GCP SITE REVIEW – INVESTIGATOR’S CHECKLIST



	INVESTIGATOR’S GCP 

CHECKLIST

(Self Assessment)



	GOOD CLINICAL PRACTICES REVIEW

	INVESTIGATOR’S GCP CHECKLIST



	INVESTIGATOR:
	     

	CLINICAL SITE:
	     

	STUDY REVIEWED:
	     

	REVIEWER(S):
	     

	REVIEW DATE:
	     

	
	

	1.  PATIENT CONSENT ISSUES

	
	YES
	NO
	NA/NE

	1.1  Consent form found for each patient
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	1.11  “Original” Consent form found/accessible
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	1.12  All patients “re-consented” when required 
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	1.2  Forms signed, dated, witnessed per protocol, sponsor & IRB policy
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	1.3  Valid consent form used (current version) 
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	1.4  Consent obtained prior to study procedures
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	1.5  Payments to patients per protocol and as approved by IRB
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	1.6  Consent form adequate - required elements present 
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	1.7  Consent documented in progress notes/source documents 
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	  [ ( ]   Describe below
	NA:  Not applicable
	NE:  Not evaluated

	

	COMMENTS:


	Protocol requirements concerning procedure for obtaining consent (if any):

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


	2.  PROTOCOL ADHERENCE

	
	YES
	NO
	NA/NE

	2.1  Failure to meet inclusion/exclusion criteria or to obtain sponsor authorization to deviate
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.2  Failure to perform study procedures or to obtain sponsor authoritization to deviate
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.3  Unapproved (and unauthorized) concomitant therapy used
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.4  Other protocol non-adherence noted
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	       2.41 Failure to document any non-adherence and/or the authorization to deviate
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 [ ( ]  Describe below
	NA:  Not applicable
	NE:  Not evaluated

	

	COMMENTS:


	
	Specific Finding:
Number patients evaluated

Number of these patients meeting all I/Es

[2.1]

Number of instances of procedures not done and exemption not authorized

[2.2]

Number of patients receiving inappropriate (and unauthorized) drug

[2.3]

Number of instances of other unauthorized non-adherence to protocol

[2.4]



	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


	3.  SAFETY MONITORING

	
	YES
	NO
	NA/NE

	3.1  Failure to record adverse events on data forms per protocol
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.2  Failure to report serious events to sponsor per protocol (for IRB, see Section 4)
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.3  Inadequate follow-up of adverse events
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	[ ( ]  Describe below
	NA:  Not applicable
	NE:  Not evaluated

	

	COMMENTS:


	
	Specific Findings Regarding Reports to Sponsor:
Number of patients evaluated

Number of AEs found in patient records but not on CRF

Number of SAEs found not have been reported to sponsor per protocol

Number of SAEs found but not reported within required timeframe

Specific Findings Regarding Reports to IRB:

Number of patients evaluated

Number of SAEs (at site) not reported per IRB’s requirements

Number of sponsor Safety Reports not reported to IRB

Number of late IRB submissions of SAE & Safety Reports



	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	Sponsor (Protocol) requirement for SAE reporting (timeframe, mechanism, etc.):

	
	

	
	

	
	

	
	

	IRB requirements for reporting SAEs and Safety Reports from sponsor:

	
	

	
	

	
	

	
	


	4.  INSTITUTIONAL REVIEW BOARD

	[Required IRB Approvals] 
	YES
	NO
	NA/NE

	4.1   IRB approval of protocol ,VA consent form, and HIPAA Authorization obtained
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	
4.11  Documentation of IRB and R&D approval in investigator file  
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	4.2   IRB approval of changes to protocol & consent form obtained
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	
4.21  Documentation of approval in investigator file  
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	4.3   IRB approval of advertising & other patient information obtained
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	
4.31  Documentation of approval in investigator file  
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	4.4   Annual IRB review obtained
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	
4.41  Documentation of  IRB and R&D approval in investigator file  
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	[Required IRB Notifications] 
	
	
	

	4.7   IRB notified of unanticipated problems involving risk, e.g., serious adverse event at site
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	        4.71   IRB notified of Safety Reports received from sponsor (see Section 3)
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	
4.72   SAE and Safety Reports submitted to IRB within required timeframe (see Section 3)
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	4.8   Periodic progress reports submitted to IRB as required
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	4.9 IRB notified of changes in research activity and other items as required by regulations or

        local IRB not covered above
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	 [ ( ]  Describe below
	NA:  Not applicable
	NE:  Not evaluated

	

	COMMENTS:


	NOTE:   The IRB used by this investigator is:


