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Information required under Part A of the Fifth Schedule of the 
GMO (Contained Use) Regulations, 2001 to 2010
Class 1 and Class 2 Genetically Modified Micro-organisms (GMMs) Notification
	OFFICE OF ENVIRONMENTAL SUSTAINABILITY

	Name of Notifier and Address for correspondence:
	

	Contact details of Notifier:
	Tel:

	
	E-mail:

	Names of those responsible for supervision and safety:
	

	Information on the training and qualifications of the persons responsible for supervision and safety:
	

	Address and general description of the premises:
	

	The class of the contained use activity:
	

	Summary of the assessment referred to in Art. 13 of the GMO (Contained Use) Regulations, 2001 to 2010 and information on waste management.

	


	A description of the nature of the work to be undertaken:
	

	Does the GMM application contain confidential information?
	

	Will the GMMs (where applicable) be administered to animals, GM or otherwise, at any stage?
	

	Details of Biological Safety Committee 
	

	Further Information for the Assessment of the Notification

	Name and Contact Details of Biological Safety Officer:
	Name:

	
	Tel: 

	
	Email:

	Has the BSO/BSC reviewed and approved the notification? 
	

	Details of provisions for inactivation (in-house or off site), quantities and removal of waste material containing GMMs
	

	Contact details of Waste Contractor for waste material containing GMMs:
	


Notes for completion of the information required for Part A of the Fifth Schedule of the GMO (Contained Use) Regulations, 2001 to 2010
Class 1 and Class 2 Genetically Modified Micro-organisms (GMMs)
Note 1 - Part A of the 5th Schedule:
Article 16 of the GMO (Contained Use) Regulations 2001 to 2010 (hereafter referred to as the Regulations) requires that, as a minimum, the information contained in Part A of the 5th Schedule of the Regulations, should be provided in respect of ‘first time use of a premises’ for an activity involving the contained use of a Genetically Modified Micro-organism (GMM).  
The information required under Part A of the 5th Schedule is contained in this form. 
Note 2 - Confidential Information: 
Confidential information is dealt with under Article 9 of the GMO (Contained Use) Regulations, 2001 to 2010.  
Where information is deemed to be confidential then “verifiable justification for that request shall be given by the user” (Article 9(1)(b)).

It then falls to the Environmental Protection Agency “to decide which information (if any) shall be treated as confidential information and the Agency shall inform the user of its decision” (Article 9(2)(a)).

Certain information cannot be treated as confidential (Article 9(4)) notably:
· Name and address of the user and the location of the contained use activity;
· The purpose of the contained use and general characteristics of the GMO involved;
· The class of the contained use and containment level;
· The evaluation of foreseeable effects and in particular any harmful effects on human health or the environment.

If the application does contain confidential information, the following procedure should be followed for the purposes of submitting confidential/non-confidential information.

Note 3 - Waste Management:
· GM contaminated waste shall be inactivated by validated means.

· This should include details of inactivation of solid, liquid and sharps waste. Where autoclaving is the chosen method of inactivation, time, temperature and pressure of the inactivation cycle must be provided. 

· For chemical inactivation provide details of disinfectant used, concentration and contact time. 

· Where GM waste is inactivated off site, provide details of the off-site inactivation facility.
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