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212 Carnegie Center / Suite 301
 Princeton, NJ 08540
855-818-2289
wcgclinical.com
WCG IRB Translation Request Submission   (HRP-230)

Translation Request Submission   (HRP-230)
Asterisked (*) questions are required.

Use this form to request IRB approval of translated versions of documents already been approved in English OR to request that the IRB provide a translation of an approved document.
If your answer does not fit in the space provided, you may refer to and submit separate attachments.

Blank & incomplete answers to required questions will result in delayed reviews.

Submission Type:
*Indicate the type of submission:

 FORMCHECKBOX 
 Protocol Submission – study-wide (all sites)
or

 FORMCHECKBOX 
 Principal Investigator (PI) Submission – site-specific request

Protocol Information:
	*Protocol title:

     

	Sponsor's protocol ID (if applicable): 

     
	IRB protocol number (if known):
     

	
	

	*Sponsor: 

     


Principal Investigator(s) (PI) Information:
	*Principal Investigator (PI) name(s) (required for PI submissions):
     


Languages Requested/Submitted:
	*Indicate the language(s) requested/submitted:
      
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     


Approval of Documents Translated by an External Vendor:
	1. 
	*Are you submitting documents translated by an external vendor for IRB approval?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	1.1. 
	If yes, for each translated document, attach:
· Translated document (Word documents are required for consent form submissions)
· Certificate of Translation (COTs) (Must include the document title as it appears on the IRB Certificate of Action, Sponsor Protocol #, Sponsor name, source and target language are listed, documentation of consent form versioning (i.e. English IRB approval date, or IRB issued legend code), and that the translator is fluent in both languages/otherwise able to translate, and that the document is an accurate representation of the English.)


	1.2. 
	*For each document submitted, provide the following information:

	2. 
	*Document File Name: 
	*Document title as it appears on the IRB Certificate of Action (WCG IRB cannot process translations if the English equivalent document is not yet approved):

	3. 
	     
	     

	4. 
	     
	     

	5. 
	     
	     

	6. 
	     
	     

	7. 
	     
	     

	8. 
	     
	     

	9. 
	     
	     

	10. 
	     
	     

	11. 
	     
	     

	12. 
	     
	     

	13. 
	     
	     


Translation of Approved English Documents on File with the IRB:
	14. 
	*Are you asking the IRB to facilitate translation of English documents on file with the IRB?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	
	

	14.1. 
	*If yes, for each document submitted, provide the Document title as it appears on the IRB Certificate of Action (WCG IRB cannot process translations if the English equivalent document is not yet approved):

	15. 
	

	16. 
	     

	17. 
	     

	18. 
	     

	19. 
	     

	20. 
	     

	21. 
	     

	22. 
	     

	23. 
	     

	24. 
	     

	25. 
	     

	26. 
	     


Translation of English Documents Attached to this Application:
	27. 
	*Are you asking the IRB to facilitate translation of English documents submitted with this application?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	27.1. 
	*If yes, for each document submitted, provide the document file name:

	28. 
	

	29. 
	     

	30. 
	     

	31. 
	     

	32. 
	     

	33. 
	     

	34. 
	     

	35. 
	     

	36. 
	     

	37. 
	     

	38. 
	     

	39. 
	     


Sponsor/CRO Services:
TO BE COMPLETED BY SPONSOR/CRO ONLY
	40. 
	*Will translations apply to all investigators that have IRB approval to enroll non-English speaking subjects?
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	40.1. 
	*If no, If no, for each language, provide the following information:

	41. 
	Language:
	List investigators who need this language:

	42. 
	     
	     

	43. 
	     
	     

	44. 
	     
	     

	45. 
	     
	     

	46. 
	     
	     

	47. 
	     
	     

	48. 
	     
	     

	49. 
	     
	     

	50. 
	     
	     

	51. 
	     
	     

	52. 
	     
	     


Special Instructions:
	53. 
	Provide any special instructions or additional relevant information for this submission:
     


Acknowledgements:
By submitting this form, I confirm that

· The information within this form is accurate and complete.

· Translations will be IRB-approved before use.

· The research team will involve individuals fluent in both English and the language spoken by the person providing consent to ensure that information provided will be understandable.

· The research team will conduct ongoing communication in the language spoken by the person providing consent throughout the research and in case of emergency.

· The sponsor allows inclusion of non-English speaking subjects.

· The IRB will translate to the above requested language(s) all approved materials that are supplied to English speaking study subjects and expects those documents to be provided to the applicable enrolled study subjects unless a rationale is provided to the IRB as to why translation(s) of all English-approved materials is/ are unnecessary.

· If you submitted this form for the IRB to facilitate translations on your behalf, unless you specifically request otherwise, the IRB will automatically translate to the above requested language(s):
· All IRB-approved materials that are provided to English speaking study subjects.
· All IRB-approved revised materials that are provided to English speaking study subjects.
· The sponsor/CRO agrees to pay the IRB fees for translation.

· WCG IRB will not be held financially responsible if Sponsor/CRO authorization is not obtained prior to this request being submitted. If the Sponsor/CRO does not pay for the site's translations, the site will be billed directly.
· If this is a PI-Level Submission:

· I am the Principal Investigator (PI) or the PI's designee authorized to submit on behalf of the PI.

· The PI is fully aware of the information submitted. 

By submitting this form, I understand that:

· The IRB will use its preferred translation vendor.
· Translation vendor timelines vary depending on the number and complexity of documents.
NAME OF PERSON COMPLETING THIS FORM: Please tell us who you are and how we can contact you if we have questions about this form.

	


 

*Name of Person Completing This Form

*Date 


*Company & Title

     



*Phone number

*E-mail address
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