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of the European Parliament and of the Council of 18 September 2000 on the

protection of workers from risks related to exposure to biological agents at
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Directive 89/391/EEC)

Objective HH)

This Directive lays down minimum requirements for the health and safety of | Z D55 1%, TG ICI 1T D EWHIRFIC & & I35 T OWEEE & OV 4212 BE
workers exposed to biological agents at work. TORIKEZHE L TWET,

Definitions EFHR

Definitions of the terms biological agents, micro-organisms and cell culture.
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Contents

Biological agents are classified into four risk groups according to their level

of risk of infection.

In the case of activities involving exposure to several groups of biological
agents, the risk must be assessed on the basis of the danger presented by all
hazardous biological agents present. The assessment must be renewed
regularly and in any event when any change occurs in the conditions which

may affect workers' exposure to biological agents. The employer shall avoid
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the use of a harmful biological agent if the nature of the activity so permits,
by replacing it with a biological agent which is not dangerous or is less

dangerous to workers' health.

Employers’ obligations

Employers’ obligations are described with respect to work involving (or likely

to involve) exposure to biological agents.

Employers should avoid using a harmful biological agent by replacing it with
one which is not dangerous or less dangerous to workers’ health, if possible.
Workers’ risk of exposure to biological agents should be reduced where
possible to protect their health and safety. Where the results of the risk
assessment reveal a risk to workers' health or safety, employers shall, when
requested, make available to the competent authority appropriate

information.

Employers must ensure hygiene and individual protection by prohibiting
eating or drinking in working areas, providing protective clothing, providing
appropriate toilet and washing facilities, and maintaining protective

equipment properly.

Moreover, workers and their representatives must receive appropriate
training involving working with biological agents and be provided with
written instructions and display notices of the procedure to be followed in

case of a serious accident or the handling of biological agents of group 4.
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Employers must keep a list of workers exposed to group 3 and/or 4 biological
agents for a minimum of 10 years following exposure (or 40 years following
exposure resulting in an infection), indicating the type of work done and the

biological agent to which they have been exposed (if possible).

Prior notification must be given to the competent authority at least 30 days

before the commencement of work with group 2, 3 or 4 biological agents.

Member States must establish arrangements for carrying out relevant
health surveillance of workers both prior to exposure and at regular
intervals thereafter. Effective vaccines must be made available free of charge
for workers not already immune to the biological agent to which they are (or
are likely to be) exposed. If a worker is found to be suffering from an
infection or illness as a result of exposure, surveillance should be offered to

other workers.

Particular attention should be paid to uncertainties about:

the presence of biological agents in human patients and animals
the hazards represented by biological agents present in human patients or
animals

the risks posed by the nature of the work

Appropriate decontamination and disinfection procedures should be

implemented for contaminated waste to be handled and disposed.
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Laboratories carrying out work involving group 2, 3 or 4 biological agents for
research must determine the relevant containment measures in order to

minimise the risk of infection.

Adjustments to biological agent classifications are made in light of technical

progress, changes in international regulations and new scientific findings.

Member States shall comply with the 2019 amendments of the Annexes by
20 November 2021.

The most recent amendment addresses SARS-CoV-2 and Member States
shall comply with this by 24 November 2020.
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Annexes

Annex I: Indicative list of activities that may result in workers being

exposed to a biological agent

Annex II: The biohazard sign

Annex III: Community classification - biological agents known to infect

humans

Annex IV: Practical recommendations for the health surveillance of workers
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Annex V: Indications concerning containment measures for work which

involves the handling of group 2, 3 and 4 biological agents

Annex VI: Containment principles for industrial processes involving group 2,

3 or 4 biological agents

Annex VII: Recommended code of practice on vaccination

Annex VIII: Directive 90/679/EEC and its successive amendments were

repealed by the present directive

Annex IX: Correlation table for articles of the repealed directive 90/679/EEC

and the present directive
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Article 2 w2k
Definitions TE

For the purpose of this Directive:

(a) biological agents' shall mean micro-organisms, including those which
have been genetically modified, cell cultures and human endoparasites,
which may be able to provoke any infection, allergy or toxicity;

(b) 'micro-organism' shall mean a microbiological entity, cellular or non-

cellular, capable of replication or of transferring genetic material;
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(c) 'cell culture' shall mean the in-vitro growth of cells derived from

multicellular organisms.

Biological agents' shall be classified into four risk groups, according to their
level of risk of infection:

1. group 1 biological agent means one that is unlikely to cause human
disease:

2. group 2 biological agent means one that can cause human disease and
might be a hazard to workers; it is unlikely to spread to the community;
there is usually effective prophylaxis or treatment available;

3. group 3 biological agent means one that can cause severe human disease
and present a serious hazard to workers; it may present a risk of spreading
to the community, but there is usually effective prophylaxis or treatment
available;

4. group 4 biological agent means one that causes severe human disease and
is a serious hazard to workers; it may present a high risk of spreading to the

community; there is usually no effective prophylaxis or treatment available.
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(seventh individual directive within the meaning of Article 16(1) of | 43)
Directive 89/391/EEC)
CHAPTER I LI
GENERAL PROVISIONS —RHIRE
Article 1 RS
Objective B

1. This Directive has as its aim the protection of workers against risks to their
health and safety, including the prevention of such risks, arising or likely to
arise from exposure to biological agents at work.

It lays down particular minimum provisions in this area.

2. Directive 89/391/EEC shall apply fully to the whole area referred to in
paragraph 1, without prejudice to more stringent and/or specific provisions
contained in this Directive.

3. This Directive shall apply without prejudice to the provisions of Council
Directive 90/219/EEC (1) and of Council Directive 90/220/EEC (2 ).
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90/220/EEC (2)

(NOTE)
( 1) Council Directive 90/219/EEC of 23 April 1990 on the contained use of genetically
modified micro-organisms (OJ L 117, 8.5.1990, p. 1). Directive as last amended by Directive
98/81/EC (OJ L 330, 5.12.1998, p. 13).

( 2 ) Council Directive 90/220/EEC of 23 April 1990 on the deliberate release into the
environment of genetically modified organisms (OJ L 117, 8.5.1990, p. 15). Directive as last
amended by Directive 97/ 35/EC (OJ L 169, 27.6.1997, p. 72).
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Definitions

For the purpose of this Directive:

(a) 'biological agents' shall mean micro-organisms, including those which have
been genetically modified, cell cultures and human endoparasites, which may
be able to provoke any infection, allergy or toxicity;

(b) 'micro-organism' shall mean a microbiological entity, cellular or non-
cellular, capable of replication or of transferring genetic material;

(¢) 'cell culture' shall mean the in-vitro growth of cells derived from
multicellular organisms.

'Biological agents' shall be classified into four risk groups, according to their
level of risk of infection:

1. group 1 biological agent means one that is unlikely to cause human disease:
2. group 2 biological agent means one that can cause human disease and might
be a hazard to workers; it is unlikely to spread to the community; there is

usually effective prophylaxis or treatment available;

3. group 3 biological agent means one that can cause severe human disease
and present a serious hazard to workers; it may present a risk of spreading to
the community, but there is usually effective prophylaxis or treatment
available;

4. group 4 biological agent means one that causes severe human disease and
is a serious hazard to workers; it may present a high risk of spreading to the

community; there is usually no effective prophylaxis or treatment available.
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Scope — Determination and assessment of risks

1. This Directive shall apply to activities in which workers are or are
potentially exposed to biological agents as a result of their work.

2. In the case of any activity likely to involve a risk of exposure to biological
agents, the nature, degree and duration of workers' exposure must be
determined in order to make it possible to assess any risk to the workers'
health or safety and to lay down the measures to be taken.

In the case of activities involving exposure to several groups of biological
agents, the risk shall be assessed on the basis of the danger presented by all
hazardous biological agents present.

The assessment must be renewed regularly and in any event when any change
occurs in the conditions which may affect workers' exposure to biological
agents.

The employer must supply the competent authorities, at their request, with
the information used for making the assessment.

3. The assessment referred to in paragraph 2 shall be conducted on the basis
of all available information including:

(a) classification of biological agents which are or may be a hazard to human
health, as referred to in Article 18;

(b) recommendations from a competent authority which indicate that the
biological agent should be controlled in order to protect workers' health when
workers are or may be exposed to such a biological agent as a result of their
work;

(c) information on diseases which may be contracted as a result of the work of
the workers;

(d) potential allergenic or toxigenic effects as a result of the work of the
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workers;
(e) knowledge of a disease from which a worker is found to be suffering and

which has a direct connection with his work.
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Article 4

Application of the various Articles in relation to assessment of risks

1. If the results of the assessment referred to in Article 3 show that the
exposure and/or potential exposure is to a group 1 biological agent, with no
1dentifiable health risk to workers, Articles 5 to 17 and Article 19 shall not
apply.

However, point 1 of Annex VI should be observed.

