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	CHECKLIST
	YES
	NO

	1.
	Is the most recent version of the protocol on file?
	
	

	
	Are there previous versions of the protocol?
	
	

	
	If yes are they on file?
	
	

	2
	Are there CV’S of the PI/Investigators on file?
	
	

	
	Are they updated within the past 2 yrs?
	
	

	
	Are CV’s signed and dated?
	
	

	3
	Is there a staff signature log?
	
	

	
	Is it up to date?
	
	

	
	Does it include delegation of duties?
	
	

	4
	Are all versions of IB or device manual on file?
	
	

	
	Is there a package insert or product information on file?
	
	

	5
	Are laboratory tests required?
	
	

	
	Is there a copy of normal laboratory values on file?
	
	

	
	Is there a laboratory certification on file?
	
	

	
	Is there a signature log for all laboratory staff?
	
	

	6
	Is there a DSMB for this study?
	
	

	
	Is there a DSMB report or indication of DSMB review and recommendation on file?
	
	

	
	Has any DSMB report or review been submitted to the EC?
	
	

	7
	Is the initial EC approval letter on file?
	
	

	
	Is all correspondence (signed/dated applications, responses, approvals) to the EC on file?
	
	

	
	Is any other correspondence e.g. mails to and from the EC on file?
	
	

	
	Have there been any changes to the study?
	
	

	
	If yes, were the amendments approved by the EC before implementation?
	
	


	Amendments :

Number______
	Date submitted
	Date approved
	What was amended?
	EC approval letter on file?

	
	
	
	
	YES
	NO

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



YES    NO
	8
	Is there a screening and enrollment log?
	
	

	
	Is there an eligibility checklist containing inclusion/exclusion criteria?
	
	

	
	Do all the patients enrolled meet the inclusion/exclusion criteria?
	
	

	
	Any non-compliance with entry criteria to address with the PI?
	
	


Use this space to write down any issues for discussion with the PI
	


	 9
	How many versions of the consent form are there? _________
	YES
	NO

	
	Are all original copies of EC approved consent forms on file?
	
	

	
	Are there local translations of the patient information sheet and ICF?
	
	

	
	Was every subject enrolled given a written informed consent?
	
	

	
	Is the informed consent log complete?
	
	

	
	Did each subject sign and date his/her own ICF?
	
	

	
	Did the study investigator or representative sign and date each subjects ICF?
	
	

	
	Did each subject receive a copy of the signed and dated consent form?
	
	

	
	Any other issues to be addressed by the PI?
	
	


Note any other issue for discussion with the PI here:

                                                                                                                            YES     NO
	10
	Have all AE/SAE’s been reported according to ICH GCP Guidelines? 
	
	

	
	Any AE/SAE not yet reported?
	
	

	
	If yes, reasons for not reporting?


11. Number of major violations/deviations reported to EC? ____________

	Date occurred
	Date reported
	Date of EC Notification
	EC notification on file?

YES                      NO

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Cont’                                                                                                                   YES     NO

	11
	Any major violations /deviations not reported to the EC?
	
	

	
	If Yes ,give reasons

	
	Any sponsor approved protocol exceptions/deviations?
	
	

	
	Have they been reported to the EC?
	
	

	12
	Is there documentation of drug use for each subject?
	
	

	
	Are there shipping/receiving receipts on file?
	
	

	
	Are the storage requirements for the study agents met?
	
	

	
	Is the temperature monitoring log up to date?
	
	

	
	Is drug accountability on file?
	
	

	
	Is there appropriate documentation for the return or destruction of study drug?
	
	

	13

	Are the CRF’s completed for all subjects?
	
	

	
	Reasons for any missing data?

· Verify 100% of CRF data against source document for primary efficacy and safety endpoints.

· Verify 50% of CRF data against source document for secondary efficacy and safety endpoints

· Verify 20% of CRF data against source document for administrative details e.g. Drs name

	
	· Review forms for omissions and out of range variables.

· Check for illegibility and overwriting confusions, non-sensical dates etc.

· Are changes/cross outs (if any) in subject files routinely initialed and dated? YES/NO
· Note any corrections/clarifications for raising with the investigator.
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