FRM133 CUH GMO/ATMP Committee Form                                  
FRM133 Cambridge University Hospitals NHS Foundation Trust
Risk Assessment For Clinical Research Activity Involving Genetically Modified Micro-Organisms (GMMs) Or Other Biological Agents And Micro-Organisms
	1. PROJECT DETAILS


	Risk Assessment Version
	

	Date
	
	Amending a previous?
	

	Project Title
	


	Lead organisation
	


	Lead Clinician
	


	Department
	

	Position
	

	Employer and Hon Contracts held
	


	
CU or DR consents to an organisation other than CI/PIs employer / Hon Contract issuer will require a Delegation Of GM Responsibilities form

	Person conducting assessment
	


	Department
	

	Position
	

	1.1 Brief summary of the project, giving a succinct overview of the processes involved with the organism(s)


































	

	2. MICROORGANISM(S) AND ANY GENETIC MODIFICATIONS


	2.1    List (do not describe) non-GM organisms – OR - recipient organisms before genetic modification

	 ACDP HG

	
	

	
	

	
	

	
	

	2.2    List (do not describe) GM organisms Put genus species, then put any acronyms in brackets. Leave blank if no GMMs

	

	

	

	

	2.3     Describe functional properties of inserted / deleted gene(s) or genetic modifications. Enter “NA” if no GM.
          Do not include plasmid maps, figures, manufacturing or cloning details.

	








































	3. HAZARDS TO HUMAN HEALTH AND ENVIRONMENT FROM THE ORGANISM(S)


	3.1 	 Describe all potential route(s) of infection relevant to the proposed activities
Describe any expected shedding: route, amount, duration. What evidence do you have to support this?
Describe how shedding will be contained / mitigated / monitored?


	



















	3.2 	Describe any hazards to human health from all organisms (refer to any GM attenuating features)


	















	3.3 	Describe any hazards to the environment from all organisms (refer to any GM attenuating features)


	













	4. GENERAL RISKS AND CONTROL MEASURES


	
4.1 	Identify and describe any hazardous procedure(s) involved in handling the organisms(s) at any stage.


	













	4.2 	Might infectious droplets or aerosols be created? If yes, describe control measures (see also section 4.3).


	












	4.3 	Describe any proposed use of a microbiological safety cabinet or laminar flow cabinet, or similar.
Describe maintenance and testing procedures of cabinet.
Describe any particular requirements for the preparation room e.g. negative pressure, temperature control. Describe any incubation of organisms.
Enter “None” if none of the above proposed.

	








	4.4 	Will the organisms be centrifuged? If yes, describe buckets, leaks/spillages procedures. 


	







	4.5 	Describe and justify use of sharps, safe disposal, and additional precautions to increase user safety


	






	4.6	What are the Personal Protective Equipment (PPE) requirements?
Goggles or lab coats are not compatible with Containment Level 1. Gloves are not automatically required for CL 1

	
Task
	
Gloves
	
Apron
	Surgical mask
	Safety glasses
	
Goggles
	Lab coat
	Other (specify)

	
During Preparation
	
	
	
	
	
	
	

	During administration
	
	
	
	
	
	
	

	For sample processing
	
	
	
	
	
	
	

	For clean-up / disposal
	
	
	
	
	
	
	



	4.7 	Describe storage and laundering of any non-disposable PPE. Enter “NA” if none.

	






	4.8 	Describe any other information on PPE of which the committee should be aware.

	







	4.9 	Describe the training of all staff at risk of exposure on relevant SOPs and study-specific documents including this risk assessment (e.g. at an SIV, also how will staff who join after the SIV be trained).

	







	4.10 	Describe any necessary Occupational Health procedures required for staff at risk of exposure, such as immunisation, screening, surveillance.

	










	5.	STORAGE, TRANSPORT, ADMINISTRATION AND DISPOSAL OF MICROORGANISMS


	5.1 	Who will receive the organisms and where? Provide contact details


	







	5.2 	List and describe for all places where the organisms will be stored:
- security measures (e.g. restricted access, locked freezers etc.)
- storage requirements (e.g. temperature control, room ventilation, negative pressure)
- monitoring and alarm systems
- backup storage in event of failure
- accountability procedures to track organisms and identify missing / loss of material


	










	5.4 	Describe any access restrictions, signage, separation from other staff, participants and visitors.
Describe how long recipients may have to remain in isolation or under restrictions.
Justify any controls or lack of controls that you propose.


	






	5.5 	Describe and justify any proposed modifications to Trust Emergency Procedures involving recipients of    microorganisms such as fire evacuation, resuscitation. (It is expected that there will be no need for any).


