ANNEX 11l

MICROORGANISMS

Form for the Submission of Prior Consultations for Microorganisms

1. For submissions concerning a hypothetical product, only the General Module of this form

shall be completed.

2. Where the same genomic intervention has given rise to multiple products or lines, a single

PC shall be submitted, with the common information grouped in the General Module in order to avoid

repetition.

|. DEVELOPER INFORMATION MODULE
a. Name and address of the entity submitting the consultation:
b. Name and address of the entity developing the product:
C. Identification of the line/product/development:

Legal representative submitting the consultation:

a Name:

b. Address:

c Telephone:
d

Email:

Technical officer submitting the consultation:
a. Name:

b. Address:
Telephone:

Email:
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I. GENERAL MODULE
A. Taxonomic description at the most specific taxonomic level possible.

B. Select the type of product:

Real / obtained

Hypothetical / under development

C. Name assigned to the line/product/development.

D. Brief description of the objective of the intervention carried out or to be carried out.

E. Detailed description of the technigque used or to be used, and all steps applied in the case
presented.

F. Molecular description of the organism’s target nucleotide sequences in their state prior to

application of the technique.
G. Description of the function of the sequences in their state prior to application of the technique.

H. Description of the expected/observed changes in sequence function and phenotype following

application of the technique.

I Map of any genetic construct or nucleic acid fragment used or intended to be used in the

development process, detailing the genetic elements (where applicable).

[l FINAL PRODUCT MODULE
A. Changes observed in the target sequences following application of the technique.

B. Provide experimental evidence that the product obtained contains no residual genetic

constructs or nucleic acid fragments used in the genome intervention process.

V. REFERENCES
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A. Provide copies of any publications cited.

B. Provide a certificate or report evidencing approval of the procedures by the animal care

and use committee, where animal experimentation is involved.
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