QUALITY ASSURANCE / IMPROVEMENT ASSESSMENT FORM

FOR INVESTIGATIONAL PRODUCT (Drug/Device) RESEARCH STUDIES

ATLANTA VA MEDICAL CENTER

A- GENERAL INFORMATION











Audit date:
	Principal Investigator’s (PI) Name:      

	Contact Information (Phone &  E-mail address):      

	Co-Investigator(s):      

	Research Coordinator(s) Name:      

	Research Coordinator(s) Contact Information:      

	Protocol Title:      

	IRB Protocol Number:      

	Type of Research Study:

                     FORMCHECKBOX 
Drug

            FORMCHECKBOX 
 Device

 FORMCHECKBOX 
 Biologic

	Site(s)  Study Conducted                                   FORMCHECKBOX 
Atlanta VA

 FORMCHECKBOX 
 CDC

 FORMCHECKBOX 
 Crawford Long


	





          FORMCHECKBOX 
Emory UH

 FORMCHECKBOX 
 Grady

 FORMCHECKBOX 
 Other (multisite)

	Funds Administrator:

                     FORMCHECKBOX 
 AREF

 FORMCHECKBOX 
 Emory GCRC

 FORMCHECKBOX 
 VA

    FORMCHECKBOX 
 Other (specify)

	Sponsor:      

	Subjects Approved by Emory                                                               Enrolled to Date:            
                                 

	IRB Enrollment Status:      


B- STUDY STAFF
	See attached Staff Log
	
	
	


	Personnel Responsibilities
	PI
	Co-PI
	SC
	Other
	Comments

	1.  Regulatory Processes
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2.  Study File Notebook / CPRS notes
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3.  SAE Reporting
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4.  Consenting Research Subjects
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Delegation of Authority Log Present?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 

	


C- INITIAL REVIEW 

The following documents are filed in the study binder

	1.  Copy of IRB Initial Submission Form 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A        
	Comments: 

	2.  Emory IRB Approval Date:
	      
	Comments: 

	3.  Emory IRB Approval Letter
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A        
	Approval Period: 

	4.   Protocol Approval Type:
	 FORMCHECKBOX 
 Full    FORMCHECKBOX 
 Exp. FORMCHECKBOX 
 Exe.
	Comments: 

	5.  Partial waiver of HIPAA ?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A     Full  waiver? 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A        
	Comments: 

	6.  Copy of R&D Request to Review Research Proposal
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A        
	Comments: 

	7.   R&D Committee Approval Date:
	     
	Comments: 

	8.  R&D Committee Approval Letter
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Approval Date: 

	9.  Original Approved Informed Consent Form (ICF) 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A        
	Version Date: 

	10  Approved HIPAA Authorization Form ( Incorporated into ICF?   FORMCHECKBOX 
 )
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A        
	Version Date: 

	11. Approved Advertisement & Recruitment Materials 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A   
	 FORMCHECKBOX 
Flyer  FORMCHECKBOX 
Letter  FORMCHECKBOX 
Brochure  FORMCHECKBOX 
Other


D – OTHER REGULATORY DOCUMENTS

The following documents should be filed the study binder.  Regulatory document s may vary according to type of study. 

	1. Approved Protocol 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
	Comments:      

	2. FDA 1572 Form (For Investigational Drug / Biologic Studies) 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	3. Sponsor’s Agreement (For Investigational Device Studies)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	4. All Research Staff CITI, GCP, IATA Certifications
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	5. Signed and dated CVs of PI, Co-PI, study staff (Updated within 2 years)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	6. Screening / Enrollment Log 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	7. Monitoring Log 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	8.  Investigator’s Brochure and/or Device Manual  (updates?)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	9. Updated Copy of Laboratory Certification 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	10. Sponsor Correspondence 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	11. Investigator’s Financial Disclosure Form 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	12. Emory IRB & R&D Committee Correspondence (pending letter,etc.)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	13. Research Data Assessment Security Checklist
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments: 


E- CONTINUING REVIEW (RENEWAL)

The following documents should be filed in the study binder. 

See Renewal Log Attached.






If none, go to Part F
	1.  IRB  Renewal Letter(s) missing?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	3. R&D Continuing Review (CR) Has Been Obtained 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A  
	Comments:      

	4. Lapse Period Between Approval/Expiration Dates
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	If yes, give dates:      

	5. Subjects Enrolled During Lapse Period
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	If yes, how many?      

	6. Study Activities Continued During This Period
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	If yes, explain:      

	
	
	


