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Biological Agents
Assessment of Risk
 
Complete this form if you intend to commence research using biological agents, or where exposure to biological agents is likely to occur. Sections A, B and F should be completed in all cases. Complete one or more of Sections C, D and E as appropriate. Where you are unsure about any questions, you may contact the Biological Safety Advisor at biosafety@ucc.ie for advice. 
Blue information icons fields will display extra relevant information if a mouse is hovered above them. Text entry fields will adjust font size to fit all information in. 
Section A - General Information
Section B - Work details
1. Provide a brief outline of the scientific aims of the work (if applicable)
If this is a research programme, give a brief background to this work and its aims.
2. Provide a brief description of the main procedures and activities to be performed
Give outline details of the work processes which will be conducted.
4. What is the frequency of the risk?
How often could an individual be exposed to biological agents during this work - weekly, daily, continually, etc?
3. Describe briefly the possible ways in which biological agent exposure may occur
How could an individual be exposed to biological agents during this work? Give particular consideration to breakdown of control measures, or a failure in their implementation. 
5. What is the duration of the risk?
What is the maximum length of time over which an individual may be exposed to biological agents during this work - days, months, years, etc?
9. Who is responsible for the safe conduct of this work?
Name the person who is responsible within the School / Department / Centre / etc. for the safe conduct of this work including the implementation of controls. This will normally be the relevant Head of Functional Area.
10. Position
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What is the primary Department / School where this work will be performed?
Where will the majority of this work be performed? List specific laboratory/s, Departments, etc. as appropriate. Note that usage includes storage
Note any other less frequent locations where this agent will be used. This could be other laboratories within a Department, the Biological Services Unit, CUH, fieldwork, etc. Note that usage includes storage
List the relevant qualifications of the User above.
List all approvals relevant ot this work - EPA, HPRA, etc.
Give a brief background to this work and its aims.
Give outline details of the work processes which will be conducted.
Give the name of the person with primary oversight of this work on a day to day basis. This will normally be a Principal Investigator or Head of Functional Area.
Name the person who is responsible within the School / Department / Centre / etc. for the safe conduct of this work including the implementation of controls. This will normally be the relevant Head of Functional Area.
How could an individual be exposed to biological agents during this work? Give particular consideration to breakdown of control measures, or a failure in their implementation. 
How often could an individual be exposed to biological agents during this work - weekly, daily, continually, etc?
What is the maximum length of time over which an individual may be exposed to biological agents during this work - days, months, years, etc?
2. Is this agent/s potentially hazardous to those exposed to it?
An agent should be regarded as hazardous to health if it is hazardous in the form in which it occurs in the work activity, including by-products and waste residues. 
If yes, what is the nature of the hazard? 
What is the potential outcome of exposure to the agent/s?
3. By which route/s is the agent hazardous?
Tick all that apply.
4. Are any classes of people at higher risk - e.g. pregnant, immunocompromised?
Who may be at elevated risk if exposure to this agent/s occurs? Consider immunocompromised persons, pregnant persons, etc.
5. Is a less harmful form of the agent available?
If yes, explain why this is not being used.
Could this agent/s be replaced with a less hazardous agent - e.g. an attentuated strain?
6. Who needs to be informed of information in this assessment (including all who could be exposed to the agent, e.g. Services, cleaning staff)?
List persons who may need be told, in part or in full, about the information contained in this risk assessment. Consider all persons who could be exposed to the agent including academic and research staff, students, Buildings & Estates staff, General services staff, cleaning staff, outside contractors, visitors, etc. It is a legal requirement that anyone who may be exposed to this biological agent be given the relevant information from this assessment, inlcuding employees of other organisations.
Risk Control Measures
11. How will waste be inactivated?
Will you be inactivating waste generated during the course of this work. If so, how?
15. Is an emergency plan required for this agent? 
Is this hazard of a nature that would require the formation of an emergency plan and / or notification to the emergency services?
