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NETWORK 2 RESEARCH COMPLIANCE PROGRAM

1.   PURPOSE: This Veterans Healthcare Network Memorandum establishes new Network policy pertaining to compliance with regulations established by the Dept of Health and Human Services, VHA, and other regulatory bodies. 

     a. The Research Compliance Program adds value to the organization through improvement of research processes. Compliance monitoring will provide internal oversight on quality and compliance issues relating to the performance of clinical research trials involving human subjects as well as conduct of animal and science-safety trials. Observed trends in collected data will provide opportunities for improvement.   

2.  POLICY: 

     a. Research Compliance, along with local Research and Development leadership, are responsible for evaluating R&D Program components for compliance to applicable regulations, including but not limited to VHA Handbooks 1200.5, 1200.6, 1200.7, ICH Good Clinical Practices, JCAHO Standards, and applicable CFR (45 CFR 46; 21 CFR 50; 38 CFR 16). 

     b. Research Compliance is responsible for providing Network and Facility leadership with reasonable assurances that HRPP Programs across the VISN 2 Network comply with VA and Federal Regulations. Research Compliance oversight includes basic science and animal research.

     c. Research Compliance will conduct monitoring of research study activities. Audits include verification of informed consent, subject eligibility criteria, case report forms, and CPRS documentation (VA electronic medical record). Additional study components reviewed include but are not limited to regulatory documentation, IRB file audits, reporting of Serious Adverse Events (SAE’s) and Research Pharmacy Audits. 

     d. The Research Compliance Program will have structural and operational elements as follows:

          1.  Research Compliance Officers at the Network and Facility level, who will report to the Network Director and Facility Director, respectively.
2.  Clarification and when necessary, development of written standards which apply to research operations and assure that those standards are properly documented.

3.  Assurance that standards are communicated to employees via regular research compliance education and training programs for administrative and clinical staff.          

4. Maintenance of an internal process by which research incidents or concerns of non-compliance can be investigated and reported.

          5.  Use of auditing techniques to monitor and assess research compliance risks and to assist in the reduction of identified problem areas. This evaluation occurs through the review of clinical, animal and basic science research studies.

          6. Maintenance of internal processes which take appropriate corrective or disciplinary action where instances of investigator or research staff non-compliance is determined, via VHA policy or Federal Regulation pertaining to conduct of research. 

          7. The evaluation of the Research Compliance Program through audits, reviews, evaluations, staff training and education and any matter relating to the integrity of Research and Development operations.

3.  RESPONSIBILITY: 

     a. It is the responsibility of the Network Director to ensure effectiveness and consistency in the VISN Research Compliance effort by:

          1. Designating a VISN Research Compliance Officer who is responsible for   providing facility Research Compliance Officer with support and oversight of program elements noted in Attachment A and reporting outcomes to Network leadership.


     b. It is the responsibility of the Medical Center Director to designate a facility based Research Compliance Officer who will not have collateral duties that create or have an appearance of conflict of interest with research monitoring.

     c. It is the responsibility of the facility Research Compliance Officer to:

          1. Assure accomplishment of the specific program elements as noted in Attachment A. 

          2. Report non-compliance to the Medical Center Director or designee, local facility and Network CBI Officer and research oversight agencies as outlined in VHA regulations.

          3. Provide a performance report at least quarterly to the VAMC Director and local facility and VISN CBI Officer.
          4. Report results of audits and/ or accrediting / oversight agency reviews monthly to local facility CBI Officer through the Compliance Advisory Board. 
4.  PROCEDURES:  Are set forth in this policy in Attachment A.

5.  REFERENCES:  38 CFR 16: http://www.va.gov/orca, VHA Handbooks 1200.5, 1200.6, 1200.7, 1058.01, 1058.2, 1058.03, 1058.04, 1605.03, VHA Directive 2008-064: http://vaww1.va.gov/med, 21 CFR 812: http://www.va.gov/orca
JCAHO Accreditation Standards: http://www.jcaho.org, ICH GCP Guidelines: http://www.cdssltd.com/ICHGCP.pdf,

AAHRPP: http://www.aahrpp.org
6.  RESCISSIONS:  April 5, 2009.
7.  FOLLOW-UP RESPONSIBILITY: Author: Network Compliance and Business Integrity Officer

8.  AUTOMATIC RESCISSION DATE:  June 25, 2012.
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NETWORK 2 HUMAN RESEARCH COMPLIANCE PROCEDURES

