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RISK ASSESSMENT OF PROPOSED CLINICAL TRIAL ACTIVITIES INVOLVING GENETICALLY MODIFIED ORGANISMS

Further information can be found in the guide to the Contained Use Regulations and in the SACGM Compendium of guidance.
Please refer to Schedule 8 of the GMO Contained Use Regulations for information on appropriate containment measures.

Please use this form in conjunction with the JRO SOP for Risk assessment process for clinical trials involving genetically modified organisms (GMO)
Abbreviations

	SACGM
	Scientific Advisory Committee on Genetic Modification

	GM
	Genetically Modified

	GMO
	Genetically Modified Organism

	GMM
	Genetically Modified Microorganism 

	GMSC
	Genetic Modification Safety Committee

	HSE
	Health and Safety Executive

	IMP
	Investigational Medicinal Product

	IRAS
	Integrated Research Application Service

	MHRA
	Medicines and Healthcare Products Regulatory Agency

	REC
	Research Ethics Committee

	SOP
	Standard Operating Procedure



1. Clinical Trial Details:
	Title of Study:
	

	Study reference number (e.g., IRAS/REC number):
	

	Principal Investigator:
Department/Institution

Email address
	

	Alternative contact for Clinical Trial:

Name, Job title, email address
	

	Sponsor:
	

	Date Submitted:
	

	Is this the first GM risk assessment form you are submitting for this trial, or an updated risk assessment in light of amendments/changes to the GMO?

If this is an updated risk assessment form, please include details (where applicable) of what has changed, and provide a copy of the original GM risk assessment form and approval when submitting to the JRO
	


2. GMO Details:
	List address(es) of UCLH premises where GMO will be handled/administered
	

	Description of finished IMP


	

	Classification of the GMM according to GMO (Contained Use) Regulations 2014

	

	Will all the containment measures specified for this class of activity be applied? If not, justify any divergence (official derogation from the HSE will be required for this.)


	

	Who will prepare the gene therapy agent?

i. Name and Job Function
ii. Qualifications/Training relevant to procedures involving GM material

iii. Where will agent be prepared?
	

	Who will administer the gene therapy agent?

i. Name and Job Function

ii. Qualifications/Training relevant to procedures involving GM material

iii. Where will the agent be administered?
	


Please list any other persons with involvement in GMM handling and/or patient care:

	Name:


	GMM Handling:


	Patient Care:


	Specify any specific information or training to be provided for the listed categories of workers, over and above training and experience normal for such workers.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


3. Patient treatment Information
	Will the gene therapy agent be given to:


	Patients


Yes/No

Screened Volunteers

Yes/No

Minors



Yes/No



	Will it be given to single individuals or as a group, and how many treatments will be given in one session?

Details:

	Could the patient require emergency treatment for the condition being addressed with gene therapy and how would this be safely dealt with? 



	Will there be any preliminary or concurrent treatment with other agents (e.g., immunosuppressive therapy)?

Details:




4. Quantity of the GMM to be used:
	Activity and location
	Volumes to be worked with
	Concentrations of the GMM to be used

	
	
	

	
	
	

	
	
	


5. Identification of hazards associated with specific operations, and measures to control the resulting risks:
	HAZARD


	COMMENT/ACTION (specify SOP if appropriate)

	Specify arrangements for safe storage of the GMM. What are the arrangements for access to the product?
[Location and security measures to limit access, details of segregation from other products and GMM contaminated samples. Also include any contingency plans if the fridge or freezer fails]


	

	Specify arrangements for the safe preparation of the GMM for administration.

	

	Are there any hazards to Health Care Workers associated with contact with the patient’s following administration of the GMM? Specify precautions.
[Consider workers who maybe immunosuppressed /pregnant, are any additional measures required to protect these people]
	

	In addition to standard hospital procedures are any additional safety arrangements required for the disposal of clinical waste from the patient’s room or cleaning during or after treatment and specify any specific procedures required for cleaning patient’s bed linen or laundry?
[Please identify the GMM contaminated waste and the disposal routes]
	

	Identify any specific precautions or restrictions required for visitors to the patient.

	

	Are there any specific safety procedures required related to transporting the patient within or out of UCLH following treatment? 


	

	Are there any specific safety procedures required in the event of an acute medical emergency or death (during treatment)?

E.g., cardiac arrest


	

	Specify any health surveillance requirements for staff involved in the work. Has a standard protocol been arranged with Occupational Health to this effect?

	

	Specify the protective clothing and any other personal protective equipment to be used at each stage.
	


