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What do we mean by the term 
‘Hazardous Medicinal Products’ (HMPs)

Pharmaceutical substances used for:

• the treatment of cancer – cytotoxic/ cytostatic, antineoplastic 
drugs, and some immunotherapies 

• non-cancer use for treating multiple sclerosis, HIV, psoriasis, 
rheumatoid arthritis, organ transplant.  Includes   biologic 
infusions, antivirals, vaccines and immunosuppressants and more. 

• extends to other therapeutic groups and some antibiotics
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Definition 

No current UK accepted definition for ‘hazardous medicinal products’ 

European Union definition:

‘Hazardous medicinal products (HMPs) medicines containing substances that 
meet the classification criteria as:

• carcinogenic (category 1A or 1B), 

• mutagenic (category 1A or 1B), or 

• toxic for reproduction (category 1A or 1B)

Category 1A: known to have potential for humans, based on human evidence.

Category 1B: presumed to have potential for humans, based on animal 
evidence



Risks to Healthcare Staff from HMPs

HMPs cause effects in people other than the person 
being treated if unintentionally exposed to the 
substance 

A European Commission study stated there are almost 
1.8 million workers exposed to relevant HMPs in the EU 
(European Commission, 2021). 

When taking into account all those potentially exposed 
in the healthcare sector, that number may be as high as 
12.7 million exposed workers in the EU, of which 7.3 
million are nurses (ETUI, 2022).
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Requirement to ‘prevent worker 
exposure’

The Control of Substances Hazardous to Health Regulations do not apply to hazardous 
drugs 

The Summary of Product Characteristics is the main document that should be used 
when assessing the risks of hazardous drugs to workers 

If there is no evidence of harm or ill health in workers – there is no need to review the 
controls for the safe handling of hazardous drugs  

There are no UK based cytotoxic residue monitoring companies
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UK legislation and guidance
The Control of Substances Hazardous to Health Regs 2002 (COSHH)/ 

The Control of Substances Hazardous to Health Regulations (Northern Ireland) (COSHH) 2003

All hazardous substances (Reg 7(3)) Carcinogens and mutagens (Reg 7(5))

PREVENT EXPOSURE

Designing & use of work processes  and engineering 
controls 

Totally enclose the process, unless this is not 
reasonably practicable

Control of exposure at source, including adequate 
ventilation 

Prohibit eating, drinking and smoking 

Provision of suitable personal protective equipment Clean floors, walls and other surfaces regularly

Warning signs

Storing, handling and disposing safelyRegulation 10 – Monitoring Exposure at the 
Workplace 



What is ‘reasonably practicable’? 

A H&S legal term requiring employers to balance the severity 
of a risk against the time, cost, and effort required to control 
it. 

RISK v COST, TIME, EFFORT  

It necessitates taking steps to minimise risks, but not at a cost 
that is "grossly disproportionate" to the safety benefit.

Key Aspects of ‘Reasonably Practicable’

Objective test: The judgment is based on what a reasonable 
person would do, not necessarily just what the employer can 
afford.

High risk vs. Low risk: greater risks warrant higher expenditure 
and effort to control.
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HMP Pathway
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Contamination on Vials
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Contamination Generated During Preparation
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Contamination on Ready to Administer Products
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Contamination Generated during Administration
(Connection / Disconnection)
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CSTDs for Administration

• Publication in 2020 – based at UCLH
• CSTD syringe adaptors were added by 

nurses immediately before administration
• Reduction in contamination during 

administration
• Contamination on nurses’ gloves still seen

• Publication in 2025 – based at UHB
• CSTD syringe adaptors were added in the 

pharmacy aseptic unit
• Reduction in contamination:

• During administration
• On the surface of syringes
• On the nurses’ gloves
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Future Research

• CSTDs added in pharmacy aseptic units for other routes of administration
• IV infusion bags
• SC injections
• Elastomeric devices
• Intrathecal injections
• Ophthalmic injections

• Methods to reduce contamination on the prepared products
• Wiping down the product with an appropriate agent following preparation
• The full use of CSTDs during preparation
• Any other ideas?
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Occupational Exposure to Personnel
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Pharmacy Aseptic Unit Guidance on PPE
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PPE in Pharmacy Aseptic Units

Designed to protect the product
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Opinion on Isolators…
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Opinion on Isolators…



The document proposes five strategic 
recommendations: 
 
1. Establish a UK Framework for Hazardous 

Medicinal Products (HMPs)

2. Prioritise Safer Product Design

3. Develop National PPE Standards

4. Improve Access to Occupational Health 
and Safety Risk Information

5. Improve Consistent Implementation 
Through Education and Collaboration



Thank you for listening

Any questions?
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