2. If the results of the assessment referred to in Article 3 show that the activity
does not involve a deliberate intention to work with or use a biological agent
but may result in the workers' being exposed to a biological agent, as in the
course of the activities for which an indicative list is given in Annex I, Articles
5,7, 8,10, 11, 12, 13 and 14 shall apply unless the results of the assessment

referred to in Article 3 show them to be unnecessary.
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CHAPTER II

EMPLOYERS' OBLIGATIONS

Article 5

Replacement

The employer shall avoid the use of a harmful biological agent if the nature of
the activity so permits, by replacing it with a biological agent which, under its

conditions of use, is not dangerous or is less dangerous to workers' health, as
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the case may be, in the present state of knowledge.
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Article 6

Reduction of risks

1. Where the results of the assessment referred to in Article 3 reveal a risk to
workers' health or safety, workers' exposure must be prevented.

2. Where this is not technically practicable, having regard to the activity and
the risk assessment referred to in Article 3, the risk of exposure must be
reduced to as low a level as necessary in order to protect adequately the health
and safety of the workers concerned, in particular by the following measures
which are to be applied in the light of the results of the assessment referred
to in Article 3:

(a) keeping as low as possible the number of workers exposed or likely to be
exposed;

(b) design of work processes and engineering control measures so as to avoid
or minimise the release of biological agents into the place of work;

(c) collective protection measures and/or, where exposure cannot be avoided
by other means, individual protection measures;

(d) hygiene measures compatible with the aim of the prevention or reduction
of the accidental transfer or release of a biological agent from the workplace;

(e) use of the biohazard sign depicted in Annex II and other relevant warning
signs;

(f) drawing up plans to deal with accidents involving biological agents;

(2) testing, where it is necessary and technically possible, for the presence,

outside the primary physical confinement, of biological agents used at work;
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(h) means for safe collection, storage and disposal of waste by workers
including the use of secure and identifiable containers, after suitable
treatment where appropriate;

(i) arrangements for the safe handling and transport of biological agents

within the workplace.
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Article 7

Information for the competent authority

1. Where the results of the assessment referred to in Article 3 reveal risk to
workers' health or safety, employers shall, when requested, make available to
the competent authority appropriate information on:

(a) the results of the assessment;

(b) the activities in which workers have been exposed or may have been
exposed to biological agents;

(c) the number of workers exposed;

(d) the name and capabilities of the person responsible for safety and health
at work;

(e) the protective and preventive measures taken, including working
procedures and methods;

(f) an emergency plan for the protection of workers from exposure to group 3
or a group 4 biological agent which might result from a loss of physical
containment.

2. Employers shall inform forthwith the competent authority of any accident
or incident which may have resulted in the release of a biological agent and
which could cause severe human infection and/or illness.

3. The list referred to in Article 11 and the medical record referred to in Article
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14 shall be made available to the competent authority in cases where the

undertaking ceases activity, in accordance with national laws and/or practice.
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Article 8

Hygiene and individual protection

1. Employers shall be obliged, in the case of all activities for which there is a
risk to the health or safety of workers due to work with biological agents, to
take appropriate measures to ensure that:

(a) workers do not eat or drink in working areas where there is a risk of
contamination by biological agents;

(b) workers are provided with appropriate protective clothing or other
appropriate special clothing;

(c) workers are provided with appropriate and adequate washing and toilet
facilities, which may include eye washes and/or skin antiseptics;

(d) any necessary protective equipment is:

— properly stored in a well-defined place,

— checked and cleaned if possible before, and in any case after, each use,

— 1s repaired, where defective, or is replaced before further use;

(e) procedures are specified for taking, handling and processing samples of
human or animal origin.

2. Working clothes and protective equipment, including protective clothing
referred to in paragraph 1, which may be contaminated by biological agents,
must be removed on leaving the working area and, before taking the measures
referred to in the second subparagraph, kept separately from other clothing.

The employer must ensure that such clothing and protective equipment is
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decontaminated and cleaned or, if necessary, destroyed.
3. Workers may not be charged for the cost of the measures referred to in

paragraphs 1 and 2.
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Article 9

Information and training of workers

1. Appropriate measures shall be taken by the employer to ensure that
workers and/or any workers' representatives in the undertaking or
establishment receive sufficient and appropriate training, on the basis of all
available information, in particular in the form of information and
instructions, concerning:

(a) potential risks to health;

(b) precautions to be taken to prevent exposure;

(c) hygiene requirements;

(d) wearing and use of protective equipment and clothing;

(e) steps to be taken by workers in the case of incidents and to prevent
incidents.

2. The training shall be:

(a) given at the beginning of work involving contact with biological agents,
(b) adapted to take account of new or changed risks, and

(c) repeated periodically if necessary.
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Article 10

Worker information in particular cases

1. Employers shall provide written instructions at the workplace and, if
appropriate, display notices which shall, as a minimum, include the procedure
to be followed in the case of:

(a) a serious accident or incident involving the handling of a biological agent;
(b) handling a group 4 biological agent.

2. Workers shall immediately report any accident or incident involving the
handling of a biological agent to the person in charge, or to the person
responsible for safety and health at work.

3. Employers shall inform forthwith the workers and/or any workers'
representatives of any accident or incident which may have resulted in the
release of a biological agent and which could cause severe human infection
and/or illness.

In addition, employers shall inform the workers and/or any workers'
representatives in the undertaking or establishment as quickly as possible
when a serious accident or incident occurs, of the causes thereof and of the
measures taken or to be taken to rectify the situation.

4. Each worker shall have access to the information on the list referred to in
Article 11 which relates to him personally.

5. Workers and/or any workers' representatives in the undertaking or
establishment shall have access to anonymous collective information.

6. Employers shall provide workers and/or their representatives, at their

requst, with the information provided for in Article 7(1).
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Article 11
List of exposed workers

1. Employers shall keep a list of workers exposed to group 3 and/or group 4
biological agents, indicating the type of work done and, whenever possible, the
biological agent to which they have been exposed, as well as records of
exposures, accidents and incidents, as appropriate.

2. The list referred to in paragraph 1 shall be kept for at least 10 years
following the end of exposure, in accordance with national laws and/or

practice.

In the case of those exposures which may result in infections:

(a) with biological agents known to be capable of establishing persistent or
latent infections;

(b) that, in the light of present knowledge, are undiagnosable until illness
develops many years later;

(c) that have particularly long incubation periods before illness develops;

(d) that result in illnesses which recrudesce at times over a long period despite
treatment, or

(e) that may have serious long-term sequelae,

the list shall be kept for an appropriately longer time up to 40 years following
the last known exposure.

3. The doctor referred to in Article 14 and/or the competent authority for
health and safety at work, and any other person responsible for health and

safety at work, shall have access to the list referred to in paragraph 1.
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Article 12
Consultation and participation of workers
Consultation and participation of workers and/or their representatives in

connection with matters covered by this Directive shall take place in

accordance with Article 11 of Directive 89/391/EEC.
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Article 13

Notification to the competent authority

1. Prior notification shall be made to the competent authority of the use for
the first time of:

(a) group 2 biological agents;

(b) group 3 biological agents;

(c) group 4 biological agents.

The notification shall be made at least 30 days before the commencement of
the work.

Subject to paragraph 2, prior notification shall also be made of the use for the
first time of each subsequent group 4 biological agent and of any subsequent
new group 3 biological agent where the employer himself provisionally
classifies that biological agent.

2. Laboratories providing a diagnostic service in relation to group 4 biological
agents shall be required only to make an initial notification of their intention.
3. Renotification must take place in any case where there are substantial
changes of importance to safety or health at work to processes and/or
procedures which render the notification out of date.

4. The notification referred to in paragraphs 1, 2 and 3 shall include:
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(a) the name and address of the undertaking and/or establishment;

(b) the name and capabilities of the person responsible for safety and health
at work;

() the results of the assessment referred to in Article 3;

(d) the species of the biological agent;

(e) the protection and preventive measures that are envisaged.

() FEK O/ TR D4 P& OERT
(b) Wh DL 2R OBEICHEEZ AT 2FDORA KR OHE

(0 5 34 TE R ENT-F DR R
(d) AR+ D FEEE
(e) HE SN TV DIRH#E N T BhHEE

Sfs — S
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Article 14 14 4
Health surveillance RN

1. The Member States shall establish, in accordance with national laws and
practice, arrangements for carrying out relevant health surveillance of
workers for whom the results of the assessment referred to in Article 3 reveal
a risk to health or safety.

2. The arrangements referred to in paragraph 1 shall be such that each worker
shall be able to undergo, if appropriate, relevant health surveillance:

(a) prior to exposure;

(b) at regular intervals thereafter.

Those arrangements shall be such that it is directly possible to implement
individual and occupational hygiene measures.

3. The assessment referred to in Article 3 should identify those workers for
whom special protective measures may be required.

When necessary, effective vaccines should be made available for those workers
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who are not already immune to the biological agent to which they are exposed
or are likely to be exposed.

When employers make vaccines available, they should take account of the
recommended code of practice set out in Annex VII.

