


Section I is provided as an up-to-date review and to raise awareness of the responsibilities of the Institutional Official involved in conducting research.  This section is not submitted to ORO.  
As Facility Director, you are the Institutional Official responsible for the Facility’s compliance with all federal, VA, and VHA research requirements.  These requirements are both detailed and broad-ranging.   Specifically, VA policy makes you, the Institutional Official, ultimately responsible for ensuring compliance in research with all requirements for:	
· 	Protection of human research subjects.
· 	Care and use of laboratory animals. 
· 	Research laboratory safety, including safety of research laboratory personnel and others. 
· 	Safety and control of infectious agents. 
· 	Safety and control of radioactive materials. 
· 	Safety, control, and security of other hazardous agents. 
· 	Safety, control, and security of designated “select” agents and toxins. 
· 	Granting access to research areas in which hazardous agents are used or stored. 
· 	Research involving recombinant DNA (rDNA). 
· 	Security against terrorist events. 
· 	Research information protection, including information security and privacy.
· 	Oversight of VA research that is conducted at an affiliate or other non-VA site.

As Facility Director, you are responsible to perform all required reporting to and correspondence with federal oversight offices and agencies and any applicable accreditation organizations. 
In particular, you are responsible for reporting to ORO in accordance with VHA requirements:
· 	Serious or continuing noncompliance in research.
· 	For-cause suspensions or terminations of research.
· 	Local adverse events that are serious, unanticipated, and related to research. 
· 	Unanticipated problems in research involving risks to subjects or others.  
· 	Incidents affecting the welfare of research animals. 
· 	Incidents affecting the health or safety of research personnel. 
· 	Incidents affecting research information protection.
· 	All allegations of research misconduct.
· 	Recommendations for Governmentwide debarment/suspension for research impropriety.

Finally, as Facility Director and Institutional Official responsible for research compliance, you 
must personally complete all required training related to the duties of Institutional Officials for Federal-wide Assurances (FWAs) for conducting research involving human subjects and all 
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other training required for your research oversight responsibilities.  You should be an ex-officio, non-voting member of the Research and Development Committee (R&DC) and attend R&DC meetings whenever possible.
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Section II is not submitted to ORO. However, any deficiencies identified and not corrected before this year’s Facility Director’s Certification is submitted to ORO (on or before July 31, 2012) must be included in the submission.  The following information will be requested for each deficiency reported:  (i) Description of Deficiency, (ii) Corrective Action Plan, (iii) Estimated Date of Action Plan Completion.  This Checklist is provided as a tool to assist VA facilities in their own quality improvement and regulatory compliance efforts related to the Facility’s research programs.  It is suggested that this and other ORO checklists may be useful as part of the quality review of the facility research program required to be performed by the R&DC and submitted to you, the Facility Director annually.  Section V of this document will ask you to certify that you have received and reviewed an annual quality review and evaluation report from your Research and Development Committee that is current according to your local procedures.  This checklist cannot be exhaustive, and because VA and VHA regulations, Directives and Handbooks are continually updated, this checklist may not be accurate after the most recent date of revision.  Please check the ORO website http://www.va.gov/oro or the ORO Technical Assistance and Research Compliance SharePoint site http://vaww.vha.vaco.portal.va.gov/sites/ORO/RCO/default.aspx for any more recent updates of this tool.  
1. Do this Facility’s research oversight programs and committees have adequate resources and administrative support to perform their responsibilities satisfactorily, including adequate personnel, space, equipment, engineering support, and technical assistance?
		Yes No NA (Not Applicable)
a. |_| |_| |_|	As applicable: Human Research Protection Program (HRPP), Animal Care and Use Program (ACUP), Research Safety and Security Program (RSSP), Occupational Safety and Health Program (OSHP), Research Information Protection Program (RIPP). 
b. |_| |_| |_|	As applicable: R&DC, Institutional Review Board (IRB), Institutional Animal Care and Use Committee (IACUC), Subcommittee on Research Safety (SRS), other R&DC Subcommittees, Research Misconduct Inquiry/Investigation Committees, and other research oversight entities.