PROCEDURES:  MONITORING AND COORDINATION OF FACILITY RESEARCH COMPLIANCE PROGRAMS; AUDITING OF RESEARCH STUDIES; AND INTERNAL AND EXTERNAL REPORTING OF ISSUES OF NON-COMPLIANCE. 
The facility Research Compliance Officer (RCO) may select studies for an audit based on the following criteria:

     a. Random Selection

     b. Consideration of high risk / high volume

     c. As requested by the Principal Investigator (PI), Institutional Review Board (IRB) or the R&D Committee, Associate Chief of Staff for R&D (ACOS R&D), Chief of Staff (COS), Network Research Compliance Officer (NRCO) or Medical Center Director (MCD).
1. Study Sampling Process:

     a. The RCO will identify studies utilizing the Managing Institutional Review Board (MIRB) database maintained at each facility. 
     b. Studies will be chosen for audit from the following sampling pool: 

          1.  Investigator held IND/IDE protocols, not externally funded

          2.  Other protocols not externally funded

          3.  Federally funded protocols

          4.  Private industry funded & monitored protocols


     c. Studies to be audited, may be randomly selected from the current list of research protocols, or will be selected based upon being a high risk and/or having high accrual. The RCO will target studies managed by different Investigators to ensure greater coverage and review of the sampling pool.  Investigators will be audited on a random or for cause basis. The number of records reviewed per study will depend on the size of the study and should be selected from the beginning, middle and end of the chronological list.  See table below:

	Number of Subjects Enrolled
	< 5
	5 – 20
	 21 and up

	Subject Records Reviewed  *
	   100%
	 25% 
	   up to 10 records 


*The number of records reviewed may change depending on information obtained during the study audit. 
2. Notification Process:
     a. Principal Investigators will be notified in writing when one of their studies has been selected for review. Included in the communication will be the study title and MIRB identification number. The audit process will be reviewed with the PI and study staff. 

     b. Following the review, the RCO will meet/communicate via telephone/e-mail with the PI to provide an overview of the study audit findings and to answer any questions.  In addition, written notification of the findings will be presented with a request for follow-up action on any minor or major findings.

     c. Audit findings which appear serious in nature or may have a high incidence rate will be discussed promptly with the principal investigator, the ACOS/R, and IRB Chair. After brief collaboration, a report by the RCO documenting findings will be submitted to the IRB Committee where further discussion and actions will be determined. Interim measures such as study suspension or an administrative hold may need to be taken by the IRB chair and/ or the IRB. Notification of the COS, the Medical Center Director and any outside agency will depend upon the event and IRB Chair and/ or IRB actions. 

     d. On-site, unexpected serious adverse events or problems will be reported via requirements found in VHA Directive 1058.1., Adverse Event Reporting. 

3.  Investigator Reporting Responsibility:

     a. The PI is required to submit a written response to the IRB on all non serious or serious findings (outlined below) noted during a research study audit.  

     b. Non serious violations/deviations:  The principal investigator must provide to the Chair of the IRB, within 7 business days from the date of the audit report, the plan and timetable for implementation of corrective action and plan for performance improvement. 

     c. Serious violations/deviations: The principal investigator must provide to the Chair of the IRB, within 5 business days from the date of the audit report, the plan and timetable for implementation of corrective action and plan for performance improvement.

     d. Serious violations/deviations with a high potential for participant harm: 

1. A request will be made to the IRB Chair/ IRB Committee for suspension of the study, pending a meeting with the PI to resolve patient safety issues and ensure procedures are in place to minimize risks to all study participants. 
2. Suspension of a study for cause will result in reports to ORO and possibly the OHRP, FDA, NIH, study Sponsor, academic affiliate, facility Performance Management and Compliance Advisory Board.

4.  Review Process:
     a. Standards and regulations regarding the following areas are found in the NCQA Standards Manual, AAHRPP Manual, ICH GCP Guidelines, 45 CFR 46, 21 CFR 50 and 38 CFR 16.

The RCO or designee will coordinate with research study staff to gather materials for completing a research audit and said audit will include evaluation of one or all of the following to ensure compliance with above noted standards: 

          1.  Regulatory Documentation

          2.  IRB Documentation

          3.  Subject Recruitment Procedures

          4.  Informed Consent Process

          5.  Subject Selection Criteria

          6.  Adverse Event Reporting

          7.  Drug/Device Dispensing Accountability

          8.  Case Report Form Completion/ Source Document Verification

          9.  PI Record Keeping

          10.  Allocation of Responsibilities (PI to key personnel)

          11.  Findings of non-compliance will be documented as either major or minor violations/deviations. The following definitions apply
:

               a. PROTOCOL DEVIATION: Any alteration/modification to the approved IRB protocol. The protocol includes the detailed protocol, protocol summary, consent form, 
recruitment materials, questionnaires, and any other information relating to the research study.

               b. PROTOCOL EXCEPTION: Any temporary protocol deviation that is approved by the IRB and sponsor, if applicable, prior to its initiation, e.g., enrollment of a subject who does meet the eligibility criteria.