If a worker is found to be suffering from an infection and/or illness which is
suspected to be the result of exposure, the doctor or authority responsible for
health surveillance of workers shall offer such surveillance to other workers
who have been similarly exposed.

In that event, a reassessment of the risk of exposure shall be carried out in
accordance with Article 3.

4. In cases where health surveillance is carried out, an individual medical
record shall be kept for at least 10 years following the end of exposure, in
accordance with national laws and practice.

In the special cases referred to in Article 11(2) second subparagraph, an
individual medical record shall be kept for an appropriately longer time up to
40 years following the last known exposure.

5. The doctor or authority responsible for health surveillance shall propose
any protective or preventive measures to be taken in respect of any individual
worker.

6. Information and advice must be given to workers regarding any health
surveillance which they may undergo following the end of exposure.

7. In accordance with national laws and/or practice:

(a) workers shall have access to the results of the health surveillance which
concern them, and

(b) the workers concerned or the employer may request a review of the results

of the health surveillance.
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8. Practical recommendations for the health surveillance of workers are given
in Annex IV.

9. All cases of diseases or death identified in accordance with national laws
and/or practice as resulting from occupational exposure to biological agents

shall be notified to the competent authority.
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Article 15

Health and veterinary care facilities other than diagnostic laboratories

1. For the purpose of the assessment referred to in Article 3, particular
attention should be paid to:

(a) uncertainties about the presence of biological agents in human patients or
animals and the materials and speciments taken from them;

(b) the hazard represented by biological agents known or suspected to be
present in human patients or animals and materials and specimens taken
from them;

(c) the risks posed by the nature of the work.

2. Appropriate measures shall be taken in health and veterinary care facilities
in order to protect the health and safety of the workers concerned.

The measures to be taken shall include in particular:

(a) specifying appropriate decontamination and disinfection procedures, and
(b) implementing procedures enabling contaminated waste to be handled and
disposed of without risk.

3. In isolation facilities where there are human patients or animals who are,
or who are suspected of being, infected with group 3 or group 4 biological

agents, containment measures shall be selected from those in Annex V column
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A, in order to minimise the risk of infection.

SINDHLDET D,

Article 16

Special measures for industrial processes, laboratories and animal rooms

1. The following measures must be taken in laboratories, including diagnostic
laboratories, and in rooms for laboratory animals which have been
deliberately infected with group 2, 3 or 4 biological agents or which are or are
suspected to be carriers of such agents.

(a) Laboratories carrying out work which involves the handling of group 2, 3
or 4 biological agents for research, development, teaching or diagnostic
purposes shall determine the containment measures in accordance with
Annex V, in order to minimise the risk of infection.

(b) Following the assessment referred to in Article 3, measures shall be
determined in accordance with Annex V, after fixing the physical containment

level required for the biological agents according to the degree of risk.

Activities involving the handling Activities involving the handling of a
biological agent must be carried out:

— only in working areas corresponding to at least containment level 2, for a
group 2 biological agent,

— only in working areas corresponding to at least containment level 3, for a
group 3 biological agent,

— only in working areas corresponding to at least containment level 4, for a
group 4 biological agent.

(¢) Laboratories handling materials in respect of which there exist
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uncertainties about the presence of biological agents which may cause human
disease but which do not have as their aim working with biological agents as
such (.e. cultivating or concentrating them) should adopt containment level 2
at least. Containment levels 3 or 4 must be used, when appropriate, where it
is known or it is suspected that they are necessary, except where guidelines
provided by the competent national authorities show that, in certain cases, a

lower containment level is appropriate.
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2. The following measures concerning industrial processes using group 2, 3 or
4 biological agents must be taken:

(a) The containment principles set out in the second subparagraph of
paragraph 1(b) should also apply to industrial processes on the basis of the
practical measures and appropriate procedures given in Annex VI.

(b) In accordance with the assessment of the risk linked to the use of group 2,
3 or 4 biological agents, the competent authorities may decide on appropriate
measures which must be applied to the industrial use of such biological
agents.

3. For all activities covered by paragraphs 1 and 2 where it has not been
possible to carry out a conclusive assessment of a biological agent but
concerning which it appears that the use envisaged might involve a serious
health risk for workers, activities may only be carried out in workplaces where

the containment level corresponds at least to level 3.
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Article 17
Use of data

The Commission shall have access to the use made by the competent national
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authorities of the information referred to in Article 14(9). FHZRETCE LD ET 5,
Article 18 %18 &
Classification of biological agents AEYHIRTF D58

1. Community classification shall be on the basis of the definitions in the
second paragraph of Article 2, points 2 to 4 (groups 2 to 4).

2. Pending Community classification Member States shall classify biologial
agents that are or may be a hazard to human health on the basis of the
definition in the second paragraph of Article 2, points 2 to 4 (groups 2 to 4).
3. If the biological agent tobe assessed cannot be classified clearly in one of the
groups defined in the second paragraph of Article 2, it must be classified in

the highest risk group among the alternatives.
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Article 19

Annexes

Purely technical adjustments to the Annexes in the light of technical progress,
changes in international regulations or specifications and new findings in the
field of biological agents shall be adopted in accordance with the procedure

laid down in Article 17 of Directive 89/391/EEC.
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Article 20
Notifying the Commission

Member States shall communicate to the Commission the provisions of

20 4
BRMNEB S ~DBH
IERENT, Z DFRSAEH S 5558 TERIRT 2 ERNEDO R E 2 BN R B 2128
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national law which they adopt in the field governed by this Directive.

HTLbDETD,

Article 21

Repeal

Directive 90/679/EEC, amended by the Directives referred to in Annex VIII,
part A is repealed, without prejudice to the obligations of the Member States
in respect of the deadlines for transposition laid down in Annex VIII, part B.
References to the repealed Directive shall be construed as references to this
Directive and shall be correlated in accordance with the correlation table set

out in Annex IX.
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Article 22
Entry into force
This Directive enters into force on the twentieth day following its publication

in the Official Journal of the European Communities.

ZOfEFIE. BRMNLREO RISzt O 20 B BIZEZT 5,

Article 23
Addresses
This Directive 1s addressed to the Member States.

Article 23
385¢
ZORSIIMBEICSE T LD TH S,

ANNEX I
INDICATIVE LIST OF ACTIVITIES
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(Article 4(2))

Preliminary note

Where the result of the risk assessment, carried out in accordance with Article
3 and Article 4(2) of this Directive, shows an unintentional exposure to
biological agents, there may be other work activities, not included in this
Annex, which should be considered.

1. Work in food production plants.

2. Work in agriculture.

3. Work activities where there is contact with animals and/or products of
animal origin.

4. Work in healthcare, including isolation and post-mortem units.

5. Work in clinical, veterinary and diagnostic laboratories, excluding
diagnostic microbiological laboratories.

6. Work in refuse disposal plants.

7. Work in sewage purification installations.

(55 4 %(2)

T i
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ANNEX II
BIOHAZARD SIGN
(Article 6(2)(e))
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5

5

1. In line with the scope of the Directive, only agents which are known to infect
humans are to be included in the classified list.

Where appropriate, indicators are given of the toxic and allergic potential of
these agents.

Animal and plant pathogens which are known not to affect man are excluded.
In drawing up this list of classified biological agents consideration has not
been given to genetically modified micro-organisms.

2. The list of classified agents is based on the effect of those agents on healthy
workers.

No specific account is taken of particular effects on those whose susceptibility
may be affected for one or other reason such as pre-existing disease,
medication, compromised immunity, pregnancy or breast feeding.

Additional risk to such workers should be considered as part of the risk
assessment required by the Directive.

In certain industrial processes, certain laboratory work or certain work with
animals involving actual or potential exposure to biological agents of groups
3 or 4, any technical precautions taken must comply with Article 16 of the

Directive.
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3. Biological agents which have not been classified for inclusion in groups 2 to
4 of the list are not implicitly classified in group 1.

For genera where more than one species is known to be pathogenic to man,
the list will include those species which are known to be the most frequently
responsible for diseases, together with a more general reference to the fact
that other species of the same genus may affect health.

When a whole genus is mentioned in the classified list of biological agents, it
is implicit that the species and strains known to be non-pathogenic are
excluded.

4. Where a strain is attenuated or has lost known virulence genes, then the
containment required by the classification of its parent strain need not
necessarily apply, subject to assessment appropriate for risk in the workplace.
This is the case, for example, when such a strain is to be used as a product or
part of a product for prophylactic or therapeutic purposes.

5. The nomenclature of classified agents used to establish this list reflects and
is in conformity with the latest international agreements of the taxonomy and
nomenclature of agents at the time the list was prepared.

6. The list of classified biological agents reflects the state of knowledge at the
time that it was devised.

It will be updated as soon as it no longer reflects the latest state of knowledge.
7. Member States are to ensure that all viruses which have already been
isolated in humans and which have not been assessed and allocated in this
Annex are classified in group 2 as a minimum, except where Member States
have proof that they are unlikely to cause disease in humans.