2.	Do all required research oversight personnel and committee members have written appointments in accordance with VHA requirements?
		Yes No NA (Not Applicable)
a. |_| |_| |_|	R&DC Chair (1- or 2-year renewable term) and members (staggered 3-year 
renewable terms) who reflect the Facility’s research program.
b. |_| |_| |_|	IRB Chair (1-year renewable) and members (3-year renewable).
c. |_| |_| |_|	IACUC Chair (1-year renewable) and members (3-year renewable).
d. |_| |_| |_|	SRS Chair (1-year renewable) and members (specified terms required).
e. |_| |_| |_|	VA-salaried representatives to serve as voting members on affiliate committees that review VA research. 
f. |_| |_| |_|	Research Misconduct Inquiry and Investigation Committee members as needed.

	Are there appointments of:
g.     |_| |_| |_|      Associate Chief of Staff for Research and Development (ACOS/R&D) or     				                         Coordinator for Research and Development (C/R&D).
h.     |_| |_| |_|      Research Integrity Officer (RIO) for Research Misconduct.
i. 	|_| |_| |_|      Chemical Hygiene Officer (who is also a voting member of SRS).
j. 	|_| |_| |_|      Research Safety Coordinator.



k. 	|_| |_| |_|	Biological Safety Officer (for rDNA research involving >10 L of culture, or BSL- 3 or 4).
l. 	|_| |_| |_|	Responsible Official (RO) for programs registered for the use and/or storage of select 		                          agents and toxins.
m. |_| |_| |_| 	Privacy Officer (PO) and Information Security Officer (ISO) (who are also serving as 
		non-voting members of R&DC or IRB).
n.     |_| |_| |_|	Research Compliance Officer (RCO).

3.	Have all credentialing, privileging, and scope of practice requirements applicable to research personnel been completed and documented, and has the ACOS/R&D conducted a relevant quality assurance review within the past year?
Yes No NA (Not Applicable)
a. |_| |_| |_| 	All licensed and unlicensed physicians involved in research.
b. |_| |_| |_| 	All licensed (non-physician) providers/professionals involved in research.
c. |_| |_| |_| 	All other unlicensed professionals involved in research for whom license to practice would be required under State law.
d. |_| |_| |_| 	All other staff involved in research.
e. |_| |_| |_| 	ACOS/R&D has conducted a relevant quality assurance review this year.
4.	Does the institution have a mechanism to ensure compliance with research specific training requirements?
		Yes No NA (Not Applicable)
a. |_| |_| |_| 	A research-specific training program has been established.
b. |_| |_| |_|	A system to monitor individuals who are trained and the types of training completed.

Have the following individuals completed all mandatory training requirements?
c. |_| |_| |_| 	ACOS/R&D (or C/R&D) and Administrative Officer for Research and Development (AO/R&D).
d. |_| |_| |_|	R&DC and applicable R&DC Subcommittee members (e.g., IRB, IACUC, SRS).
e. |_| |_| |_|	All research investigators and study coordinators and research support staff. 
f. |_| |_| |_|	Research Compliance Officer(s).
g. |_| |_| |_|	All persons administering, working in, or visiting research areas.

5.	Are all of this facility’s required research assurances, authorizations, accreditations, reports, and
	memoranda of understanding (MOUs) current, accurate, and complete?
	Yes No NA (Not Applicable)
a. |_| |_| |_|	FWA and IRB registration(s).
b. |_| |_| |_|	Verification that other entities with which the facility collaborates in human research 
	hold appropriate human research protection assurances.
c. |_| |_| |_|	Authorization from the Under Secretary for Health (USH) for research invoking the 	Common Rule exemption for research involving public benefit or service programs.
d. |_| |_| |_|	Public Health Service (PHS) Animal Welfare Assurance. 
e. |_| |_| |_|	Association for Assessment and Accreditation of Laboratory Animal Care International 	(AAALAC) accreditation for all sites where VA animal research is conducted.
f. |_| |_| |_|	United States Department of Agriculture (USDA) Animal Facility Registration (as needed).






g. |_| |_| |_|	Animal and Plant Health Inspection Service (APHIS) or Centers for Disease Control and   Prevention (CDC) Certificate of Registration for use and/or storage of select agents or toxins.
h. |_| |_| |_|	MOU(s), as appropriate, for the use of another entity’s HRPP, ACUP, R&DC, IRB,  IACUC,
	 SRS, Institutional Biosafety Committee (IBC), etc.
i. |_| |_| |_|	Cooperative R&D Agreements (CRADAs) and other written agreement(s) for  collaborative	research projects or arrangements.
j. |_| |_| |_|	MOU(s) and System Interconnection Agreement(s) approved by the facility ISO and 	Office of Information and Technology (OI&T) management, with agreement by the 	Enterprise Security Change Control Board (ESCCB), for any interconnections with 	information systems outside VA, including those of the facility’s academic affiliate(s). 

