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[bookmark: _Toc223618688]Introduction 
The table below indicates for each EU/EEA Member State (MS) the additional Part II documents required beyond the proposed simplified application package. Please note that some MS may request additional Part II documents not explicitly specified in the Clinical Trials Regulation (CTR) which are not listed here. For more details on these requirements, please refer to the MedEthicsEU document Overview part II requirements in a CT application per MS
Member States in EU/EEA listed in alphabetical order. No simplification of requirements in Liechtenstein or Malta.

	Member 
State 
	Recruitment arrangements
Additional   document required besides information in   protocol and advertisement /participant recruitment material 
	Compliance with national requirements on data protection  
Additional document required besides information in protocol and ICF (Subject Information Sheet/Informed Consent Form) on GDPR/national applicable legislation compliance 
	Compliance with use of biological samples 
Additional document required besides information in protocol and ICF on applicable rules for collection, storage and future use of biological samples 
	Financial and other arrangements -Compensation to trial participants 
Additional document required besides information in ICF on trial participant compensation 
	Financial and other arrangements -     Site compensation 
Additional document      required besides information in simplified site suitability form on site compensation 
	Suitability of the facilities 
Additional            document or other template required instead of simplified template site suitability form 
 
	Language requirements
All Part II documents required in local language
 

	Austria 
	no
	no
	no
	no
	no
	no
	no

	Belgium 
	no
	no
	no
	yes
	no
	no
	no

	Bulgaria 
	no
	no
	no
	yes
	no
	no
	yes

	Croatia 
	no
	no
	no
	no
	no
	no
	no

	Member 
State 
	Recruitment arrangements
Additional   document required besides information in   protocol and advertisement /participant recruitment material 
	Compliance with national requirements on data protection  
Additional document required besides information in protocol and ICF (Subject Information Sheet/Informed Consent Form) on GDPR/national applicable legislation compliance 
	Compliance with use of biological samples 
Additional document required besides information in protocol and ICF on applicable rules for collection, storage and future use of biological samples 
	Financial and other arrangements -Compensation to trial participants 
Additional document required besides information in ICF on trial participant compensation 
	Financial and other arrangements -     Site compensation 
Additional document      required besides information in simplified site suitability form on site compensation 
	Suitability of the facilities 
Additional            document or other template required instead of simplified template site suitability form 
 
	Language requirements
All Part II documents required in local language
 

	Czech 
Republic 
	yes
	no
	yes
	no
	yes
	yes
	no

	Denmark 
	no (1)
	no
	no (2)
	no
	no
	no (3)
	no

	Estonia 
	no
	no
	no
	no
	no
	no
	no

	Finland 
	no
	no
	no
	no
	no
	no
	no

	France 
	yes
	yes
	yes
	yes
	no
	yes
	yes

	Germany 
	no
	no
	yes (4)
	no
	no
	no
	no

	Greece
	no
	yes
	no
	no
	no
	no
	TBC

	Hungary 
	no
	no
	yes (5)
	no
	yes
	yes
	no

	Iceland 
	no
	no
	no
	no
	no
	no
	no

	Ireland 
	no
	yes
	no
	no
	no
	no
	no

	Italy 
	no
	no
	no
	no
	no
	no
	no

	Latvia 
	no
	no
	no
	no
	no
	no
	no

	Member 
State 

	Recruitment arrangements
Additional   document required besides information in   protocol and advertisement /participant recruitment material 
	Compliance with national requirements on data protection  
Additional document required besides information in protocol and ICF (Subject Information Sheet/Informed Consent Form) on GDPR/national applicable legislation compliance 
	Compliance with use of biological samples 
Additional document required besides information in protocol and ICF on applicable rules for collection, storage and future use of biological samples 
	Financial and other arrangements -Compensation to trial participants 
Additional document required besides information in ICF on trial participant compensation 
	Financial and other arrangements -     Site compensation 
Additional document      required besides information in simplified site suitability form on site compensation 
	Suitability of the facilities 
Additional            document or other template required instead of simplified template site suitability form 
 
	Language requirements
All Part II documents required in local language
 

	Lithuania
	no
	no
	no
	no
	no
	no
	no

	Luxembourg
	no
	no
	yes (6)
	no
	no
	no
	no

	The 
Netherlands
	no
	yes
	no
	no
	no
	yes
	no

	Norway 
	no
	no
	no
	no
	no
	no
	no

	Poland 
	no
	no
	no
	no
	no
	no
	no

	Portugal 
	no
	no
	no
	no
	no
	no
	no

	Romania 
	no
	no
	no
	no
	no
	no
	no

	Spain 
	no
	no
	no
	no
	no
	no
	no

	Slovak Republic 
	no
	no
	no
	no
	no
	no
	no

	Slovenia 
	no
	no
	no
	no
	yes
	yes
	no

	Sweden 
	no
	no
	no
	no
	no
	no
	yes




Footnotes 
(1) If access to patient records is needed before informed consent for recruitment purposes, the protocol (or a separate document) should include information on this access and compliance with Sundhedsloven § 46 
(2) If the trial includes collection/storage of samples for unspecified future research and/or the analyses may result in secondary/incidental findings (e.g. genetic analyses), the EU Part II template on biological samples should be submitted. 
(3) If the site is not an established trial site in a hospital, the EU Part II template on site suitability should be submitted. 
(4) A statement by the sponsor that the Declaration of Taipei (DoT) is followed. That means the data/biobank is assessed by an MREC to be compatible with the DoT and each research project building on the bank is again assessed by an MREC. There is no specific document required, just a statement of the sponsor. 
(5) Specific genetic information sheet and a separate genetic consent paper should be prepared, both duly dated and signed. 
(6) For further use of data or samples collected during a trial, a dedicated ICF is required.  
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