Note: Any permanent change to the protocol constitutes an amendment that must be submitted to the IRB and sponsor, if applicable, for approval prior to initiation.

               c. PROTOCOL VIOLATION: Any protocol deviation that is not approved by the IRB prior to its initiation or implementation.

               d. SERIOUS VIOLATION: a violation that may impact subject safety, affect the integrity of study data and/or affect subject’s willingness to participate in the study.

               e. NON SERIOUS VIOLATION: a violation that does not impact subject safety, compromise the integrity of study data and/or affect subject’s willingness to participate in the study. 

5. Audit Preparation:

     a. The RCO or designee will be responsible for coordinating with the PI and/or clinical study coordinators to prepare for an audit. Once a study has been identified for an audit, the RCO or designee will notify the Principal Investigator and request copies of the following information be forwarded or made available to assist in the review:

          1.  The Protocol(s)

          2.  The Informed Consent(s)

     b. With access to:

          1.  Subject Case Report Forms

          2.  Regulatory Binders and IRB Correspondence

          3.  Medical Records

6. Conflict of Interest:

The RCO and participating audit staff will disclose, prior to participating in a study audit, if they have a conflict of interest. The RCO or designee will not participate in research study audits in which they are professionally or personally involved or in which they have a financial interest.  

7. Audit Completion: 
     a. At the completion of the study audit, the RCO will discuss audit findings with the PI and his/her key research staff, allowing the PI the opportunity to ask questions/obtain answers regarding the audit findings. 

     b. The audit report will be sent to the IRB Chair/ Institutional Review Board for review and appropriate action (VHA Handbook 1200.5) and the ACOS/Research. 

     c. The IRB or designee will forward a copy of the audit report to the principal investigator. 
     d. The PI will be required to respond to any minor or major findings. 

     e. Any action that is required as a result of an audit will be initiated by the Institutional Review Board or if urgent, by the IRB Chair or designee. 

     f. The IRB will forward to the facility RCO or NRCO, written communication, verifying receipt of audit correspondence.  IRB review of audit findings and action taken will be documented in IRB meeting minutes and included in the quarterly compliance report submitted to executive leadership.  

	· All studies active (open or closed to accrual but with active data collection and/or analysis) between January 1, 2009, and May 31, 2009, must receive an informed consent audit.
· Include all informed consents signed in the last 12 months, including any re-consenting of previously enrolled subjects (12-month look back from the date of the audit).
· All serious informed consent noncompliance identified must be reported within 5 business days to the Facility Director, the Associate Chief of Staff for Research (ACOS/R), the Research and Development Committee (R&CD), and the Institutional Review Board (IRB).  The Facility Director has an additional 5 business days to report the noncompliance to the appropriate Office of Research Oversight (ORO) Regional Office, the Veterans Integrated Service Network (VISN), and the Office of Research and Development (ORD).


1] This audit tool is provided as an example; you are NOT required to use this specific form or format.  All audit tools, however, MUST at least include the following:

   - Whether the correct version of the ICD was used

   - Whether subject signature and date signed are both present

   - Whether witness signature and date signed are both present

   - Whether signature of person obtaining consent and date signed are both present

- Whether ICD has IRB approval stamp
- Whether HIPAA authorization was obtained, if applicable
- Whether consent was documented with note in CPRS or with written progress note placed somewhere in record

2] The audit tool is NOT to be sent to ORO
PROTOCOL INFORMATION

Facility:
Auditor:
Audit Date:                  Protocol Status    ( Open   ( Closed to enrollment
PI:
Protocol Title:






 IRB Protocol Number:


	Informed Consent (check one):
	HIPAA Authorization (check one):
	Consents not audited because (check one)

	( Full Informed Consent Document (ICD) with Signatures
	( Incorporated into ICD
	( Protocol exempt from IRB review 

	( Short Form ICD per 38 CFR 16.117(b)(2)
	( Addendum to ICD
	( ICD signature waived per 38 CFR 16.117(c)

	
	( Stand Alone Form
	( Informed consent waived per 38 CFR 16.116(c) or (d)

	
	
	( No ICDs signed in the 12 months prior to audit**

	
	