6.  Is there documented approval by the Chief Research and Development Officer (CRADO) for 
     all research involving:
	Yes No NA (Not Applicable)
a. |_| |_| |_|	Children, including tissues and data derived from children.
b. |_| |_| |_|	Prisoners.
c. |_| |_| |_|	International research involving human subjects, human biological specimens, or human data. 

7.	Does this facility (a) maintain all required programs, policies, plans, and standard operating procedures (SOPs) for research compliance; and (b) certify that these programs, policies, plans, and SOPs are current, accurate, and complete?
	Yes No NA (Not Applicable)
a. |_| |_| |_|	Research & Development Committee (R&DC).
b. |_| |_| |_|	Human Research Protection Program (HRPP), including IRB SOP.
c. |_| |_| |_|	Animal Care and Use Program (ACUP), including SOPs for the IACUC and Veterinary
Medical Unit.
d. |_| |_| |_|	Research Safety and Security Program (RSSP) and associated subcommittees, including SOPs for the SRS.
e. |_| |_| |_|	Research Safety Plan, including a Research Chemical Hygiene Plan.
f. |_| |_| |_|	Semi-Annual Inventory of Hazardous Chemicals/Agents, as defined by OSHA, DOT, and EPA.
g. |_| |_| |_|	Research Security Plan.	
h. |_| |_| |_|	Research Emergency Response/Preparedness Plan.	
i. |_| |_| |_|	Annual safety inspections and drills to test the effectiveness of the Research Safety Plan, the Research Security Plan, and the Research Emergency Response Preparedness Plan.
j. |_| |_| |_|	Annual multi-disciplinary vulnerability assessment of all research laboratories and associated research space, conducted by a representative of the Police Service, a representative of the Safety Program, and a representative of the Research Service (at a minimum).
k. |_| |_| |_|	Annual compliance inspection of laboratory (ies) with select agents or toxins.
l. |_| |_| |_|	Semi-Annual review of individuals authorized to enter areas with select agents or toxins.
m. |_| |_| |_|	SOPs for destruction of select agents and toxins.






n. |_| |_| |_| 	Laboratory-Specific Safety Manual for Research Requiring BSL-3 containment.
o. |_| |_| |_|	Research Information Protection Program (RIPP).		
p. |_| |_| |_|	Procedures to inform the R&DC about investigators’ financial Conflicts of Interest.
q. |_| |_| |_|	SOPs for Reporting to ORO as required by VHA Handbook 1058.01 “Research Compliance
Reporting Requirements.” 
r. |_| |_| |_|	Auditing Plan and/or SOPs for accomplishing required RCO informed consent document
audits and triennial regulatory compliance audits.

8. Have required program assessments and other research oversight functions been performed? 
Yes No NA (Not Applicable)
a. |_| |_| |_|	Verification that all research involving human subjects has been reviewed by the 
		PO and the ISO.
b. |_| |_| |_|	Verification that all audits required by the Facility auditing plan and auditing SOPs have been completed for this reporting period.
c. |_| |_| |_|	Verification that ORO has been informed of all reportable incidents (including serious or continuing non-compliance and unanticipated serious adverse events caused by research) in accordance with VHA requirements.

Receipt and review by the Facility Director regarding:

d. |_| |_| |_|	Annual R&DC review and recommendations regarding budgetary and resource needs.
e. |_| |_| |_|	A summary of annual R&DC review of the HRPP and IRB. 
f. |_| |_| |_|	A summary of annual R&DC review of the ACUP and IACUC. 
g. |_| |_| |_|	A summary of annual R&DC review of the RSSP, SRS, and associated subcommittees.
h. |_| |_| |_|	Semi-Annual Program Evaluation/Facility Inspection Reports from the IACUC, during 
a live meeting with the IACUC Chair and the program veterinarian (at minimum).
i. |_| |_| |_|	Meeting Minutes for R&DC and all R&DC Subcommittees.








