Sample Chart Review Report

PN:  __________ Reviewed from Week/Visit_____       through         Week/Visit_______ Date of Review__________

	Indicator
	Criteria
	YES
	NO
	N/A
	Comments



	Consent


	Current, approved version of consent signed and dated by participant and person administering consent?
	
	
	
	

	
	Participant signed and dated (in ink) consent, prior to study-specific procedures?

Participant’s witness signed and dated etc…Also include assent as applicable
	
	
	
	

	Eligibility


	All inclusion criteria met and documented?
	
	
	
	

	
	Participant meets none of the exclusion criteria, and documented?
	
	
	
	

	Concomitant meds


	Source documentation and CRF consistent?
	
	
	
	

	
	Is participant taking any prohibited meds?
	
	
	
	

	Test Article dosing
	Has test article been administered per protocol and documented accordingly?
	
	
	
	


	Indicator
	Criteria
	YES
	NO
	N/A
	Comments



	AE/SAE Reporting


	Adverse events recorded and reported properly?
	
	
	
	

	
	Are there any missed (unreported) AEs?
	
	
	
	

	
	Are there any missed (unreported) SAEs?
	
	
	
	

	Study Data and Source Documentation
	Are source documentation and CRF consistent?
	
	
	
	

	
	Are proper correction techniques being used?
	
	
	
	

	Endpoints
	Has the participant reached any protocol-defined endpoints?
	
	
	
	

	
	If yes, are they documented properly and protocol followed?
	
	
	
	

	Protocol Violations
	Are there any missed (unreported) protocol violations?
	
	
	
	

	
	Have all protocol violations been submitted to the /EC according to their reporting requirements?
	
	
	
	

	Missed Visits


	Has the participant missed any visits?
	
	
	
	

	
	If yes, are they documented, with attempts to contact participant noted?
	
	
	
	

	Signatures and Dates  


	Are all entries signed and dated?
	
	
	
	

	
	Are signatures of personnel signing present in the staff signature list in the regulator binder and listed as responsible for those tasks?
	
	
	
	

	
	Are all error corrections properly executed?
	
	
	
	

	Treatment/study discontinuation
	If the participant has discontinued treatment or study, have all protocol-required steps been followed?
	
	
	
	

	Indicator
	Criteria
	YES
	NO
	N/A
	Comments



	Miscellaneous


	Any protocol-specific problems/omissions noted?
	
	
	
	

	
	Are Source Documentation Guidelines being followed? Are source documents complete?
	
	
	
	

	
	Have all protocol-required lab tests and procedures been performed?
	
	
	
	

	
	Are CRFs signed and dated? Have all CRFs been reviewed by an appropriate
	
	
	
	


Note:  Source documentation to be compared to CRF and protocol for agreement. For electronic data capture (EDC), source documentation is to be compared to database for agreement. Be sure to include lab reports, diagnostic reports, etc., in review. Complete this tool for each participant record being reviewed. Problems/errors noted should be resolved, with corrections/date/ responsible person being noted in the section below. When completed and all follow up is done, this tool should be filed in the QA binder at the site.

	Problem/error (Refer to “comments” in above section)
	Week/Mo/Date
	Corrected by/date

	
	
	

	
	
	

	
	
	

	
	
	


	Improvements since last review

	

	

	

	


Comment on any “NO” entries in the spaces below:

Person Performing QA Review: ____________________________________________________

 Regulatory File Review Tool

Instructions: List the protocol number, the date range that is being reviewed and the date of the review. Once the review begins, check ( the appropriate boxes for each question listed in the criteria section. When the review is completed for all applicable documents, the QA reviewer will sign and date the form. Use the comments section for clarification and action on any “no” entries checked. Regulatory files should be reviewed no less than annually for each protocol. 

Protocol #_______Reviewed from_____________________Through_________________________________________

	Document
	Criteria
	Yes
	No
	N/A
	Comments

	IRB/EC approval
	Initial IRB/EC approval for protocol & consent present (and other information intended to inform participants if applicable)? 


	
	
	
	

	
	Continuing review approval(s) present, annually?
	
