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Safety, Health and Welfare at Work (Chemical Agents) Regulations 2001 - Regulation 4

Safety, Health and Welfare at Work (Carcinogens) Regulations 2001 - Regulation 4

This is a general guidance note on the safe use of Carcinogenic, Mutagenic and Reprotoxic chemicals, abbreviated as CMR chemicals. According to EU legislation they constitute the first and most toxic category of the toxicity classes into which hazardous chemicals can be subdivided. 
***All possible attempts should be made to avoid the use of CMRs***

***Where they are used, they must always be subject to an individual risk assessment***.
This document does not purport to be a risk assessment for CMR’s either as a group or as a band of chemicals.  It is intended as a guidance document only and it should be clearly understood that:
An individual risk assessment is mandatory for:

· Each carcinogen, mutagen or reproductive toxicants

· The actual use of the chemical agent: the Activity/Project risk assessment provides the detailed risk assessment in the actual use of the agents together with the other chemicals and equipment that are part of the activity/project.

Carcinogens are substances that when in contact with normal cells of the body may cause them to proliferate abnormally and form a cancer.  Cancer is a disease that can affect many parts of the body, travelling in the blood stream to start secondary growths elsewhere.  Many types of cancer are irreversible and cause progressive diseases, and require the most stringent of control measures.  

Substances classified as carcinogens may not cause cancer in every case because different persons exhibit varying risks to carcinogens. Some substances do not cause cancer directly but they may promote or initiate cancer on exposure to other substances or agents.  Carcinogens possess different levels of potency, and factors which are known to be involved in carcinogen activity include the manner of its use, the length and intensity of exposure to the carcinogen, the measures taken to minimise exposure, the presence of other specific substances, and the person’s genetic make–up.  

Carcinogens include chemical agents, substances and mixtures, as well as physical agents such as ultra-violet light and radioactive materials. 

There are no theoretically acceptable limits of exposure to carcinogens below which there is no risk to human health.  In addition some cancers can take years to become symptomatic and it may be difficult to ascribe cancers to particular agents which are used over long periods of time.  Cancers arising from a single exposure to carcinogens are relatively rare, whereas continuous exposure to even low levels of carcinogen(s) can initiate cancer.

There are a number of substances which have been classified as definite or ‘known’ carcinogens while for others there is very strong but inconclusive evidence of their carcinogenic properties and are thus described as ‘suspect’ carcinogens. 

Germ cell mutagens are substances and mixtures which may cause heritable genetic damage by causing changes in the germ cells, i.e. the sperm and egg cells, which can be passed on to the next generation..

Reproductive toxicants are substances and mixtures that may cause adverse effects on fertility or on development. 
Below are the hazard classes, categories, hazard statements, pictograms and signal words applicable to CMRs.
Hazard Class and Category

Hazard Statement

Pictogram and signal word

Carcinogenicity

Category 1A

H350 – May cause cancer
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Danger

Carcinogenicity

Category 1 B

Carcinogenicity

Category 2

H351 – suspected of causing cancer
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Warning

Hazard Class and Category

Hazard Statement

Pictogram and signal word

Germ cell mutagenicity

Category 1A
H340 – May cause genetic defects
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Danger

Germ cell mutagenicity

Category 1 B

Germ cell mutagenecity

Category 2

H341 – suspected of causing genetic defect
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Warning

Hazard Class and Category

Hazard Statement

Pictogram and signal word

Reproductive toxicity

Category 1A

H360 – May damage fertility or the unborn child
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Danger

Reproductive toxicity

Category 1 B

Germ cell mutagenecity

Category 2

H361 – Suspected of damaging fertility or the unborn child
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Warning

Lactation effects

H362 – May cause harm to breastfed children



	· The specific CMRs used in this Unit and dealt with in this banded chemical agent risk assessment are listed in the Unit’s chemical substances inventory. 
· Each CMR must have an individual Chemical Agent Risk Assessment completed for itsr particular risks. 
· The actual use of the chemical agent; the Activity/Project risk assessment provides the detailed risk assessment in the actual use of the agents together with the other chemicals and equipment that are part of the activity/project.


	Who is At Risk? 
Staff or students directly working with these chemical agents.
Staff and others indirectly working with these chemical agents or working in their vicinity e.g. cleaning, maintenance staff.
Special consideration needs to be made for new or inexperienced personnel. 
In the case of pregnant or breastfeeding women a full risk assessment must be completed.


