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Uses of Hazardous Medicinal Products (HMPs)
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What are the risks for
healthcare professionals?
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What does the new EU OSH legislation say on
HMPs ? 1/2

Directive 2004/37/EC on the protection of workers from the health and safety risks related to exposure to carcinogens,
mutagens or substances toxic to reproduction (CMR) at work (revised in Dir 2022/431 to include HMPs, March 2022)

v' in Article 11 mandatory training for workers exposed to CMRs contained in HMPs
v' recital + joint statement acknowledging that HMPs that are CMRs (cat 1A/1B) are in the scope of CMR Directive

"The European Parliament and the Council share the common understanding that hazardous medicinal products which contain
substances which meet the criteria for classification as carcinogenic (categories 1A or 1B), mutagenic (cateqories 1A or 1B) or
reprotoxin (categories 1A or 1B)in accordance with Regulation (EC) No 1272/2008 fall under the scope of Directive 2004/37/EC.
All requirements of Directive 2004/37/EC apply to hazardous medicinal products accordingly.” - 16 March 2022
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What does the new EU OSH legislation say on

HMPs ? 2/2
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 In Article 18a, obligations put on the
Commission:

 to prepare updated EU guidelines for
the preparation, administration and
disposal of HMPs at the workplace no later
than 31 Dec 2022 (published on EU-OSHA
website in April 2023).

 to develop a definition for HMPs and
establish an indicative a list of HMPs thatb
are CMRs cat 1A/1B no later than 5 April e

2025 (ongoing work). EU
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The ETUIl’s list of HMPs ?

1. Identify which HMPs fall under
the scope of new EU
legislation

2. Help users of the EU 2023
guidelines know which
specific HMPs the guidelines
apply to, well ahead of 2025

3. Empower healthcare workers
on the prevention of risks
related to exposure to HMPs




Working definition of HMPs used in the EU guidelines

Hazardous Medicinal Products (HMPs) are medicinal products
that contain one or more substances that meet the criteria for
classification as:

- carcinogenic (category 1A or 1B),
- mutagenic (category 1A or 1B) or
- toxic for reproduction (category 1A or 1B)

In accordance with Regulation (EC) No 1272/2008 of the
European Parliament and of the Council and therefore fall within

the scope of Directive 2004/37/EC. b e
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Methodology used
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Annex | = 121 HMPs strictly falling under CMRD scope

Annex | Drugs which contain one or more substances which meet the criteria for classification as carcinogenic {category 1A or 1B}, mutagenic
(category 1A or 1B) or toxic for reproduction (category 1A or 1B) in accordance with Regulation (EC) No 1272 /2008 of the European
Parliament and of the Council

Bold denotes medicinal products that m from Table 1 to Table 2 in NIC&H 2020 list
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Annex Il = 47 HMPs to be treated as Annex |
precautionary approach)

Annex || Drugs that contain one or more substances which meet the criteria for classification as carcinoge nic (category 2), mutagenic {category 2), or
toxic for reproduction (category 2) in accordance with Regulation (EC) No 1272/2008 of the European Parliament and the Cound| and/ or which
contain drugs that contain Manufacturer' s Special Handling Information (MSH1) in the package insert

Bold denotes medicinal products that moved from Table 1to Table 2 in NIOSH 2 020 list
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What are the limitations of the list of HMPs?

HMPs are identified principally by their CAS number rather than by their brand
names

Some HMPs approved for use in the EU but not yet in the US may not be
identified

HMPs erroneously discarded from the list (even if this is unlikely)

The list of HMPs will need to be updated on a regular basis




Specific Situation of Firefighters
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Specific Situation of Firefighters

Recognition of Professional Exposure for Firefighters as Carcinogenic

More firefighters and more equipment

Compulsory decontamination and mandatory health screening
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