	( Other reason for not auditing consent _______


AUDIT DATA*
	Subject ID Number
	Version of ICD Signed
	Correct ICD Used

Y/N 
	Subject Signature Present & Dated

Y/N
	Witness Signature Present & Dated

Y/N
	Date & Signature of       Person Obtaining Consent

Y/N
	Authorized1 Person Obtained Consent 

Y/N
	ICD Contains

IRB

Approval Stamp

Y/N
	HIPAA Authorization

Obtained

Y/N
	Consent Process Noted in CPRS or Other Location2
Y/N/NA
	Comments

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	


* Add rows as needed.     ** No consent signed because either no enrollment or no subjects re-consented
        

1-defined by facility (e.g. IRB approved, documented PI delegation of responsibility, etc.)     2-applies to subjects accrued/re-consented in last 12 months 

	ADMINISTRATIVE INFORMATION

	Principal Investigator:      

	Study Coordinator:      


	Protocol Title:      

	

	Sponsor / Support:
	 FORMCHECKBOX 
 Local VA
 FORMCHECKBOX 
 VA ORD
 FORMCHECKBOX 
 VA CSP
 FORMCHECKBOX 
 NIH
 FORMCHECKBOX 
Other federal:      
 FORMCHECKBOX 
 Industry/Pharma
 FORMCHECKBOX 
Other:      

	Sponsor Protocol Number / Study acronym:

     

	Date of Initial IRB Approval: 
	     
	Regulatory Status:


	 FORMCHECKBOX 
 IND
 FORMCHECKBOX 
 IDE
 FORMCHECKBOX 
 None

	IRB Number: 


	     
	IRB of Record:

     
	 FORMCHECKBOX 
 Local VA
 FORMCHECKBOX 
 Central  VA
 FORMCHECKBOX 
 Affiliate

 FORMCHECKBOX 
Academic  FORMCHECKBOX 
VA

	Study Site(s): (check all that apply
	 FORMCHECKBOX 
 Local facility
 FORMCHECKBOX 
 CBOC(s) specify      
 FORMCHECKBOX 
 Academic Affiliate
 FORMCHECKBOX 
 Other:      

	Study Type: (check all that apply)
	 FORMCHECKBOX 
 Multicenter Trial
 FORMCHECKBOX 
 Single Center Trial
 FORMCHECKBOX 
 International Trial: ORD approval letter on file?   FORMCHECKBOX 
Y
 FORMCHECKBOX 
N

	Category: (check all that apply)
	 FORMCHECKBOX 
 Biomedical
 FORMCHECKBOX 
Behavioral
 FORMCHECKBOX 
Educational
 FORMCHECKBOX 
 Other:      

	Current IRB Status:
	 FORMCHECKBOX 
 Actively enrolling new subjects   

 FORMCHECKBOX 
 Temporarily closed to new enrollments
 FORMCHECKBOX 
 Active only for long-term observation

 FORMCHECKBOX 
 Permanently closed to enrollments
 FORMCHECKBOX 
 Active only for long-term data analysis  
 FORMCHECKBOX 
 Closed / Terminated
 Date:      


	Number of Subjects:
	Number approved by IRB for enrollment:      
	Total Enrollment to Date:


Audit #1      
Audit #2      

	Audit #1: 
	Date:      
	RCO or Designated Auditor:      

	Audit #2: 
	Date:      
	RCO or Designated Auditor:      


-QM CONFIDENTIALITY STATEMENT:  THESE DOCUMENTS OR RECORDS (OR INFORMATION CONTAINED HEREIN) ARE DEEMED CONFIDENTIAL AND PRIVILEGED
UNDER PROVISION OF 38 U.S.C. 5705 WHICH PROVIDE FOR FINES UP TO $20,000 FOR VIOLATIONS. 

THIS MATERIAL SHALL NOT BE TRANSMITTED TO ANYONE WITHOUT PROPER CONSENT OR OTHER AUTHORIZATION AS PROVIDED FOR BY LAW OR REGULATIONS.
CONFIDENTIAL RETAIN IN RCO FILE
Page 5 of 13
Investigator/Protocol: _____________________________________
	IRB SUBMISSIONS, APPROVALS, & NOTIFICATIONS

	Protocol, Amendments, Continuing Approval  etc.
	Document on file?
	IRB Dates
	Research & Development Committee Approval
	Submission & Approval letters on file?

Y/N
	Comments
	Audit #1

RCO / Auditor

Initials
	Audit #2 RCO / Auditor

Initials

	
	
	Approval
	Expiration
	
	
	
	
	

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     


NOTE: Informed Consent Document approvals and SAE/UPR submissions are noted on the following pages.
-QM CONFIDENTIALITY STATEMENT:  THESE DOCUMENTS OR RECORDS (OR INFORMATION CONTAINED HEREIN) ARE DEEMED CONFIDENTIAL AND PRIVILEGED
UNDER PROVISION OF 38 U.S.C. 5705 WHICH PROVIDE FOR FINES UP TO $20,000 FOR VIOLATIONS. 