7. Has this agent been genetically modified, or do you intend to modify it? If Yes, please complete additional GM info form
9. What control measures (besides those specified here by the HSA) are required to work with this agent? Consider route of infection and procedures to be performed.
The HSA Code of Practice (p30) lists control measures required or recommended for work with biological agents at Hazard Groups 2, 3 and 4. Note any additional precautions you believe are necessary to safely work with this agent/s.
Section C - Work with defined biological agents
Please complete one sheet for each agent or group of agents
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Give the agent genus / species, or an appropriate description - e.g. 'Listeria monocytogenes', 'Salmonella spp.', 'Group 2 biological agents capable of infection enterally'.
To which Hazard Group (as listed in the HSA Code of Practice) does this agent/s belong? These groupings do not take account of any additional risks to employees whose susceptibility to infection may be compromised due to medication, disease, pregnancy, breast feeding, etc.
Give further details of the route of hazard - e.g. 'hazardous by injection or direct contact with mucous membranes'.
List persons who may need be told, in part or in full, about the information contained in this risk assessment. Consider all persons who could be exposed to the agent including academic and research staff, students, Buildings & Estates staff, General services staff, cleaning staff, outside contractors, visitors, etc. It is a legal requirement that anyone who may be exposed to this biological agent be given the relevant information from this assessment, inlcuding employees of other organisations.
What is the potential outcome of exposure to the agent/s?
An agent should be regarded as hazardous to health if it is hazardous in the form in which it occurs in the work activity, including by-products and waste residues. 
Who may be at elevated risk if exposure to this agent/s occurs? Consider immunocompromised persons, pregnant persons, etc.
Will records be kept of how much of the agent is used on an ongoing basis, through the use, for example, of a laboratory inventory or stocking system?
Could this agent/s be replaced with a less hazardous agent - e.g. an attentuated strain?
Give further details of how these persons are at elevated risk (if relevant).
10. Are all of these control measures currently in place? 
Is this hazard of a nature that would require the formation of an emergency plan and / or notification to the emergency services?
Is this hazard of a nature that would require the formation of an emergency plan and / or notification to the emergency services?
16. Risk conclusion: 
Based on the above and Section A, assess the consequence and likelihood of the risk.
Consequence
1 = insignificant, 2 = minor; 3 = moderate; 4 = major; 5 = severe
Likelihood
1 = rare, 2 = unlikely; 3 = possible; 4 = likely; 5 = almost certain
1. Hazard Group (refer to HSA Code of Practice or Biosafety Advisor)
To which Hazard Group (as listed in the HSA Code of Practice) does this agent/s belong? These groupings do not take account of any additional risks to employees whose susceptibility to infection may be compromised due to medication, disease, pregnancy, breast feeding, etc.
2. Is this agent/s potentially hazardous to those exposed to it?
An agent should be regarded as hazardous to health if it is hazardous in the form in which it occurs in the work activity, including by-products and waste residues. 
If yes, what is the nature of the hazard? 
What is the potential outcome of exposure to the agent/s?
3. By which route/s is the agent hazardous?
Tick all that apply.
4. Are any classes of people at higher risk - e.g. pregnant, immunocompromised?
Who may be at elevated risk if exposure to this agent/s occurs? Consider immunocompromised persons, pregnant persons, etc.
5. Is a less harmful form of the agent available?
If yes, explain why this is not being used.
Could this agent/s be replaced with a less hazardous agent - e.g. an attentuated strain?
6. Who needs to be informed of information in this assessment (including all who could be exposed to the agent, e.g. Services, cleaning staff)?
List persons who may need be told, in part or in full, about the information contained in this risk assessment. Consider all persons who could be exposed to the agent including academic and research staff, students, Buildings & Estates staff, General services staff, cleaning staff, outside contractors, visitors, etc. It is a legal requirement that anyone who may be exposed to this biological agent be given the relevant information from this assessment, inlcuding employees of other organisations.
Risk Control Measures
11. How will waste be inactivated?
Will you be inactivating waste generated during the course of this work. If so, how?
