determination within 120 days?

Records of investigations maintained and in secure spaces?
	
	
	√
	√
	√
	√
	 

	BUMEDINST 6500.3 CH-1, Encl (6), para 2   
	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.
In addition to the Navy Medicine requirements of BUMEDINST 6500.3, is there 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)?
	
	
	√
	√
	√
	√
	

	BUMEDINST 3910.2 
	Financial Management, Internal Control and Accountability of Medical Research Activities Have all hands involved in oversight, provision, or assessing quality of medical programs, provision of medical care, or recording and assessment of outcomes of care or efficacy of programs received aware of authority, policy, regulations, assignment of responsibility and procedural requirements in BUMEDINST 3910.2?
	
	
	√
	√
	√
	√
	

	BUMEDINST 3910.2
	Is there evidence that all hands involved in oversight, provision of medical care, recording and assessment of outcomes of care or efficacy of programs or utilizing resources for and conducting research have been trained on the authority, policy, regulations and procedural requirements in BUMEDINST 3910.2 upon initial assumption of attachment to the command or detachment?
	
	
	√
	√
	√
	√
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