DMID Sample Quality Management Summary Report Tool

Appendix III

Date of Report: [Enter Date Report was written] Reporting Period: [Enter the reporting period, i.e. weekly, monthly, quarterly, etc.]
1. Staff Participation in Audits – [List the role of each staff member involved in the Quality Management process for this site and/or protocol.]
· [Name, Title, and Role]

· [Name, Title, and Role]

2. Identification of Problem Areas 

2. Quality Assurance Activities - Quality Assurance is the periodic, systematic, objective, and comprehensive examination of the total work effort to determine the level of compliance with accepted Good Clinical Practice Standards.  For example, a monthly review of source documents compared to Case Report Form pages to determine adherence to protocol requirements.

2. Protocol Number and Subject Record Review – [Insert the Protocol Number and any problems found during the QA Review.]
	Protocol Number
	Identified Problem(s)

	
	

	
	

	
	

	
	

	
	

	
	

	[Insert or delete rows as needed]


Trend Analysis: [Describe any trends found during the QA review.]

___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Corrective Action Plan: [Describe any corrective measures put into place.]

___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Date of Completion: [Insert the expected date of completion or re-evaluation of Corrective Action Plans.]

2. Regulatory Files Reviewed – [Insert the Protocol Number and any problems found during the review of the Regulatory Files.]

	Protocol Number
	Identified Problem(s)

	
	

	
	

	
	

	
	

	
	

	
	

	[Insert or delete rows as needed]


Trend Analysis: [Describe any trends found during the Regulatory File Review.] 
__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Corrective Action Plan: [Describe corrective measures put into place.]
__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Date of Completion: [Insert the expected date of completion or re-evaluation of Corrective Action Plans.]

2. Test Article Accountability and Administration Reviewed – [Insert the Protocol Number and any problems found during the review of the Test Article Accountability and Administration.] 

	Protocol Number
	Identified Problem(s)

	
	

	
	

	
	

	
	

	
	

	
	

	[Insert or delete rows as needed]


Trend Analysis: [Describe any trends found during the Regulatory File Review.]
__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Corrective Action Plan: [Describe corrective measures put into place.]
__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Date of Completion: [Insert the expected date of completion or re-evaluation of Corrective Action Plans.]

2. Quality Control Activities – Quality Control is the real time, day-to-day, observation and documentation of the sites work processes to ensure that accepted procedures are being followed.  For example, review of demographic information for accuracy on each Case Report Form prior to entry into a database.
2. Case Report Form Review– [Insert the Protocol Number and any problems found during the QC Review.  Include findings from Site QC, Data Management Reports, queries, etc.]
	Protocol Number
	Case Report Form Number/Name
	Identified Problem(s)

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	[Insert or delete rows as needed]


Trend Analysis: [Describe any trends found during the QC review.]
_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Corrective Action Plan: [Describe any corrective measures put into place.]
_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Date of Completion: [Insert the expected date of completion or re-evaluation of Corrective Action Plans.]

3. Summary Report Conclusion – [Briefly describe the problems noted during this reporting period and provide the results of the corrective actions that were put into place.  Include any plans for the next reporting period such as training, staffing, updates to tools, etc.  If the issues found within this report constitute a re-evaluation of the QM Plan, describe the details and timelines for review, submission, and approval.] 
_________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
_____________________________________________ Date: _____________________

QA Coordinator Signature

_____________________________________________ Date: _____________________

  Principal Investigator Signature

Note: This report is to be utilized for the summary of QA/QC activities, and includes the aggregated information from completed Chart Review Tools, Regulatory File Review Tools, and other site-developed tools such as QC checklists. This report and any other QA/QC report tools should be filed in a separate Quality Management binder, separate from the site regulatory documents. 
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