8. Certain biological agents classified in group 3 which are indicated in the

appended list by two asterisks (**), may present a limited risk of infection for
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workers because they are not normally infectious by the airborne route.
Member States shall assess the containment measures to be applied to such
agents, taking account of the nature of specific activities in question and of
the quantity of the agent involved, with a view to determining whether, in
particular circumstances, some of these measures may be dispensed with.

9. The requirements as to containment consequent on the classification of
parasites apply only to stages in the life cycle of the parasite in which it is
liable to be infectious to humans at the workplace.

10. This list also gives a separate indication in cases where the biological
agents are likely to cause allergic or toxic reactions, where an effective vaccine
is available, or where it is advisable to keep a list of exposed workers for more
than 10 years.

These indications are shown by the following letters:

A: Possible allergic effects

D: List of workers exposed to this biological agent to be kept for more than 10
years after the end of last known exposure

T: Toxin production

V: Effective vaccine available and registered within the EU

The application of preventive vaccination should take account of the code of

practice given in Annex VII.

JIIRERTH D,
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BACTERIA

and similar organisms

NB: For biological agents appearing on this list, the entry of the whole genus
with the addition of ‘spp.’ refers to other species belonging to this genus that
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have not specifically been included in the list, but which are known WRBITBEEMORBEETHDbDERET, FFHIIFX3 2SR LT EI,

pathogens in humans. See introductory note 3 for further details.
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VIRUSES (*) DA IR (%)
(*) See paragraph 7 of the introductory notes. *) FXDETERE SR,

NB: Viruses have been listed according to their order (0), family E:vA4rRiE, B (0. & (. B (G HE->TIAIT v
(F) and genus (G). EhTVET,
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El Moro Canyon orthohantavirus

Hantaan orthohantavirus (Hantavirus species causing Haemorrhagic Fever with
Renal Syndrome [HFRS])

Laguna Negra orthohantavirus
Prospect Hill orthohantavirus
Puumala orthohantavirus (Hantavirus species causing Nephropathia Epidemica [NE])

Seoul orthohantavirus (Hantavirus species causing Haemorrhagic Fever with Renal
Syndrome [HFRS])

Sin Nombre orthohantavirus (Hantavirus species causing Hantavirus Pulmonary
Syndrome [HPS])

Other hantaviruses known to be pathogenic
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Retroviridae (F)
Deltaretrovirus (G)
Primate T-lymphotropic virus 1 (Human T-cell lvmphotropic virus. type 1)

Primate T-lymphotropic virus 2 (Human T-cell lvmphotropic virus. type 2)

3 (+%)
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(*) See paragraph 7 of the wntroductory notes.

(1) Classification according to WHO Global Action Plan to minimize poliovirus facility-associated risk after type-specific eradication of
wild polioviruses and sequential cessation of oral polio vacecine use.

(**) See paragraph 8 of the infroductory notes.

(*) Tick-borne encephalitis.

(*) Hepatitis delta virus 1s pathogenic in workers only m the presence of simultaneous or secondary infection caused by hepatitis B virus.
Vaccination against hepatitis B virus will therefore protect workers who are not affected by hepatitis B virus against hepatifis delta
VIrus.

(*) Only for types A and B.

(%) Recommended for work mvolving direct contact with these agents.

(]) Two wviruses are identified: one a buffalopox type and the other a vanant of the Vaccima virus.

() Variant of cowpox virus.

(2) Variant of Vaccima.

() At present there is no evidence of disease in humans caused by the other retroviruses of simian origin. As a precaution containment
level 3 1s recommended for work with them.

M2 () In line with Arficle 16(1)(c). non-propagative diagnostic laboratory work mvolving SARS-CoV-2 should be conducted at a

“facility using procedures equivalent to at least containment level 2. Propagative work involving SARS-CoV-2 should be conducted at
a containment level 3 laboratory with air pressure negative to atmosphere.
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PRION DISEASE AGENTS 7'V F IR BEER T

PARASITES FER
NB: For biological agents appearing on this list, the entry of the | £ : 2D U X MZHEFHLINTWAEYHIRFOHEIX. spp.l &0
whole genus with the addition of ‘spp.’ refers to other species ZT-2TORDOEHIL. ZTORBICBTAMOET, KTV X MZiZiE
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belonging to this genus that have not specifically been included in
the list, but which are known pathogens in humans. See
introductory note 3 for further details.

HLINTWRWR, b FOREERE L THLNTWHE LD ERET,
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FUNGI HEH
NB: For biological agents appearing on this list, the entry of the | ¥ : 2D U X MIHE B I N TW A AR TFOHEIX. Tspp.l ZM
whole genus with the addition of ‘spp.’ refers to other species ZT-BEEOTEH L. CORBICBTAMOFET, I2) X MiiE#E
belonging to this genus that have not specifically been included in | S TVWRWA, & MIBITEBEMOBEETHI bDEHET, M
the list, but which are known pathogens in humans. See IIFX 3 EBRLTIEEN,
introductory note 3 for further details.
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ANNEX IV
PRACTICAL RECOMMENDATIONS FOR THE HEALTH
SURVEILLANCE OF WORKERS
(Article 14(8))

fEZE IV
HiEE OREERICET 5 E s
(% 14 4&(®)

1. The doctor and/or the authority responsible for the health surveillance of
workers exposed to biological agents must be familiar with the exposure
conditions or circumstances of each worker.

2. Health surveillance of workers must be carried out in accordance with the
principles and practices of occupational medicine: it must include at least the
following measures:

— keeping records of a worker's medical and occupational history,

— a personalised assessment of the worker's state of health.

— where appropriate, biological monitoring, as well as detection of early and
reversible effects.

Further tests may be decided on for each worker when he is the subject of
health surveillance, in the light of the most recent knowledge available to

occupational medicine.

1. AR FI2IEL T L2978 OREEAICEE 2 FFoEM L O T4 )5
1L, BHBEOIX BRI SUDRWZZRIN L TR IT UL 5720,
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ANNEXV
INDICATIONS CONCERNING CONTAINMENT MEASURES
AND CONTAINMENT LEVELS
(Articles 15(3) and 16(1)(a) and (b))

fEE V
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Preliminary note

The measures contained in this Annex shall be applied according to the nature
of the activities, the assessment of risk to workers, and the nature of the
biological agent concerned.

In the table, ‘Recommended’ means that the measures should in principle be
applied, unless the results of the assessment referred to in Article 3(2) indicate

otherwise. A

AR AR
COMEEICE EN DB IEBOME, FEE IG5 Y R 7 OFHii kOB
BT 2EMNEFOMEISCTHEA SO bD LT 5,

Fho THEEE) X, 5 3 RQTERSNIFHEORERNZ 5 TRNZ L ARSI
ROIRD ( JFANE LTHRIENEHA SN NETH L Z E2E®RT 5,

(BFHEKETE - BHEZ V DL FDZIZ D0 TIE, HAGERN DL D T, DI DX ZEDFF 2 E— L TR#EL THET,)

A Contamment measures

B. Containment levels

2 3 4

Workplace

1. The workplace is to be separated from any other activities in No Recommended Yes
the same building

2. The workplace 1s to be sealable to pernut funugation No Recommended Yes
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Facilities

3. Infected material imncluding any ammal 1s to be handled in a

Where appro-

Yes. where

Yes

safety cabinet or isolation or other suitable containment priate infection is by
airborne route
Equipment
4. Input awr and exfract air to the workplace are to be filtered No Yes. on exfract | Yes. on wmput
using (HEPA (1)) or likewise air and extract air
5. The workplace 1s to be maintaned at an air pressure No Recommended Yes

negative to atmosphere

6. Surfaces impervious to water and easy to clean

Yes. for bench

Yes, for bench.

Yes. for bench.

and floor floor and other | walls. floor and
surfaces ceiling
determined by
risk assessment
7. Surfaces resistant to acids. alkalis. solvents. disinfectants Recommendead Yes Yes
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System of work

8. Access 1s to be restricted to nominated workers only

9. Efficient vector control. for example rodents and nsects

10. Specified disinfection procedures

11. Safe storage of a biological agent

93

Recommendead

Recommendad

Yes

Yes

Yes

Yes

Yes

Yes

Yes. via

airlock (%)

Yes

Yes

Yes, secure
storage



B. Containment levels

A Containment measures
2 3 4

12. Personnel should shower before leaving the contained area No Recommended | Recommended
Waste
13. Validated inactivation process for the safe disposal of | Recommended | Yes. on or off Yes. on site

animal carcases site
Other measures
14. A laboratory is to contain its own equipment No Recommended Yes
15. An observation window. or. alternative. 1s to be present. so | Recommended | Recommended Yes

that occupants can be seen

(1) HEPA: High efficiency particulate air
() Airlock: Entry must be through an airlock which is a chamber isolated from the laboratory. The clean side of the airlock must be
separated from the restricted side by changing or showering facilities and preferably by imterlocking doors.
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ANNEX VI
CONTAINMENT FOR INDUSTRIAL PROCESSES
(Article 4(1) and Article 16(2)(a))

MEZE VI
TSt ADEDOH T2 &
(3 4 QO RV 16 (2)(@)

Preliminary note
In the table, ‘Recommended’ means that the measures should in principle be
applied, unless the results of the assessment referred to in Article 3(2) indicate

otherwise.