	Preventative Measures to be Taken to Reduce the Level of Risk:

The local control measures for the use of CMRs will be detailed in the individual risk assessment for the specific CMR, the Activity/Project Risk Assessment and in the relevant Unit SOPs and must be risk assessed before work with the CMR starts. 

UNIVERSAL CONTROLS:
As with all hazardous substances exposure to a CMR should be prevented by using a safer alternative where possible.  During synthesis processes using known CMRs care must be taken to reasonably foresee the production of CMR substances, by-products, intermediates and waste materials arising from any such processes.  The production of possible CMR substances, by-products, intermediates and waste materials from processes where CMRs are not the starting materials must also be foreseen where reasonably practicable.  To eliminate/reduce exposure, ensure that:-
· The use of a CMR over a less hazardous chemical must always be justified.

· Zero exposure must always be the aim when working with CMRs.

· Safety, Health and Welfare at Work (Carcinogens) Regulations, 2001 require that exposure to carcinogens be controlled as far as is technically possible.
· All work with carcinogens must be supervised by a competent person. Obtain special instructions before use [P201]. Do not handle until all safety precautions have been read and understood [P202].
· Training of workers who are or may be exposed to CMRs needs not only to communicate hazards and good practices, but also to raise awareness for risks that whose adverse effects may arise only after a long period of exposure.
· Pregnant women must not be exposed to CMRs in any way. If this is not possible, the pregnant woman must completely avoid CMR work areas. Avoid contact during pregnancy/while nursing [P263].
CONTROL OF EXPOSURE

The Carcinogen Regulations 2001 specify detailed measures that must be taken by the University (as the employer) and its staff wherever a carcinogen or mutagen is used in the workplace. To satisfy these regulations the University requires that the following must be applied when handling CMR substances, in addition to the relevant guidelines in the NUI Galway Safety Statement:

1. Each CMR substance must be stored in closed containers that are clearly and adequately labelled and visibly bear the appropriate hazard warning sign.

2. Each CMR substance must be kept segregated from other chemicals, held in a secondary container.  Store  locked up [P405] (and preferably in a suitably ventilated) cupboard or installation clearly marked Carcinogens.

3. An inventory register of the location and use of CMRs within each University Unit should also be maintained and updated as appropriate as part of the Unit’s Chemical Inventory. Specifically the register or other equivalent means should list the persons exposed to CMRs in the unit.  This information must be appropriately held, and together with the many other risk reduction and management measures must be made available to the HSA on request.

4. CMRs must be transported in securely sealed secondary containers (preferably not glass) that are large enough to contain any spills arising from breakage.

5. To avoid contaminating laboratory surfaces with CMRs the following action must be taken:

· Carry out all work inside an efficient fumehood or other ventilated and validated enclosure. Do not breath dust/fume/gas/mist/vapours/spray [P260].
· Avoid contaminating exterior surfaces of containers.

· Handle solutions of CMRs over or in a chemically resistant tray lined with Benchkote (or an equivalent absorbent material).

· Avoid aerosol or dust formation when mixing or centrifuging liquids or when weighing solids containing CMRs.

· Do not mix dirty glassware/labware contaminated with or used for CMRs with other communal glassware.  Such glassware is the responsibility of the person who works with the CMR. The glassware must be cleaned in a fume hood and the washings, including any organic solvents, must be carefully stored and disposed as chemical waste. 

· Provide full training in handling CMR contaminated labware and waste to laboratory attendants (that is, not technical or research staff); they must fully understand the risks that CMRs pose.

· Clear up spills in fume hoods according to the relevant Unit SOP and dispose of contaminated material as CMR waste.

· Never touch light switches, calculators, pens, door handles, telephones, etc, with gloved hands.  Gloves must never be worn outside a laboratory which using CMRs.  Avoid skin contamination when removing gloves by adopting the correct procedure for the removal of ‘surgical’ gloves.

· Avoid the use of metal and other sharps in procedures involving CMRs.  Sharps for disposal must be decontaminated beforehand according to the glass washing protocol described above.

· Use clearly labelled plastic bags for disposal as CMR waste. Contaminated filter-papers, tray liners, disposable laboratory PPE, ion-exchange media, etc., and all other solid waste must be disposed of as chemical waste. 

