	
	



	[image: uc-rgb copy]
Name of Department:
………………………………….
	Biological Risk Assessment 

	
	Departmental Reference Number: 
Eg BioRA-001………….


Risk Assessment for Biological Agents and/or material that may contain these
A COSHH risk assessment is required not only for work with biological agents but also with materials that may contain these. This form can be used to undertake a risk assessment as required by COSHH. 
Important information and guidance on how to complete this Bio Risk Assessment can be found on the Safety Office intranet: https://www.safety.admin.cam.ac.uk/subjects/ Further biologicals/biological-risk-assessment-guidance-templates/guidance-notes-templates 
If the work includes the use of animals in biomedical facilities, then a dedicated Bio RA for working with animals must be conducted and submitted for approval alongside this risk assessment. For work on animals not within biomedical facilities (eg drosophila), please utilise this form.
Do not use this form for genetic modification risk assessment - if any micro-organism or material has been genetically modified previously or is going to be genetically modified then a specific risk assessment made under the Genetically Modified Organisms (Contained Use) Regulations 2014 is required. 
GM proformas are available at: https://www.safety.admin.cam.ac.uk/subjects/biologicals/gm-gmo-gmm-gm-plants/risk-assessment-proformas.
Biological agent: under the COSHH Regulations means a micro-organism, any cell culture (mammalian or non-mammalian), or human endoparasite, which may cause infection, allergy, and toxicity or otherwise create a hazard to human health. If any substance (eg RNA, antibodies, proteins, toxins) has the potential to cause harm to humans through biological activity, then this form must also be used. See also guidance link above.
Micro-organism: means a microbiological entity, cellular or non-cellular, which is capable of replication or of transferring genetic material.
Cell culture: means the in-vitro growth of cells derived from multicellular organisms.
The risk to the environment must also be considered when working with biological material.
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	TITLE OF PROCEDURE OR ACTIVITY:

	Date of project start:




	Section 1: PROJECT APPROVAL DOCUMENTATION[footnoteRef:1] [1:  Names to be obtained at the outset of the risk assessment. Signatures to be obtained after the risk assessment has been completed.
] 


	Name of Department responsible for approval and sign-off: 

	Departmental Biological Safety Officer
Name:
Signature: ……………………………..  Date: ……………………………..

	For Work at Containment Level 2 and above [footnoteRef:2]: [2:  The final Containment Level can only be assigned following the completion of this risk assessment. The Containment Level is determined in Section 11: ‘Final classification of procedure/activity’.
] 

Consultation with Departmental Biosafety Committee (for CL2 and above): 
Yes ☐  No ☐
Notification of Head of Department? 
Yes ☐  No ☐  N/A ☐
Consultation with Chair of University Sub-Committee for Biological Safety (For CL3):
Yes ☐  No ☐  
Please summarise what was agreed: 

	
Principal Investigator / Head of Group  / Project owner(s) – list if several

	Name
	Role / Position
	Name of Department (if different)
	Signature / Date

	
	
	
	

	
	
	
	

	
	
	
	

	
Name of Risk Assessor(s) – list if several.
Students must obtain the signature of their supervisor prior to work

	Name
	Role / Position
	Qualification
	Signature / Date

	
	
	
	

	
	
	
	

	
Name of reviewer accepting overall responsibility for this activity

	Name:
Signature: ……………………………..  Date: ……………………………..

	For Completion by BSO only – For Compliance Purposes: Does the project require any registration, notification or licence?
☐ None required    ☐ Import Licence   ☐ HSE notification  ☐ APHA   ☐ CITES     ☐ Defra   ☐ HTA 
☐ Home Office (Animal work)    ☐ Home Office/Police (Sch5)    ☐ Other, please specify: ……………

	

Section 2: LOCATION OF ACTIVITY (including additional sign-off in other departments)

	List all lab areas in the department where work will be carried out during all stages of the procedure
· 

	FACILITIES IN OTHER BUILDINGS/DEPARTMENTS INVOLVED IN THE PROJECT
Please note: all Departments/facilities involved with this activity must be provided with this RA. Persons responsible in other departments/facilities must sign it to indicate that they approve and comply with the planned control measures of the activities (see Section 6)

	List all facilities in other buildings/departments where any part of the work will be carried out
· 

	Name, role/position and signature of person responsible in these facilities to indicate that risk assessment has been seen and approved.