	
	
	

	
	Information given to trial subjects approved by IRB/EC and on file? (including advertisements, recruitment scripts)
	
	
	
	

	
	Approvals for any protocol amendments and other study related documents present?
	
	
	
	

	IRB/IEC membership
	Is the IRB/EC roster or membership composition on file? Has it been updated annually?
	
	
	
	

	Foreign regulatory approvals
	If this is a non-U.S. site, is there documentation of foreign regulatory body approval or clearance on file?
	
	
	
	

	Assurances
	Is there a current assurance document from OHRP present?
	
	
	
	

	Safety Reports
	Are safety reports/memos for this protocol on file?
	
	
	
	

	
	Have these safety reports been submitted to the local IRB/EC and regulatory authority?
	
	
	
	

	Protocol and Consent
	Is a current copy of the protocol and consent on file?
	
	
	
	

	
	Are all previous versions on file?
	
	
	
	


	Document
	Criteria
	Yes
	No
	N/A
	Comments

	Sample CRF
	Is there a copy of the CRF(s) on file?


	
	
	
	

	1572/IOR agreement
	Is there a signed FDA Form1572 (for IND studies), or an Principal Agreement on file?
	
	
	
	

	
	Is the document current and accurate?
	
	
	
	

	CVs
	Are CVs present for all key personnel? Are they current?
	
	
	
	

	Staff Training Records
	Is there documentation for GCP/RE, and study specific training present?
	
	
	
	

	Financial Disclosure
	If applicable, are financial disclosure forms for all key personnel present?
	
	
	
	

	Investigator Brochures
	Are Investigator Brochures or Report of Prior Investigations present for investigational products or medical devices?
	
	
	
	

	
	Are package inserts available for approved drugs?
	
	
	
	

	Laboratory
	Are laboratory certifications present for U.S. labs? 

If not a U.S. lab, are there other certificates of qualification for the lab on file? Are SOPs on file for all protocol-required tests?
	
	
	
	

	
	Are normal ranges for all protocol-required tests on file?
	
	
	
	

	Investigational product
	Is there a sample of label attached to investigational product containers on file?
	
	
	
	

	
	Are instructions for handling of investigational product on file?
	
	
	
	

	
	Are shipping records for investigational product on file?
	
	
	
	

	
	Are decoding procedures for blinded product on file?
	
	
	
	

	
	Is there a master randomization or enrollment list on file?
	
	
	
	

	Monitoring reports
	Are copies of site monitoring reports on file? (Initiation, interim, close-out monitoring)
	
	
	
	

	
	Are copies of the monitoring edit  notes on file?
	
	
	
	

	Signature Key
	Is the signature key present for all individuals authorized to make entries in study records?
	
	
	
	


Comments/Corrective action to follow up on any “no” entries:

___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________









Reviewer__________________________________________________________________________Date:_______________

Quality Management Summary Report

Site:___________________________________






Date of Report________________________________







Person Preparing Report____________________________________________

Reporting Period___________________________________________________

A. Summary of QA/QC Activities for the Reporting Period:

Note: Enter aggregate numbers from completed tools. 

QA Activities:

1. 
Number of Participant Records Reviewed (List by protocol number):

2. Protocols Reviewed (List by number):

3. Number of Regulatory Files Reviewed (List by protocol number):

B. Problems/Trends Identified:

	Protocol  Number
	Problems Identified

	
	

	
	

	
	

	
	

	
	


C. Corrective Action Plan

	Protocol  Number
	 Corrective Action Implemented And Planned Date Of Completion

	
	

	
	

	
	

	
	

	
	


D. 
Improvement Noted: (effectiveness of corrective action implemented)
	Protocol Number
	Improvement And Date Noted

	
	

	
	

	
	

	
	

	
	


E. QC problems/ trends identified through site QC checks or data management center reports or queries (note issues identified and corrective action implemented):

	Protocol Number
	Trends identified & Corrective Action Implemented:

	
	

	
	

	
	

	
	

	
	


F. Plans for next Reporting Period:

Include action plan for resolving outstanding issues and ideas for improvement.

  QC Manager (signature and date) __________________________
  
Reviewed by Site Investigator (signature and date) _____________________

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 site regulatory documents.  

