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	[image: ]      CFAR-Supported International Studies Checklist
	
DATE:   	





	1. CFAR INSTITUTION: 




	[bookmark: OLE_LINK3][bookmark: OLE_LINK4]2. TITLE OF PROJECT:


	
3. COUNTRY OF PROJECT:



	
4. U.S. PROJECT INVESTIGATOR*
 	Name:
 	Organization: 
 	Address:
 	City, State, and Zip:
 	Phone:
	Email:
   	*If multiple investigators are involved, add additional section. 

	5. Estimated TOTAL Dollar Award (Domestic/U.S. AND International). Please specify if institutional funds. 

	5a.         	1st Year $
        
	5b.     	2nd Year (if applicable) $





	6. Estimated INTERNATIONAL Dollar Award (International Component ONLY) *If there are more than one country, specify the $ per country. Please specify if institutional funds.

	6a.  	1st Year
       	Site 1: $
              Site 2: $(Please add additional as necessary)
	6b. 	2nd Year (if applicable)
       	Site 1: $
              Site 2: $ (Please add additional as necessary)

	7. List ALL International Sites that are involved in this research*
*If multiple sites or countries are involved, add additional section and provide contact info for each international site. 
Resources: Definition of foreign components 
NOTE: FWAs are required for all institutions engaged in non-exempt human subjects research. 
https://www.niaid.nih.gov/research/human-subjects-federalwide-assurances 
https://www.hhs.gov/ohrp/register-irbs-and-obtain-fwas/fwas/fwa-protection-of-human-subjecct/index.html 
----------------------------------------------------------------------------------------------------------------

[bookmark: Text7]Name of International Site:      
· Is the site engaged in non-exempt human subjects research?|_|Yes|_|No  
· [bookmark: Text8]If Yes, provide the Federalwide Assurance (FWA):      
· [bookmark: Text9]Site Contact/Investigator Name:                    
· [bookmark: Text10]Address:      
· [bookmark: Text11]City and Country:                                                                           
· [bookmark: Text12]Phone:      
· [bookmark: Text13]Email:      

Select specific foreign engagement types (check all that apply)
|_| Any research involving human subjects or animals
|_| Extensive foreign travel by CFAR project faculty/staff for the purpose of data collection, surveying, sampling, and similar activities 
|_| Collaborating with investigators at a foreign site anticipated to result in co-authored publications
|_| Using facilities or instrumentation at a foreign site
|_| Recruitment site
|_| Sharing of samples and/or data (from site to the US)
|_| Sharing of samples and/or data (from the US to the site)
|_| Receiving financial support or resources from the international site
|_| Sending financial support or resources to the international site
|_| Any other activity of the recipient that may have an impact on U.S. foreign policy through involvement in the affairs or environment of a foreign country (Describe): _______

If activities of the foreign site are not captured above or additional information is needed, please include below (i.e. Location where participants will be recruited, conduct critical experiments, conduct data analyses, provide consultations, provide samples, study human and/or animal populations, conduct clinical research, collect samples and/or data to be brought to the US, co-authorship, etc.).



	



	
8. HUMAN SUBJECTS INVOLVEMENT (if applicable)



	
8a. CERTIFICATES of HUMAN SUBJECTS           RESEARCH PROTECTION
    
|_| ATTACHED (for all key personnel) 
|_| PARTIALLY ATTACHED (some personnel) 
|_| PENDING (to be forwarded after training)

	
8b. U.S. (DOMESTIC) IRB APPROVAL: 

|_| IRB APPROVAL LETTER ATTACHED 
__________________   
   Approval and/or Expiration Date 
|_| PENDING (to be forwarded as obtained)
|_| EXEMPT (attach documentation)
	
8c. INTERNATIONAL IRB/ETHICS APPROVAL: 

|_| IRB APPROVAL LETTER ATTACHED
 __________________ 
 Approval and/or Expiration Date 
|_| PENDING (to be forwarded)
|_| EXEMPT (attach documentation)


                                                                                                                                               

9. STUDY DESCRIPTION

Project Summary/Abstract (1 paragraph): 
State the application's broad, long-term objectives and specific aims, making reference to the health relatedness of the project (i.e., relevance to the mission of the agency). Describe the research design and methods for achieving the stated goals. Be sure that the project summary reflects the key focus of the proposed project. This section should be informative to other persons working in the same or related fields and understandable to a scientifically literate reader. Avoid both descriptions of past accomplishments and the use of the first person. Please be concise. 



If applicable, describe NIH or US federal programs (include title and grant number) linked to this project. For example, if this project/research being conducted under another parent project.

___________________________________________________________________________________

For studies that involve any human participants/samples/data (regardless of exempt or non-exempt), list each Aim and provide the following details as applicable. Replicate the below categories to accommodate multiple aims that may have multiple or different human participants and sample/data collections across the project.

[bookmark: Text1]State Aim 1:      

Description of involvement of any Human Subjects in the research (1 word or 1 sentence per bullet):
[bookmark: Text15]Which international site(s) will be involved in this aim?      

