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This template may be used by Sponsors of clinical trials as part of the application dossier during a Public Health Emergency.
A separate document should be completed and submitted for each site.
This template has been reviewed by MedEthicsEU and endorsed by the Clinical Trials Advisory Group.

	EU CT number
	

	Title of clinical trial
	

	Name of site, city
	

	If applicable1, unique
identification number of the site
	

	Name & department of principal investigator
	

	Estimated number of trial
participants possible to include at the site
	

	Description of the funding of the clinical trial and, if applicable, the compensation offered to the investigator/clinical trial site per participant who completes all study visits, from [eg. Screening visit to xxxx] 
(The sponsor will sign a site clinical trial agreement following the applicable country practice/legislation, before the start of the study at the site)
	xxxx currency 

	Additional Information due to country-specific requirements
	

	With my authorisation/signature, I declare that, considering the nature and use of the investigational medicinal product, the clinical site has the required and appropriate facilities and equipment to be able to conduct the clinical trial and has suitable arrangements in place to ensure that all investigators and other individuals involved in conducting the trial have the suitable qualifications, expertise and training in relation to their role in the clinical trial. Therefore, the clinical site is suitable to conduct the above clinical trial, in compliance with Regulation (EU) No 536/2014.

Issued by (signature – could be electronic):
Name: Click here to enter text. Position: Click here to enter text. 
On behalf of the site/organisation2
  Date: Click here to enter a date.



1 Only applicable in those countries where sites are identified with a unique identification number. 
2 Name of the head of the department/institution for the clinical trial site or by some other responsible person, in line with applicable rules in the Member State Concerned.
	

	Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
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	Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us 
	

		Send us a question Go to www.ema.europa.eu/contact 
	Telephone +31 (0)88 781 6000
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