[Type text]
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SECTION III must be completed for the audit period June 1, 2011, to May 31, 2012, and submitted electronically to ORO.  NOTE:  Sites for the Million Veteran Program (MVP) should exclude data for the MVP from the counts reported in this Section III.  Results for the MVP have been reported to ORO separately.
1. Number of human subject protocols active (open to enrollment or closed to enrollment but still	     
[bookmark: OLE_LINK3][bookmark: OLE_LINK4]involving data collection or data analysis) at any time between June 1, 2011, and May 31, 2012: 
2. [bookmark: OLE_LINK5][bookmark: OLE_LINK6]Number of these human subject protocols:	
(a) [bookmark: OLE_LINK7][bookmark: OLE_LINK8]Exempt from IRB oversight:	      
(b) [bookmark: OLE_LINK9][bookmark: OLE_LINK10]For which the requirement for an ICD signature was waived per 38 CFR 16.117(c):	     
(c) For which the requirement for informed consent was waived per 38 CFR 16.116(c) or (d):	     
(d) For which signed consent documents were required and obtained in the past 12 months:	     
       (e)	For which signed consent documents were required but were not obtained in the 	     
	past 12 months because there were neither new enrollments nor “re-consents”:
3. [bookmark: OLE_LINK11][bookmark: OLE_LINK12]Number of protocols receiving informed consent audits June 1, 2011, to May 31, 2012:	     
NOTE: Item #3 should equal Item #1. Explain any discrepancies .

	LISTING OF INFORMED CONSENT DOCUMENT (ICD) AUDIT FINDINGS 
4. [bookmark: OLE_LINK13][bookmark: OLE_LINK14]Total number of ICDs audited in all protocols in #3:	     
5. Number of individual ICDs in #4 with “Yes” in all columns of the ICD audit tool:	     
6. Number of ICDs in #4 with “No” under “Correct ICD Used”:	     
7. Number of ICDs in #4 with “No” under “Subject Signature Present”:	     
(a) Number of ICDs in #7 representing documents that could not be located at all:	     
8. Number of ICDs in #4 with “No” under “Date of Subject Signature Present”:	     
9. Number of ICDs in #4 with “No” under “Date and Signature of Person Obtaining Consent”: 	     
10. Number of ICDs in #4 with “No” under “Authorized Person Obtained Consent”: 	     
11. Number of ICDs in #4 with “No” under “ICD Contains IRB Approval Stamp”: 	     
12. Number of ICDs in #4 with “Yes” under “HIPAA Authorization Required per IRB/PO”: 	     
13. Number of ICDs in #12 with “No” under “HIPAA Authorization Obtained if Required”: 	     
14. [bookmark: OLE_LINK15][bookmark: OLE_LINK16]Number of ICDs in #4 with “No” under “Consent Process Noted in CPRS”:	      
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Not all deficiencies found on audits are required to be reported to ORO.  However, if any of the deficiencies reported in items #6-#14 have already been reported to ORO, please provide either the ORO case number (s) or additional details. 
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SECTION IV is required to be completed for the audit period June 1, 2011, to May 31, 2012 and submitted electronically to ORO.  

VOLUME AND TYPES OF ALL OPEN PROTOCOLS

15. Total number of protocols initially approved as VA research by the R&D Committee after January 1, 2008, and active at any time between June 1, 2011, and May 31, 2012:	     
16. Total number of protocols in #15 involving human subjects exempt from IRB oversight:	     
(These protocols are only subject to R&DC review, and do NOT require a regulatory audit)	         
17. Total number of protocols in #15 involving human subjects subject to IRB review (not exempt):	     
18. Total number of protocols in #15 subject to IACUC oversight:	     
(a)  Total number of individual ACORPs (or equivalent)  in #18:	     
19. Total number of protocols in #15 subject to SRS oversight:	     
20. Total number of protocols in #15 involving no human subjects, no laboratory animals, and no 	     
hazardous agents or safety concerns: (These protocols are only subject to R&DC review, and do not  
require a regulatory audit - for example, research using only mortality data, or de-identified data, etc.) 	
21. Number in #15 minus #16 minus #20: (these protocols are eligible for a regulatory audit)	     

The RCO must perform regulatory audits on a schedule that assures that all eligible protocols subject to oversight by the IRB, IACUC or SRS are audited no less frequently than once every 3 years.

