LEGISLATION

Baseline related to safety in healthcare



LEGAL FRAMEWORK

e LEGISLATION e REGULATIONS
(Statutes, Laws) (Regulations,

« Enacted by the national ordinances, standards)
legislative body . Usually issued at a

level below the national
legislature e.g. by the
Regulatory Authority

« Establishes the basic
framework of the
national infrastructure

« More specific protection
and safety
requirements



NATURE OF LEGISLATION

»« The enabling legislation should be as
simple as feasible, consistent with the
national situation, so that the need for
subsequent amendments is minimised

» In contrast requlations are secondary
legislation and can be introduced at
any time



NATURE OF LEGISLATION

» They contain administrative and
technical requirements and can be
expected to be amended from time to
time through experience and scientific

developments and as technology
advances



NATURE OF LEGISLATION

» Framework of rules and laws

- Objectives and focus
Measurable in terms of effect (should improve)

- Codification

Everyone should understand the written
rules

- Standards and protocols
Laws made explicit



STANDARDS

 National and International standards
are intended to support exchange of
information about previous failures
and to inform intervention /
prevention

» Use of different language /
interpretation can create problems of
understanding



EU DIRECTIVES

» Legal instruments binding on
Member States in terms of their
objectives. They require Member
States to achieve a particular result
without dictating the means of
achieving that result

« Each Member State is free to decide
on how to implement the Directive



EU DIRECTIVES

e Directives can be adopted by means
of a variety of legislative procedures
depending on its subject matter

» There is an implementation period of
four years



Council Directive 89/391/EEC

e 12th June, 1989

e Basic safety and health legal act

- Lays down general principles concerning
the prevention of risks, protection of
safety and health, the assessment of
risks, the elimination of risk and accident
factors, the informing, consultation and
balanced participation and training of
workers and their representatives



Council Directive 89/391/EEC

» 12th June, 1989

» The Introduction of measures to
encourage improvements in the
safety and health of workers at work

» Shared responsibility between
employers and employees

» Article 5, 11, 13
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Council Directive 89/391/EEC

« Minimum requirements for encouraging
improvements, especially in the
working environment, to guarantee a
better level of protection of the safety
and health of workers

» Does not justify any reduction in levels
of protection already achieved in
individual Member States
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Council Directive 89/391/EEC

» Directive is without prejudice to
existing or future national and
Community provisions which are
more favourable to protection of the
safety and health of workers at work

» Covers any person employed by an
employer, including trainees and
apprentices

12



Council Directive 89/391/EEC

» Article 5: Duty to ensure the safety
and health of workers in every
aspect related to the work

e Article 11: Active consultation
e Article 12: training
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Council Directive 89/391/EEC

o Article 13: It shall be the
responsibility of each worker to take
care as far as possible of his own
safety and health and that of other
persons affected by his acts or
Commissions at work in accordance
with his training and the instructions
given by his employer
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Council Directive 89/391/EEC

o Article 13d: The worker must
immediately inform the employer
and/or the workers with specific
responsibility for the safety and
health of workers of any work
situation they have reasonable
grounds for considering represents a
serious and immediate danger to
safety and health and of any
shortcomings in the protection
arrangements
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Council Directive 90/269

» A framework for employers to avoid
or reduce the risk of injury resulting
from manual handling activities

 Avoidance or reduction of the need
for manual handling
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Council Directive 90/270

» Display screen equipment — employer
responsibility
- Analysis of workstations with regard to
risks to
Risks to eyesight
Physical problems
Mental stree

- And to take measures to resolve
any problems detected
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Council Directive 90/270

» Periodic breaks or activity changes
factored into the working day

» Information on health and safety
measures

 Training in the use of workstations

» Workers entitled to reqular eye and
eyesight tests
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1338/2008: 16" December 2008

e Community Statistics on public health
and safety at work
- Establishes a common framework for the
systematic production of Community

statistics on public health and safety at
work.

- Statistics will be produced in compliance
with standards on impartiality, reliability,
objectively, cost-effectiveness and
statistical confidentiality.

- Must be provided annually
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Part || of the Canada Labour
Code

« Amended 2014

- Purpose - to prevent accidents and
injury to health

- Now a requirement to have a hazard
prevention program in place

- Under the new Hazard Prevention
Program regulations, employers have a
legal responsibility to conduct a risk
assessment in their workplace, and to
continually review and monitor the
program
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Part || of the Canada Labour
Code

« Amended 2014

> Preventive measures:
Elimination of hazards
Reduction of hazards

Provision of personal protective equipment,
clothing, devices or materials, all with the goal
of ensuring health and safety of employees

- Investigate, record and report — as
prescribed - all accidents ....
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EURATOM

» Treaty signed on the 25th March,
1957

» Governs European legislation on
Radiation Protection

22



DEFINED COMMUNITY ROLE

 Promoting research and
dissemination of technical

information

» Establishing uniform safety
standards to protect the health of
workers and of the general public
and ensuring that they are applied
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OBJECTIVES

