	
	
	



Risk Assessment Tool: Occupational exposure to mAb Version 1 June 2025
Text highlighted in green and in [square brackets] is example text 
Hospital site: 		[Hospital ABC]						 Date of assessment: [29th May 2025]
Name, brand and strength of medicinal product:  [Blinatumomab (Blincyto) 134 micrograms in 250ml sodium chloride 0.9%]
Risk factor (A)
	Occupational exposure risk factor
	Description
	Yes
	No

	Organ Toxicity/ Genotoxicity/ Immunotoxicity 
	Evidence of (e.g. on NIOSH/ETUI lists, data in SmPC) 
	[+10]
	0

	Organ Toxicity/ Genotoxicity/ Immunotoxicity 
	Theoretical risk (e.g. molecule-specific literature outside of the above recommended sources) 
	+2
	[0]

	Cytotoxicity / Carcinogenicity 
	Outside of scope – treat as high hazard and make in pharmacy NHS aseptic unit 
	N/A
	N/A

	Developmental toxicity and teratogenicity 
	This should be reviewed as part of an individualised risk assessment for staff who may be affected 
	N/A

	N/A


	
	Total (A)
	[10]
	0


Likelihood of exposure (B) 
	Exposure type
	Description
	Yes
	No

	Route of exposure: Topical 
	Examples include [spillage] onto exposed skin/open wounds 
Mitigation: cover open wounds, wear gloves 
	[+1]
	0

	Route of exposure: Sharps injury 
	Examples include: needlestick 
Mitigation: use of safe sharps  
	+1
	[0]

	Route of exposure: Inhalation 
	Examples include [powder], aerosolised solution  
Mitigation: use solutions where possible, handling using established practices for reconstitution and withdrawal from a vial  
	[+1]

	0

	Route of exposure: Oral 
	Examples include touching face/mouth with contaminated hands, eating/drinking contaminated substances
Mitigation: use ANTT and wash hands after handling 
	+1
	[0]

	Frequency of exposure 
	High numbers handled e.g. >50 doses handled per week 
	+1
	[0]

	
	Total (B)
	[2]
	0


Risk Calculation and Score

Multiply Risk factor (A) x likelihood (B) and determine total risk rating  

Score = [10 x 2 = 20] 

	Risk Score ≤ 5 
	Low Risk: Proposed arrangements have controlled the risks to acceptable levels and preparation can proceed as assessed once assigned actions are complete.    

	Risk Score 6 - 9  
	Medium Risk: Proposed actions control some risks, but residual risks remain.  Preparation may proceed as assessed after introduction of assigned actions.  Additional mitigation should be considered where possible to further reduce these risks. 

	[Risk Score ≥ 10 ]
	[High Risk: Despite proposed actions, the risk remains high.  Preparation may proceed as assessed provided all proposed actions are introduced, and the organisation accepts the residual high-risk rating.  Regular review of the process is required to identify further risk reduction opportunities.  Preparation in pharmacy is recommended.  ]


Risk assessment undertaken by:

Pharmacy Professional Name:  [A Pharmacy]
Signature [AP]
Date: [29/05/2025]

Nurse/Clinician Name:  [A Clinician]
Signature: [AC]
Date: [29/05/2025]

This template is part of a Specialist Pharmacy Services Resource which can be found here:  https://www.sps.nhs.uk/safe-handling-of-monoclonal-antibodies/  
	This template is part of a Specialist Pharmacy Services Resource which can be found here:
	https://www.sps.nhs.uk/articles/ risk-assessment-of-preparation-of-monoclonal-antibodies
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