VOLUME AND TYPES OF ALL PROTOCOLS THE RCO AUDITED DURING THIS PERIOD
22. Total number of protocols that had a regulatory audit performed between June 1, 2011 	     
and May 31, 2012: 	
23. Total number of protocols that had an audit using the Human Research Protection
 Program (HRPP) audit tool: 	     
24. Total number of protocols in #23 with intervention or interaction with living individuals
 (regardless of whether identifiable private information was obtained):	     
	(a) Grand total number of subjects entered since initiation into studies in #24:	     
(b) Number of studies in #24 where number of subjects entered was unable to be determined:	     
25. Total number of protocols in #23 ONLY obtaining identifiable private information 
(with NO intervention or interaction with living individuals):	     
	(a) Grand total number of subjects entered since initiation into studies in #25:	     
(b) Number of studies in #25 where number of subjects entered was unable to be determined:	     
26. Number of protocols in #18 that had an Animal Welfare Audit during this period:	     
(a) Number of ACORPs in #18(a) that had an Animal Welfare Audit during this period:	     
	(b) Number of ACORPS in #26(a) involving a non-regulated rodent species:	     
	(c) Number of ACORPS in #26(a) involving non-human primates (list species):	     
	(d) Number of ACORPS in #26(a) involving another species (list species):	     



27.	Total number of protocols that had a Research Safety audit during this period:	     
     


The RCO was required to perform a regulatory audit during this audit period of any eligible protocol (#21) that was completed during this period.

28.	Number of protocols in #21 completed between June 1, 2011, and May 31, 2012: 	     
29.	Number of protocols in #28 audited between June 1, 2011, and May 31, 2012: 	     
	NOTE: Item #29   should equal #28.  Explain any discrepancies.
30.	Number of protocols in #21 that were initiated or approved between June 1, 2011, and	     
      May 31, 2012:  (Count protocols that were initially approved by the R&DC during this period, whether or not enrollment occurred).

SELECTED RESULTS OF REGULATORY AUDITS:
RESEARCH WITHOUT OVERSIGHT COMMITTEE REVIEW AND APPROVAL

31.	Number of protocols audited between June 1, 2011, and May 31, 2012, (#22) that were found to have been either conducted without approval or initiated prior to approval by all appropriate oversight committees. 
	 (a) Number of protocols in #23 conducted and completed without required IRB approval:	     
	 (b) Number of protocols in #23 conducted and completed without required R&DC approval:	     
	 (c) Number of protocols in #26 conducted and completed without required IACUC approval:	     
      (d) Number of ACORPs contained in the protocols in 31(c):	     
	 (e) Number of protocols in #26 conducted and completed without required R&DC approval:	     
      (f) Number of ACORPS contained in the protocols in 31(e):	     
	 (g) Number of protocols in #27 conducted and completed without required SRS approval:	     
	 (h) Number of protocols in #27 conducted and completed without required R&DC approval:	     
	 (i) Number of protocols in #23 initiated prior to required IRB approval:	     
	 (j) Number of protocols in #23 initiated prior to required R&DC approval:	     
	 (k)  Number of protocols in #26 initiated prior to required IACUC approval:	     
	 (l)  Number of ACORPs contained in protocols in #31(k):	     
	 (m) Number of protocols in #26 initiated prior to required R&DC approval:	     
	 (n)  Number of ACORPs contained in protocols in #31(m):	     
	 (o) Number of protocols in #27 initiated prior to required SRS approval:	     
	 (p)  Number of protocols in #27 initiated prior to required R&DC approval:	     
Provide details for any answers greater than zero in items #31(a)-(p).  Please note whether the finding has already been reported to ORO and any ORO case numbers if known:




FOR-CAUSE SUSPENSION OR TERMINATION OF RESEARCH

32. Number of protocols audited between June 1, 2011, and May 31, 2012, (#22) that had been suspended for cause by any local facility committee or official at any time, if this is the first audit, or since the last audit, if this protocol has had a previous regulatory audit:  

	If more than one category below may apply, choose the one that is most relevant.
(a) Number of protocols in #23 suspended or terminated for human subject concerns:		     
(b) Number of protocols in #23 suspended or terminated for investigator-related concerns:		     
(c) Number of ACORPs in #26(a) suspended or terminated for animal welfare concerns:		     
(d) Number of protocols containing ACORPs in #32(c):		     
(e) Number of ACORPs in #26(a) suspended or terminated for investigator-related concerns:		     
(f) Number of protocols containing ACORPs in #32(e):		     
(g) Number of protocols in #27 suspended or terminated for safety concerns:		     
(h)  Number of protocols in #27 suspended or terminated for investigator-related concerns:		     
Not all deficiencies found on audits are required to be reported to ORO.  However, if any of the deficiencies reported in numbers #32(a)-(h) have already been reported to ORO, please provide either the ORO case number (s) or additional details.    