» To allow beneficial (justified) uses of
ionizing radiation

» To provide for adequate protection of
people (public, workers, and patients)
against the harmful effects of ionizing
radiation and for the safety of
radiation sources
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OBJECTIVES

» To provide a mechanism whereby
these objectives are achieved through
the establishment of a Regulatory
Authority with adequate functions,
responsibilities and resources
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RADIATION LEGISLATION

1. The Radiological Protection Act
1991

2. Basic Safety Standards — revision
3. Directive 90/641/EURATOM

(Statutory Instrument 125

(2000)
a. Directive 97/43/EURATOM
b. 2013/59/EURATOM
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1. REGULATORY AUTHORITY

A competent authority to apply the
legislation

« Should be independent from
organisations responsible for the
development and promotion of
regulated practices, and from those
subject to regulation (eq.
Radiotherapy centres)
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1. REGULATORY AUTHORITY

» Should avoid engaging in activities
(eg. providing consultant services)
which could compromise, or appear to
compromise, the independence
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1. REGULATORY AUTHORITY

- Inspection and verification
To ensure compliance
- Licensing and certification

Objective observation of compliance or
contravention

- Enforcement and sanctions
To support licensing

- Societal relevance and support
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1. REGULATORY AUTHORITY

e AUTHORISATION

- Authorisation for the possession and use of
radiation sources in radiotherapy is always
by licensing and there cannot be
exclusions or exemptions from regulatory
requirements

- Requires a detailed evaluation by the
Regulatory Authority and generally
includes pre-operational inspections

- There is a legal responsibility for ensuring
protection and safety

- Requires revalidation at regular intervals
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1. REGULATORY AUTHORITY

« INSPECTIONS

> Pre licence

- Compliance monitoring

- New installation

- Following incident or accident

- Carried out in accordance with guidelines
- Report issued
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2. BASIC SAFETY STANDARDS
DIRECTIVE

The framework directive

Covers aspects of practice, intervention
and work activity

Scope covers all practices, including
medical practices, but without
requirements to protect the individual
undergoing medical exposure

Currently under review
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3. THE MEDICAL EXPOSURE
DIRECTIVE

» 3rd September 1984 Council of Ministers
issued a directive laying down basic
measures for the radiation protection of
persons undergoing medical examination
or treatment

- 84/466/Euratom The Patient
Directive
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PRINCIPLES OF THE BSS
AND MED

» The three basic principles of
radiation protection are
> Justification
> Optimisation
- Dose limitation

» All incorporated into the BSS

« MED incorporates Justification and
Optimisation
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3a. THE MEDICAL
EXPOSURES DIRECTIVE

Revised MED 97/43/Euratom

Approved on 30th June 1997

Reaffirmed the major objectives of the existing
Patient Directive

Aimed for optimum diagnostic efficacy at
reasonable dose to the patient and to reduce
the number of inadequate exposures
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3a. RADIOTHERAPY IN 97/43/

EURATOM

“For all medical exposures of
individuals for radiotherapeutic
purposes ----- exposures of target
volumes shall be individually
planned; taking into account that
dose of non-target volumes and
tissues shall be as low as
reasonably achievable and
consistent with the intended
radiotherapeutic purpose of the
exposure”

36



3a. RADIOTHERAPY IN 97/43/
EURATOM

e Clinical Audit
- Article 2: Defined Clinical Audit

- Article 6.4: Required that a Clinical
Audit be carried out in accordance
with national procedures

37



3b. Directive 2013/59/
EURATOM

» January 2014

- Makes it a legal obligation to report and
learn from accidents and incidents

- Reflect the scientific progress made in the
area but not fully reflected in previous
legislation
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3b. Directive 2013/59/
EURATOM

Accidental and unintended

exposures

- All reasonable measures are taken to
minimise the probability and magnitude of
accidental or unintended exposures of
individuals subject to medical exposure

- For radiotherapeutic practices the quality
assurance programme includes a study of
the risk of accidental or unintended
exposures
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3b. Directive 2013/59/
EURATOM

Accidental and unintended

exposures

- For all medical exposures the undertaking
implements an appropriate system for the
record keeping and analysis of events
involving or potentially involving accidental
or unintended medical exposures,
commensurate with the radiological risk

posed by the practice
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3b. Directive 2013/59/
EURATOM

Accidental and unintended
exposures

- Arrangements are made to inform the referrer
and the practitioner, and the patient, or their
representative, about clinically significant
unintended or accidental exposures and the
results of the analysis

- Mechanisms are in place for the timely
dissemination of information, relevant to
radiation protection in medical exposure,
regarding lessons learned from significant
events
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RADIOTHERAPY CLINICAL
TRIALS

e Directive 2001/20/EC

imposes for the first time in European
Law specific protection for healthy
individuals and patients participating
in medical and biomedical research
involving radiation
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In practice

» The employers and employees have a
responsibility to know and comply
with current legislation pertaining to
health and safety at all times

 Failure to do so can result in litigation
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