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	Sponsor
	

	Investigational product
	

	Protocol number
	

	Principal Investigator
	

	Study site
	

	Name/role of person(s) responsible for this assessment
	


	1. Date of pre-study visit (if any)
	
	or N/A

	Those present at visit

	Name
	Affiliation
	Role
	Cell phone no.

	
	
	
	

	
	
	
	


Expand on responses in comments section as required
	2. Study rationale, plan

	
	Yes
	No
	NA

	2.1
Was the study rationale/plan explained?

2.2 Did any questions arise from the explanation?
	
	
	

	Comments


	3.  Essential Documents: which of the following were discussed?

	
	Yes
	No
	NA

	3.1
IB or equivalent (e.g. package insert)
	
	
	

	3.2
Protocol: screening and enrolment, informed consent, randomisation, flow and conduct of study assessments, AE reporting, subject discontinuation
	
	
	

	3.3
Source documents
	
	
	

	3.4 CRF
	
	
	

	3.5 PIL/ICF
	
	
	

	3.6 Other (detail below)
	
	
	

	Comments


	4. Communications with key role-players

	
	Yes
	No
	NA

	4.1 Aside from those present at visit (as indicated above), does anyone else need to be informed about the study at this stage? 
Detail if yes (name and contact number if available)
	
	
	

	4.2 Have there been communication challenges?
	
	
	

	4.3 Are arrangements for communications with the site, other parties, and the plan for tracking of information adequate?
	
	
	

	Comments


	5.  Recruitment

	5.1 Expected number of study participants to be enrolled at the site?
	

	
	Yes
	No
	NA

	5.2
Is there evidence of an adequate subject population to meet enrolment? Indicate approximate numbers likely to be found for the following (and rationale for the figures)
	
	
	

	5.3
Are there known competing studies/conflicting policies for recruitment or capacity of the site to conduct the study?
	
	
	

	5.4
Were recruitment methods discussed (i.e. passive, compensation)?
	
	
	

	Comments


	6. Staff responsibilities and appropriateness  

	
	Yes
	No
	NA

	6.1
Is the planned study team adequate in terms of qualifications / training / previous research experience, including knowledge of relevant GCP/DoH/site SOPs/regulatory requirements? If not provide details of how this will be attained.
	
	
	

	6.2
Is there a pharmacist or a team member with a Dispensing Licence (SA only)? If not, detail how this affects dispensing of study drug.
	
	
	

	6.3 Does the site require additional capacity building to adhere to the protocol and/or additional staff with particular training, qualifications?
	
	
	

	6.4 Is the staff willing to receive training required to adhere to the protocol?
	
	
	

	Comments


	7.  Facilities and equipment

	
	Yes
	No
	NA

	7.1
Are the facilities and current systems adequate?
List as appropriate - examples below


Participant examinations

Storage of supplies

Monitor visits 

Filing of CRFs

Emergencies

Archive
	
	
	

	7.2
Is there a need for study-specific equipment, if so, how will this be sourced?
List as appropriate
	
	
	

	7.3
Is there a plan for calibration/maintenance of equipment?
	
	
	

	7.4 Have adequate local laboratory arrangements been made? 

Including equipment, processes, transport arrangements, management of results 
	
	
	

	7.5 Is there adequate office/communication equipment?
	
	
	

	Comments


	8.  Investigational products and other drugs

	
	Yes
	No
	NA

	8.1
Are facilities for the IP and other drugs adequate? 
Detail how the site currently stores, dispenses, accounts for medicines
	
	
	

	8.2 Has un-blinding method of the IP been discussed if applicable?
	
	
	

	Comments


	9.  Regulatory review

	
	Yes
	No
	NA

	9.1
Have submission requirements and plans been completed?

Name regulatory committee, stage of submission process, actions outstanding
	
	
	

	Comments


	10.  Ethical review(s)

	
	Yes
	No
	NA

	10.1
Have submission requirements and plans been completed?

Name ethics committee, stage of submission process, actions outstanding
	
	
	

	10.2 Is the ethics committee(s) registered with the National ethics committee (if relevant) or, otherwise, GCP-compliant?
	
	
	

	Comments


	11.  Monitoring, audit, communications and archive
	

	
	Yes
	No
	NA

	11.1
Was the plan for monitoring discussed including the need for sponsor and others to have direct access to all data?
	
	
	

	11.2
Is the site PI/responsible person aware of audit requirements?
	
	
	

	11.3
Are archive/record retention arrangements adequate?
	
	
	

	Comments


	12.  Agreements, financial and insurance arrangements
	

	
	Yes
	No
	NA

	12.1 Are financial arrangements adequate (including participant compensation)?
	
	
	

	12.2 Is insurance adequate?

Detail insurance company and amount:
	
	
	

	12.3 Are all necessary agreements planned/in place?
	
	
	

	Comments


	13.  Study registration
	

	
	Yes
	No
	NA

	13.1 Was the plan for study registration discussed?
	
	
	

	Comments


	14.  Documentation collected/left at site
	

	
	Yes
	No
	NA

	14.1 Were any documents left at the site? 
List as appropriate
	
	
	

	14.2 Were any documents collected from the site?
List as appropriate
	
	
	

	Comments


	General Comments

	


	Action Items for the Investigator/Responsible person at site
     
	Target Completion Date

	
	


	Action Items for the coordinating centre/monitor
     
	Target Completion Date

	None
	


_______________________________
______________________________________________

Monitor:  Name

Signature
Date

_____________________________________________________________________________
Reviewer:  Name

Signature
Date