15. Is an emergency plan required for this agent? 
Is this hazard of a nature that would require the formation of an emergency plan and / or notification to the emergency services?
7. Has this agent been genetically modified, or do you intend to modify it? If Yes, please complete additional GM info form
9. What control measures (besides those specified here by the HSA) are required to work with this agent? Consider route of infection and procedures to be performed.
The HSA Code of Practice (p30) lists control measures required or recommended for work with biological agents at Hazard Groups 2, 3 and 4. Note any additional precautions you believe are necessary to safely work with this agent/s.
Section D - Work with tissue cultures
Please complete one sheet for each cell line
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Give the name of the cell line, or a description of its origin.
To which Hazard Group (as listed in the HSA Code of Practice) does this agent/s belong? These groupings do not take account of any additional risks to employees whose susceptibility to infection may be compromised due to medication, disease, pregnancy, breast feeding, etc.
Give further details of the route of hazard - e.g. 'hazardous by injection or direct contact with mucous membranes'.
List persons who may need be told, in part or in full, about the information contained in this risk assessment. Consider all persons who could be exposed to the agent including academic and research staff, students, Buildings & Estates staff, General services staff, cleaning staff, outside contractors, visitors, etc. It is a legal requirement that anyone who may be exposed to this biological agent be given the relevant information from this assessment, inlcuding employees of other organisations.
What is the potential outcome of exposure to the agent/s?
An agent should be regarded as hazardous to health if it is hazardous in the form in which it occurs in the work activity, including by-products and waste residues. 
Who may be at elevated risk if exposure to this agent/s occurs? Consider immunocompromised persons, pregnant persons, etc.
Will records be kept of how much of the agent is used on an ongoing basis, through the use, for example, of a laboratory inventory or stocking system?
Could this agent/s be replaced with a less hazardous agent - e.g. an alternative cell line?
Give further details of how these persons are at elevated risk (if relevant).
10. Are all of these control measures currently in place? 
Is this hazard of a nature that would require the formation of an emergency plan and / or notification to the emergency services?
Is this hazard of a nature that would require the formation of an emergency plan and / or notification to the emergency services?
16. Risk conclusion: 
Based on the above and Section A, assess the consequence and likelihood of the risk.
Consequence
1 = insignificant, 2 = minor; 3 = moderate; 4 = major; 5 = severe
Likelihood
1 = rare, 2 = unlikely; 3 = possible; 4 = likely; 5 = almost certain
1. Hazard Group (refer to HSA Code of Practice or Biosafety Advisor)
For primate cell lines, consider the possibility of adventitious agents
To which Hazard Group (as listed in the HSA Code of Practice) does this agent/s belong? These groupings do not take account of any additional risks to employees whose susceptibility to infection may be compromised due to medication, disease, pregnancy, breast feeding, etc.
7. Are any classes of people at higher risk - e.g. pregnant, immunocompromised?
Who may be at elevated risk if exposure to this agent/s occurs? Consider immunocompromised persons, pregnant persons, etc.
8. Is a less hazardous material available?
If yes, explain why this is not being used.
Could this agent/s be replaced with a less hazardous agent - e.g. an attentuated strain?
9. Who needs to be informed of information in this assessment (including all who could be exposed to the agent, e.g. Services, cleaning staff)?
List persons who may need be told, in part or in full, about the information contained in this risk assessment. Consider all persons who could be exposed to the agent including academic and research staff, students, Buildings & Estates staff, General services staff, cleaning staff, outside contractors, visitors, etc. It is a legal requirement that anyone who may be exposed to this biological agent be given the relevant information from this assessment, inlcuding employees of other organisations.
Risk Control Measures
11. How will waste be inactivated?
Will you be inactivating waste generated during the course of this work. If so, how?
15. Is an emergency plan required for this agent? 
Is this hazard of a nature that would require the formation of an emergency plan and / or notification to the emergency services?