THIS MATERIAL SHALL NOT BE TRANSMITTED TO ANYONE WITHOUT PROPER CONSENT OR OTHER AUTHORIZATION AS PROVIDED FOR BY LAW OR REGULATIONS.
CONFIDENTIAL RETAIN IN RCO FILE
Page 6 of 13
Investigator/Protocol: 

Form Version: RCO Revised 01/12/09 6:00 A.M.

	IRB SUBMISSIONS, APPROVALS, & NOTIFICATIONS – INFORMED CONSENT

	Informed Consent Date
	Informed Consent Version Number
	Date of IRB Approval
	Reason for Revision
	Re-consent Required? Y/N
	IRB Stamp or Equivalent
	Comments
	Audit #1

RCO / Auditor 

Initials
	Audit #2 RCO / Auditor

Initials

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     


-QM CONFIDENTIALITY STATEMENT:  THESE DOCUMENTS OR RECORDS (OR INFORMATION CONTAINED HEREIN) ARE DEEMED CONFIDENTIAL AND PRIVILEGED
UNDER PROVISION OF 38 U.S.C. 5705 WHICH PROVIDE FOR FINES UP TO $20,000 FOR VIOLATIONS. 

THIS MATERIAL SHALL NOT BE TRANSMITTED TO ANYONE WITHOUT PROPER CONSENT OR OTHER AUTHORIZATION AS PROVIDED FOR BY LAW OR REGULATIONS.
CONFIDENTIAL RETAIN IN RCO FILE
Page 7 of 13
Investigator/Protocol: 

Form Version: RCO Revised 01/12/09 6:00 A.M.
	UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS

	Date UPR/SAE Occurred
	Date Learned of Event
	Subject ID 
	Event
	 U*

Y/N
	 R*

Y/N
	 S*

Y/N
	Date

Reported

to IRB

or Annual or NA
	Reported to IRB within required time period

Y/N/NA
	Reported to ORO

Y/N/NA
	Audit #1

RCO / Auditor

Initials
	Audit #2 RCO / Auditor

Initials

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     


* U – Unanticipated 
R – Related to study participation
S – Serious

IRB rules for reporting UPRs and Serious Adverse Events:  

Sponsor’s Reporting Rules:

Have all SAEs and other UPRs that require reports to ORO per VHA 1058.01 been reported?   FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No

QM CONFIDENTIALITY STATEMENT:  THESE DOCUMENTS OR RECORDS (OR INFORMATION CONTAINED HEREIN) ARE DEEMED CONFIDENTIAL AND PRIVILEGED
UNDER PROVISION OF 38 U.S.C. 5705 WHICH PROVIDE FOR FINES UP TO $20,000 FOR VIOLATIONS. 

THIS MATERIAL SHALL NOT BE TRANSMITTED TO ANYONE WITHOUT PROPER CONSENT OR OTHER AUTHORIZATION AS PROVIDED FOR BY LAW OR REGULATIONS.
CONFIDENTIAL RETAIN IN RCO FILE
Page 8 of 13
Investigator/Protocol: 

Form Version: RCO Revised 01/12/09 6:00 A.M.
	SIGNIFICANT SAFETY REPORTS / DATA MONITORING COMMITTEE (DMC) REPORTS

	Date of Safety or DMC Report
	Event or

Report Findings
	Date

Reported

to IRB 
	Reported within a reasonable

time period (per IRB) or

within 5 days if the unanticipated problem involves serious risks to subjects or others

Y/N
	ORO Report Required and Submitted?

* Y/N/NA
	Audit #1

RCO / Auditor

Initials
	Audit #2 RCO / Auditor

Initials

	     
	     
	     
	     
	
	     
	     

	     
	     
	     
	     
	
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


* - ORO report required within 5 days if the issue is potentially unanticipated, serious & related (RCO via Hospital Director)) or if the IRB determines the problem is unanticipated, serious & related

- Significant Safety Reports are both internal & external reports that require substantive action by your IRB.

Is there a data safety monitoring plan?   FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
Does this plan include a Data Monitoring Committee (DMC)?   FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
Is this site compliant with their data safety plan?   FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
-QM CONFIDENTIALITY STATEMENT:  THESE DOCUMENTS OR RECORDS (OR INFORMATION CONTAINED HEREIN) ARE DEEMED CONFIDENTIAL AND PRIVILEGED
UNDER PROVISION OF 38 U.S.C. 5705 WHICH PROVIDE FOR FINES UP TO $20,000 FOR VIOLATIONS. 