F- MODIFICATIONS
See Modification Log Attached

	1.  Protocol Modifications

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      

	2.  Copies of all IRB / R&D  Approved Modifications 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 
	Comments:      


G- SUBJECT RECRUITMENT PROCEDURES

	1.  Are recruitment Methods stated in the Protocol?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
	Comments       

	2. How are Potential Subjects Identified?
	 FORMCHECKBOX 
 Chart review

 FORMCHECKBOX 
 Outpatient Clinics

 FORMCHECKBOX 
  Recruitment Materials

 FORMCHECKBOX 
 Other
	Comments       

	3. Who Makes the Initial Contact?
	 FORMCHECKBOX 
 PI

 FORMCHECKBOX 
 Research Coordinator

 FORMCHECKBOX 
 Other Study Staff
	Comments       

	2. Did all Subjects Enrolled in the Study Meet Incl. / Excl. Criteria?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
	Comments       


H- PROTOCOL DEVIATIONS / VIOLATIONS 







If none, go to Part I
	1.  Have There Been any Protocol Deviations / Violations? 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
	Comments       

	2.  If yes, were they reported to the IRB?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
	Comments       

	3.  Have these been reported to / approved by the Sponsor? 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
	Comments       

	     Explain:
	
	

	
	
	

	
	
	

	
	
	


I- INFORMED CONSENT
See Attached ICF Log

	 1. Type of Consent Required                             FORMCHECKBOX 
 Written           FORMCHECKBOX 
 Verbal           FORMCHECKBOX 
 Waiver Granted by IRB (if waived, go to Part J)

	 2. Number of Approved Consents / Assents:      

	 3. Original Signed & Dated ICF For Each Subject Kept With Study Files 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	 4. All Subjects Signed a HIPAA Authorization Form
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	 5. Witness Signed and Dated the ICF Prior to Initiating Study Activities
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	 6. Unapproved ICFs Used 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	 7. Subject(s) Received a Copy of Signed and Dated ICF
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	 8. Copy of ICF Scanned into the Computerized Patient Record System (CPRS) 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	 9. Consent Process Documented in Patient’s Medical Record 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A


J- SERIOUS ADVERSE EVENTS / UNANTICIPATED PROBLEM REPORTABLE
	1.  SAE’s / UPR’s Occurred at Study Site? 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	2.  SAE’s  / UPR’s Reported to Study Sponsor correctly?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	3.  SAE’s / UPR’s  Reported to Emory IRB correctly?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	4.  Copy of  Report Submitted to the Science Information Office
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	5.  Event Date
	Date learned
	Date Reported to IRB / ORO

Receipt Date
	Follow-up report


	Related? Unanticipated? Serious?
	Comments

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	6.  SAEs / IND Safety Reports / Alert Reports Received from Other Study Sites
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	7.  If yes, were all annual reports submitted at CR?    
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	8.  DSMB or other safety reports submitted annually?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	9. Is information therein reportable to IRB / ORO?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A


K- DATA MANAGEMENT

	1.  Data Collection Method           FORMCHECKBOX 
 Case Report Form         FORMCHECKBOX 
 Electronic           FORMCHECKBOX 
 Data Collection Form          FORMCHECKBOX 
 Other

	2.  Is There a CRF for Each Subject?  
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

	3.  Changes/cross-outs (if any) are Initialed and Dated 
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

	4.  Source Document / Shadow Record for Each Subject 
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

	5.  Study Files Locked in a Secured Area 
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A


L- DOCUMENTATION
	1.  Research Encounters Documented in  “Research Clinics”  
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A   
	Comments:

	2.  Name of Research Clinic used in CPRS
	 FORMCHECKBOX 
 Research Study
	 FORMCHECKBOX 
 Individual Research Clinic

	3.  Clinical Research Warning Posted in CPRS for Studies Involving Treatment
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A    
	Comments:

	4.  Non-Veterans Participating at VA Site
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	Comments:

	5.  Non-Veterans Encounters Documented 
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A   
	If yes, indicate method 

 FORMCHECKBOX 
 CPRS   FORMCHECKBOX 
 Handwritten Notes  

	6. Documentation for non-veterans is maintained with study files
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	Comments:


M- INVESTIGATIONAL PRODUCT MANAGEMENT

The following section must be completed for study involving investigational products not approved for use by FDA.  An investigational product may be an approved device/ drug / biologic that is being studied for previously unapproved use or efficacy.  Copies of the following documents must be provided to the Research Pharmacist for drug/biologic studies:
	  1.  Completed VA Form 10-9012, Investigational Drug Information Record
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

	  2.  Clinical Impact Form completed?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

	  3.  Biosafety, radiation, and / or other approval obtained?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

	  4.  Product accountability / dispensing forms completed? 
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

	  5.  Product inventory and shipping forms completed?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

	  6.  Protocol, regulatory approvals & ICF’s sent to Research Pharmacist?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

	  7. Investigational Drug / Biologic Has an Approved Application For an (IND)? #
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A


N- INVESTIGATIONAL DEVICE

The following section must be completed only for studies involving devices.  
	1.  Investigational Device Has an Approved Application For an (IDE) #
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

	2.  Records and Accountability Being Properly Maintained 
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

	3.  Investigational Device Kept in Locked Cabinet in Secured Area 
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A


Additional Comments:
Investigational Product

Revision Date3/16/09








3

