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EPiMAP - Guidance for study documentation translation 

  
In  order  to  ensure  the  content  validity  of  the  study,  the  following  translation procedure has to 
be observed:   
1. Translation  from  the English  version  into a different language version (beta  version)  is  

mandatory  for  the  following  study documents:  
Appendix 1A   Study Information Sheet   
Appendix 1B   Informed Consent Form  
Appendix 1 C Authorised Consent Form 

 
2.  Translation  of  protocol  (or  protocol  summary)  and  CRF  is  optional  (as  many  Ethics 
Committee don’t ask for it).   

 3.  Translation of Ethics Committee Submission Accompanying letter prepared by the Steering 
Committee is highly recommended but not mandatory.  

 4.  Translation will be facilitated by ‘translation Coordinator’. It could be the National Coordinating 
Investigator (NC), a Steering Committee member mentioned on the Key Contact list or another 
physician identified by the NC.  The Key Contact list is posted on the ESA Website.  If  your  language  
is  not  listed  on  the  list,  please  contact  ESA  Secretariat (research@esahq.org).   

 5.  All translations must be made by a physician, called for the purpose of this task ‘translator’, and 
will make sure the translation is understandable for 14 year olds and avoid using technical terms.   

 6.  Upon  finalization,  all  translations  into  beta  version  will  be  dated  and  version-controlled in 
the document footer.   

 7.  Final  review  of  the  beta  version  by  another  native  speaking  physician  called ‘reviewer’  
(discussion  of  differences)  is  mandatory  for  confirmation  that  the  documents reproduce the 
content of the original English version. This process has to be documented in English, pointing out 
any difficulties/differences/ambiguities and the final confirmation. A form to document this process 
is available on NECTARINE section on the ESA website.  

 8.  All  translations  into  beta  version  have  to  be  made  available (sent by email in word)  to  the  
Chief Investigator/Study Coordinator and ESA Secretariat team who audits the process.   

9. “Form to document translation process” and translated documents in word should both be 
returned to the ESA Secretariat via email for validation before submission to Ethics Committees. 
In validation ESA checks the form to document translation process is complete and also verifies the following 

items in the translated documents:  
- Same lay-out as original English document 
- Absence of any ‘centre specificities’ (no name of Investigator, no phone number, etc.) 
- Presence of logos as in original English documents 
- Footer should contain :Name of the document in English and in local language; date (of the 

validation);Version # (of the validation) 

10.  The  ESA  Secretariat  will  be  responsible for filing  all  versions  in the study  file  and distributing 
the beta translation to the centers with these languages.   
 
We know that this procedure is complex, but you all know that the reliability and validity of the study 
documents is vital and pre-requisites for the data quality.  