Group 1 biological agents
For work with group 1 biological agents including live attenuated vaccines,
the principles of good occupational safety and hygiene should be observed.

Groups 2, 3 and 4 biological agents

It may be appropriate to select and combine containment requirements from

different categories below on the basis of a risk assessment related to any

particular process or part of a process.

FiERIER
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(BFHELETE - BEZVIOLL F DL, HAZFRN & FkT S DL DT, JFTHMDIEX DK ZEDFELEZTE—L TRFEL THET, )

B. Contamment levels

A Contamment measures

Lad
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(General

!x.i

e

L

Viable organisms should be handled in a system
which physically separates the process from the
enviromment

Exhaust gases from the closed system should be
treated so as to:

Sample collection. addition of materials to a closed
system and transfer of viable organisms to another
closed system. should be performed so as to:

Bulk culture fluids should not be removed from
the closed system unless the wviable organisms
have been:

Seals should be designed so as to:

The controlled area should be designed to contain
spillage of the entire contents of the closed system

The controlled area should be sealable to permut
fumigation

Yes

Minimise release

Minimise release

Inactivated by
validated chemical
or physical means

Minimise release

No

No

Yes

Prevent release

Prevent release

Inactivated by
validated chemical
or physical means

Prevent release

Recommendead

Recommended

Yes

Prevent release

Prevent release

Inactivated by
validated chemical
or physical means

Prevent release

Yes

Yes
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Facilities

8. Decontamination and washing facilities should be Yes Yes Yes
provided for personnel

Equipment

9. Input air and extract air to the controlled area No Recommended Yes
should be HEPA (1) filtered

10. The controlled area should be maintained at an air No Recommended Yes

pressurc IlEgEltiYE fo HTIIIDSI}IIEI‘E
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A Contamnment measures

B. Contamment lavels

2 3 -

11. The controlled area should be adequately Recommended Recommended Yes
ventilated to minimise air contamination

System of work

12. Closed systems (<) should be located within a Recommended Recommended Yes. and
controlled area purpose-built

13. Biohazard signs should be posted Recommended Yes Yes

14. Access should be restricted to nominated Recommended Yes Yes. via an
personnel only airlock (%)

15. Personnel should shower before leaving the No Recommended Yes
controlled area

16. Personnel should wear protective clothing Yes. work clothing Yes Yes. complete

change
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Waste

17. Effluent from sinks and showers should be
collected and inactivated before release

No

Recommended

Yes

18. Effluent treatment before final discharge

HEPA: High efficiency particulate air

Inactivated by
validated chemical
or physical means

Inactivated by
validated chemical
or physical means

Inactivated by
validated chemical
or physical means

)

(?) Closed system: A system that physically separates the process from the environment (e.g. incubator vats. tanks, etc.).

(*) Aarlock: Entry must be through an awlock which i1s a chamber 1solated from the laboratory. The clean side of the awrlock must be
separated from the restricted side by changing or showering facilities and preferably by mterlocking doors.
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ANNEX VII
RECOMMENDED CODE OF PRACTICE ON VACCINATION
(Article 14(3))

MEZE VII
U U F o ERICET AR EE R
(% 14 4(3))

1. If the assessment referred to in Article 3(2) reveals that there is a risk to
the health and safety of workers due to their exposure to biological agents for
which effective vaccines exist, their employers should offer them vaccination.
2. Vaccination should be carried out in accordance with national law and/or
practice.

Workers should be informed of the benefits and drawbacks of both vaccination
and non-vaccination.

3. Vaccination must be offered free of charge to workers.

4. A vaccination certificate may be drawn up which should be made available

to the worker concerned and, on request, to the competent authorities.

1. F3FQTERESNZFHMMZ LY. BT 7 F 2 BFET 2 EMHIR I
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ANNEX VIII y—
PARTA N— KA
Repealed DlIrectlIve with it ssuccessive BE Ik T80 K O D% DLE

amendments
(referred to in Article 21)
Council Directive 90/679/EEC (0OJ L 374, 31.12.1990, p. 1)
Council Directive 93/88/EEC (OJ L 268, 29.10.1993, p. 71)
Commission Directive 95/30/EC (OJ L 155, 6.7.1995, p. 41)
Commission Directive 97/59/EC (OJ L 282, 15.10.1997, p. 33)

(LLTF HAGFRFIZENE L F T, )
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Commission Directive 97/65/EC (OJ L 335, 6.12.1997, p. 17)

PART B <~ B
Deadlines for transposition into national |EWNE~OERBROWR

law

(BHFHERCZIE - LU FORD ARG, BMELET, )
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ANNEX IX MEE IX
CORRELATION TABLE FHBEZR

(BFHEZLZTE - BB Z IX OHBIFRIZ OV T, JFHDOEZZE X DA ZEDEE, KICWRE L TWET,)
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Directive 90/679/EEC

This Directive

Article

Article

Article

Article

Article

Article

Article

Article

Article

Article

Article

Article

9(2). second indent

9(2). third indent

10(1). first indent

10(1). second indent

10(2) to (6)

11(1)

11(2). second subparagraph. first indent
11(2). second subparagraph. second indent
11(2). second subparagraph. third indent
11(2). second subparagraph. fourth indent

11(2). second subparagraph. fifth indent

11(3)

Article

Article

Article

Article

Article

Article

Article

Article

Article

Article

Article

Article
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9(2)(b)
9(2)(c)
10(1)(a)
10(1)(b)
10(2) to (6)

11(1)
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THE EUROPEAN
EUROPEAN UNION,

PARLIAMENT AND THE COUNCIL OF THE

Having regard to the Treaty establishing the European Community, and in

particular Article 137(2) thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the KEuropean Economic and Social

Committee(7),

Having consulted the Committee of the Regions,

Acting in accordance with the procedure referred to in Article 251 of the

Treaty (2),

Whereas:

(1) Council Directive 93/104/EC of 23 November 1993, concerning certain
aspects of the organisation of working time (3), which lays down minimum
safety and health requirements for the organisation of working time, in

respect of periods of daily rest, breaks, weekly rest, maximum weekly
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113




working time, annual leave and aspects of night work, shift work and
patterns of work, has been significantly amended. In order to clarify

matters, a codification of the provisions in question should be drawn up.

(2) Article 137 of the Treaty provides that the Community is to support and
complement the activities of the Member States with a view to improving the
working environment to protect workers' health and safety. Directives
adopted on the basis of that Article are to avoid imposing administrative,
financial and legal constraints in a way which would hold back the creation

and development of small and medium-sized undertakings.

(3) The provisions of Council Directive 89/391/EEC of 12 June 1989 on the
introduction of measures to encourage improvements in the safety and health
of workers at work(4) remain fully applicable to the areas covered by this
Directive without prejudice to more stringent and/or specific provisions

contained herein.

(4) The improvement of workers' safety, hygiene and health at work is an

objective which should not be subordinated to purely economic considerations.

(5) All workers should have adequate rest periods. The concept of "rest" must
be expressed in units of time, i.e. in days, hours and/or fractions thereof.
Community workers must be granted minimum daily, weekly and annual
periods of rest and adequate breaks. It is also necessary in this context to place

a maximum limit on weekly working hours.
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(6) Account should be taken of the principles of the International Labour
Organisation with regard to the organisation of working time, including those

relating to night work.

(7) Research has shown that the human body is more sensitive at night to
environmental disturbances and also to certain burdensome forms of work
organisation and that long periods of night work can be detrimental to the

health of workers and can endanger safety at the workplace.

(8) There is a need to limit the duration of periods of night work, including
overtime, and to provide for employers who regularly use night workers to
bring this information to the attention of the competent authorities if they so

request.

(9) Tt is important that night workers should be entitled to a free health
assessment prior to their assignment and thereafter at regular intervals and
that whenever possible they should be transferred to day work for which they

are suited if they suffer from health problems.

(10) The situation of night and shift workers requires that the level of safety
and health protection should be adapted to the nature of their work and that
the organisation and functioning of protection and prevention services and

resources should be efficient.

(11) Specific working conditions may have detrimental effects on the safety
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and health of workers. The organisation of work according to a certain pattern

must take account of the general principle of adapting work to the worker.

(12) A European Agreement in respect of the working time of seafarers has
been put into effect by means of Council Directive 1999/63/EC of 21 June 1999
concerning the Agreement on the organisation of working time of seafarers
concluded by the European Community Shipowners' Association (ECSA) and
the Federation of Transport Workers' Unions in the European Union (FST)(5)
based on Article 139(2) of the Treaty. Accordingly, the provisions of this

Directive should not apply to seafarers.