	Name
	Role/Position
	Signature/Date

	
	
	

	
	
	

	
	
	



	Section 3: SUMMARY OF ACTIVITY

	a) Overview of work (Provide a brief summary including aims and objectives)



	a) Description of procedures (Describe the types of laboratory procedures to be used including any non-standard laboratory operations, e.g. transport between sites. Identify any procedure that may require additional control measures such as generation of aerosols)

	b) Biological materials used (Provide details of the micro-organisms involved and/or details of materials that may contain micro-organisms, e.g. human or animal tissue and derivatives, soils, non-UK water samples, plants and plant components, cell suspensions, micro-organisms) 


	c) Other substances with potential biological activity (Provide details about any other substance with potential biological activity, eg RNA, prions, antibodies, bioactive nanoparticles, bioactive toxins)


	d) Quantities used and frequency of use (Indicate the scale of the work in terms of maximum culture volumes at any time shown as multiples of unit volumes)


	e) Transportation of samples across sites (Provide details how samples are transported across sites, eg. mode of transport, shipment by courier (local/national/international), frequency of transports, etc)


	f) Import/Export of samples before/during/after project start (Provide details how samples are imported/exported, eg. mode of transport, shipment by courier (local/national/international), frequency of imports/exports, etc).


	g) Where will the samples be stored in the department? (Provide details of storage facilities (eg access controlled room, access restriction to fridge/freezer/sample store)




	Section 4: HAZARD IDENTIFICATION

	Identify the hazards: list the biological material being used (and species) and/or the microorganism(s) contained within it. For each used micro-organism ascertain the following:  
· ACDP hazard group classification, see: http://www.hse.gov.uk/pubns/misc208.pdf
· Is the biological agent on the list of ‘Specified Animal Pathogens’ (SAPO)? See: https://www.safety.admin.cam.ac.uk/subjects/biologicals/sapo-animal-pathogens. If you do not hold a licence contact Dr Androulla Gilliland (Email: Androulla.Gilliland@admin.cam.ac.uk) for advice 
· Is the biological agent on Schedule 5 list? See: https://www.safety.admin.cam.ac.uk/subjects/biologicals/schedule-5-pathogens-and-toxins. The list also includes certain toxins.
If the work includes the use of living animals (non-GM) such as flies and nematodes, please use this form. If the work includes the use of dead animals (non-GM or GM, whole or parts of), please use this Bio RA form. Please select all that apply:
☐  Project includes the use of dead animals (non-GM or GM, whole or parts of). These are:  
☐  modern specimens      ☐ archaeological specimens 
☐  Project does not involve work with live, non-GM animals

	Description of biological material 
(eg microbiological cultures human saliva, mouse urine, homogenised brain, soil samples from abroad/polio endemic regions etc)
	Micro-organism(s)

(list actual or potential hazardous micro-organisms that could be present in the biological samples)  
	ACDP Hazard Group (1-4)
	SAPO agent?
	Schedule 5?

	
	
	
	☐	☐
	
	
	
	☐	☐
	
	
	
	☐	☐
	
	
	
	☐	☐
	a) Does the biological material or the micro-organism(s) contained within it pose a risk to the outside environment (eg plants, animals) if it were to be accidentally released?
Please also consider transport and waste management of samples (https://www.safety.admin.cam.ac.uk/subjects/biologicals/biological-risk-assessment-guidance-templates/guidance-notes-templates). 
Yes ☐  No ☐ 
If ‘yes’, please specify:


	b) Identify potential route(s) of infection in the laboratory: ‘tick’ all that apply
☐ Percutaneous (the use of sharps must be avoided. If necessary, please provide justification in this RA)
☐ Inhalation  ☐ Ingestion  ☐ Splash in eyes/mouth  ☐ Animal bite/scratch

	c) Describe any disease that may be caused: (including symptoms, severity, routes of transmission, availability of vaccine, etc)


	d) Does the biological material pose a risk for allergies? (eg use of plants, animals, animal parts, etc)
Yes ☐  No ☐ 
If ‘yes’, please specify how the risk arises.


	e) 1) Who may be harmed and how?

