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PRE-STUDY SITE SELECTION VISIT CHECKLIST ___________________________________________________________________________________


Name of the Personnel:  __________________________        Designation:  ____________________

Date of Visit:
 __________________________

	Investigator’s Information :

	Name of the Investigator
	

	Title/Department
	

	Site/Institution Name
	

	Address:
	

	Email :
	

	Telephone:
	
	Fax:


	Protocol Information :

	Protocol Title
	

	Protocol Version
	

	Protocol / Project Code
	


	Attendance of the Site Personnel during visit :

	Sr. No.
	Name of the Personnel
	Designation

	
	
	

	
	
	

	
	
	

	
	
	


	Sr. No.
	Activity
	Yes
	No
	NA

	01
	Is Principal Investigator sign Confidentiality agreement? 
	⁯
	⁯
	⁯

	02
	Discussed about Financial agreement?
	⁯
	⁯
	⁯

	03
	Discussed Investigator Responsibilities under ICH or applicable regulatory guideline?
	⁯
	⁯
	⁯

	04
	Discussed Study design, I/E criteria, Randomization & unbinding (If any), IP management, SAE/AE reporting?
	⁯
	⁯
	⁯

	05
	Discussed monitoring and Auditing (CRO/Sponsor/Regulatory) visits?
	⁯
	⁯
	⁯

	Comments:

	Investigators qualifications and staff trainings details:

	04
	Is  Investigator qualifications and  updated CV is available? 
	⁯
	⁯
	⁯

	05
	Investigator specialization experience with relevant to therapeutic area of investigational medicinal product (IMP)
	⁯
	⁯
	⁯

	06
	Is the investigator having the necessary qualifications, expertise, facilities, and time and support staff, to carry out the proposed research?
	⁯
	⁯
	⁯

	07
	Is sub Investigator qualifications and updated CV is available?


	⁯
	⁯
	⁯

	08
	Are the Investigators aware of ICH-GCP guidelines? Also DCGI and FDA regulations?(as per the requirements)

	⁯
	⁯
	⁯

	09
	Are Study staff qualifications and experience adequate to carryout clinical trial?


	⁯
	⁯
	⁯

	10
	Are staff training records on Good Clinical Practice available?


	⁯
	⁯
	⁯

	Comments:


	Assess adequate Patient /Subject Numbers are Adequate

	11
	Time-line for target patient enrollment?
	⁯
	⁯
	⁯

	12
	Discussed the Recruitment Strategy?
	⁯
	⁯
	⁯

	Comments:


	IRB/IEC Procedure:

	13
	Discussed IRB/IEC Composition & SOPs? 
	⁯
	⁯
	⁯

	14
	Discussed IRB/IEC meeting frequency & documents required & time-lines?
	⁯
	⁯
	⁯

	15
	Discussed List of documents required by IRB/IEC for review?
	⁯
	⁯
	⁯

	Comments:


	Facility Assessment :

	16
	Is there any laboratory accreditation available?
	⁯
	⁯
	⁯

	17
	Is there adequate intensive care unit (ICU) equipment and facilities available at trial site, to handle SAE/medical emergencies?
	⁯
	⁯
	⁯

	18
	Is adequate patient /subject in house facilities available?
	⁯
	⁯
	⁯

	19
	Is there internet facility available at trial site? 
	⁯
	⁯
	⁯

	20
	Is Fax machine available at trial site? 
	⁯
	⁯
	⁯

	21
	Is Xerox machine available for photo copying and scanning?
	⁯
	⁯
	⁯

	22
	Are there adequate facilities to handle subject/patient safety procedures?
	⁯
	⁯
	⁯

	23
	Are Standard Operating Procedures (SOPs)/ Instrument calibration records available at trial site?
	⁯
	⁯
	⁯

	24
	Are adequate records maintained for Clinical supplies Inventory Tracking and Reporting?
	⁯
	⁯
	⁯

	25
	Are adequate Archives /record keeping room available at trial site?
	⁯
	⁯
	⁯

	26
	Are adequate safety and physical security system maintained at the trial site?
	⁯
	⁯
	⁯

	Comments:

	Trial site accreditations /affiliations (if available)

	27
	Are any regulatory approvals/accreditations available for the trial site/ center/hospital?
	⁯
	⁯
	⁯

	Comments:

	Pharmacy

	28
	Investigated Drug storage facility?
	⁯
	⁯
	⁯

	29
	Drug/Device storage and management
	⁯
	⁯
	⁯

	Comments:


	Access of the Source Document & Archiving assessment:

	30
	Access to source documents?
	⁯
	⁯
	⁯

	31
	Access to study and medical records?
	⁯
	⁯
	⁯

	32
	Record keeping and retention
	⁯
	⁯
	⁯

	Comments:


__________________
(Sign and Date)       



This document has been kindly shared by a member of the Global Health Network. You are free to adapt and use it in your own studies, but please reference the Global Health Network when you do so.
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