GMO Plant/Animals:  Seventh Schedule Part I & II (Article 36)
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Seventh Schedule
PART II
Principles to be followed for the (Risk) Assessment referred to in Article 36.

This Part of the Schedule describes in general terms the elements to be considered and the procedure to be followed for the purposes of performing the assessment referred to in Article 36
A
Elements of Assessment

1 The following shall be considered as potentially harmful effects:

· disease to humans, including allergenic or toxic effects,

· acting as a human disease vector or reservoir,

· adverse effects to humans arising from change in behaviour or in physical nature,

· adverse effects arising from the inability to treat human disease or offer effective prophylaxis.
2 The assessment referred to in Article 36 shall be based on the following – 
	(a) Identification of any potentially harmful effects in particular those associated with:

	i) the recipient organism:
	

	ii) the genetic material inserted (originating from the donor organism):
	

	iii)  the vector:
	

	iv) the donor organism (as long as the donor organism is used during the activity):
	

	v) the resulting GMO:
	

	(b) Characteristics of the activity:
	

	(c) Severity of the potentially harmful effects:
	

	(d) Likelihood of potentially harmful effects being realised:
	


B
Procedure – Stages of Assessment
	(1) First Stage - 

	(a) Identification of the harmful properties of the recipient and, where appropriate, the donor organism
	

	(b) Identification of any harmful properties associated with the vector or inserted material, including any alteration in the existing properties of the recipient.
	


	(2) Second Stage - 

	(a) Identification of the level of risk associated with the genetically modified organism.


	


	(3) Third Stage - Selection of containment and other protective measures on the basis of (a) (b) (c) below.

	(a) The level of risk

associated with the genetically modified organism

	

	(b) The

characteristics of the environment likely to be exposed, and


	

	(c) The characteristics of the activity
	


	(4) Fourth Stage - 

	Review and reconsideration of the overall assessment, having regard to the outcome of each of the first three stages 
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