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       NATIONAL BIOSAFETY AUTHORITY. 
PART II

APPLICATION FORM FOR CONTAINED USE AND CONFINED FIELD TRIALS (GENETICALLY MODIFIED ANIMALS AND ANIMAL HEALTH INPUTS AND MICRO-ORGANISMS)

This application form must be completed for each individual animal/organism species.

Applications for new and renewal of previously authorized contained or confined research field trials should be submitted separately.

Sections 1, 2 and 3 must be completed for all contained use (laboratory and animal units) trials.

For all confined field trials, Section 4 must be completed, in addition to Sections 1, 2 and 3.

Section 1: General Information

	1.0 Title of Planned Introduction



	

	1.1 Application Type


	1.2 Animal/Organism Species Name

1.2.1 Latin Name(s)



	(  New

(  Renewal


	

	
	1.2.2 Common Name(s)

	
	

	1.3 Feed Section                                                                                  

Indicate whether any animal/organism material generated in the contained or confined 

	research trials will be used as research material for livestock feed.                                           
	(  Yes             (  No

                       


	1.4 Applicant

1.4.1 Name


	1.5 Co-Applicant - Complete if the applicant is not a Kenyan resident

1.5.1 Name                  

	
	

	1.4.2 Address
	1.5.2 Address (Affiliate Institution)



	
	

	1.4.3 Telephone


	1.4.4 Facsimile\

          Email
	1.5.3 Telephone
	1.5.4 Facsimile/Email

	
	
	
	

	1.6 Facility Manager (Name, Address and Telephone Number)

	

	1.7 Name of Institutional Biosafety Committee (IBC) - (Attach confirmed minutes of IBC)

	


1.8 The Proposed Contained or Confined Trial

	1.8.1 Brief description of proposed trial 



	

	1.8.2 What are the aims and objectives of the proposal?

 

	

	1.8.3 What is the intended eventual use(s) of the products?



	


Description of the Unmodified Animal/Organism

1.9 Fertility

	1.9.1 Describe mechanisms and frequency of intra-and inter-specific out-crossing.

	

	1.9.2 Describe the mechanism of infertility

	


1.10 Habitat

	1.10.1   What is the natural habitat of the parent animal/organism and its distribution in Kenya?

	

	1.10.2  Where is the origin of the parent animal/organism?

	

	1.10.3 Is the parent animal/organism already present at or near the site of the planned genetically modified organism introduction (s)?

	

	1.10.4 Is the parent animal/organism exotic to Kenya?



	

	1.10.5 Does the unmodiﬁed form(s) have any adverse effect on: (please indicate adverse effects)



	

	1.10.5.1 Humans, animals, or plants?

	

	1.10.5.2 Agricultural production? (e.g. pests)

	

	1.10.5.3 Any other aspect of the environment? (e.g. invasiveness)



	

	1.10.5.4 List any locations in Kenya or elsewhere where the animal/organism is a known pest.

	


1.11 Phenotypic Characteristics

Provide information on animal/organism mechanisms responsible for:

	1.11.1 Tendency to propagate uncontrollably

	

	1.11.2 Dormancy

	

	1.11.3 Body tissues/fluid dispersal (animals only)

	

	1.11.4 Persistence or dispersal of reproductive structures such as larvae and eggs

	

	1.11.5 Other dispersal mechanisms

	


1.12 Toxins

	1.12.1 List any known toxins produced by this animal/organism, including natural defence compounds.

	

	1.12.2 Indicate the levels at which these compounds induce toxicity.

	

	1.12.3 Indicate the species affected by these toxins.

	


1.13 Allergens

	1.13.1 List any known allergens that emanate from this animals/organisms, including natural defence compounds.

	


	1.14 Please describe any other pathological, ecological and physiological traits that relate to the animal/organism Novel Trait (NT) but not the unmodified animal/organism. A few suggestions of the required information are as described below:

· Generation time in natural ecosystems, sexual and asexual reproductive cycle

· Pathogenicity: infectivity, virulence, infective dose, communicability, possibility of survival outside of human, (toxigenicity, allergenicity = already given), carrier (vector) or means of dissemination of pathogen, biological stability, host range including non-target organisms. Possible activation of latent viruses (proviruses), availability of possible therapies, etc.

