[image: ]



Initial Submission Application Form

1. Do not leave unanswered questions; incomplete forms will not be accepted
2. All responses must be typed; handwritten forms will not be accepted
3. All applications must be submitted through the Busara ISERC’s web-based submission portal (https://busara.rhinno.net/login). 
4. Documents must be submitted in PDF format
5. Approval will be valid for one year from the date of the current approval.
6. For studies lasting longer than one year, investigators must submit a continuing review application at least 60 days prior to the expiry date of the current ethical approval.

1. [bookmark: _heading=h.ht2fifcju4mv]Required Documents
Complete the application form in English and submit the following documents
a) Complete Initial Review Application Form
b) Complete Study Proposal
c) All Study tools, e.g., questionnaires, guides in English and translated versions
d) Adult Informed Consent Form in English and translated versions
e) Minor Informed Assent Form, where applicable, in English and translated versions
f) Parent/Guardian Informed Consent Form, where applicable, in English and translated versions
g) Supporting documents:
i) Research/Project Contract, including approved budget and source of funds
ii) Proof of Payment
iii) An approval letter from the local/county authorities and/or government departments, where applicable. 
iv) Letters of Study Approval from the Principal Investigator’s Home Institution/Department, where applicable
v) Curriculum Vitae of each member of the research team describing their research qualifications and experience.
vi) Ethics training certificates for all members of the research team from a recognized ethics training program (e.g., CITI, TRREE, NACOSTI, NIH, GCP, or an equivalent accredited program).

2. [bookmark: _heading=h.inpxf09j9wx]Information
2.1. Study details
Study Title:	
Name of Funder:	
Study Site:	
Total Budget(USD):	
Project Duration(Months):	
Proposed Start Date:	
Proposed End Date:	


2.2. Principal Investigator
Name (Title/Surname/First Name/Other Name:	
Qualifications:	
Institutional affiliation:	
Primary email address:	
Phone Number:	
Date of Submission:	


2.3. Co-investigators
Full Name	Institution	Email & Mobile No.	Role in the study	Qualifications
				
				
				
				
				
				

NB: All correspondence shall be addressed to the Principal Investigator.  Research Coordinators may have delegated signatory authority only when listed as Co-investigators.
3. [bookmark: _heading=h.1th6maclg5ex]Ethical Considerations
Does your study involve any of the following vulnerable populations? (check all that apply):
· Children
· Pregnant women
· Cognitively impaired individuals
· Economically disadvantaged persons
· Prisoners/Incarcerated persons
· Other (please specify): _____________________________
Note: This helps the Busara ISERC assess the need for additional safeguards and justifications, as required by ethical standards and national laws.
4. [bookmark: _heading=h.q2ikk0vpm6wb]Risk Assessment
Please assess the level of risk involved in your study (select one):
· High
· Medium 
· Low
Note: This supports triaging for expedited vs. full review and aligns with CIOMS, Belmont Report, and ICH-GCP principles.
Please indicate the review pathway you believe is appropriate (with justification if needed):
· Full committee review
· Expedited review
· Exempt from review
Optional: If requesting exempt review, explain why the study qualifies for exemption and poses no more than minimal risk.
…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….……
…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….……
…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….…….……

Note: The final determination remains with the Busara ISERC Secretariat, but this guides initial categorization and promotes transparency.
5. [bookmark: _heading=h.btbdywrbhzca]Document Checklist
Please confirm submission of the following documents (check all that apply):
· Research proposal
· Consent/assent forms
· Study instruments (e.g., questionnaires, guides)
· Ethical Certificates of research team members
· CVs of research team members
· Letters of institutional and local authority approval (if available)
· All the supporting documents
Note: This ensures application completeness and reduces administrative delays.
6. [bookmark: _heading=h.xsjp8n6qb8fo]Declaration by the Principal Investigator
I, ________________________________________, the Principal Investigator of this study, declare that:
· The information provided in this application is true, complete, and accurate to the best of my knowledge.
· The research will be conducted in accordance with the National Guidelines on Ethical Conduct in Human Research and all applicable ethical and regulatory requirements.
· I will immediately notify the Busara ISERC of any event or information that may require a review of the ethical approval granted for this study.
· I will notify the Busara ISERC if the study is discontinued before the anticipated completion date.
· I will not implement any amendments to the approved protocol or study procedures without prior approval from the Busara ISERC, except where necessary to eliminate an immediate hazard to participants, in accordance with applicable guidelines.
· I will comply with all conditions of approval stipulated by the Busara ISERC and cooperate with its monitoring and oversight activities.
· I declare that there are no undisclosed conflicts of interest related to this study.
· I confirm that all members of the research team are aware of and will adhere to the commitments outlined in this declaration.
PI Name:	
PI Signature	
Date:	


7. [bookmark: _heading=h.8p2xrebnd8th]Receipt Confirmation (For Administrative Use Only)
This section is to be filled in by the person triaging the application at the Busara ISERC secretariat
Administrator Name	
Signature	
Date	
Official Stamp	
Comments:	


     




Payment Details: USD Account
	Bank Name
	Stanbic Bank Kenya Limited

	Account Name
	BUSARA CENTRE FOR BEHAV ECONOM INC

	Account Number (USD)
	0100003585594

	Currency
	USD

	Branch
	Karen

	Swift Code
	SBICKENX



Please email proof of payment to busara.iserc@busara.global,  quoting the relevant Invoice No. 

Review of the protocol will commence/continue upon confirmation of payment. Review fees are non-refundable once the review process has begun.
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