10. Has this agent been genetically modified, or do you intend to modify it? If Yes, please complete additional GM info form
9. What control measures (besides those specified here by the HSA) are required to work with this agent? Consider route of infection and procedures to be performed.
The HSA Code of Practice (p30) lists control measures required or recommended for work with biological agents at Hazard Groups 2, 3 and 4. Note any additional precautions you believe are necessary to safely work with this agent/s.
Section E - Work with undefined biological agents
Please complete one sheet for each material / tissue
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Give a description of the tissue / material.
To which Hazard Group (as listed in the HSA Code of Practice) does this agent/s belong? These groupings do not take account of any additional risks to employees whose susceptibility to infection may be compromised due to medication, disease, pregnancy, breast feeding, etc.
List persons who may need be told, in part or in full, about the information contained in this risk assessment. Consider all persons who could be exposed to the agent including academic and research staff, students, Buildings & Estates staff, General services staff, cleaning staff, outside contractors, visitors, etc. It is a legal requirement that anyone who may be exposed to this biological agent be given the relevant information from this assessment, inlcuding employees of other organisations.
Who may be at elevated risk if exposure to this agent/s occurs? Consider immunocompromised persons, pregnant persons, etc.
Will records be kept of how much of the agent is used on an ongoing basis, through the use, for example, of a laboratory inventory or stocking system?
Could this material / tissue be replaced with a less hazardous material - e.g. tissues which have been screened for pathogens?
Give further details of how these persons are at elevated risk (if relevant).
10. Are all of these control measures currently in place? 
Is this hazard of a nature that would require the formation of an emergency plan and / or notification to the emergency services?
Is this hazard of a nature that would require the formation of an emergency plan and / or notification to the emergency services?
16. Risk conclusion: 
Based on the above and Section A, assess the consequence and likelihood of the risk.
Consequence
1 = insignificant, 2 = minor; 3 = moderate; 4 = major; 5 = severe
Likelihood
1 = rare, 2 = unlikely; 3 = possible; 4 = likely; 5 = almost certain
2. Would it be reasonable to expect that this material could contain potentially hazardous biological agents?
1. Has this material been characterised as being free of pathogenic agents?
5. Considering the above, select a Hazard Group (refer to HSA Code of Practice or Biosafety Advisor)
3. Is this material potentially more hazardous than similar materials from other sources?
4. Will any biological agents originating from the material be intentionally propagated during this work?
e.g. blood samples from patients with blood borne viruses, faecal samples from patients with toxigenic diarrhoea, etc.
1. What checks are in place to ensure control measures are operating effectively?
Tick all which apply
Control measure verification
Relevant training and SOPs
5. List the SOPs from your Department / School / Centre applicable to this work
6. Identify the areas in which staff require training in order to safely perform this work
Personnel To be completed following risk assessment completion. Where health surveillance is necessary, the appropriate  form should be completed.
By signing below, you are confirming that you have read and understood this risk assessment. You are also confirming that you are sufficiently competent to perform the work unsupervised (unless noted) and have received all the relevant training identified above. You are further committing to inform the relevant PI / Head of Functional Area (as appropriate) of any instances of relevant work not being performed in accordance with the containment measures identified.
Name
Signature
Date
Supervision required?
Supervision length
Section F - Other information
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Supervisor
Assessments shall be reviewed as to continued suitability / applicability at least once per year, or on any change to the assessment (new biological agent, new procedures, new staff, etc).
By completing the below, you are confirming that the assessment is valid without modification, or has been modified as noted.
Name of reviewer
Date
Assessment valid
Modification required
Section G - Assessment review
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Name of reviewer
Date
Assessment valid
Modification required
Name of reviewer
Date
Assessment valid
Modification required
Name of reviewer
Date
Assessment valid
Modification required
Name of reviewer
Date
Assessment valid
Modification required
Name of reviewer
Date
Assessment valid
Modification required
Name of reviewer
Date
Assessment valid
Modification required
Name of reviewer
Date
Assessment valid
Modification required
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