THIS MATERIAL SHALL NOT BE TRANSMITTED TO ANYONE WITHOUT PROPER CONSENT OR OTHER AUTHORIZATION AS PROVIDED FOR BY LAW OR REGULATIONS.
CONFIDENTIAL RETAIN IN RCO FILE
    Page 9 of 13
Investigator/Protocol: 
________________________________________       



Form Version: RCO Revised 01/12/09 6:00 A.M

	STUDY STAFF QUALIFICATIONS AND TRAINING

	Site Personnel
	All training current1 Y/N
	WOC

Y/N
	Role in Study

PI/SC/SI
	FDA Form 1572 

Y/N/NA
	CV Date 2
(m/yr)
	License Expiration

(m/yr)
	Delegation of responsibilities and/or Scope of Practice complete & appropriate
	RCO / Auditor Initials

	
	
	
	
	
	YEAR
	YEAR
	YEAR
	YEAR
	Y/N/NA
	Audit #1
	Audit #2

	     
	     
	     
	Principal Investigator
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	Study Coordinator
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	Sub-Investigator
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	
	
	
	
	     
	     
	     

	     
	     
	     
	     
	     
	
	
	
	
	     
	     
	     

	     
	     
	     
	     
	     
	
	
	
	
	     
	     
	     


Do any study team members also serve on the IRB?   FORMCHECKBOX 
NA
 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No 

1 If you have your own way of assessing that training requirements are met (e.g. training logs or listings), print off or copy such materials and attach. 

- Minimum requirements: 

GCP/HSP Training (CITI or other approved PRIDE program), Privacy Training, Cyber-Security Training, Data Security & Privacy, local training

2 Ensure there is evidence of VA appointment / current position on CVs.

-QM CONFIDENTIALITY STATEMENT:  THESE DOCUMENTS OR RECORDS (OR INFORMATION CONTAINED HEREIN) ARE DEEMED CONFIDENTIAL AND PRIVILEGED
UNDER PROVISION OF 38 U.S.C. 5705 WHICH PROVIDE FOR FINES UP TO $20,000 FOR VIOLATIONS. 

THIS MATERIAL SHALL NOT BE TRANSMITTED TO ANYONE WITHOUT PROPER CONSENT OR OTHER AUTHORIZATION AS PROVIDED FOR BY LAW OR REGULATIONS.
CONFIDENTIAL RETAIN IN RCO FILE
Page 10 of 13
Investigator/Protocol: 

Form Version: RCO Revised 01/12/09 6:00 A.M.
	SUBJECT RECORD REVIEW

Assess Timing of Consent, Compliance with Eligibility Criteria, and SAE/UPRS Reporting.  

Review a minimum of 10 or 10% of total enrollment

(Total number of subject enrolled on study __________)
	RCO / Auditor Initials

	
	Audit #1
	Audit #2

	Subject Study ID
	Documentation that consent obtained prior to initiation of study procedures

Y/N/NA
	Documentation Found Verifying Inclusion / Exclusion Criteria Met

Y/N/NA
	Documentation Found Verifying Serious Adverse Events/UPRS for this participant

Y/N/NA
	Other issues found, specify on line below
	
	

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	NOTE:
How to do the site personnel scan for undetected serious adverse events and UPRs - see Toolkit


See CPRS Clinic Groups and Notifications Tool in Audit Work Sheet Directions and on ORO website 
	     
	     


-QM CONFIDENTIALITY STATEMENT:  THESE DOCUMENTS OR RECORDS (OR INFORMATION CONTAINED HEREIN) ARE DEEMED CONFIDENTIAL AND PRIVILEGED
UNDER PROVISION OF 38 U.S.C. 5705 WHICH PROVIDE FOR FINES UP TO $20,000 FOR VIOLATIONS. 

THIS MATERIAL SHALL NOT BE TRANSMITTED TO ANYONE WITHOUT PROPER CONSENT OR OTHER AUTHORIZATION AS PROVIDED FOR BY LAW OR REGULATIONS.
CONFIDENTIAL RETAIN IN RCO FILE
Page 11 of 13
Investigator/Protocol: 

Form Version: RCO Revised 01/12/09 6:00 A.M.
	DOCUMENT MANAGEMENT SUMMARY
	

	Document – Investigator Regulatory Files
	Present and Reviewed

Y/N/NA
	Comments
	RCO / Auditor Initials
	Document – Investigator Regulatory Files
	Present and Reviewed

Y/N/NA
	Comments
	RCO / Auditor Initials

	
	
	
	Audit #1
	Audit #2
	
	
	
	Audit #1
	Audit #2

	Protocol & Amendments
	     
	     
	     
	     
	R&D Correspondence
	     
	     
	     
	     

	Approved Case Report Forms
	     
	     
	     
	     
	Notes-to-File
	     
	     
	     
	     

	IRB Approved Consent Forms

-Information Provided to Subjects

-HIPAA Forms

-Advertisements

-Record of Approved Consent Form Versions
	     
	     
	     
	     
	Site-Sponsor Correspondence, if app.

