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	SITE INITIATION CHECKLIST
	1(3)

	Study name:
	

	Study code:
	

	EudraCT number:
	

	Sponsor / Investigator:
	

	Name of study site:
	

	Date of initiation visit / phone call:
	



Before the clinical phase of the trial commences, the quality of the site must be verified by the study monitor through:
1) Site initiation visit or

2) Site initiation phone call

The items listed in this checklist must be discussed with the Principal Investigator. If the visit is conducted through a phone call the Principal Investigator should send study documents to the study monitor for review. By signing “Site initiation checklist” the study monitor ensures that the site quality is appropriate and the clinical phase of the study can be started.

	1. APPROVALS AND FAVOURABLE OPINIONS

	
	Date
	
	Study monitor review

	Ethics committee favourable opinion
	     
	
	     
	

	Regulatory Authority notification
	     
	
	     
	

	Organisational approval
	     
	
	     
	

	Approved study documents:
Version number:
· Final Study Protocol

     
· Patient Information Sheet

     
· Informed Consent Forms

     
· Other written information to be provided to the subjects

     
· Advertisement for subject recruitment

     
· Other, specify:      

 FORMTEXT 
     

 FORMTEXT 
          

 FORMTEXT 
          
     


	Comments:      

	

	2. STUDY PERSONNEL 

The qualification and experience of the Principal Investigator in the therapeutic area must be verified, and a current CV should be available at the site. The qualification and experience of other study personnel should be verified.

	Name

Position in the study 
(PI, co-investigator, study nurse)

     
     
     
     
     
     
     
     
 

	

	3. SITE CONTACT INFORMATION

	Address:
	     

	Phone numbers:
	     

	e-mails:
	     

	

	4. FACILITIES AND EQUIPMENT 

	Are there adequate facilities and equipment available?
	     

	Comments:      

	

	5. INVESTIGATIONAL PRODUCT 
Please clarify in comment section if the investigational product already has marketing approval in Finland and who supplies the investigational product for the investigator. If the product is imported to Finland for research purposes, who is responsible for the import. Has re

	5.1 Name(s) of Investigational Product(s)
	     

	5.2 Who is responsible for the IP Import? 
	     

	5.3 Where is the IP stored?
	     

	5.4 Are the dispensing and accountability procedures adequate?
	     

	Comments:      

	

	6. STUDY PROCEDURES

	6.1 Has the informed consent procedure been discussed?
	     

	6.2 Have the protocol required procedures been discussed?
	     

	6.3 Have the randomisation and unblinding procedures been discussed?
	     

	6.4 Are there any written SOP’s available?
	     

	Comments:      

	

	7. ADVERSE EVENT REPORTING

	7.1 Have the protocol requirements for AE-reporting been discussed?
	     

	7.2 Have SAE- and SUSAR-reporting procedures been discussed?
	     

	Comments:      

	

	8. SOURCE DATA AND CRF

	8.1 Have the source data requirements been discussed?
	     

	8.2 Has the completion of CRF’s been discussed?
	     

	Comments:      

	

	9. INVESTIGATOR’S TRIAL FILE

	9.1 Are the GCP-required essential documents available at the site?
	     

	9.2 Has the filing and archiving of the study documents been discussed?
	     

	Comments:      

	

	SIGNATURES

	
	     
	
	     
	
	     
	

	
	Name of Study Monitor
	
	Date
	
	Signature
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