2) Identify those who may also be at increased risk: (for example pregnant workers, young persons under 18, those with pre-existing conditions which may increase susceptibility, cleaners, contractors, facility staff etc)
Anyone who might have a known or potential condition that may compromise resistance to disease for any reason should seek advice from the University Occupational Health Service regarding the need for monitoring and/or additional precautions.

	f) Could a less hazardous biological material (eg similar micro-organism with lower hazard group classification) be used instead?


	g) Are there any other non-biological hazards which might increase the risk when working with this biological material? 
(https://www.safety.admin.cam.ac.uk/subjects/biologicals/biological-risk-assessment-guidance-templates/guidance-notes-templates). Please select all that apply:
	☐ Use of sharps*
	☐ Lone Working  

	☐ Hazardous fumes, chemicals, dust 
	☐ Manual Handling 

	☐ Other - Please describe: 

*If sharps are used, please provide justification in this section. Specify in Section 6c what control measures are in place for their safe use.





	h) Is there anything within the project that should not be done as a lone-worker or out-of-hours (eg certain CL3 work)?




	Section 5: WORKING WITH HUMAN SPECIMENS AND HUMAN TISSUE ACT

	It is a legal requirement that all work using human tissue is carried out in accordance with the Human Tissue Act (HTA) where applicable. See information on HTA compliance on the Safety Office intranet: https://www.safety.admin.cam.ac.uk/subjects/biologicals/human-tissue-act. Provide the NHS REC study numbers if these are in place. Certain human tissues come with a potential risk for infection and the questions below assist in evaluating the risk. The answers will help to define control measures suitable for the reduction/elimination of the risk for operator and other staff.

	a) Does the project involve the use of human specimens?
☐ No. Omit the rest of this section and go to Section 6 ‘Control Measures’
☐ Yes. If ‘yes’, provide details of the sample type(s) and study population (disease status, age, etc…) below and complete rest of Section 5.
Further details:

	b) What is the country of origin (source) of the human samples? Please list all countries from which donor samples will be obtained (https://www.safety.admin.cam.ac.uk/subjects/biologicals/biological-risk-assessment-guidance-templates/guidance-notes-templates). 


	c) Have the sample donors been pre-screened for infectious diseases? Please list for which pathogens the donors have been pre-screened (HIV, HepB, HepC, etc…) and/or what selection criteria were applied to reduce the risk of infection. https://www.safety.admin.cam.ac.uk/subjects/biologicals/biological-risk-assessment-guidance-templates/guidance-notes-templates
Yes ☐ List tests:
No ☐

If human samples were screened: is there a test certificate available for the screening? If yes, please keep certificates to provide the BSO with a copy if required.
Yes ☐  No ☐

	d) What was/will be the collection date/source of the human samples? NB: the collection date and the sample origin can be associated with higher risks; https://www.safety.admin.cam.ac.uk/subjects/biologicals/biological-risk-assessment-guidance-templates/guidance-notes-templates.


	e) If human blood samples are used: are samples (or components of it) incubated in a way that may allow the inadvertent propagation of adventitious agents, eg HIV or other microbes?
☐  Yes  ☐  No  ; if ‘yes’ please explain the consequences

	f) Who is responsible for the import and storage of human samples? 


	g) How are the samples obtained: through a research ethics approved study or commercial sources? See guidance note
· NHS REC: Yes ☐  No ☐
· HBREC – The Cambridge Human Biology Research Ethics Committee? (See: https://www.research-integrity.admin.cam.ac.uk/research-ethics/research-ethics-committees) 
Yes ☐  No ☐
•     Commercially obtained samples? Yes ☐  No ☐

•    Samples obtained from a Tissue Bank? Yes ☐  No ☐



	Section 6: CONTROL MEASURES

	Specify what measures are required to control all the risks listed in Section 4: (Risks must be adequately controlled to prevent exposure or to minimise it to such an extent that any harm is unlikely to result from the exposure. The Regulations require minimum containment measures for laboratories handling particular groups of biological agents; in general the number of the hazard group of a particular biological agent indicates the minimum level of containment under which it must be handled. Ensure control measures protect everybody, not just laboratory workers.)

