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KENYA MEDICAL RESEARCH INSTITUTE

SERU SUBMISSION FORM for Amendments 
PART A (TO BE FILLED BY THE PRINCIPAL INVESTIGATOR)
Protocol Title: ………………………………………………………………………………...................
Last approved protocol Version No. & Date:…..……………………………………………..................
Centre…………..……………………….…......  SERU/SSC No: …..……………………….................
Name of Principal Investigator: …………………..…………………………………………..................
Research Programme Area(s): ………………………..…………………………………………………
Key Performance Area: ………………………………………………………………………………….
Strategy: …………………………………………………………………………………………………
Millennium Development Goal: …………………………………………………………………….
(Please refer to SERU page at www.kemri.org for programmes/ /Key Performance Area/Strategy and MDGs)

Study Implementation County(s): …………………………………………………………...………
Protocol Information:  
Date of first approval: …………………………….. Amendment No.: …..………………………….
Protocol Version number and date of the current amendment submission: 
________________________________________________________________________________
Details of the Amendments requested 
Justification for the suggested amendment(s):
NB: PLEASE NOTE THAT in general an amendment should only change on of the following i.e. purpose, procedures or population. Any change/amendment that will affect any two of three i.e. purpose, procedures or population, will constitute a new proposal and should be submitted as such.  Examples that may need a new proposal: Purpose: the objectives change and Population – the population changes from men to women. Another example methods: the sample size changes and procedure: the inclusion and exclusion criteria changes.  This is for general guidance if there are any uncertainties consult SERU on phone or email for clarification prior to submission 
NOTE: THE TABLE BELOW MUST BE FILLED AND SIGNED BY THE INVESTIGATORS BEFORE FORWARDING BY THE CENTRE
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PART B (TO BE FILLED BY THE CENTRE DURING FORWARDING)










This protocol amendment was forwarded by the Scientific Committee of 
_____________________________________________________________ (Centre) on 

_______________________ (date)

Name: _____________________________________________________________________           


(Secretary, Scientific Committee)

 ___________________________________________________________________________




Signature 



Date


      

Name: _____________________________________________________________________           



(Chairman, Scientific Committee)

 ___________________________________________________________________________





Signature 



Date


      

Name 
_____________________________________________________________________


(Director of centre)






      
___________________________________________________________________________

Signature 



Date 




Notes: The signed form must be sent to SERU with 5 copies of the protocol to be reviewed. Please use the checklist for submission. 
Please send only the soft copy, without signatures of this forwarding form, to the M & E Office (m_e@kemri.org)
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