LOCAL SERIOUS ADVERSE EVENTS (SAEs) or UNANTICIPATED PROBLEMS

33. Total number of LOCAL adverse events (AEs) or unanticipated problems involving risks to subjects or
others in audited human research protocols (#23) that were determined by the IRB to be
[bookmark: Text8]serious, unanticipated, and caused by or probably caused by the research:		     
		
34.	Number of SAEs in #33 that resulted in: 		
      (a) Hospitalization:			     
      (b) Death:		    		     

Provide details for answers greater than zero in items #33 and #34.  Please note whether the event has already been reported to ORO and any ORO case numbers if known: 

LAPSE IN CONTINUING OR ANNUAL REVIEW REQUIREMENT

35. Total number of human research protocols audited in this period (#23) that required
IRB continuing review:			     

(a) Number of protocols in #35 with a lapse of IRB continuing review:		     
(b) Number in #35(a) for which research activities occurred during lapse: 		     

For 35 (b), do not count research activities occurring during the approval lapse period that were authorized by the IRB to continue as in the best interests of already-enrolled subjects. 

36.	Number of audited protocols in #26 that required at least one IACUC annual review:		     
(a) Number of protocols in #36 with a lapse in annual review:		     
(b) Number of protocols in #36(a) in which research activities continued during the lapse:		     
[bookmark: OLE_LINK17][bookmark: OLE_LINK18]37.	Number of protocols in #27 with timing of SRS continuing review not following local SOPs:		     
Provide details for answers greater than zero in items #35b and #36b.  Please note whether the finding has already been reported to ORO and any ORO case numbers if known: 


RESULTS OF SUBJECT RECORDS REVIEWED DURING REGULATORY AUDIT
38.	Total number of subject records reviewed during HRPP audits in this period:		     
39.  Number of subject records in #38 with an “N” under “Documentation that consent obtained		     
	       prior to initiation of study procedures”:	
[bookmark: OLE_LINK19][bookmark: OLE_LINK20]40.  Number of subject records in #38 with an “N” under:	
	(a)  “Documentation found verifying Inclusion Criteria Met”:		     
[bookmark: OLE_LINK21][bookmark: OLE_LINK22]	(b)  “Documentation found verifying Exclusion Criteria not Met”:		     

41.  Number of subject records in #38 with a “Y” under “Subject included in research in 
       presence of documentation that inclusion/exclusion criteria were not satisfied:		     
Provide details for answers greater than zero in item #41.  Please note whether the finding has already been reported to ORO and any ORO case numbers if known: 

RESEARCH PERSONNEL PRACTICING OUTSIDE THEIR SCOPES OF PRACTICE
42.  Total number of research personnel in protocols that had a HRPP audit (#22) in this time period:	     

	(a)  Number of personnel in #42 with an “N” under “Scope of Practice or Equivalent Documented”	     
	(b)  Number of personnel in #42 determined by IRB to be working outside their Scope of Practice	      

43. Total number of research personnel in all ACORPs that had an Animal Welfare audit (#26a) 
	in this time period:	     
	(a)  Number of personnel in #43 with an “N” under “Scope of Practice or Equivalent Documented”	     
	(b)  Number of personnel in #43 determined to be working outside their Scope of Practice by the	     
		IACUC:                                    	
	
Provide details for answers greater than zero in items #42 (a)-(b) and #43 (a)-(b).  Please note whether the finding has already been reported to ORO and any ORO case numbers if known. 
			
RESEARCH PERSONNEL WITHOUT REQUIRED TRAINING
44.  Total number of research personnel in #42 with an “N” under “All Training Current.”:	     
	 (a)  Number of personnel in #44 with a “Y” under “Initial training not completed prior to research”:	     
	
[bookmark: OLE_LINK23][bookmark: OLE_LINK24]45.  Total number of research personnel in #43 with an “N” under “All Training Current”:	     
 (a) Number of personnel in #45 with a “Y” under “Initial training not completed prior to research”:	     

 Not all deficiencies found on audits are required to be reported to ORO.  However, if any of the deficiencies reported in items #44(a) and #45(a) have already been reported to ORO, please provide either the ORO case number (s) or additional details.  

