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[bookmark: _Toc223618688]Introduction 
The following Part I documents are acceptable in English (en[footnoteRef:2]) for all Member States: Investigator’s Brochure (IB), Good Manufacturing Practice (GMP) Compliance, Investigational Medicinal Product Dossier (IMPD), Auxiliary Medicinal Product Dossier (AxMPD), Scientific Advice (e.g. by the Emergency Task Force, ETF). In addition, in line with CTAG endorsement, the patient-facing documents will only need to be submitted in English for Part I. Translations required in the table below should be included in Part II[footnoteRef:3].  [2:  Two-letter abbreviations for languages in line with ISO639-1 ]  [3:  Updated Question 1.24, see CTR QnA at EudraLex Volume 10, Annex II] 

The table below describes simplified language requirements applicable for public health emergencies for the following documents and structured data: Cover Letter, Protocol, Protocol synopsis, Patient-facing documents (primary and secondary endpoints, protocol), Labelling and EU Application structured data in the Clinical Trials Information System (CTIS). When English is acceptable under certain conditions, this is referred to with asterisks explained at the bottom of the Table, indicating the preferred national language within parenthesis.
Member States in EU/EEA listed in alphabetical order. No simplification of national translation requirements in Liechtenstein or Malta.
Each Member State Concerned will confirm that the trial may start recruitment and will clarify in a condition which remaining Part II documents need to be submitted as part of the first substantial modification.

	Member 
State 
	Cover Letter
 
	Protocol  
	Protocol synopsis   
accessible in public portal (providing trial details for potential trial participants)
	Patient-facing documents (protocol)   
primary and secondary endpoints (where MSs require translations, submit these in Part II 2) 
	Labelling –  
IMP administered by qualified health personnel
	Labelling –  
IMP administered by trial participant
 
	Structured data in EU Application form (CTIS)
 

	Austria 
	en
	en
	en
	de*
	en
	en** (de)
	en

	Belgium 
	en
	en
	de, fr, nl
	en
	en
	de, fr, nl
	en

	Bulgaria 
	en
	en
	bg
	en*, **** (bg)

	en
	bg
	bg
only trial title


 
	Member 
State 
	Cover Letter
 
	Protocol  
	Protocol synopsis   
accessible in public portal (providing trial details for potential trial participants)
	Patient-facing documents (protocol)   
primary and secondary endpoints (where MSs require translations, submit these in Part II 2) 
	Labelling –  
IMP administered by qualified health personnel
	Labelling –  
IMP administered by trial participant
 
	Structured data in EU Application form (CTIS)
 

	Croatia 
	en
	en
	hr
	hr
	en
	hr
	en

	Cyprus 
	en
	en
	en
	l*
	en
	en** (el)
	en

	Czech 
Republic 
	en
	en
	cs
	cs
	en
	cs
	en

	Denmark 
	en
	en
	en
	en
	en
	en**
	en

	Estonia 
	en
	en
	en
	en*, *** (et)
	en
	en***(et)
	en

	Finland 
	en
	en
	en
	en
	en
	fi / sv*****
	en

	France 
	en
	en
	fr
	en*
	en
	fr
	en

	Germany 
	en
	en
	en
	de*
	en
	de
	en

	Greece 
	el
	el
	el
	el
	el
	el
	en

	Hungary 
	hu
	en
	en
	en*
	en
	hu
	en

	Iceland 
	en
	en
	en
	en*** (is)
	en
	en** (is)
	en

	Ireland 
	en
	en
	en
	en*
	en
	en
	en

	Italy 
	en
	en
	en*, *** (it)
	en*
	en
	en** (it)
	en

	Latvia 
	en
	en
	en*
	lv*
	en
	lv
	en

	Lithuania 
	en
	en
	en*, *** (lt)
	lt
	en
	lt
	en

	Luxembourg
	en
	en
	en
	fr
	fr
	fr
	en

	The 
Netherlands
	en
	en
	en
	en*
	en
	nl
	en

	Norway  
	en
	en
	no
	en
	en
	no
	en

	Poland 
	en
	en
	pl
	en
	pl
	pl
	pl

	Member 
State 
	Cover Letter
 
	Protocol  
	Protocol synopsis   
accessible in public portal (providing trial details for potential trial participants)
	Patient-facing documents (protocol)   
primary and secondary endpoints (where MSs require translations, submit these in Part II 2) 
	Labelling –  
IMP administered by qualified health personnel
	Labelling –  
IMP administered by trial participant
 
	Structured data in EU Application form (CTIS)
 

	Portugal 
	en
	en
	en
	en*
	en
	en** (pt)
	en

	Romania 
	en
	en
	ro
	ro
	en
	ro
	en

	Slovakia 
	en
	en
	en*** (sk)
	en*, *** (sk)
	sk
	sk
	en

	Slovenia 
	sl
	en
	sl
	sl*
	en
	sl
	en

	Spain 
	en
	en
	en**** (es)
	en*, **** (es)
	en
	en****(es)
	en****(es)

	Sweden 
	en
	en
	sv
	sv
	en
	en** (sv)
	en


 

Footnotes 
* Web-link accepted for validated scale (patient-facing documents – primary and secondary endpoints) 
** IMP labelling in en acceptable in emergency situations or medication shortages, provided that trial participants can somehow access information in national language, e.g. in the subject information leaflet 
*** Legal provision available to bypass national language requirement for an application related to a PHE 
**** National translation required in Spain and Bulgaria latest when submitting first substantial modification application or  non-substantial modification as specified in the initial application approval with conditions 
***** sv for Swedish-speaking trial participants 
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