Population parameters (answer as appropriate for the study): 
· [bookmark: Text2]Total number of participants:      
· [bookmark: Text3]Gender:      
· [bookmark: Text4]Age Groups:      
· [bookmark: Text5]Race/Ethnicity:      
· [bookmark: Text6]HIV Status (e.g., 15 participants who are living with HIV will be enrolled):      

Are human participant data or samples previously collected?  |_|Yes |_|No
· Are the data/samples collected under another project? |_|Yes |_|No
· Are the data/samples de-identified?  |_|Yes |_|No    
If no, describe how will confidentiality be ensured:

Research Activities
Either in the table below or a narrative, describe the study procedures and assessments that will be conducted as part of the CFAR project (e.g. clinic visit, questionnaire, focus group, blood sample, treatment, etc.)? Please outline what is only conducted through the CFAR project. 
	Data/sample (add additional as appropriate)
	Volume/Amount (as applicable)
	Indicate duration of the procedure (i.e. how many visits? one clinic visit a month for a year, etc.)


	|_| Blood
	
	

	|_| Urine
	
	

	|_| Tissues
	
	

	|_| Focus groups
	
	

	|_| Interviews
	
	

	|_| Surveys
	
	

	|_| Other: __________
	
	



Will informed consent be obtained prior to engaging in any human subjects research?|_|Yes|_|No  
· If No, describe alternate approvals/consents being sought or state why informed consent is not required.

· If yes, describe informed consent and confidentiality procedures to be used (e.g., “Informed consent for participation will be obtained from all human subjects and confidentiality of subjects will be protected, in compliance with NIH and in-country guidelines under the assurance number provided.”)

Will personal identifiable information collected be de-identified during the CFAR study? |_|Yes|_|No   If No, describe how they will be protected.

Will samples be brought back to the US?|_|Yes|_|No  

Will data be brought back to the US? |_|Yes|_|No  

Will samples be sent from the US to the international site? |_|Yes|_|No  

Will data be sent from the US to the international site? |_|Yes|_|No  
___________________________________________________________________________________________

State Aim #:      

Description of involvement of any Human Subjects in the research (1 word or 1 sentence per bullet):
[bookmark: Text14]Which international site(s) will be involved in this aim?      

Population parameters (answer as appropriate for the study): 
· Total number of participants:      
· Gender:      
· Age Groups:      
· Race/Ethnicity:      
· HIV Status (e.g., 15 participants who are living with HIV will be enrolled):      

Are human participant data or samples previously collected?  |_|Yes |_|No
· Are the data/samples collected under another project? |_|Yes |_|No
· Are the data/samples de-identified?  |_|Yes |_|No    
If no, describe how will confidentiality be ensured:

Research Activities
Either in the table below or a narrative, describe the study procedures and assessments that will be conducted as part of the CFAR project (e.g. clinic visit, questionnaire, focus group, blood sample, treatment, etc.)? Please outline what is only conducted through the CFAR project. 
	Data/sample (add additional as appropriate)
	Volume/Amount (as applicable)
	Indicate duration of the procedure (i.e. how many visits? one clinic visit a month for a year, etc.)


	|_| Blood
	
	

	|_| Urine
	
	

	|_| Tissues
	
	

	|_| Focus groups
	
	

	|_| Interviews
	
	

	|_| Surveys
	
	

	|_| Other: __________
	
	




Will informed consent be obtained prior to engaging in any human subjects research?|_|Yes|_|No  
· If No, describe alternate approvals/consents being sought or state why informed consent is not required.

· If yes, describe informed consent and confidentiality procedures to be used (e.g., “Informed consent for participation will be obtained from all human subjects and confidentiality of subjects will be protected, in compliance with NIH and in-country guidelines under the assurance number provided.”)

Will personal identifiable information collected be de-identified during the CFAR study? |_|Yes|_|No   If No, describe how they will be protected.

Will samples be brought back to the US?|_|Yes|_|No  

Will data be brought back to the US? |_|Yes|_|No  

Will samples be sent from the US to the international site? |_|Yes|_|No  

Will data be sent from the US to the international site? |_|Yes|_|No  


FOR INTERNATIONAL PILOTS WITH ANIMAL WORK – ENSURE THE PARENT P30 IS CODED FOR ANIMALS
	
ANIMAL INVOLVEMENT:  
  
|_|Yes|_|No (Skip to #9)
	
Office of Laboratory Animal Welfare (OLAW) for Foreign Performance Site:
|_| OLAW Number ______________________________
|_| Pending (to be forwarded when obtained)

	
U.S. Institutional Animal Care and Use Committee               (IACUC) Approval: 

|_| IACUC APPROVAL LETTER / DOCUMENTATION ATTACHED 
________________________          _____________________
             U.S. IACUC #                            Approval and/or Exp Date 
|_| EXEMPT (attach documentation)
|_| PENDING (to be forwarded when obtained)
	
International Institutional Animal Care and Use Committee                	(IACUC) Approval: 

|_| IACUC APPROVAL LETTER / DOCUMENTATION ATTACHED
________________________             ________________________
         International IACUC #                 Approval Date and/or Exp Date
|_| EXEMPT (attach documentation)
|_| PENDING (to be forwarded when obtained)



ANIMAL SUBJECTS (if applicable)
· [bookmark: Text16]Animal species      
· [bookmark: Text17]Number, sex, and age      
· [bookmark: Text18]Whether animals wild/caught or lab strains (Balb/c mice, Sprague-Dawley rats, etc.)      
· [bookmark: Text19]Procedures or experiments that will be conducted (vaccination, blood draws, etc.)      
· [bookmark: Text20]What will happen to the animals after the study (released, euthanized, used as breeders, etc.)      
· [bookmark: Text21]Ethics considerations (IACUC approval, required country clearances, etc.)      
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