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	BA Risk Assessment Form: Biological Agents and Materials

	A BA risk assessment is required for any work involving the possession, use or exposure to biological agents and related materials. In addition, please note that the possession or use of any hazard group 3 biological agents or the hazard group 2 biological agents Bordetella pertussis, Corynebacterium diphtheriae and Neisseria meningitidis requires written permission from your School Biological Safety Committee and HSE. Please complete this form and register any hazard group 2 and 3 biological agents using Retain. The School Biological Safety Adviser provides advice to Principal Investigators on biological agent risk assessment, HSE notification and licences. You should read the guidance provided on BA risk assessment and biological safety on the Biosafety Unit website. Please complete those boxes that apply to your work.



	Section 1 Basic Details

	Title of project
	

	Local reference number
	

	HSE reference number
	

	Principal investigator
	

	School / Institute
	Clinical Medicine/ Centre for Cardiovascular Science

	Date of assessment
	

	Location of work (Buildings and room numbers or fieldwork)
	



	Section 2 Project

	This section should describe the project which should be reasonably detailed but not exhaustive.

	2.1: Description of project and activities	Comment by Catherine Duff: Please add a description of your activities/ project. The more information you can give, the easier it is to help you with the next section

State, what the tissue/ samples/ cells /virus vectors and inserts are, 

where the tissue came from, ie surgeries from patients from the general pop, the ethics ref # if appropriate, animal house, laboratory etc..

ref GMO form if appropriate

	




	Section 3 Risk Assessment

	This section should describe any potential risks to humans and or the environment. It should include a clear and explicit justification of any statements made about the risks with a logical explanation and any relevant evidence or references. The level of risk is estimated using the matrix given at the end of this form and then stating the risk as either Effectively zero, Low, Low / Medium, Medium or High.

	3.1: Biological agents or materials

	Biological agents (Group 1)
	

	Biological agents (Group 2)
	

	Biological agents (Group 3)	Comment by Catherine Duff: Virus vectors: 
State all types AAV, AV, LV etc

Bacterial strains:

Cell lines:

Human pathogens
State what pathogens/adventitious agents could be contained in the tissue and the likelihood they would be present, you need to justify your answer
ie blood born viruses such as HepB/ C and HIV but as from gen pop risk is low. 

SARS CoV2- We are not allowed to have “known” SARS CoV2 infected tissue (lung tissue etc) as this is a CL3 pathogen. You can state “harvested before Dec2019 so no risk” or state that the virus isn’t blood born and hasn’t been identified in the tissue you are using.  
	

	Specified animal pathogens (Group 2)	Comment by Catherine Duff: Other animal species
Obtain the latest health screen from the animal house to find out what adventitious microbials the animals have. 
If from another source find out from them what possible pathogens they contain.
	

	Specified animal pathogens (Group 3)
	

	Plant pathogens or pests
	

	Toxins
	

	Carcinogens
	

	Allergens
	

	Human tissues, cells or materials	Comment by Catherine Duff: State what tissue you are using
	

	Human cell cultures
	

	Animal tissues, cells or materials
	

	Animal cell cultures
	

	Plant tissues, cells or materials
	

	Plant cell cultures
	

	Humans
	

	Animals
	

	Plants
	

	Soils
	

	Environmental samples or materials
	

	Waste	Comment by Catherine Duff: State what waste is generated and if biologically infected.
	

	Other biological materials
	

	


	3.2: Type of work

	Select all that apply
	Laboratory / Fieldwork / Other

	


	3.3: Human, animal or plant diseases or conditions or environment damage associated with the biological agents

	Human:
Animal:
Plant


	3.4: Potential routes of exposure to humans, animals or plants or release to environment

	Select all that apply
	Inhalation / Ingestion / Injection / Absorption / Other	Comment by Catherine Duff: State which routes are possible and what would happen if an accident occurred. This is without any safety measures in place. If not possible route put N/A

	Inhalation:

Ingestion:

Injections:

Absorption:

Other:


	3.5: Use of biological agents or materials

	Select all that apply
	Small scale / Medium scale / Large scale / Fieldwork / Animals / Plants / Other

	


	3.6: Frequency of use

	Select one
	Daily / Weekly / Monthly / Other

	


	3.7: Maximum amount or concentration used

	Select one
	Negligible / Low / Medium / High

	


	3.8: Levels of infectious aerosols

	Select one
	Negligible / Low / Medium / High	Comment by Catherine Duff: Can aerosols be generated from what you are doing, justify answer.