	a) [bookmark: _GoBack]Engineering control measures: (e.g. Microbiological Safety Cabinet Class I, II or III, other LEV etc)
1) If work is carried out in another department (host): does the host department have these engineering controls in place?
☐ Yes ☐ No ☐ Not applicable

2) Are the required engineering controls in the host department regularly/currently serviced and maintained? 
☐ Yes ☐ No ☐ Not applicable


	b) Personal protective equipment (PPE): Please ‘tick’ all that must be worn:


	Lab coat
☐
	Gloves
☐
	Eye or face (specify if yes)
☐
	Respiratory Protective Equipment (RPE)
☐
	Other (specify)
☐

	c) Control measures for the use of needles and sharps
☐  Only ‘blunt’ needles are used
☐  The use of sharps is necessary eg needles, glass Pasteur pipettes, blades. 
 Their use will be controlled as follows: (describe how the risk of needle stick/sharp injuries will be mitigated):
☐  No needles /sharps are to be used

	d) Other control measures (Specify any additional control measures that may be needed for specific risks identified above and not covered in the general measures. Consider risks during shipment, sample storage, access restriction and provision of emergency procedures if appropriate. Refer to any SOPs which are already in place) 


	e) Emergency procedures: (Appendix 1 lists some generic emergency procedures which can be amended by departments where necessary)




	Section 7: MAINTENANCE AND TESTING OF CONTROL MEASURES 

	a) Outline the pre-user checks on any control measure equipment prior to project commencement.  Specify if workers have to carry out any pre-use checks of control measures before these are used. Simple visual inspections may suffice but more detailed examination of engineering control measures are usually required on safety critical control measures and which also might need recording.


b)  Select all control measure equipment that will be used:
	☐ Microbiological Safety Cabinets

	☐ Autoclaves (eg performance monitoring samples; autoclave within service interval)
☐ Local Exhaust Ventilation (LEV; eg fume cupboard, downdraft table, ‘snorkel’)

	☐ O2 Monitoring

	☐ CO2 Monitoring
☐ Other- Please specify/describe:

	






	Section 8: WASTE DISPOSAL 

	Consider how any waste (solid, liquid, other non-biohazard waste types) will be disposed of.
All biological waste materials must be inactivated prior to final disposal – https://www.safety.admin.cam.ac.uk/subjects/biologicals/biological-risk-assessment-guidance-templates/guidance-notes-templates.





	Section 9: HEALTH SURVEILLANCE AND VACCINATION

	Specify if health surveillance or vaccination is required for this work: 
It is University policy that all staff/students working with any of the listed hazardous materials (biological and non-biological) below should complete a Job Hazard Evaluation form (Form OHF29, https://www.oh.admin.cam.ac.uk/oh-forms). If the risk(s) can’t be adequately controlled using the control measures listed in this risk assessment, then Occupational Health (OH) should be consulted.
Staff/students are strongly encouraged to be vaccinated against Hepatitis B virus (HBV) appropriate to the risk; however vaccination in itself is not a control measure.
All staff and students working with animals or working with hazard group 3 pathogens must be seen by OH prior to work commencing. Form OHF35, https://www.oh.admin.cam.ac.uk/oh-forms must be completed when working with HG3 pathogens.
All workers MUST notify the DSO/BSO and their PI if their health status changes whilst working on this project.
Please ‘tick’ all that apply:
	Work involving human blood/tissues
	Yes ☐ No ☐
	Work involving known human pathogens
	Yes ☐ No ☐

	Work involving animals/ animal tissues including insects
	Yes ☐ No ☐
	Work involving carcinogens
	Yes ☐ No ☐

	Work involving sensitisers
	Yes ☐ No ☐
	Work involving substances causing systemic toxicity
	Yes ☐ No ☐

	Work involving skin irritants or other substances causing dermatitis
	Yes ☐ No ☐
	Work involving teratogens
	Yes ☐ No ☐




	
Is a vaccine available? Yes ☐  No ☐  Does the residual risk warrant the need for vaccination? Yes ☐  No ☐
Is treatment available? Yes ☐  No ☐ Please describe:  



	Section 10: INFORMATION, INSTRUCTION AND TRAINING

	Specify training requirements: (Decide whether any special training is required to carry out the procedures.)
It is the responsibility of the PI that all staff/students new to this work are adequately trained and supervised until deemed competent. This includes taking relevant training courses eg HTA, Use of MSCs, etc. 
It is the responsibility of the PI that all staff/students adhere to the control measures as set out in this risk assessment.
Training records must be kept by the Department.