· Do not eat, drink or smoke when using this product [P270]  

· Wash hands thoroughly after handling [P264] at a designated sink before leaving the laboratory.

Reduce exposure to CMRs by: 
1. Replacing them with less harmful one.

2. Reduce the amounts used to as low as possible.

3. Reduce the number of persons exposed.

4. Reduce the duration of the exposure.

5. Exercise extra care when transporting CMRs so as to avoid spillage.

6. Restrict access to the working area if that is deemed necessary.

Refer to the NUI Galway Basic Principles for the Safe Use of Chemicals for the safety principles and adhere strictly to them. 

Personal Protective Equipment (refer to SDS (Section 8) for specific PPE requirements):  
Use personal protective equipment when working with CMRs as required [P281]. 
For specific emergency procedures (refer to SDS (Sections 4, 5, 6) and Unit SOPs for specific measures).
Ensure that an emergency response plan is in place to deal with any spillages. Ensure that the plan and equipment required to deal with an accidental release or first aid emergency are known and available and that all users know and are trained in the correct emergency action.
Accidental Release Measures – Evacuate the area, provide adequate ventilation only if safe to do so.
Spills – See NUI Galway Emergency Procedure for Larger Chemical Spills In the event of a spill of CMR outside the fume hood or containment area, evacuate all non-essential personnel and secure the area.  A suitable emergency spill kit must be at hand at all times and staff must be trained in its use.
First Aid: Remove person from source of contamination if safe to do so. Keep victim warm and rested. Do not leave unattended.  IF exposed or concerned: Get medical advice or attention [P308 +P313]

Fire: Evacuate area and use only the correct fire extinguishers and ensure that that there are no adjacent risks.  
Following an accident or incident:

1. Any injury to a person or incidents* while using a CMR must be reported according the University’s normal accident reporting procedure.* where there was no injury, illness or damage occurred.

2. In the event of a failure of electrical or other services, including scheduled maintenance of fume hoods for example, a formal close down of lab activities involving CMRs must be conducted.  This includes securing CMR containers and closing sashes on fume hoods.

Disposal:  Waste CMRs must be stored in suitable containers, clearly labelled as waste and stored in a secure location away from any incompatible substances pending collection by a licenced disposal contractor.  See relevant Unit SOP for details on local disposal arrangements.  

	Required Training:  All users to complete Chemical Safety training every 3 years.  
Units to ensure that local safety induction addresses all the specific chemical safety measures that Unit staff and students need to be informed of before working with CMRs including storage facilities, provision of PPE, emergency procedures and equipment.     


	References if Any:

· The Safety Data Sheets (SDSs) for these CMRs.
· the Carcinogen Regulations; 
· the EU regulations on the classification, labelling and packaging of substances and mixtures, commonly called the CLP Regulations (EC) No.1272 / 2008;
· the Health and Safety Authority (HSA) web links 
http://www.hsa.ie/eng/Your_Industry/Chemicals/Carcinogens/Carcinogens_Classification/ http://www.hsa.ie/eng/Your_Industry/Chemicals/Carcinogens/Carcinogens_Legislation_and_Guidance/; 
· the European Chemicals Agency http://echa.europa.eu/. 
 

	Health Surveillance (determine if required): Health surveillance must be considered necessary for all persons handling CMRs unless a suitable and sufficient risk assessment determines that it is not necessary.  Surveillance must commence before the exposure to the CMR to enable implementation of the appropriate occupational hygiene measures.  Exposure can be deemed to be not significant if under normal operating conditions exposure to CMR is unlikely to result in disease or other adverse health effect. If there is a foreseeable failure of any control measure that might lead to a significant exposure then health surveillance of the relevant staff must be initiated before work with CMRs commences.  Regulation 12 and Schedule 4 of the Carcinogen Regulations 2001 set out the details of health surveillance duties placed on the employer.  Regulation 13 deals with record keeping of persons working with CMRs under certain conditions.



An individual risk assessment is mandatory for:

· Each carcinogen, mutagen or reproductive toxicants

· The actual use of the chemical agent: the Activity/Project risk assessment provides the detailed risk assessment in the actual use of the agents together with the other chemicals and equipment that are part of the activity/project.
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