Further details for Biological Safety Officer
Details of GMM
	Parent vector:

Specify ACDP category
	

	Modified vector: 

List changes /disablements from parent and ACGM/ACDP categorisation
Can any disablements complement or revert back to wild type? 
	

	Description of inserted gene/nucleic acid sequences (mention source species) with brief description of functions of inserts/ knock outs
	

	Describe the properties of the GMM final product 
Have the modifications increased survivability, extend host range the host range e.g., could the GMM survive in another species
	

	Describe the measures taken to safely transport the GMM product and GM contaminated samples. Within the hospital and transport to another registered building / facility.
How will the material be packed to minimise the risk of contamination of corridors, beds, equipment in the event of a spill, could contamination spread to the external environment?
	

	How will spills be managed?
	

	If the GMM is aerosol borne what additional measures need to be taken if there is a spill?
	


Considerations for Human Health 

The information below should consider patients, staff and visitors and anyone who could come into contact with the GMM.

	Explain if the GMM has an extended host range 
	

	Describe the transmission routes including accidental transmission routes e.g., needle stick injuries and measures to minimise risk of exposure.
	

	Describe the consequences of accidental exposure
	

	Describe the consequences of non-target tissues from systemic administration
	

	Criteria of patient discharge 

Is there a risk of shedding in the environment or transfer of GMM from patient to people animals or the environment?
	


Environmental considerations 
	Does the work involve a micro-organism which is controlled by DEFRA?     

[If the GMM is being deliberately release DEFRA and the HSE must be notified]

If so, do you have a DEFRA license?                                                               

	If yes, attach copy of DEFRA licence or explain status of application: 



Specify any identifiable potential hazards to the environment, which might occur IF the genetically modified organism were to be unintentionally released, EITHER from the Trust premises OR following discharge of a treated patient. Classify the potential hazard as Severe, Medium, Low or Negligible.
[Include: survival in the environment e.g., increase in host range -survival in animals and or plants, impact on water treatment works. Describe the ability for the GMM to survive and transfer genes or recombine to wildtype]
	


Will any part of this work be carried out at another centre? If yes, please give details:

	


Authorisation and Notification

The work proposed has been reviewed by the Director of Infection Prevention and Control (or delegate) at UCLH.

The Principal Investigator and Director of Infection Prevention and Control (UCLH) should sign below to indicate their acceptance of the following statements.

Principal Investigator:

To the best of my knowledge and belief, the information provided in this risk assessment is accurate and complete. If the proposal is approved by the UCL GMSC (and by the HSE if required), I undertake to ensure that the containment measures specified in this risk assessment are appropriately applied in the conduct of the approved activities. 

I am aware of the JRO SOP for Risk assessment process for clinical trials involving genetically modified organisms (GMO) and UCLH Policy Approval of hosted clinical trials using Investigational Medicinal Products (IMPs) which are considered to be Genetically Modified Organisms and will ensure that this activity is conducted in full compliance with these procedures.
	Principal Investigator
	..................................................
	...........................................
	........................

	
	Signature
	Print name
	Date


UCLH Director of Infection Prevention and Control (or suitable delegate)

I have read this completed risk assessment and discussed any points requiring clarification with the Principal Investigator or his appropriate representative. The proposal may now appropriately be submitted for consideration by the UCL GMSC.

	Director of Infection Prevention and Control (or suitable delegate)
	. ......................................................
	...........................................
	........................

	
	Signature
	Print name
	Date


Biological Safety Officer

I have read this completed risk assessment and discussed any points requiring clarification with the principal investigator or his appropriate representative. The proposal may now appropriately be submitted for consideration by the GMSC.

	Biological Safety Officer/ Director of Infection Prevention and Control
	. ......................................................
	...........................................
	........................

	
	Signature
	Print name
	Date


All relevant regulatory and NHS approvals (e.g., Gene Therapy Advisory Committee, NHS Ethics Favourable Opinion, MHRA acceptance and UCLH Confirmation of Capacity and Capability) must be in place before undertaking any work involving the introduction of genetically modified materials into patients.

The completed risk assessment, when signed by the Principal Investigator and UCLH Director of Infection Prevention and Control, should be submitted to the UCL Genetic Modification Safety Committee via UCL RiskNet, and completion of the Class 1 GM Risk Assessment form https://www.ucl.ac.uk/safety-services/risknet . The following documents must also be uploaded:

· Research protocol 
· Investigator’s Brochure (if applicable)

· Investigational Medicinal Product Dossier (IMPD) (if available)

· Copies of previous GMSC risk assessment and approval (where applicable)
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