STUDIES REQUIRING ORD-CRADO APPROVAL
46. (a) Total number of human subject protocols audited involving international studies:	     
(b) Number of protocols in #46(a) that did not have documentation of CRADO approval:	     
(c) Number of human subject protocols audited involving children:	     
		(d) Number of protocols in #46(c) that did not have documentation of CRADO approval:	  	            
		(e) Number of human subject protocols audited involving prisoners	     
		(f) Number of protocols in #46(e) that did not have documentation of CRADO approval:	     

Provide details for answers greater than zero in items #46 (b), (d), (f).  Please note whether the finding has already been reported to ORO and any ORO case numbers if known.

ANIMAL STUDIES WITH ACORPS OR EQUIVALENT

[bookmark: OLE_LINK25][bookmark: OLE_LINK26]47. Number of audited ACORPS #26(a) with “NO” under the following audit tool items:
(a) Maximum number of animals to be used during approval period clearly specified:	     
(b) Search for alternatives to animal use for procedures involving pain or distress:	     
(c) USDA pain and distress category determined:	     
		(d) Scientific justification provided for Category E pain and distress level:				             
		(e) All animal housing and procedure locations specified (both VA and non-VA) 	     
		(f) Euthanasia performed in accordance with AVMA guidelines:	     
(g) All controlled substances obtained through VA pharmacy:	     
(h) Controlled substances logs of inventory and usage maintained:	     
(i) All research personnel offered an approved Occupational Safety and Health Program:	     


48. Number of audited ACORPs 26(a) involving the following (if available)

(a) Category E pain and distress level (if known):	     
(b) Euthanasia (if known):	     
(c) Controlled substances (if known):	     


ANIMAL RESEARCH PROGRAM
CURRENT REPORTING PERIOD (June 1, 2011 – May 31, 2012)

The following questions are NOT based on RCO audits and pertain only to events occurring during the current reporting period.  i.e., the Research Service and/or IACUC administration may be the best sources of information related to these questions.

49. Assurance and Accreditation – Between June 1, 2011, and May 31, 2012:

(a) Was there any lapse in, or formal restriction of, the Facility’s Public Health Service (PHS)                               Animal Welfare Assurance?	     
(b) Was there any lapse in required ACUP accreditation?	     

NOTE: If you answered "Yes" to 49(a) and/or 49(b), please provide details (including whether the event has been reported to ORO and any ORO case numbers if known): 


50. Suspension of Privileges to Perform Animal Work – Between June 1, 2011, and May 31, 2012:

(a) Not including protocol suspensions or terminations, did any research personnel have their individual, personal privileges to conduct animal research suspended or revoked?	     
(b) Were any animal support personnel (e.g. husbandry staff, veterinary technicians, veterinarians) suspended or terminated for jeopardizing the welfare of animals?	     

NOTE: If you answered "Yes" to 50(a) and/or 50(b), please provide details below (including whether the event has been reported to ORO and any ORO case numbers if known): 

 
51. Unanticipated Loss of Animal Life – Between June 1, 2011, and May 31, 2012:
Number of protocols in which an unanticipated loss of animal life was reported to the IACUC (i.e. not including losses within the range of expected outcomes in the IACUC-approved protocol or occasional losses due to natural or otherwise anticipated mortality rates):	     

Provide the following details : Species and number of animals lost; cause of loss; and remedial actions taken to prevent future such losses

For any answers greater than zero, provide the following details: Species and number of animals lost; cause of loss; remedial actions taken to prevent future such losses; whether it has been reported to ORO and any ORO case numbers if known.


52. Semi-Annual ACUP Program Reviews/Inspections  – Between June 1, 2011, and May 31, 2012:

(a) Were semi-annual program evaluations/facility inspections conducted at appropriate intervals during the reporting period?	     
(b) Were any previously identified minor deficiencies elevated to significant deficiencies during a subsequent review/inspection?	     
(c) Were any significant deficiencies identified?	     
(d) Were all significant deficiencies corrected within their specified time frame?	     

NOTE: If you answered "No" to 52(a) or (d) or  "Yes" to 50 (b) or (c), please provide details below including whether it has been reported to ORO and any ORO case numbers if known: 

VA RESEARCH PROGRAM
VA RESEARCH NOT OVERSEEN BY ANY SUBCOMMITTEE OF THE R&DC
CURRENT REPORTING PERIOD (June 1, 2011 – May 31, 2012)
The following questions are NOT based on RCO audits and pertain only to events occurring during the current reporting period.  i.e., the Research Service  may be the best sources of information related to these questions.  These questions relate ONLY to research that is followed by the R&DC itself, and is not overseen by any subcommittee of the R&DC.