	Section 11: FINAL CLASSIFICATION OF PROCEDURE/ACTIVITY

	Based on the information provided in this risk assessment, specify the Containment Level (CL) for the outlined procedure/activity. 
☐ CL1                                             ☐  CL2
☐  CL3                                             ☐  CL3 derogated





	Section 12: VERSION CONTROL AND RISK ASSESSMENT REVIEW

	This risk assessment MUST be reviewed annually or more frequently if there is any change in the work, or if new information becomes available that indicates the assessment may no longer be valid.

	Version
	Name and signature of reviewer; date of review
	List significant changes

	V 1.0 
(Y1 - Original)
	Name: See Project Approval Documentation 
(Page 2 of this RA)
	N/A

	V 2.0 (Y 2)

	Name:
Signature:
Date:
	

	Create additional rows as required
	Name:
Signature:
Date:
	





	Section 13: USER SIGN OFF SHEET

	By signing this risk assessment the user declares the following:
· That they have read and understood this risk assessment
· That they will read and sign-off any associated risk assessments, SOPs, SSOWs
· That they will adhere to the control measures as set out within this risk assessment
· That they are aware that non-compliance might result in withdrawal of the permission to carry out the activities and/or revocation of access for restricted areas.


	Name
	Signature
	Date

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	Create additional rows as required
	
	




Appendix 1    EMERGENCY PROCEDURES (modify as appropriate)
Splashes
· Skin: wash immediately with lots of soap and water
· Eyes: wash immediately with cold water or saline from a sterile eye wash bottle
· Mouth: rinse quickly and thoroughly with cold water
· Call a First Aider
· Inform your Supervisor and Departmental Safety Officer
· Log the incident on the University incident reporting portal: https://www.safety.admin.cam.ac.uk/subjects/accidents-and-incidents 

Needle stick and Sharps Injuries
· Immediately wash the wound well with soap (or skin antiseptic) and running water (at least 5 min).
· Cover with a waterproof dressing
· Contact a First Aider
· Contact the University Occupational Health (OH) Department, preferably straight away and at least within 48 hours for advice or treatment. OH is open Mon-Fri 08.30 to 16.30. Provide details, including the risk assessment and procedure in an emergency, eg to take a prophylactic medicine. [Email: OccHealth@admin.cam.ac.uk, telephone number 01223 336594]
· If Occupational Health Staff are not available, go to the Accident & Emergency (A&E) department, who will advise whether eg anti-retroviral treatment is required. Take details, including the risk assessment and procedure in an emergency
· If needles/sharps have been used, retain a sample of the blood/tissue to test for Hep B/ HIV if necessary
· Inform your Supervisor and Departmental Safety Officer
· Log the incident on the University incident reporting portal: https://www.safety.admin.cam.ac.uk/subjects/accidents-and-incidents 
Spillages (including broken tubes, leaking tubes)
· Wear gloves
· Use forceps (not fingers!) to pick up broken glass/plastic and place in plastic sharps container for disposal by incineration
· In case of blood spills or spills of other biohazardous fluids: clean up any blood or other biohazardous spills immediately by swabbing with 5% Chemgene (or other approved biocides), leaving to act for a period of 30 minutes. Dispose towels and waste in clinical waste bag for autoclaving/incineration
· Disinfect area with 5% Chemgene (or other approved biocides)
· Inform your Supervisor and Departmental Safety Officer
· Log the incident on the University incident reporting portal: https://www.safety.admin.cam.ac.uk/subjects/accidents-and-incidents 
Lphm 23 January 2015	Page 1

Biological RA Template Jan 2022 Version 2.0		Page 10 of 10
image1.jpeg
8 UNIVERSITY OF
) CAMBRIDGE





