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	Site Assessment Checklist

	Sponsor Name:
	Date(s) of Assessment:

	Protocol ID/No:

	Investigational Product:

	Indication:




	Proposed Site Investigator:

	Address:  




	Proposed Investigator’s Specialization:
	Tel:                                

	Type of investigational site (e.g. private or group practice, university, hospital etc)
	Email:   




	Proposed Investigator:
	

	Is the proposed investigator qualified by education, training, and experience to assume responsibility for the proper conduct of the trial?
	 Yes    No

	Is the proposed investigator aware of, and the requirement to comply with, the study protocol, ICH-GCP:2016  and the applicable regulatory requirements?
	 Yes    No

	Does the proposed investigator understand and accept the necessity to adhere completely to all protocol procedures and not to modify the study in any way without sponsor/HREC approval
	 Yes    No

	Is the proposed investigator aware of the requirement to obtain written approval from a HREC (and regulatory agency if applicable) before study commencement?
	 Yes    No

	Does the proposed investigator understand the necessity for, and accept their responsibility to, obtain informed consent from each subject prior to performing any study-related procedure?
	 Yes    No

	Does the proposed investigator understand and accept the necessity for complete, accurate and timely entry of all required data into the CRF
	 Yes    No

	Has the PI been provided with a copy of the current Investigator’s Brochure?
	 Yes    No

	Does the proposed investigator understand the investigational status of the Investigational Product (IP) and the requirements for its storage, dispensing, tracking and  accountability?
	 Yes    No

	Is the proposed investigator thoroughly familiar with the appropriate use of the investigational product(s), as described in the protocol, in the current Investigator's Brochure, in the product information and in other information sources provided?
	 Yes    No

	Does the proposed investigator understand and accept their obligation to report all serious adverse events/adverse drug reactions/adverse device effects to the Sponsor/HREC (as applicable)?
	 Yes    No

	Has the proposed investigator identified a suitable local laboratory (if applicable)?
	 Yes    No

	Does the proposed investigator understand the requirements associated with the use  of the central laboratory (if applicable)?
	 Yes    No

	Does the proposed investigator understand their obligation to allow direct access to original trial related records?
	 Yes    No

	The proposed investigator should not be conducting any other clinical trial that might conflict with the proposed trial.  Has this been checked and verified?
	 Yes    No

	Does the proposed investigator understand their obligation to permit monitoring and auditing by the sponsor, and inspection by the TGA?
	 Yes    No

	Does the proposed investigator have appropriate insurance and indemnification in place?
	 Yes    No

	Is the proposed investigator aware of obligations for document maintenance and retention?
	 Yes    No




	Other Site Staff
	

	Is the proposed investigator able to identify sufficient appropriately qualified persons to whom the investigator would be able to delegate significant trial-related duties?
	 Yes    No

	Is the proposed investigator aware of the need for any specific specialist staff required by the protocol and able to identify suitable individuals?
	 Yes    No

	Is the proposed investigator aware that all personnel involved will be required to be properly trained and informed about their study-related duties
	 Yes    No





	Time Availability
	

	Does the proposed investigator have sufficient time to carry out the responsibilities to which the investigator is committed by applicable regulations and the protocol?  This includes
· subject interaction and management
· oversight of trial staff to whom trial-related responsibilities have been delegated
· communication with other individuals connected with the trial (e.g. Sponsor, other Investigators)
· all paperwork required by the clinical trial.
	 Yes    No




	Subject Population
	

	Total Number of Subjects Required at this Site:
	

	Enrollment Period:
	

	Estimated recruitment rate  
	____ subjects per month

	Is the Investigator able to enroll the required number of subjects within the allocated time frame?
	 Yes    No

	What is the proposed recruitment strategy?



	




	Does the Site Have Appropriate Facilities including:
	

	A storage area for the IP (appropriate for the IP) with restricted access and appropriate temperature controls in place.  
	 Yes    No

	An IP storage area with an alarm system in place such that appropriate personnel are alerted if the environmental conditions within the IP storage area vary outside the prescribed range.
	 Yes    No

	A location for conducting consultations with the subjects
	 Yes    No

	Access to emergency services or procedures if required
	 Yes    No

	A location for taking blood and other samples
	 Yes    No

	A location and equipment  for processing blood and other samples
	 Yes    No

	A location and fridges/freezers for the appropriate storage of blood and other samples as required by the protocol.
	 Yes    No

	A location for the secure storage of trial documentation
	 Yes    No

	Any locations required by the protocol for specialist procedures (e.g. EEGs, ECGs etc.)
	 Yes    No

	Access to all equipment required by the protocol
	 Yes    No




	HREC:
	

	Does the site/unit have an approved independent and properly constituted IEC/HREC?
	 Yes    No

	Please comment on type of IEC/HREC used.
	

	Name of IEC/HREC
	

	Meeting frequency
	




	Action Items






	Comments
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