	We do not anticipate any modifications




	5.6 	Describe how organisms will be transported between storage, preparation, administration and waste treatment areas.
                Detail routes and proposed containment measures (e.g. rigid, fastened, autoclavable, leak-proof box)

	






	5.7 	List any clinical samples that will be taken following administration that may contain the organism(s).
(Do not just list everything. Only list samples that may plausibly contain the organisms in significant numbers).
Describe type, quantity and frequency. Describe who will take the samples and how. Describe transportation and necessary packaging.


	











	5.8 	Describe where analysis of samples identified in section 5.7 will take place.
Describe how they will be transported there including details of packaging (IATA compliant?).
Describe waste disposal of samples (note specific Contained Use requirement for inactivation if applicable)


	










	6. ACCIDENTS, DECONTAMINATION, INACTIVATION AND WASTE MANAGEMENT


	6.1 	Describe any necessary action following an accidental exposure of staff to organisms.

	Exposure
	Immediate action
	Medium/long term action

	Eyes


	
	

	Mouth splash/swallow


	
	

	Inhalation


	
	

	Spillage on skin


	
	

	Needle stick


	
	

	6.2 	Describe procedures for dealing with spillages and disposal of organisms and other contaminated waste
              Consider all waste potentially contaminated with organisms at any stage of the project including storage, preparation, administration, sample generation, sample analysis and stock disposal.

	Waste type
	Details of waste
	Storage location(s) prior to deactivation or disposal
	Describe any deactivation process e.g. autoclave / chemical deactivation / clinical waste streams 
Name any chemicals and their concentration
Indicate colour of bags/sharpsafes (usually YELLOW for GMMs and ORANGE for non-GMMs)

	Liquid waste, spills
	







	
	

	Sharps
	








	
	

	Other solid waste
	





	
	

	6.3        Autoclaving details: (if no autoclaving required tick box and leave cells below blank)
	                           No Autoclaving

	Primary & backup autoclave locations
	

	Autoclave cycle (temp and duration)
	


	Monitoring, recording & maintenance
	


	Area for storage awaiting autoclaving
	


	Disposal route after autoclaving
	




	7. REGULATORY PATHWAY AND CONTAINMENT LEVEL

	7.1 	For all studies either put “X” in ONE box in the appropriate regulatory pathway column to indicate class and / or containment level for all organism(s) - OR - if you propose different classifications for different organisms then write the name of each organism in the relevant boxes.
The Committee will confirm or amend proposed classifications after final review

	Contained Use
Specify both an Activity Class and Containment Level
	Deliberate Release
Containment Level
	ACDP (non-GM)
Containment Level

	Class 1

	



	CL 1
	
	CL 1
	
	CL 1
	

	Class 2

	



	CL 2
	
	CL 2
	
	CL 2
	

	Class 3

	



	CL 3
	
	CL 3
	
	CL 3
	

	CU GM Centre No:

	
	DR DEFRA reference:
	

	Describe and justify any derogations from Contained Use below
	DR Consent to which organisation & any conditions?
Also attach DEFRA Risk Assessment and Consent Letters


	




















	



	7.2 	Who will be responsible for HSE or DEFRA notifications? Give contact details. Enter “NA” if none required.

	











	7.3 	Is this work notifiable under the Anti-Terrorism Crime and Security Act?
	Yes

	No



	8.	DECLARATIONS AND APPROVALS

	Chief or Principal Investigator Acknowledgements
Forms submitted without all sections of this box completed will be returned without review
	CI/PI initials

	I confirm that all information in this assessment is correct and up to date.
	

	I will ensure that no work will be carried out until this assessment has been approved and all necessary control measures are in place.
	

	I accept that a statutory notification period may be required before work can commence.
	

	I confirm that the information detailed on this risk assessment form has been provided to the relevant person
with responsibility for the clinical care of patients and to the person with managerial responsibility for all staff involved in this work.
	

	I understand that any changes which alter the basis on which this assessment was approved will invalidate this assessment and its approval. All work will cease immediately, and changes will be notified using an amended version of this Risk Assessment for re-approval.
	

	I confirm that I have a substantive or honorary contract with all organisations to whom Contained Use or
Deliberate Release consents may be granted or will sign a Delegation Of Responsibility Form if necessary.
Enter “NA” only if no GMMs involved.
	

	Chief or Principal Investigator Signature       If a scanned signature image is used then the form must be emailed by the CI / PI
                                                                                                     Click the icon to insert an image from file

	Signature / Image:



	
	Date:
	



	Final Approvals by Committee Chair or Delegate

	Name:


	
	Signature / Image:
	
	Date:
	








	9. STAFF WHO MAY BE EXPOSED TO ORGANISMS BUT NOT ON ANY DELEGATION LOG

	9.1 	List below any staff who may be exposed to the organisms assessed in this Risk Assessment, but who will not be on a trial
               Delegation Log. (Normally this would only apply to non CTIMPs).

	Name
	Role
	Dates on project
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