(13) In the case of those "share-fishermen" who are employees, it is for the
Member States to determine, pursuant to this Directive, the conditions for
entitlement to, and granting of, annual leave, including the arrangements for

payments.

(14) Specific standards laid down in other Community instruments relating,
for example, to rest periods, working time, annual leave and night work for
certain categories of workers should take precedence over the provisions of

this Directive.

(15) In view of the question likely to be raised by the organisation of working
time within an undertaking, it appears desirable to provide for flexibility in
the application of certain provisions of this Directive, whilst ensuring

compliance with the principles of protecting the safety and health of workers.

(11) BEOHBRMIT, FEEOZEMAEICERELZRIFTZEnH D, FF
TEDINE — N > TAEEDFIRMUITANEE A AEZEL TS S 5 —RFEH| 275
B LARTHUER 6720,

(12) MBI @BRERICBIT 2 BN EIL, 1999 4 6 H 21 HOBFERIES
1999/63 / EC I2 LV, ZDRKIDE 139 D @I ISV TERM ILREAM S
(ESCA) & ONEigi S5 ikl A58 A (FST) 12 &L » Tkl S 7= fiv B o @R ol
BT 2 W EICET 5 1999 45 6 A 21 H OB FEEFES 1999/63/EC D HiEIC
Lo THRMENTZ, LEB-T, ZORSOBEE. MEICITEA SR,

(13) EME TH L THhFARES] OLAIE. MHEEZ. ZOHEFITE-> T,
FAT D7D DILBNT 2 & FERRIRO N G &K L R GRMEEZRETHZ LT
HD,

(14) BIZIE, BFE DI OV TOREIFE, @R, AR IR S O] 55
B9 DR O FE R, O FERSCERITHE STV D,

(15) FHHEOH THEIFM ORI X - THRE S A ATREMED & 5 5 % Z &
L., F# D724 K OMdERE 2 a9 2 R O 2 fRfE3 5 — 5 T, ZOfHES
DOFFEDSRIED B W CRPMEEZ T2 Z 0N EBE L e Ebh b,

116




(16) It is necessary to provide that certain provisions may be subject to
derogations implemented, according to the case, by the Member States or the
two sides of industry. As a general rule, in the event of a derogation, the

workers concerned must be given equivalent compensatory rest periods.

(17) This Directive should not affect the obligations of the Member States
concerning the deadlines for transposition of the Directives set out in Annex

I, part B,

HAVE ADOPTED THIS DIRECTIVE:
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CHAPTER 1 e
SCOPE AND DEFINITIONS 1 A M OVEF
Article 1 RIS

B ) K OV

Purpose and scope

1. This Directive lays down minimum safety and health requirements for the

organisation of working time.

2. This Directive applies to:

(a) minimum periods of daily rest, weekly rest and annual leave, to breaks

and maximum weekly working time; and
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(b) certain aspects of night work, shift work and patterns of work.

3. This Directive shall apply to all sectors of activity, both public and private,
within the meaning of Article 2 of Directive 89/391/EEC, without prejudice to
Articles 14, 17, 18 and 19 of this Directive.

This Directive shall not apply to seafarers, as defined in Directive 1999/63/EC
without prejudice to Article 2(8) of this Directive.

4. The provisions of Directive 89/391/EEC are fully applicable to the matters
referred to in paragraph 2, without prejudice to more stringent and/or specific

provisions contained in this Directive.
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Article 2

Definitions

For the purposes of this Directive, the following definitions shall apply:

1. “working time” means any period during which the worker is working,

at the employer's disposal and carrying out his activity or duties, in

accordance with national laws and/or practice;

2. "rest period" means any period which is not working time;
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3. "night time" means any period of not less than seven hours, as defined by
national law, and which must include, in any case, the period between

midnight and 5.00;

4. "night worker" means:

(a) on the one hand, any worker, who, during night time, works at least three

hours of his daily working time as a normal course; and

(b) on the other hand, any worker who is likely during night time to work a
certain proportion of his annual working time, as defined at the choice of the

Member State concerned:

(i) by national legislation, following consultation with the two sides of

industry; or

(ii) by collective agreements or agreements concluded between the two sides

of industry at national or regional level;

5. "shift work" means any method of organising work in shifts whereby
workers succeed each other at the same work stations according to a certain
pattern, including a rotating pattern, and which may be continuous or
discontinuous, entailing the need for workers to work at different times over

a given period of days or weeks;

6. "shift worker" means any worker whose work schedule is part of shift work;
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7. "mobile worker" means any worker employed as a member of travelling or
flying personnel by an undertaking which operates transport services for

passengers or goods by road, air or inland waterway;

8. "offshore work" means work performed mainly on or from offshore
installations (including drilling rigs), directly or indirectly in connection with
the exploration, extraction or exploitation of mineral resources, including
hydrocarbons, and diving in connection with such activities, whether

performed from an offshore installation or a vessel;

9. "adequate rest" means that workers have regular rest periods, the duration
of which is expressed in units of time and which are sufficiently long and
continuous to ensure that, as a result of fatigue or other irregular working
patterns, they do not cause injury to themselves, to fellow workers or to others
and that they do not damage their health, either in the short term or in the

longer term.
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CHAPTER 2

MINIMUM REST PERIODS - OTHER ASPECTS OF THE ORGANISATION
OF WORKING TIME
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Article 3

Daily rest
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Member States shall take the measures necessary to ensure that every worker

is entitled to a minimum daily rest period of 11 consecutive hours per 24-hour

IERENE, T _XTOHEE D 24 B 2 &Rk 11 B OREB 2 E S = &
MNTEDLLINCTHDICHEREEZHE R T IE 25720,

period.
Article 4 RS
Breaks PREH

Member States shall take the measures necessary to ensure that, where the
working day is longer than six hours, every worker is entitled to a rest break,
the details of which, including duration and the terms on which it is granted,
shall be laid down in collective agreements or agreements between the two

sides of industry or, failing that, by national legislation.
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Article 5

Weekly rest period

Member States shall take the measures necessary to ensure that, per each
seven-day period, every worker is entitled to a minimum uninterrupted rest

period of 24 hours plus the 11 hours' daily rest referred to in Article 3.

If objective, technical or work organisation conditions so justify, a minimum

rest period of 24 hours may be applied.
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Article 6

Maximum weekly working time
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Member States shall take the measures necessary to ensure that, in keeping

with the need to protect the safety and health of workers:

(a) the period of weekly working time is limited by means of laws, regulations
or administrative provisions or by collective agreements or agreements

between the two sides of industry;

(b) the average working time for each seven-day period, including overtime,

does not exceed 48 hours.
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Article 7

Annual leave

1. Member States shall take the measures necessary to ensure that every
worker is entitled to paid annual leave of at least four weeks in accordance
with the conditions for entitlement to, and granting of, such leave laid down

by national legislation and/or practice.

2. The minimum period of paid annual leave may not be replaced by an

allowance in lieu, except where the employment relationship is terminated.
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CHAPTER 3

NIGHT WORK - SHIFT WORK - PATTERNS OF WORK
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Article 8

Length of night work
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Member States shall take the measures necessary to ensure that:

(a) normal hours of work for night workers do not exceed an average of eight

hours in any 24-hour period;

(b) night workers whose work involves special hazards or heavy physical or
mental strain do not work more than eight hours in any period of 24 hours

during which they perform night work.

For the purposes of point (b), work involving special hazards or heavy physical
or mental strain shall be defined by national legislation and/or practice or by
collective agreements or agreements concluded between the two sides of

industry, taking account of the specific effects and hazards of night work.
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Article 9

Health assessment and transfer of night workers to day work

1. Member States shall take the measures necessary to ensure that:

(a) night workers are entitled to a free health assessment before their

assignment and thereafter at regular intervals;

(b) night workers suffering from health problems recognised as being
connected with the fact that they perform night work are transferred

whenever possible to day work to which they are suited.

LIRES

TR I8 Mo OV ] 5518 0D B[] 55 8~ D it

1. MBEENTLLT D Z & ZRElR T 2 7o OB R E 25 U T T e 720,

(a) R BFE L. BN EEI ORI 251F . 0% E I HEEE
ZMEZ TN 5,

(b) KMMEEEZITY LWV FERITEEL TV RSN TV A EoRY
A2 5 EEFEE L, TR L X IXWV-OTH, L TVnHE

FOERICB S D,

123




2. The free health assessment referred to in paragraph 1(a) must comply with

medical confidentiality.

3. The free health assessment referred to in paragraph 1(a) may be conducted

within the national health system.
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Article 10

Guarantees for night-time working

Member States may make the work of certain categories of night workers
subject to certain guarantees, under conditions laid down by national
legislation and/or practice, in the case of workers who incur risks to their

safety or health linked to night-time working.
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Article 11

Notification of regular use of night workers

Member States shall take the measures necessary to ensure that an employer

who regularly uses night workers brings this information to the attention of

#1145
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the competent authorities if they so request. 7200
Article 12 12 5
Safety and health protection A IR

Member States shall take the measures necessary to ensure that:
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(a) night workers and shift workers have safety and health protection

appropriate to the nature of their work;

(b) appropriate protection and prevention services or facilities with regard to
the safety and health of night workers and shift workers are equivalent to

those applicable to other workers and are available at all times.

