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NHS TAYSIDE RISK ASSESSMENT FORM 
Genetically Modified Organism Part 2After the NHS Tayside Advanced Therapy and Gene Modification Safety Committee (ATGMSC) meeting, if necessary, update the Risk Assessment (Part 1) to meet the requirements of the committee and update the PI signature and date.
Complete this form (Part 2) and the add PI signature and date.  The ATGMSC Secretary will obtain the other signatures (Biological Safety Officer, Pharmacist and Chair).
 Submit this form (Part 2) along with the original Risk Assessment (Part 1) or updated Risk Assessment (Part 1).



	[bookmark: _Hlk182234736]FOR COMMITTEE USE ONLY
	

	Risk Assessment Version Number
	

	Date Received by ATGMSC Secretary
	

	ATGMSC Reference
	AT



[bookmark: _Hlk155621414]Section 13:  Occupational Health and HSE Consent (for GM Class 2 and above)
[bookmark: _Hlk175580696]If the GMO is confirmed as GM Class 1, please tick N/A for section 13 but ensure that all precautions are being taken.
Not Applicable   |_|      Continue to section 14.
If the committee have confirmed the GMO is GM Class 2 or higher, sections 13.1-13.7 must be completed by the Occupational Health Physician before committee approval and HSE Consent, section 13.8, must be stated.
13.1 – Health Effects
	



13.2 – Medical Risk Assessment
	



13.3 – Pre-Exposure Arrangements
	



13.4 – Post-Exposure Action
	



13.5 – Antibiotic Treatment or Chemoprophylaxis
	



13.6 – Health Surveillance Required
	



13.7 – Additional Notes & Comments
	



13.8 – HSE Consent
HSE notification/consent is required for projects categorised as Class 2 and above.
	Has HSE notification been submitted?
	[bookmark: _Hlk175583324]Yes |_|     No |_|      NA |_|     

	Class of study
	

	Date of HSE consent
	

	HSE Reference
	



[bookmark: _Hlk155621528]Section 14: Declarations and Approval
14.1 –PI Declaration
I confirm that:
· all information contained in this assessment is correct and up to date.  Any changes to the research study that alters the information supplied in this assessment will invalidate this assessment and the approval granted to it.  If this occurs, all work must cease and the changes notified to the ATGM Safety Committee.
· the information detailed on this risk assessment form has been/will be provided to the relevant persons with responsibility for the clinical care of patients and also to the persons with managerial responsibility for NHS and University of Dundee staff involved in this clinical research study.
I undertake to ensure that:
· no work will be carried out until this assessment has been completed and approved, and all necessary control measures are in place. Also, I accept that a statutory notification period may be required before work can commence.
· the containment measures specified in this Risk Assessment are appropriately applied in the conduct of this clinical research study.
The PI responsible for this research study must ensure that this risk assessment remains valid by carrying out regular review.
	PI Name
	Title

	Signature

	Date




14.2 – NHS Biological Safety Officer Confirmation
I declare that this risk assessment has been scrutinised and approved by the ATGM Safety Committee.
	Name
	Title

	Signature

	Date




14.3 – Pharmacy Authorisation
I confirm that I am satisfied with this risk assessment, the arrangements put in place to confirm risk and the facilities proposed for this ATIMP.
	Name
	Title

	Signature

	Date




14.4 – Committee Chair Approval
I confirm that this clinical research study has been unanimously approved by the Committee.
	Name
	Title

	Signature 

	Date




Submission details
Please ensure the PI Declaration is signed.  
Send the completed form and your original or updated Risk Assessment (as applicable), along with any other updated documents, to the Secretary of the ATGM Safety Committee at TASCQA@dundee.ac.uk
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