· Antibiotic resistance and potential use of the antibiotics in humans and domestic organisms

· Involvement in environmental processes, e.g. primary production, nutrient turnover, decomposition of organic matter, etc

	


Section 2: Submission

Please fill out Section 2 for each individual Submission included in the application.

	2.1 Name or Designation of animal or organism Novel Trait (NT)

	

	2.2 Novel Trait(s) Identification (Tick as appropriate)

                           

	( Genetic Research.
	( Pharmaceutical.
	( Generation of mutants.

	( Insect Resistance.
	( Stress Tolerance.
	( Fungal Resistance.

	( Nutritional change.
	( Increased production of milk or wool.
	( Genes knocked out to allow xenotransplantation.

	( Faster, more efficient growth rates.
	( Increased tolerance to cold water for fish.
	( Improved meat, milk or wool quality.

	( Leaner, more tender beef and pork.
	( Resistance to diseases caused by viruses, bacteria and other pathogens.
	( Milk that lacks allergenic proteins, or results in increased amounts of cheese and yogurt.

	( Development of animals that serve as models for human diseases to help scientists better understand prevention and treatment strategies.
	( Possession of characteristics which are environmentally friendly e.g. improved use of dietary phosphorous to lessen the environmental impacts of animal manure.
	( In the phylogenetic analysis of the amplified nucleic acid sequences to provide novel information on the evolution of pathogens.

	( Animal vaccines rationally designed for the specific control and eradication of diseases, including the implementation of DIVA (differentiating infected from vaccinated animals) strategies.
	( Development of diagnostic kits that can not only be used in the laboratory but pen-side tests that can be used in the field to make decisions about the exposure of animals during a disease outbreak.
	( In epidemiology to characterize pathogens through determination of their nucleotide sequence. The possibility of pinpointing the source of infection can significantly contribute to improved disease control.

	( Cloning to enable the rapid dissemination of superior genotypes from nucleus breeding flocks and herds, directly to commercial farmers. Genotypes could be provided that are ideally suited for specific product characteristics, disease resistance, or environmental conditions.
	( Cloning to help salvage the germplasm of indigenous species that are near extinction, including intra-species nuclear transfer procedures which can be used to rescue genes from endangered species.
	( New and improved medicines for animals. e.g. Gene therapy which involves the insertion of a functional gene or another molecule that contains an information sequence into a cell to achieve a therapeutic effect.  Thus, the gene serves as a drug.

	( Producing large amounts of therapeutic proteins in animal milk or meat (biopharm animals or transgenic animal bioreactors) may be an efficient, relatively low cost method to manufacture many proteins used to treat human diseases or proteins that have industrial value.
	( In the development of novel diagnostic assays, e.g. PCR and isothermal amplification methods, microarrays, protein detection by nucleic acid amplification, recombinant proteins, synthetic proteins, biosensors etc. to detect the pathogens and/or the immune responses after infection.
	( Other  (Specify)


	2.3 Novel Trait(s) 

Describe each specific novel trait associated with this animal or organism .

	

	2.4. Is GMO Imported or generated locally.

	

	2.4.1 Import Permit No.

If the animal or organism novel trait is imported, provide the import permit number issued under the Animal Diseases Act (Cap 364) or any other appropriate legislation.

	

	2.5 History

Has this genetically modified organism been previously tested in Kenya?

If yes, please provide information on trial (s), year(s) of authorization and location(s) tested.

	(  Yes

(   No




2.6 Trait Introduction and Selection Method

	2.6.1 Describe Induction Method (mutagenesis) or Transformation Method (recombinant techniques).

	

	2.6.2 Describe Selection Method.

	

	2.6.3 Describe Mode of action of traits (gene product, metabolic pathways).

	

	2.6.4 Other

Provide details of modification by means other than mutagenesis or recombinant techniques.

	


2.7 Gene Donor

	Indicate the gene’s donor organism (for animals or organisms transformed using recombinant techniques).

	


2.8 Transformation Plasmids

Please provide the following information:

	2.8.1 Name of plasmid (construct) and genetic map (map of each genetic construct required).

	

	2.8.2 Is the vector naturally pathogenic? (Tick as appropriate)
	2.8.3 Is the vector disarmed? (Tick as appropriate)
	2.8.4 If yes, how was the vector disarmed?

	( Yes

( No


	( Yes

( No


	

	2.8.5 For each gene construct, describe all genes, regulatory elements, gene products, non-translated nucleic acid (DNA/RNA) sequences and, where applicable, affected metabolic pathways.