(a) W TrEE KOS @ 1 ALFROWEIZIS Cle, (KXi2#B75) @Y
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Article 13

Pattern of work

Member States shall take the measures necessary to ensure that an employer
who intends to organise work according to a certain pattern takes account of
the general principle of adapting work to the worker, with a view, in
particular, to alleviating monotonous work and work at a predetermined
work-rate, depending on the type of activity, and of safety and health

requirements, especially as regards breaks during working time.
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CHAPTER 4 ¥4
MISCELLANEOUS PROVISIONS e
Article 14 w14 5

More specific Community provisions

This Directive shall not apply where other Community instruments contain

more specific requirements relating to the organisation of working time for
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certain occupations or occupational activities.

Article 15

More favourable provisions

This Directive shall not affect Member States' right to apply or introduce laws,
regulations or administrative provisions more favourable to the protection of
the safety and health of workers or to facilitate or permit the application of
collective agreements or agreements concluded between the two sides of

industry which are more favourable to the protection of the safety and health
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Article 16 %16 &
Reference periods BEE 3 2 M
Member States may lay down: JnEE ENZ
(a) for the application of Article 5 (weekly rest period), a reference period not | (a) % 5 5 (fEOKEHIHM) OEH OO ORHEST 2 HIMIX 14 HA B 72
exceeding 14 days; WHDOET D,
(b) for the application of Article 6 (maximum weekly working time), a | (b) 5 (SRR ERERE) odEBlc oW TiE, BES 28X 4 4 A
reference period not exceeding four months. 75’%& ABNHEDET D,
ZEERETED,

The periods of paid annual leave, granted in accordance with Article 7, and

the periods of sick leave shall not be included or shall be neutral in the
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calculation of the average;

(c) for the application of Article 8 (length of night work), a reference period
defined after consultation of the two sides of industry or by collective
agreements or agreements concluded between the two sides of industry at

national or regional level.

If the minimum weekly rest period of 24 hours required by Article 5 falls

within that reference period, it shall not be included in the calculation of the

(c) #5854 (KHFBORES) OWMITHOWTIE, EXRROTHHEOHHROHKIC
TEFE ST B 2 IR SUIENAE L < I3k L ~L TREESER O 97 THiis S
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average.
CHAPTER 5 50
DEROGATIONS AND EXCEPTIONS 1 F BRSOVl o4
Article 17 17 %
Derogations 1 BRsh

1. With due regard for the general principles of the protection of the safety
and health of workers, Member States may derogate from Articles 3 to 6, 8
and 16 when, on account of the specific characteristics of the activity
concerned, the duration of the working time is not measured and/or
predetermined or can be determined by the workers themselves, and

particularly in the case of:

(a) managing executives or other persons with autonomous decision-taking

powers;

1. HEEOREEEOREICET 2 A2+ B8 L <, BET 5158)
DEFED T FBFFRBRE SHT, o/ A LI TFOED AT
RN XATTFBHEBEHIC L > TRIESND Z ENTE, FFIZ,
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(b) family workers; or

() workers officiating at religious ceremonies in churches and religious

communities.

2. Derogations provided for in paragraphs 3, 4 and 5 may be adopted by means
of laws, regulations or administrative provisions or by means of collective
agreements or agreements between the two sides of industry provided that
the workers concerned are afforded equivalent periods of compensatory rest
or that, in exceptional cases in which it is not possible, for objective reasons,
to grant such equivalent periods of compensatory rest, the workers concerned

are afforded appropriate protection.

3. In accordance with paragraph 2 of this Article derogations may be made

from Articles 3, 4, 5, 8 and 16:

(a) in the case of activities where the worker's place of work and his place of
residence are distant from one another, including offshore work, or where the

worker's different places of work are distant from one another;

(b) in the case of security and surveillance activities requiring a permanent
presence in order to protect property and persons, particularly security guards

and caretakers or security firms;

(b)  FEIEFE X,
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(c) in the case of activities involving the need for continuity of service or | (d) ¥ —E X XIFAEPEDHKGEO LEMEZ LS TEBIOLG . FFIC

production, particularly:

() services relating to the reception, treatment and/or care provided by | (i) AR . R RER S OIS Fr O R OTE8h 2 & e B XX FRIERD
hospitals or similar establishments, including the activities of doctors in MiEXIC Lo TRt SN 62T AfL, TRIEL O/ I TICET 54
training, residential institutions and prisons; — B,

(i1) dock or airport workers; (i1) R 7 XAXZEPED G718

(iii) press, radio, television, cinematographic production, postal and | (ii) Wi, 7U4, 7TLv, BEEE BEEKCEEY B, e,

telecommunications services, ambulance, fire and civil protection services; KFE R ORFRFES — B X,

(iv) gas, water and electricity production, transmission and distribution, | (iv) T A KK ONEOEFE, BBy, FEH I IPE KL OBEEI T Z > b

household refuse collection and incineration plants;

(v) industries in which work cannot be interrupted on technical grounds; (v) FRR 2B RIC K 0 EB 2T 5 2 L O TERVERL,
(vi) research and development activities; (vi) WFZE BT TS
(vii) agriculture; (vii) =

(viii) workers concerned with the carriage of passengers on regular urban | (viii) EHM BT A @Y — B AT A R OIEEIZE D B S EE .
transport services;
(d) TRTRERIEEIOSWENH 5545, KT :

(d) where there is a foreseeable surge of activity, particularly in:

(i) ;S
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() agriculture;

(i1) tourism;

(iii) postal services;

(e) in the case of persons working in railway transport:

(1) whose activities are intermittent;

(i) who spend their working time on board trains; or

(iii) whose activities are linked to transport timetables and to ensuring the

continuity and regularity of traffic;

(f in the circumstances described in Article 5(4) of Directive 89/391/EEC;

(g) in cases of accident or imminent risk of accident.

4. In accordance with paragraph 2 of this Article derogations may be made

from Articles 3 and 5:

(a) in the case of shift work activities, each time the worker changes shift and
cannot take daily and/or weekly rest periods between the end of one shift and

the start of the next one;

(ii) Boe;
(iii) BEY—E 2,
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(b) in the case of activities involving periods of work split up over the day,

particularly those of cleaning staff.

5. In accordance with paragraph 2 of this Article, derogations may be made
from Article 6 and Article 16(b), in the case of doctors in training, in
accordance with the provisions set out in the second to the seventh

subparagraphs of this paragraph.

With respect to Article 6 derogations referred to in the first subparagraph

shall be permitted for a transitional period of five years from 1 August 2004.

Member States may have up to two more years, if necessary, to take account
of difficulties in meeting the working time provisions with respect to their
responsibilities for the organisation and delivery of health services and
medical care. At least six months before the end of the transitional period, the
Member State concerned shall inform the Commission giving its reasons, so
that the Commission can give an opinion, after appropriate consultations,
within the three months following receipt of such information. If the Member
State does not follow the opinion of the Commission, it will justify its decision.
The notification and justification of the Member State and the opinion of the
Commission shall be published in the Official Journal of the European Union

and forwarded to the European Parliament.

Member States may have an additional period of up to one year, if necessary,

to take account of special difficulties in meeting the responsibilities referred
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to in the third subparagraph. They shall follow the procedure set out in that
subparagraph.

Member States shall ensure that in no case will the number of weekly working
hours exceed an average of 58 during the first three years of the transitional
period, an average of 56 for the following two years and an average of 52 for

any remaining period.

The employer shall consult the representatives of the employees in good time
with a view to reaching an agreement, wherever possible, on the
arrangements applying to the transitional period. Within the limits set out in

the fifth subparagraph, such an agreement may cover:

(a) the average number of weekly hours of work during the transitional period;

and

(b) the measures to be adopted to reduce weekly working hours to an average

of 48 by the end of the transitional period.

With respect to Article 16(b) derogations referred to in the first subparagraph
shall be permitted provided that the reference period does not exceed 12
months, during the first part of the transitional period specified in the fifth

subparagraph, and six months thereafter.
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Article 18

Derogations by collective agreements

18 5
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Derogations may be made from Articles 3, 4, 5, 8 and 16 by means of collective
agreements or agreements concluded between the two sides of industry at
national or regional level or, in conformity with the rules laid down by them,
by means of collective agreements or agreements concluded between the two

sides of industry at a lower level.

Member States in which there is no statutory system ensuring the conclusion
of collective agreements or agreements concluded between the two sides of
industry at national or regional level, on the matters covered by this Directive,
or those Member States in which there is a specific legislative framework for
this purpose and within the limits thereof, may, in accordance with national
legislation and/or practice, allow derogations from Articles 3, 4, 5, 8 and 16 by
way of collective agreements or agreements concluded between the two sides

of industry at the appropriate collective level.

