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Guidelines for Genome Editing in Kenya

• Published Feb. 2022; Revised Jan. 2025

• Apply to all genome edited organisms, across purposes

• Allows for early consultation:

– Simplified application form to provide information/data to 

facilitate determination of  regulatory pathway

• Determination of  the regulatory pathway is based on:

– Insertion of  foreign genetic material

– Whether the genome edit leads to: 

• new hazard

• compositional (nutritional) alteration

• other safety concern in the genome edited organisms or products

– Intended use

12/11/2025

2



Data Requirements

• Nature & identity of  the organism

• Trait introduced

• Type of  application

– Research or Commercial Release

• Summary of  molecular techniques used

• Genes edited plus outcome, with supporting data

– deletion, insertion, substitution, replacement, chromosomal 

rearrangements

• Description of  affected functions/ pathways as 

applicable

12/11/2025

3



Data Requirements

• Description of  techniques used to remove foreign genetic 
sequences 

• Description of  protocols used to confirm absence of  
inserted DNA sequences, e.g.

– PCR - overlapping sequences of  vector

– Southern blot with multiple probes on multiple generations 
targeted to the transgenic cassette and vector backbone

– Southern-by- Sequencing

– WGS

..................with supporting data

• Intended use 

• History of  safe use if  any
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Application Submission
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Fee 

- Sh.170,000 

($1300)

- Sh.850,000 

($6500)
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Flowchart for the Early Consultation on genome editing processes in Kenya 
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Review Process
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Review Process
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- ITC Review

- Recommends Decision

- Recommends approval 

conditions



Decision Making
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Decision Making

10

• Approval is for five years, can be renewed

• Annual Reporting

• Independent monitoring by NBA



Conclusion

• No prescriptive data requirements pertaining to:

– Techniques used to remove inserted foreign DNA sequence 

– Methods used to confirm absence of  inserted foreign DNA sequence

    → But must meet regulatory objectives

• For quick decision making, provide all required information in 

a clear & understandable manner

– Too much data is rarely the solution

• While off-targets do present some concern, we’ve not put any 

data requirement for this

→But it’s better to not have them

➔Negotiations are accepted 11



Email:

ceo@biosafetykenya.go.ke

info@biosafetykenya.go.ke

Web: www.biosafetykenya.go.ke

THANK YOU 

mailto:ceo@biosafetykenya.go.ke
mailto:info@biosafetykenya.go.ke
http://www.biosafetykenya.go.ke/
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