	

	2.8.5.1 Description of elements of the constructs(s): This area should be filled for all constructs and GMO gene elements

	2.8.5.1.1 Genetic Element
	2.8.5.1.2 Size (bp)
	2.8.5.1.3 Source
	2.8.5.1.4 Function

	
	
	
	

	
	
	
	

	


2.9 Characteristics of the Novel Trait(s)

	Spatial and Temporal Trait Expression

	      Trait


	                      Expression

	
	Constitutive (Yes/No)

If not constitutive, indicate the specific tissue(s) in which the trait is expressed (green tissue, seed, pollen, roots, other)
	Is the trait expressed during specific developmental stage?

If yes, when?


	Is the trait inducible?

If yes, how?



	
	
	
	

	
	
	
	


2.10 Toxicity and Allergenicity of the Novel Trait(s)

	2.10.1 To what extent are novel gene products toxic when ingested by native faunal populations, including mammals, birds, reptiles, and insects? How has this been determined? 

	

	2.10.2 To what extent are novel gene products allergens? How has this been determined?

	


2.11 Altered Animal or Organism Characteristics

Please indicate any changes with respect to the following:
	2.11.1 Tendency to propagate uncontrollably

	

	2.11.2 Dormancy

	

	2.11.3 Body tissues/fluid dispersal (animals only)

	

	2.11.4 Persistence or dispersal of reproductive structures such as larvae and eggs

	

	2.11.5 Other dispersal mechanisms

	

	2.11.6   What is the frequency of reversion, i.e., loss of genetic modiﬁcation?

	

	2.11.7 How do you verify that you have the desired GMO?



	

	2.11.8 What methods are to be used to test for batch-to-batch consistency?



	


2.12 Facility Inspection

	2.12.1 Has the facility been inspected by the relevant regulatory agency? 

	           ( Yes                                                 ( No

	Please attach the facility inspection approval letter/certificate


2.13 Trial Site Locations and Trial Protocols

	Town and Province
	Legal land and location
	Trial Protocol(s) – Attach trial Protocol

	
	
	

	
	
	


Please note: Section 3 must be completed for each Trial Protocol listed above and, for confined field trials. Section 4 must be completed for each Trial Site Location listed above.

Section 3: Contained Use Trial Protocol

Please fill out Section 4 for each Trial Protocol included in the application.

	3.1 Trial Protocol (Study) Title:
	


	3.2 Protocol 

Describe fully the purpose of the trial, the experimental design, the nature and type of data to be collected and arrangements for transporting the GMO to the trial site. Please include proposed, if any, herbicide/pesticide use.

	

	3.3 Provide work schedule (post approval) to include:


	
	

	3.3.1 Intervention (anticipated)
	3.3.2 Sampling (anticipated)

	
	


	3.4 Isolation

State the isolation measures being implemented for this trial and give details.

	


3.5 Method of introduction of GMO into parent where applicable
3.6 Spraying/Dipping*

Please complete this section if the trial site is subject to the use of an unregistered product, or a registered product used for a non-registered purpose.

	3.6.1 Name of the pesticide
	3.6.2 Total area sprayed

(Square meters)
	3.6.3 Active ingredient

	
	
	

	* This information is also required to determine compliance with the Pest Control Products Act.

	3.6.4 Unregistered Pesticide Use
Indicate whether the trial site location will be subject to unregistered pesticide use.
	             Yes             No

              (               (


3.7 Harvesting

	3.7.1 Will animal/organism be allowed  to reproduce?
	3.7.2 Describe the method of harvest for microbial cultures, embryos and other animal material

	       Yes         No

        (           (
	

	3.7.3 Will any material be retained from the trial?
	3.7.4 If yes,



	       Yes         No

        (          (
	3.7.4.1 Type of material to be retained

	
	

	
	3.7.4.2 Quantity  to be retained 

	
	

	
	3.7.4.3 Purpose of retaining material.

	
	

	3.7.5 Describe the storage method and storage location of harvested material.

	

	3.7.6 Provide the name, address and phone number of the contact person responsible for the storage of the material and the proposed storage records.

	

	3.7.7 Describe your management plan to avoid escape of GMO from the trial site  

	


3.8 Disposal Plan

	3.8.1 Describe your disposal plan for all material; including how and where the material will be disposed of.

	

	3.8.2 Provide the name, address and phone number of the contact person responsible for the disposal of the material and the proposed disposal records.

