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Research Compliance

Performance Improvement
Indicator/ Measurement Methodology

Version # 3 and Date: May 1, 2008
Process being measured:  
Investigator’s Human Research Records:

Accounted For and Safe Guarded
For VA New Jersey Health Care System Facility Risk Assessment
· Monitor: 
Investigator’s Human Research Records, Accounted For and Safe Guarded

· Purpose/Risk: Regulatory Compliance/Moderate Risk
· Responsibility: Research Compliance, OPMI

· Methodology: (Random sample of 6 investigator files per six month period)
· Reporting Frequency: Semi-annual
· Reporting Structure: Compliance Committee, IRB and R&D Committee
· Goal: 95%
	Rationale:

 FORMCHECKBOX 
  Prioritized measure

This audit is designed to be part of the VA New Jersey Health Care System Facility Risk Assessment


	Involved Disciplines:

 FORMCHECKBOX 
  Investigators and Study Staff


	Indicator statement or measure: 

1) Investigator provides access to (Accounts For) complete human research records (as applicable) for identified studies:

Examples:

· Sponsor 
· Sponsor correspondence

· Sponsor materials

· Study data

· Individual Subject 

· Case Report Forms, Case Histories
· Signed Consent Forms
· Records confirm eligibility criteria (inclusion & exclusion) were met prior to study intervention
· Investigational device/drug/biologic

· External audits

· FDA correspondence
· IRB Submissions, Approvals, Acknowledgments and Correspondence

· Initial Review

· Continuing Review

· Protocol

· Consent Form Template

· 10-9012’s

· Amendments

· Data and Safety Monitoring

· Adverse Events

	2) Investigator demonstrates how study records are secured consistent with protocol, application and VA security requirements (Safe Guarded)


Type:

 FORMCHECKBOX 
  Rate based

 FORMCHECKBOX 
  Sentinel event (Action will be considered for Individual instances of non-compliance.)
Is the connection between the indicator statement and the process that is being measured self-explanatory?

 FORMCHECKBOX 
 Yes 

Data collection method:  
	1. The Research Service electronic record of active human research protocols will be used to identify individual research studies for audit

	2. Studies for audit will be selected randomly, except that studies from the same investigator will not be selected during the review period

	3. The IRB file will be examined to determine what records should be present

	4. The IRB file will be examined for description of how the records are to be secured

	5. Investigators for selected studies will be contacted at least one week in advance to arrange for a review of the records

	6. Investigator records will be examined for compliance with the two indicators.  Investigators will be provided with an opportunity to comment on and clarify any of the findings.

	7. Investigators will be asked to undertake correction of non-compliance and provide a description of corrective actions.

	8. Reports will be compiled for presentation to the Medical Center Compliance Committee, R&D Committee and IRB.  If an issue is identified that requires more immediate action, prompt reporting to the appropriate authority will be made (Examples: ACOS R&D, R&D Chairperson, IRB Chairperson, IRB Coordinator, Research AO, Privacy Officer, Information Security Officer, Director OPMI, Patient Safety Officer).


Sample size:  6 Studies Per Six Month Period 

Statistics to be tracked:  FORMCHECKBOX 
 rate

Calculations/Formula for rate:


Numerator:    NUMBER OF STUDIES MEETING THE INDICATOR



____________________________________________________________


Denominator:  NUMBER OF STUDIES AUDITED FOR THE INDICATOR
In addition to tracking your results on a data aggregate, how do you plan to display this data?

 FORMCHECKBOX 
 Table of results
Comparative Data Source (if any):  

	None


	Trigger for More Extensive Evaluation

 FORMCHECKBOX 
 pre-established threshold of 95%
 FORMCHECKBOX 
 sentinel event
	Method of Extensive Evaluation 

 FORMCHECKBOX 
 case review



	
	


Reference(s):
	Department of Health & Human Services’ (HHS) Office of Inspector General (OIG) Work Plan, Fiscal Year 2007


InvestigatorRecAcctdSafeIMMv3.doc

Page 1 of 3

