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	SUPPLEMENTAL FOR INTERNATIONAL  RESEARCH



Sponsor:        



Protocol #:      
For studies involving two or more countries/regions, provide this form for each country/region:
	1.
	Country/Region:
	     

	COUNTRY/REGIONAL/LOCAL LAWS & CULTURAL CONSIDERATIONS

	2.
	Has the study received, or is it subject to, country-level regulatory approval (e.g., U.S. FDA equivalent, Ministry of Health, Other)?
	  No - Attach an explanation
  Yes

· Regulatory agency:      
· Attach letter of approval.

	3.
	Does the country/region have a local IRB/ethics committee that reviews this type of research?
	  No
( 
Attach written documentation from a knowledgeable resource on the local research laws/considerations regarding IRB review/approval from a non-local IRB.
  Yes

· Attach documentation of the local IRB’s/ethics committee’s confirmation for Salus IRB to act as the IRB of record for this research. 
OR
· Attach documentation of IRB/ethics committee approval and proposed plan for cooperative review. Requires a fully executed agreement between both parties.

	4.
	Are there local/community laws to consider regarding research?
	  No

  Yes - Attach a description of those laws. 
· If applicable, ensure the appropriate information is included in the protocol and ICD submitted for IRB review.
· Please identify the protocol page #      

	5.
	Concerning the nature of the research, consider local and cultural norms or rules/expectations within a specific cultural or social group local to the area in which the research is conducted. Does the research (or procedures) go outside normal standards for appropriate behavior or practice that is (or is not) normally acceptable within the local social or cultural norms?
	  No

  Yes - Attach an explanation.
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	PRIVACY CONSIDERATIONS

	6.
	For research conducted in the EU or involving EU citizens, will the study be conducted in accordance with the EU General Data Protection Regulation (GDPR)? 
	  No –  Attach an explanation.
  Yes 
· Ensure GDPR considerations are included in the protocol and ICD submitted for IRB review. 

· Please identify the protocol page #      

	7.
	For countries not a part of EU, are there specific privacy laws for research?
	  No - Attach a plan for protecting participant privacy.
  Yes - Attach a description of those laws. 

· Ensure the appropriate information is included in the protocol and ICD submitted for IRB review.
· Please identify the protocol page #      

	CONSENT CONSIDERATIONS

	8.
	Are there specific requirements regarding the informed consent process? 
	  No

  Yes – Attach an explanation.

	9.
	Are there specific requirements regarding the informed consent document (ICD)? 
	  No

  Yes 
· Ensure the requirement(s) are included in the ICD submitted for IRB review.

	10.
	If research participants will be compensated for participation, describe any local customs or conversions related to compensation (i.e., U.S. dollar equivalent):

     

	LANGUAGE CONSIDERATIONS

	11.
	What is the native/common language(s) in the region where the research will be conducted?

     

	12.
	Will non-native speaking participants be enrolled in the research in this country/region?
	  No

  Yes 
· Identify the language(s):      

	
	Please note: Salus considers non-native speaking participants a vulnerable population. Answer the following questions related to the enrollment of non-native speaking participants.

	
	Salus requires all participant-facing study documents (e.g., consent documents, recruitment/study material, survey instruments/questionnaires) be in a language understandable to the participants. Describe the additional safeguards in place to protect the rights and welfare of these non-native participants:
 Interpreter/translator provided 

 Study staff fluent in the non-native language

 Presence of family member of the participants 

 Other: 
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	Salus IRB requires all study documents be submitted in English to the IRB for review/approval prior to translation into the native language of the participants. This will ensure any modifications made by Salus IRB are included in the translation. The translated documents must be approved by Salus prior to enrolling non-native speaking participants.

	13.
	If translation is required to the native language of the participants, who will perform translation of study documents?
	 Salus IRB 

 Site/Sponsor

 N/A

	14.
	Do you require a quote before proceeding with the translation?

Do you require back-translation?
	 Yes    No

 Yes    No


LIST OF ATTACHMENTS/REQUIRED DOCUMENTS:

	 Written documentation from a knowledgeable resource on the local research laws and local attitudes related to the proposed research
 Regulatory or local IRB approvals for this research
 Documentation for ALL questions where rationales or descriptions are required (and not already provided above).
 Proposed ICD(s) and recruitment/study material in English. 

Reminder: Translation of study documents should occur after IRB approval of the English materials.
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