The derogations provided for in the first and second subparagraphs shall be
allowed on condition that equivalent compensating rest periods are granted
to the workers concerned or, in exceptional cases where it is not possible for
objective reasons to grant such periods, the workers concerned are afforded

appropriate protection.

Member States may lay down rules:

(a) for the application of this Article by the two sides of industry; and
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(b) for the extension of the provisions of collective agreements or agreements
concluded in conformity with this Article to other workers in accordance with

national legislation and/or practice.
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i (ER D) i OBE Z O BE YIRS 5 Z &,

Article 19

Limitations to derogations from reference periods

The option to derogate from Article 16(b), provided for in Article 17(3) and
in Article 18, may not result in the establishment of a reference period

exceeding six months.

However, Member States shall have the option, subject to compliance with
the general principles relating to the protection of the safety and health of
workers, of allowing, for objective or technical reasons or reasons
concerning the organisation of work, collective agreements or agreements
concluded between the two sides of industry to set reference periods in no

event exceeding 12 months.

Before 23 November 2003, the Council shall, on the basis of a Commission
proposal accompanied by an appraisal report, re-examine the provisions of
this Article and decide what action to take.
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Article 20

Mobile workers and offshore work

1. Articles 3, 4, 5 and 8 shall not apply to mobile workers.
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Member States shall, however, take the necessary measures to ensure that
such mobile workers are entitled to adequate rest, except in the circumstances
laid down in Article 17(3)(f) and (g).

2. Subject to compliance with the general principles relating to the protection
of the safety and health of workers, and provided that there is consultation of
representatives of the employer and employees concerned and efforts to
encourage all relevant forms of social dialogue, including negotiation if the
parties so wish, Member States may, for objective or technical reasons or
reasons concerning the organisation of work, extend the reference period
referred to in Article 16(b) to 12 months in respect of workers who mainly

perform offshore work.

3. Not later than 1 August 2005 the Commission shall, after consulting the
Member States and management and labour at European level, review the
operation of the provisions with regard to offshore workers from a health and
safety perspective with a view to presenting, if need be, the appropriate

modifications.
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Article 21

Workers on board seagoing fishing vessels

1. Articles 3 to 6 and 8 shall not apply to any worker on board a seagoing
fishing vessel flying the flag of a Member State.
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Member States shall, however, take the necessary measures to ensure that
any worker on board a seagoing fishing vessel flying the flag of a Member
State is entitled to adequate rest and to limit the number of hours of work to
48 hours a week on average calculated over a reference period not exceeding

12 months.

2. Within the limits set out in paragraph 1, second subparagraph, and
paragraphs 3 and 4 Member States shall take the necessary measures to
ensure that, in keeping with the need to protect the safety and health of such

workers:

(a) the working hours are limited to a maximum number of hours which shall

not be exceeded in a given period of time; or

(b) a minimum number of hours of rest are provided within a given period of

time.

The maximum number of hours of work or minimum number of hours of rest
shall be specified by law, regulations, administrative provisions or by
collective agreements or agreements between the two sides of the industry.

3. The limits on hours of work or rest shall be either:

(a) maximum hours of work which shall not exceed:

(i) 14 hours in any 24-hour period; and
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(ii) 72 hours in any seven-day period;

or

(b) minimum hours of rest which shall not be less than:

(i) 10 hours in any 24-hour period; and

(i1) 77 hours in any seven-day period.

4. Hours of rest may be divided into no more than two periods, one of which
shall be at least six hours in length, and the interval between consecutive

periods of rest shall not exceed 14 hours.

5. In accordance with the general principles of the protection of the health and
safety of workers, and for objective or technical reasons or reasons concerning
the organisation of work, Member States may allow exceptions, including the
establishment of reference periods, to the limits laid down in paragraph 1,
second subparagraph, and paragraphs 3 and 4. Such exceptions shall, as far
as possible, comply with the standards laid down but may take account of
more frequent or longer leave periods or the granting of compensatory leave

for the workers. These exceptions may be laid down by means of*

(a) laws, regulations or administrative provisions provided there is

consultation, where possible, of the representatives of the employers and
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workers concerned and efforts are made to encourage all relevant forms of

social dialogue; or

(b) collective agreements or agreements between the two sides of industry.

6. The master of a seagoing fishing vessel shall have the right to require
workers on board to perform any hours of work necessary for the immediate
safety of the vessel, persons on board or cargo, or for the purpose of giving

assistance to other vessels or persons in distress at sea.

7. Members States may provide that workers on board seagoing fishing
vessels for which national legislation or practice determines that these vessels
are not allowed to operate in a specific period of the calendar year exceeding

one month, shall take annual leave in accordance with Article 7 within that
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Article 22 22 5%
Miscellaneous provisions HEH

1. A Member State shall have the option not to apply Article 6, while
respecting the general principles of the protection of the safety and health of

workers, and provided it takes the necessary measures to ensure that:

(a) no employer requires a worker to work more than 48 hours over a seven-
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day period, calculated as an average for the reference period referred to in
Article 16(b), unless he has first obtained the worker's agreement to perform

such work;

(b) no worker is subjected to any detriment by his employer because he is not

willing to give his agreement to perform such work;

(c) the employer keeps up-to-date records of all workers who carry out such

work;

(d) the records are placed at the disposal of the competent authorities, which
may, for reasons connected with the safety and/or health of workers, prohibit

or restrict the possibility of exceeding the maximum weekly working hours;

(e) the employer provides the competent authorities at their request with
information on cases in which agreement has been given by workers to
perform work exceeding 48 hours over a period of seven days, calculated as an

average for the reference period referred to in Article 16(b).

Before 23 November 2003, the Council shall, on the basis of a Commission
proposal accompanied by an appraisal report, re-examine the provisions of

this paragraph and decide on what action to take.

2. Member States shall have the option, as regards the application of Article
7, of making use of a transitional period of not more than three years from 23

November 1996, provided that during that transitional period:
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(a) every worker receives three weeks' paid annual leave in accordance with
the conditions for the entitlement to, and granting of, such leave laid down by

national legislation and/or practice; and

(b) the three-week period of paid annual leave may not be replaced by an

allowance in lieu, except where the employment relationship is terminated.
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3. If Member States avail themselves of the options provided for in this Article, | 3. L, MHEENAFICED D #NEEZFIHT 57612, TOMBEITEHIZE
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CHAPTER 6 61

FINAL PROVISIONS FEARIE

Article 23 9523 &

Level of Protection il DK HE

Without prejudice to the right of Member States to develop, in the light of
changing circumstances, different legislative, regulatory or contractual
provisions in the field of working time, as long as the minimum requirements
provided for in this Directive are complied with, implementation of this
Directive shall not constitute valid grounds for reducing the general level of

protection afforded to workers
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Article 24

Reports

24 5

140




1. Member States shall communicate to the Commission the texts of the
provisions of national law already adopted or being adopted in the field

governed by this Directive.

2. Member States shall report to the Commission every five years on the
practical implementation of the provisions of this Directive, indicating the

viewpoints of the two sides of industry.

The Commission shall inform the European Parliament, the Council, the
European Economic and Social Committee and the Advisory Committee on

Safety, Hygiene and Health Protection at Work thereof.

3. Every five years from 23 November 1996 the Commission shall submit to
the European Parliament, the Council and the European Economic and Social
Committee a report on the application of this Directive taking into account

Articles 22 and 23 and paragraphs 1 and 2 of this Article.
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Article 25

Review of the operation of the provisions with regard to workers on board

seagoing fishing vessels

Not later than 1 August 2009 the Commission shall, after consulting the
Member States and management and labour at European level, review the
operation of the provisions with regard to workers on board seagoing fishing

vessels, and, in particular examine whether these provisions remain
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appropriate, in particular, as far as health and safety are concerned with a

view to proposing suitable amendments, if necessary.

AR

Article 26

Review of the operation of the provisions with regard to workers concerned

with the carriage of passengers

Not later than 1 August 2005 the Commission shall, after consulting the
Member States and management and labour at European level, review the
operation of the provisions with regard to workers concerned with the carriage
of passengers on regular urban transport services, with a view to presenting,
if need be, the appropriate modifications to ensure a coherent and suitable

approach in the sector.
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Article 27

Repeal

1. Directive 93/104/EC, as amended by the Directive referred to in Annex I,
part A, shall be repealed, without prejudice to the obligations of the Member

States in respect of the deadlines for transposition laid down in Annex I, part
B.

2. The references made to the said repealed Directive shall be construed as
references to this Directive and shall be read in accordance with the

correlation table set out in Annex II.
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Entry into force

This Directive shall enter into force on 2 August 2004.
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Article 29

Addressees

This Directive is addressed to the Member States.

Done at Brussels, 4 November 2003.

For the European Parliament

The President

P. Cox

For the Council
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The President R
G. Tremonti G. Tremonti
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