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	1. Subject Consent/Recruitment Issues
	YES
	NO
	NA/NE

	1.1 Consent form found for each subject

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.1.1 Original consent

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.1.2 Subjects re-consented as required
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.2   Forms signed, dated PI per protocol

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.3   Forms signed, dated witness per policy
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.4   Valid, current consent form utilized

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.5   Consent obtained prior to study procedures
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.6   Consent form contains required elements
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.7   Consent process documented in source
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.8   Subjects identified and recruited according to IRB approved methods
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.8.1 Advertising or recruitment materials used to recruit subjects approved by IRB (approval stamp)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	

	2. Protocol Adherence 
	YES
	NO
	NA/NE

	2.1  Inclusion/exclusion criteria met or sponsor/IRB approval obtained to deviate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.2  Study procedures performed per protocol or sponsor/IRB approval obtained 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 


	2.4.1  Failure to document non-adherence or authorization to deviate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	

	3.  Safety Monitoring
	YES
	NO
	NA/NE

	3.1   Adverse events recorded in CRF per protocol
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.2   Serious adverse events reported per policy
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.21 to sponsor
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.21 to IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	

	4.  Institutional Review Board
	YES
	NO
	NA/NE

	4.1   IRB approval of protocol, consent form obtained
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.11 Approval documentation in investigator file
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.1.2 Copy of composition of approving IRB on file
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.2.1 Approval documentation in investigator file
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.3   IRB approval of advertising obtained
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.3.1 Approval documentation in investigator file
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.4   IRB approval of subject information obtained
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.4.1 Approval documentation in investigator file
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.5   Annual or specified continuing IRB review obtained
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.5.1 Approval documentation in investigator file
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.5.2 Updated copy of composition of approving IRB on file
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.6   Prompt IRB  notification of unanticipated problem involving risk: related or possibly related
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.7   Prompt IRB notification of other changes/updates (change in study personnel, DSMB reports, protocol violations, complaints etc.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	

	5.  Regulatory Documents
	YES
	NO
	NA/NE

	5.1  Regulatory documents organized, complete available

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.1.2 All sub-investigators listed on FDA 1572
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.1.3 All remote facilities listed on FDA 1572
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.2   Required CVs on file
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.3   Protocol on file
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.3.1 Current version
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.3.2 Previous version (s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.4   Evidence of appropriate version control (protocol, consents)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.5 Clinical laboratory certifications, normal ranges present
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.6   Investigator Brochure on file
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.6.1 Current version
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.6.2 Previous version (s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.7   Documentation of all IRB submissions/responses on file
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	

	6.  Subject Research Records
	YES
	NO
	NA/NE

	6.1  Study enrollment, progress noted in source documents
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.2  CRF completion current

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.2.1 Corrections made appropriately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.3  CRF data supported by source documents
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.4  Data in source is accurately captured in CRF
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.5  Subject records are readily available
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.6  Records are adequate to verify subjects are real and enrolled
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.7 Clinical laboratory results documented, reviewed by investigator, available
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.8  Study dropouts, withdrawals and reasons recorded
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.9  Compensation of subjects is documented
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.10 Hard copies of study records are stored in a secure, locked location
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.11 Electronic data are stored on a secure and protected manner in accordance with protocol (encrypted, password protected, etc..)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	

	7.  Test Article Accountability and Handling
	YES
	NO
	NA/NE

	7.1   Adequate records of receipt

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.2   Adequate records of subject dispensing, returns
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.3   Adequate records of disposition/return
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.4   Storage conditions/monitoring methods per protocol

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.5   No evidence of unauthorized/unexplained use
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	

	8.  Site Operations/Investigator Involvement
	YES
	NO
	NA/NE

	8.1   Appropriate delegation of authority

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.1.1 Tasks/responsibilities delegated to qualified personnel
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.1.2 Adequate investigator involvement in conducting or supervising the trial
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.1.3. Investigator has accurately documented delegation of study tasks/responsibilities
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.2   Evidence of staff training on protocol is present
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.3   Evidence of GCP training is maintained
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.4   Site has written SOPs specific for their operations
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
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