53. Number of Protocols followed only by the R&DC – Between June 1, 2011, and May 31, 2012:	     
(a) Number in #53 that were NOT initially approved  by the R&DC before entering into research:	     
(b) Number  In #53 that required at least one continuing review during this period :	     
(c) Number” in 53(b) that had their continuing review performed during this period:	     
Provide details
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I am the Director of this VHA Facility and the Institutional Official responsible for this Facility’s compliance with all federal, VA, and VHA research requirements.
Yes 	No  	If No, I certify that I have implemented the Action Plan including timeline documented with this report and submitted to ORO by July 31, 2012.
1. 	|_|  	|_|	I acknowledge my responsibility for oversight of this facility’s research programs. 
2. 	|_|  	|_|	I certify that this facility’s research oversight programs have sufficient resources and administrative support to maintain active fulfillment of their responsibilities.
3. 	|_|  	|_|	I certify that all required research oversight personnel and committee members have written appointments in accordance with VHA requirements.
4.	|_|  	|_|	I certify that all appointment, credentialing, privileging, and scope of practice requirements applicable to research personnel have been completed and documented.
5.   |_|  	|_|	I certify that required research compliance training is current and documented for all research personnel.
6. |_|  	|_|  I certify that all of this facility’s required research assurances, authorizations,  accreditations, reports, and MOUs are current, accurate, and complete.
7. |_|  	|_|  I certify that this facility maintains (a) all required programs, policies, plans, and SOPs for research compliance; and (b) documentation that these programs, policies, plans, and SOPs are current, accurate, and complete.
8. |_|  	|_|  I certify that I oversee a Research Auditing Program that includes a written Auditing 
	      Plan and/or SOPs satisfying all VHA requirements for auditing of VA research studies, 		      including requirements of VHA Handbooks 1058.01 and 1200.05.

9.  |_|  	|_|  I certify that all audits required  by our research auditing plan, consistent with the    	      		      requirements of VHA Handbook 1058.01, have been completed for this reporting 
	      period.

10. |_|  	|_|	I certify that the R&DC has reviewed and evaluated all R&D subcommittees, both within the VA facility and at external entities that function in lieu of R&D subcommittees, and that I have received a written summary of these reviews and evaluations within the last year.  A copy  is attached to this Facility Director’s Certification Report. 

     	     	     
_______________________________________________________________	______________________________________________________________	______________________________________	
Name of Facility Director	Signature of Facility Director	Date

     	     	     
_______________________________________________________________	____________________________________________________________	_______________________________________
Name of Facility	Station Number	Network Number
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NOTES

NOTE:  	Answers for Sections III, IV, and V should be completed on the electronic form supplied by ORO and submitted to ORO no later than July 31, 2012.  If any deficiencies identified in any section of the Certification remain uncorrected by July 31, 2012, these should also be reported in the table provided in Section IV of the electronic form.  The following information will be requested for each deficiency reported:  (i) Description of deficiency, (ii) Corrective Action Plan, (iii) Estimated date of Action Plan completion

NOTE:	If, after July 31, 2012, subsequent information becomes available that changes the answers or data that have been submitted to ORO, please contact ORORCEP@VA.GOV regarding the updated information. 
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REFERENCES

VA Directive 6500	Information Security Program 

VHA Directive 1200	VHA Research and Development Program 

VHA Directive 1058	The Office of Research Oversight

VHA Directive 2007-040	Appointment of Facility Information Security Officer (ISO) and Privacy Officer to the Institutional Review Board (IRB) or the Research and Development (R&D) Committee

VHA Handbook 1058.01  	Research Compliance Reporting Requirements

VHA Handbook 1058.2 	Research Misconduct

VHA Handbook 1058.03	Assurance of Protection for Human Subjects in Research

VHA Handbook 1058.04	Debarments and Suspensions Based on Research Impropriety in VA Research

VHA Handbook 1200.01  	Research and Development Committee

VHA Handbook 1200.05  	Requirements for the Protection of Human Subjects in Research

VHA Handbook 1200.06	Control of Hazardous Agents in VA Research Laboratories

VHA Handbook 1200.07	Use of Animals in Research

VHA Handbook 1200.08	Safety of Personnel Engaged in Research

VHA Handbook 1605.1	Privacy and Release of Information