	


	3.9: Potential for exposure to biological agents or materials

	Select one
	Negligible / Low / Medium / High

	


	3.10: Who might be at risk

	Select all that apply
	Research Staff / Other Staff / Students / Visitors / Public / Young people (<18yrs) / New and expectant mothers / Other	Comment by Catherine Duff: Who is in the room when you are doing the experiment

	


	3.11: Overall assessment of risk to human health (Prior to use of controls)

	Level of risk (Select one)
	Effectively zero / Low / Medium/Low / Medium / High	Comment by Catherine Duff: Use risk matrix at end of document

	3.12: Overall assessment of risk to environment (Prior to use of controls)

	Level of risk (Select one)
	Effectively zero / Low / Medium/Low / Medium / High	Comment by Catherine Duff: Use risk matrix



	Section 4 Control Measures to Eliminate or Reduce Risks of Exposure or Release

	This section should describe the types of controls which will be required to carry out the work safely. You must follow the hierarchy of risk control by choosing the most effective control measures needed to safely carry out your work and not just the easiest controls. Please do not include detailed standard operating procedures which should be specified in separate documents.

	4.1: Containment laboratories or facilities

	Select all that apply
	Laboratory / Animal facility / Plant facility / Other

	


	4.2: Containment level

	Select one
	Containment level 1 / Containment level 2 / Containment level 3

	


	4.3: Microbiological safety cabinets (MSC) and isolators

	Select all that apply
	Class I / Class II / Class III / Isolator / Other	Comment by Catherine Duff: Currently all human samples coming into the building are handled within a MSC for containment of potential pathogens

	


	4.4: Sharps controls	Comment by Catherine Duff: Are you using sharps? If not delete training presentation

	
https://www.ed.ac.uk/medicine-vet-medicine/staff-and-current-students/cmvm-health-and-safety/edinburgh-bioquarter/training-presentations 


	4.5: Special controls	Comment by Catherine Duff: Special controls for Immuno-compromised individuals, pregnant women?

	


	4.6: Personal protective equipment (PPE)

	Select all that apply
	Lab coat / Lab gown / Surgical scrubs / Disposable clothing / Apron / Safety spectacles / Goggles / Face shield / Gloves / Headwear / Footwear / Other

	


	4.7: Respiratory protective equipment (RPE)

	Select all that apply
	Filter mask / Half face respirator / Full face respirator / Powered respirator / Breathing apparatus / Other	Comment by Catherine Duff: Only required for animal work.

	


	4.8: Storage controls	Comment by Catherine Duff: Say where storing tissue. Are they required to be on RETAIN?
Please state room and fridge/ freezer # We can tell you what this is if it hasn’t been labelled already.

	


	4.9: Transport controls	Comment by Catherine Duff: Are you going to be transporting theses samples? Within  University Buildings or sent to collaborators.

	


	4.10: Inactivation controls

	Select all that apply
	Disinfection / Autoclave / Fumigation / Incineration / Other

	Disinfection
Please give details of disinfectant(s), method and validation including concentration of disinfectant and contact time (eg supplier’s instructions or local validation).

1% Virkon will be used as per manufacturer’s instructions	Comment by Catherine Duff: Add any other disinfectants and manufacturer’s guidelines as to contact time. Ie 1% Virkon in 10 minutes.

Autoclaving
Please give details of autoclave method and validation.


All contaminated materials will be inactivated by autoclaving (100% kill) at 121°C for 15 minutes prior to disposal of waste or cleaning and recycling of reusable laboratory equipment, such as glassware. Autoclaves will be validated by annual (at least) thermocouple mapping and each run will be monitored using chemical indicators (eg Browne TST indicator test strips).

Other
(Please give details of method and validation).


	4.11: Waste disposal routes	Comment by Catherine Duff: State all waste generated and I can help you fill in this section. If mentioned in section 2 it must be mentioned here.

	


	4.12: Immunisations (if applicable)

	Hep B vaccination is strongly recommended for all persons working with human tissue. 
Please get in touch with Occupational health to organise a vaccination.


	4.13: Instructions, training and supervision

	All staff will be trained until deemed competent by PI or their delegated trainer


	4.14: HSE notification (if applicable)

	no


	4.15: Specified Animal Pathogen Order (SAPO) licence (if applicable)

	N/A


	4.16: Plant Health Order (PHO) licence (if applicable)

	N/A


	4.17: Import, export or other licence (if applicable)

	N/A




	Section 5 Emergency Procedures

	This section should describe any emergency procedures used to deal with accidental exposure, release or spillages.