______________________________________________________________________



	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


	5.  ESSENTIAL DOCUMENTS OF INVESTIGATOR FILE

	            PART I – REGULATORY DOCUMENTS
	YES
	NO
	NA/NE

	5.1  Regulatory documents organized, complete, available
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	       5.11  FDA 1572 current, signed, dated, complete, correct
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	
5.111
All sub-investigators listed on FDA 1572 (suggested minimum: those clinically equivalent to PI)
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	
5.112  All remote facilities listed on FDA 1572
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	5.12 Required CVs on file (suggested minimum: persons listed on FDA 1572/advisable:     

          all staff)
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	
5.13  Protocol and accompanying instruction manual (if any) available and current
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	
5.131 Adequate version control maintained for documents (consents, protocol, etc.)
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	
5.14  Clinical laboratory certifications and normal ranges present
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	
5.15  Current Investigator Brochure on file
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	
5.16
Documentation of all IRB submissions and responses present (see Section 4 for details, i.e., 4.11, 4.21, 4.31, 4.41)
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	 [ ( ]  Describe below
	NA:  Not applicable
	NE:  Not evaluated

	

	COMMENTS:


	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


	6.  ESSENTIAL DOCUMENTS OF INVESTIGATOR FILE

	             PART 2 – PATIENT RECORDS
	YES
	NO
	NA/NE

	6.1 Medically significant study events noted in patient’s medical record (e.g., enrollment, consent, study drug involved, serious adverse events, study completion)
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	        6.11 Using medical record alert to notify other providers of patient’s study participation    

· Documented in the Computerized Patient Record System (CPRS)
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	6.2  CRF completion current
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	       6.21  Data corrections made appropriately

· Single line through error dated and signed
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	6.3  Case histories adequate and accurate 
	
	
	

	        6.31  CRF data supported by source documents (unless otherwise specified by sponsor)
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	        6.32  Data in source documents are also recorded on CRFs as required, e.g., concurrent

                 meds, adverse events and intercurrent illnesses(include findings from 3.1)
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	        6.33
Patient records are readily available (i.e., all source documents identifiable, retrieveable)
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	        6.34  Records are adequate to document patients are real and in study
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	        6.35  Clinical laboratory results documented and available
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	6.36  Dropouts and reasons recorded (listed/documented somewhere in study records)
	 FORMCHECKBOX 

	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 


	[ ( Describe below
	NA:  Not applicable
	NE:  Not evaluated

	

	COMMENTS:

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


	7.  DRUG OR DEVICE ACCOUNTABILITY AND HANDLING

	
	YES
	NO
	NA/NE

	7.1  Inadequate records of receipt
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.2  Inadequate records of patient dispensing and returns
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.3  Inadequate records of disposition
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.4  Inadequate documentation of transfers, i.e., chain of custody (advisable practice)
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.5  Custody is not per institutional regulations
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.6  Storage conditions/monitoring methods (if any) are not per protocol 
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.7  Drug/device used for non-protocol purposes without authorization 
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	 [ (]  Describe below
	NA:  Not applicable
	NE:  Not evaluated

	

	COMMENTS:

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


	8.  SITE OPERATIONS/INVESTIGATOR INVOLVEMENT

	
	YES
	NO
	NA/NE

	8.1  Inappropriate delegation of authority
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	       8.11  Tasks and responsibilities delegated to unqualified personnel
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	       8.12  Inadequate investigator involvement in conducting or supervising trial
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	       8.13  Investigator role in consent process is not per protocol requirements 
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.2
Failure to document transfer of investigator responsibility, i.e., permitted tasks not listed for each staff member.  (use of GCP Tool #08 or equivalent is recommended)
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.3  Patients participating in simultaneous interventional trials                         
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	       8.31  Simultaneous participation approved by sponsor*
	      FORMCHECKBOX 
 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.4  Patients receiving simultaneous investigational drugs                
	[  FORMCHECKBOX 
 ]
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	       8.41  Simultaneous drug use approved by sponsor*
	      FORMCHECKBOX 
 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.5  Clinic has copy of IRB rules, either hard copy or electronic (an advisable practice)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	8.6  Operates under SOPs written specifically for clinic operations (an advisable practice)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	8.7  Clinic maintains records of staff training on protocol, GCP and area of research specialty
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	[ ( ]  Describe below
	NA:  Not applicable
	NE:  Not evaluated

	*Approval must be documented to be considered valid

	

	COMMENTS:

	
	Forms of documentation used in this trial to indicate the nature and extent of PI involvement in conduct and supervision of the trial:

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


SMART

Site Monitoring, Auditing and Resource Team

VA Cooperative Studies Program

Albuquerque, NM

Reviewed 2-1-13