-Conference call minutes

-E-mails

-Newsletters

-Conference calls

-Letters, memos, faxes
	     
	     
	     
	     

	Subject Log (current/accurate)      
	     
	     
	     
	     
	Study Site Personnel

Signatures, Qualifications, Training, Scope of Practice, CVs, Delegation
	     
	     
	     
	     

	IRB Correspondence
	     
	     
	     
	     
	Signed Attestation or Investigator’s Agreement (Sponsor, Institution, FDA)
	     
	     
	     
	     

	IRB Submissions, Notifications, Approvals
	     
	     
	     
	     
	Official Documents 

Letters, Memos, etc.
	     
	     
	     
	     

	Serious Adverse Events/Safety Reports
	     
	     
	     
	     
	Signed PI Conflict of Interest/Disclosure Statement
	     
	     
	
	

	Investigator Brochure/VA Form 10-9012
	     
	     
	     
	     
	Investigational Products, if applicable

 Accountability, Handling, Pharmacy, Elsewhere
	     
	     
	
	

	Are there local IRB requirements for record keeping?   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 NA
Comments:      
	
	


-QM CONFIDENTIALITY STATEMENT:  THESE DOCUMENTS OR RECORDS (OR INFORMATION CONTAINED HEREIN) ARE DEEMED CONFIDENTIAL AND PRIVILEGED UNDER PROVISION OF 38 U.S.C. 5705 WHICH PROVIDE FOR FINES UP TO $20,000 FOR VIOLATIONS. THIS MATERIAL SHALL NOT BE TRANSMITTED TO ANYONE WITHOUT PROPER CONSENT OR OTHER AUTHORIZATION AS PROVIDED FOR BY LAW OR REGULATIONS.
NETWORK 2 ANIMAL WELFARE AND RESEARCH SAFETY COMPLIANCE PROCEDURES

PROCEDURES:  MONITORING AND COORDINATION OF FACILITY RESEARCH COMPLIANCE PROGRAMS; AUDITING OF ANIMAL WELFARE AND RESEARCH SAFETY STUDIES; INTERNAL AND EXTERNAL REPORTING OF ISSUES OF NON-COMPLIANCE; TRAINING SUMMARY and OCCUPATIONAL, SAFETY AND HEALTH PROGRAM

A regulatory compliance audit for each individual protocol must be conducted every 3 years and must include documentation pertinent to each relevant research review committee.

The facility Research Compliance Officer (RCO) may select studies for an audit based on the following criteria:

a. Random Selection

b. Consideration of high risk or safety concerns

c. As requested by the PI, IACUC, SRS, R&D Committee, VMO, VMC, ACOS R&D, COS, NRCO or MCD.

1. Study Sampling Process:
a. The RCO will identify studies utilizing the MIRB database maintained at each facility.

b. Studies will be chosen for audit from the following sampling pool.

1. Federally funded protocols

2. Private industry funded protocols

3. Other protocols not externally funded
2.   Notification Process:
     a. Principal Investigators will be notified in writing when one of their studies has been selected for review. Included in the communication will be the study title and Managing Institutional Review Board (MIRB) identification number. The audit process will be reviewed with the PI and study staff. 

     b. Following the review, the RCO will meet/communicate via telephone/e-mail with the PI to provide an overview of the study audit findings and to answer any questions.  In addition, written notification of the findings will be presented with a request for follow-up action on any minor or major findings.

     c. Audit findings which appear serious in nature or may have a high incidence rate will be discussed promptly with the principal investigator, the ACOS/R, SRS and/or IACUC as soon as possible but not later than 5 days after becoming aware of them. After brief collaboration, a report by the RCO documenting findings will be submitted to the IACUC or SRS and the R&D Chair where further discussion and actions will be determined. Interim measures such as study suspension may need to be taken by the R&D chair and/ or the R&D. Notification of the Medical Center Director and any outside agency will depend upon the event and R&D Chair and/ or R&D actions. 

     d. On-site, unanticipated serious events (including but not limited to, loss of life, injuries, continuing noncompliance, suspension and termination) will be reported via requirements found in VHA Handbook 1058.01. 
3. Review Process:

