Version control: Form 1C/14 SERU NON-KEMRI Submission form for new proposals; dated November 4, 2019 

KEMRI SCIENTIFIC AND ETHICS REVIEW UNIT
REQUEST FOR REVIEW OF RESEARCH PROTOCOL BY KEMRI SERU
This form must be attached to every protocol forwarded to KEMRI’s Scientific and Ethics Review Unit 
Part A (TO BE FILLED FOR EACH NEW PROTOCOL AT SUBMISSION)  
Title:  _____________________________________________________________________
Sustainable Development Goal ________________________________________________
(Please refer to the UN page for SDGs https://www.un.org/sustainabledevelopment/sustainable-development-goals/ )
Protocol Version number and date: ____________________________________________
Name of Principal Investigator(s):______________________________________________
Contact phone number for Principal Investigator: ________________________________
E-mail address for Principal Investigator: _______________________________________
Institutional Affiliation: ______________________________________________________ 
Study Implementation County(s): Indicate exact sites/facilities where applicable__________________________________________________________________
Expected source of funding: __________________________________________________

Total amount of funds needed: ________________________________________________

Expected study duration in months_____________________________________________

Declaration:  I
_____________________________________________________ (full names)


Being the principal investigator for this study declare that:

(a) If any changes to this protocol or procedure be desired, the changes shall be requested to the Scientific and Ethics Review Unit (SERU and effected only after written approval by the SERU)

(b) The results of this study will not be published, presented in any journal/conference without the written approval of the Director of the Institute.

(c) The following investigators will participate in this study and are bound by (a) and (b) above.

NOTE: THE TABLE BELOW MUST BE FILLED AND SIGNED BY CO- INVESTIGATORS BEFORE REVIEW BY THE CENTRE

	Name
	Institution
	Qualifications

Eg PhD Biochemistry, MSc Statistics)
	Email contact 
	Signature 

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Signature ____________________________
Date ____________________________


(Principal Investigator)

Notes: The signed form must be sent to SERU with a copy of the protocol to be reviewed 

Please use the checklist below for submission. Completed soft copy of the form and protocol details should  be emailed to seru@kemri.org and copy to kemriseru18@gmail.com 
Appendix 1: New protocol Submission Checklist 
	Document
	What to check for
	Tick box

	Cover letter listing documents attached
	· Date

· Title of study

· Type of submission

· List of all documents attached (include versions)

· Signed by PI or investigator on behalf of PI
	☐

	SERU Submission Form 
	· SDGs, programme and strategic objectives specified

· Counter-signed by PI(s)

· Funder and budget specified

· Version Number and Date

· All signatures obtained and dates are complete and correct
	☐

	Protocol
	Version Number and Date

· Abstract 

· Lay summary  

· Document has page and line numbers and version control in header or footer on every page and continuous line numbering

· All appendices are listed and included
	☐

	Participant information and Informed consent document(s)

☐ Not applicable
	Version:

Date:

Reading level/Language:

· Numbering of appendices should be sequential 

· Version appears as header or footer on every page

· All applicable language translations should be included as separate appendices 

· Translation & back translation certificate included
	☐

	Study tools (KIIs,  Questionnaires, FGDs,)
	Version:

Date:

Language:

· Numbering of appendices should be sequential 

· Version appears as header or footer on every page

· All applicable language translations should be included as separate appendices 

Translation & back translation certificate included 
	☐

	CVs of non-KEMRI investigators
	· All non-KEMRI investigators listed on title page and under roles of investigators (check that these two sections match and cross-check with ICDs investigator list) have CVs attached
	☐

	Investigator ethics certificate
	· NIH, AMANET, FHI360, TRREE or CITI (preferred) course (valid for only two years)
	☐

	Investigator current practising licence
	· All clinicians who will have direct contact with participants and those who provide medical consult.
	☐

	Investigators Brochure/Summary of product characteristics

☐ Not applicable
	Version:

Date:

· Applicable pre-clinical and clinical trial safety information pertaining to the investigational product
	☐

	Case report forms/ /eCRF template
	· A blank draft copy of the forms that will be used to collect protocol related data


	☐

	Other approvals

☐ Not applicable
	· Approvals from any other ethics committee

· Pest control products board


	☐

	Insurance certificate for trial participants

☐ Not applicable
	· Valid cover for participants insuring them against trial related injuries filed in site file where applicable
	☐

	All other relevant attachments
	· Recruitment adverts, t-shirts, pamphlets or any other information to the participants about the study that requires approval and local language translations as applicable
	☐

	Proof of payment
	PAYMENT: Principal Investigators pay Kshs. 100,000 for ethical clearance.

a. A cheque of Kshs. 100,000: Payee: Director KEMRI. The PI to come with the Cheque to Obtain Official KEMRI Receipt at Cash Office

b. Money Wiring Details

i. Bank Name: Kenya Commercial Bank

ii. Account Name: KEMRI

iii. Account Number: 1104174529

iv. Branch: KCB Kipande House

v. Swift Code: KCBLKENX005

The P.I. to send an Advice as evidence that money has been wired, taken to cash office and official KEMRI receipt be obtained


	☐