	5.1: Emergency procedures	Comment by Catherine Duff: Say how you would deal with Spills or contaminated surfaces

	General: Labs are equipped with emergency eyewash stations, first aid boxes and emergency spill kits and the Centre has an emergency shower. The H&S notice board has a list of First Aiders and Fire Stewards. This is all covered in the CVS H&S induction.

Late/Lone Working Emergency Information
If an emergency situation arises during late/lone work, or while the building is operating under a late/long policy of working, conventional routes of following general emergency procedures might not available. In the event of a fire during these situations, follow the regular procedures of evacuating the building following the quickest available route and raising the alarm. To raise the alarm for a fire, pull/break the glass of a fire alarm in the building and call 2222 to specify there is a fire emergency in QMRI. If you have raised the alarm for a fire, wait outside the building at the Assembly Point for security/fire fighters to arrive and inform them of any pertinent information. Do not re-enter the building until told to do so by security/firefighters. Security can be reached at 29289/29290. If a medical concern over any incident arises, seek medical advice, go the A&E if able or if an ambulance is required, contact 9999.  At all times the emergency eyewash stations, first aid kits, emergency spill kits and the CVS emergency shower are available should any need arise. Always inform senior staff and lab manager if an incident occurs. 
First Aid
Immediately following a skin exposure (from broken slide for example), the site (e.g. wound or non-intact skin) should be washed liberally with soap and water. Free bleeding of puncture wounds should be encouraged gently but never suck the wound. Exposed mucous membranes, including conjunctivae, should be irrigated copiously with eye wash solution, before and after removing any contact lenses in the case of eye contamination. 	Comment by Catherine Duff: Add any other first aid measures.

Biological culture spill – In the event of a spill, decontaminate the affected area with 1% Virkon RelyOn,  if less than 20mls or a suitable amount of Virkon powder if greater than 20mls, with a minimum contact time of 10 minutes followed by wiping up the spill with paper towel and placing in an autoclave bag. Afterwards clean the area with 70% ethanol and place any paper towels into an autoclave bag. 

Failure of MSCII
In the event the MSCII starts to alarm, immediately stop all work and seal any open containers. Items can be moved to another functioning MSCII to continue work after disinfecting (if in an MSCII disinfect both the failed MSCII and any materials transferred to the new MSCII).  Inform a lab manager of the alarm and place signs on the MSCII to inform any other users of the issue. 




	5.2: Emergency contacts

	Name
	Position
	Telephone	Comment by Catherine Duff: PI

	
	Principal Investigator
	

	
	
	



	Section 6 Emergency Planning

	This section should describe any emergency plan used to deal with serious accidental release. An emergency plan is only required for high risk work.

	6.1: In case of serious accidental release is an emergency plan required to protect humans or environment
	Yes / No	Comment by Catherine Duff: Shouldn’t be required

	




	Section 7 Approval

	This section should be signed and dated by the assessor and principal investigator. It should be signed by the biological safety adviser in addition if the project requires HSE notification or an animal health or plant health licence.

	7.1: Assessor

	Name
	Signature
	Date	Comment by Catherine Duff: Who wrote this

	
	
	

	7.2: Principal investigator

	Name
	Signature
	Date	Comment by Catherine Duff: PI

	
	
	

	As the principal investigator for this project you have a legal responsibility to ensure that all those involved or working on the project have an appropriate level of training and expertise to enable safe working. This includes ensuring that workers read and understand this risk assessment and that all the control measures are in strict accordance with those approved for the project. You should also check for compliance with the control measures.

	7.3: School Biological Safety Adviser for BSC (Required for notifiable or licenced projects)

	Name
	Signature
	Date

	
	
	



	Section 8 Review

	The risk assessment must be reviewed periodically, at least annually, and immediately if there are any significant changes to the work.

	8.1: Assessor

	Name
	Signature
	Date

	
	
	

	8.2: Principal investigator

	Name
	Signature
	Date

	
	
	



	Risk Estimation Matrix

	Consequence of hazard
	Likelihood of hazard

	
	High

	Medium
	Low
	Negligible

	Severe
	High
	High
	Medium
	Effectively zero

	Modest
	High
	Medium
	Medium / Low
	Effectively zero

	Minor
	Medium / Low
	Low
	Low
	Effectively zero

	Negligible
	Effectively zero
	Effectively zero
	Effectively zero
	Effectively zero
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