A. Animal Welfare Studies 

1. Animal Component of Research Protocol (ACORP) – The following points will be examined during the audit. Each species needs its own ACORP and regulatory audit.

a. Protocol has both the initial and continuing IACUC approvals

b. Protocol clearly states animal species to be used

c. Protocol indicates the maximum number of animals to be used.

d. The number of animals used is consistent with number approved by the IACUC. Method of monitoring.

e. VA funded protocols have an ACORP.

f. The PI searched for alternatives to animal use and methods to reduce pain and distress to animals.

g. The USDA pain category is determined.

h. If the study has Category E pain levels is there a justification for not relieving the pain or distress or using a less painful endpoint.  

i. IACUC has approved all amendments

j. Are all animal housing locations specified both VA and non VA

k. Either the VMO or VMC consulted and reviewed the protocol.

l. The ACORP has all the needed signatures for approval

m. All personnel received species-specific training appropriate for their duties.

n. A regulatory review will be performed as needed
B. Research Safety Studies

1. Protocol being audited involves Hazardous Agents – The following points will be examined in the audit.

a. Protocol has received initial and continuing SRS approvals

b. Protocol contains all necessary signatures for approval

c. All  amendments have been approved by SRS

d. All research safety training requirements for study personnel are clearly specified 

e. The training requirements address all research associated hazards

f. All personnel have received research safety training appropriate to       their duties

g. All personnel are up-to-date in their research safety training

h. Personal Protective Equipment (PPE) requirements are clearly stated   in the protocol

i. All personnel have been trained to use the required PPE


2.  Protocol being audited involves Chemical Hazards – The following points will be examined in the audit.

a. The laboratory chemical inventory was reviewed by a safety   representative prior to SRS approval

b. The laboratory chemical inventory has been reviewed semi-annually by a safety representative since SRS approval

3. Protocol being audited involves Biological Hazards – The following points will be examined in the audit.

a. The biosafety containment level is clearly stated in the protocol

b. All personnel responsible for shipping or transporting infectious materials have been appropriately trained for these duties

c. All personnel in contact with blood, tissues, or cells of human or nonhuman primate origen received annual blood-borne pathogens training

4.     Protocol involves select agents or non-exempt select toxins – The following points will be examined in the audit.

a. All personnel have completed their initial and annual training  requirements

b. Security Risk Assessments have been approved for all study personnel.

5.     Protocol involves Recombinant DNA (rDNA) subject to NIH Guidelines – The following points will be examined in the audit.

a. The protocol has been reviewed and approved by an Institutional Biosafety  Committee registered with the NIH Office of Biotechnology Activities 

b. The biosafety containment level is clearly stated in the protocol

6.     Protocol involves radioisotopes or a radiation source – The following points will be examined in the audit.

a. The protocol received the required initial and continuing RSC approvals

b. All personnel completed their initial and annual training requirements

7.     Protocol involves Drug Enforcement Administration (DEA) Controlled   Substances. – The following points will be examined in the audit.

a. All controlled substances are obtained through the VA Pharmacy

C. Training Summary and Occupational Safety and Health Program:

1. Training Summary:

There is web based training for animal research training requirements available to meet mandatory training requirements for both research staff and IACUC members. Investigators and research staff who use animals in their research must pass the exam for “Working with the VA IACUC” course and the exam for the species-specific course. See VHA Handbook 1200.7; 8k.

The SRS is responsible for the facility research the safety training program and stipulates the general training required for study personnel. The hazards in each protocol should be recorded on standard safety form. VA 10-0398. Research involving select agents, non-exempt select toxins, or BSL-3 laboratories, the training requirements are laboratory specific.

a. For the protocol being audited, all personnel involved in basic science (“wet lab”) research received training appropriate to their duties.

b. For the protocol being audited, all personnel involved in animal research received training appropriate to their duties. 

c. All personnel are up to date in their research training.

2. Occupational Safety and Health Program:

The VHA R&D Program operates its laboratories in compliance with policies, statutes, and regulations of appropriate Federal agencies including the Occupational Safety and Health Administration. This includes all research support laboratories, animal research, and basic science (“wet lab”) research.

a. The facility maintains an Occupational Safety and Health Program appropriate for the types of research in the protocol being audited.

b. For the protocol being audited, all personnel involved in basic science (“wet lab”) research are enrolled in an approved Occupational Safety and Health Program.

c. For the protocol being audited, all personnel involved in animal research are enrolled in an approved Occupational Safety and Health Program.

� Partners Health Care System, Boston, MA 