	


3.9 Contingency Plans

	4.9.1 Describe your contingency plan in the case of accidental release of GMO material or the breakdown of isolation/quarantine.

	


3.10 Monitoring the Trial Site

	3.10.1 Describe the extent and frequency of trial site monitoring during the course of the trial.

	

	3.10.2 Describe the extent and frequency of trial site monitoring during the post-trial period.

	

	3.10.3 Describe what monitoring results will be recorded, how they will be recorded and who is responsible for them.

	

	3.10.4 If any controlled monitoring procedures are proposed for this trial, detail these.

	

	3.10.5 Describe the provisions to remove or eliminate the GMO from the test site or any other place where it may be found upon completing the trial release and to restore the test site and any such other place to its status quo.

	


Section 4: Field Trial Site Location

(To be completed for confined field trials only)

Please fill out Section 3 for each Trial Site Location included in the application.

	4.1 Town/City

      (Nearest city)
	4.2 Province
	4.3 Legal Land Location (The NBA will not authorize a confined field trial unless the trial site has been inspected and approved)

	
	
	

	4.4 Field Manager (Must be a Kenyan resident and responsible for the trial site location)

4.4.1 Name                  

	4.5 Trial Size

Trial size in meters2

	
	

	4.4.2 Address
	4.6 Map location 

Has a complete map location of the trial site been provided?

	
	                   Yes             No

                    (               ( 

	4.4.3 Telephone
	4.4.4 Facsimile
	A map and GPS coordinates of the trial site must be received by the NBA within 7 days following commencement of the trial.

	
	
	


4.7 Habitat

	4.7.1 Describe the biological diversity of the trial site, including:


	4.7.1.0 Potential impacts resulting from the field test

	

	4.7.1.1 Soil

	

	4.7.1.2 Groundwater level

	

	4.7.1.3 Topography

	

	4.7.1.4 Flora and fauna

	

	4.7.1.5 Climate, especially prevailing winds and temperature

	

	4.7.1.6 Former use of the facility

	

	4.7.1.7 Distance from nearest human settlements

	

	4.7.1.8 Distance from surface water body

	


	4.7.2 Is the trial site part of a managed ecosystem?
	4.7.3 If yes, how close is the nearest natural ecosystem?

	         Yes              No

         (                 (
	

	4.7.4 How close is the site from an area of special ecological interest, including protected areas and sanctuaries?

	


4.8 Indigenous Species

	4.8.1 Specify the related wild and domesticated species/organisms present at the trial site and how close they are to the novel animal/organism material under test. 

	

	4.8.2 Are there any endangered species on or near the site?
	4.8.3 If yes, please list.

	          Yes             No

           (                (
	

	For information on endangered species that may be near the trial site location, contact the Kenya Wildlife Service, P.O. Box 40241 NAIROBI, Email: kws@kws.org, Website: www.kws.org, Langata Road, Telephone (+245-20-501081.


	4.8.4 What mechanisms are in place to prevent the local fauna from removing novel plant/animal/organism material from the site?

	


4.9 Post-Trial Land Use

	4.9.1 Name and address of the person(s) having control over the site during the post-trial land use period.

	

	4.9.2 What is the anticipated post-trial land use?

	

	4.9.3 Describe how the site boundaries will be marked to facilitate subsequent inspection.


4.10 Submissions and Trial Protocols

Please list all submissions and trial protocols used at this site.

	Submission (Animal or organism novel trait designation – List of possible designations/unique identifier)
	Trial Protocol(s)

	
	

	
	

	
	


Please note: Section 2 must be completed for each Submission listed above and Section 4 must be completed for each Trial Protocol listed above.
4.11 Public Notice

	4.11.1 How will you provide public notification of your proposed field trial?

	


Section 5: Certification 

I certify that the above information is true to the best of my knowledge. 

Principal Investigator

Name   _______________________

Signature ___________________________ 
Date ____________

Collaborator(s)

Name(s)   _______________________

Signature ___________________________ 
Date ____________

Collaborator(s)

Name(s)   _______________________

Signature ___________________________ 
Date ____________

Collaborator(s)

Name(s)   _______________________

Signature ___________________________ 
Date ____________

Institutional Biosafety Committee (IBC) Review

This application has been reviewed by IBC

Name of IBC______________________

Name of chairperson________________

Signature_______________________   Date__________________

