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Article 4: Definitions
(3) Accidental exposure
(63) Potential exposure
(99) Unintended exposure

Article 29: Authorisation
procedure

Annex IV: license application
(e) Safety assessment
(i) identify AUEs

Article 63: Accidental and

unintended exposures

(a) General

(b) Study of risk in RT

(c) Internal recording & analysis
(d) Information to patients, MDs
(e) Reporting to the CA

(f) Dissemination of information




e Recital

>>

(30) Accidental and unintended medical exposures are a
source of continuing concern. Whereas for medical
devices post-market surveillance is required under
Council Directive 93/42/EEC, it is the role of the
competent authority in radiation protection to
address the prevention of accidental and
unintended medical exposure and the follow-up in
case of their occurrence. In this respect, the role of
quality assurance programmes, including a study of
risks in radiotherapy, to avoid such incidents should be
emphasised, and recording, reporting, analysis and
corrective action should be required in such cases



® Article 5 Definitions

(3) "accidental exposure" means an exposure of
individuals, other than emergency workers, as a
result of an accident

(63) "potential exposure” means exposure that is not
expected with certainty but may result from an event
or sequence of events of a probabilistic nature,
Including equipment failures and operating errors

(99) "unintended exposure” means medical
exposure that is significantly different from the
medical exposure intended for a given purpose.




Article 63: Accidental and unintended
exposures

® Member States shall ensure that:

(a) all reasonable measures are taken to minimise
the probability and magnitude of accidental or
unintended exposures of individuals subject to
medical exposure;

» Unchanged from 97/43/Euratom

» The rest of the article is new




Article 63: —

® Member States shall ensure that:

(b) for radiotherapeutic practices the quality assurance
programme includes a study of the risk of accidental or
unintended exposures

Article 29:

(2) In the case of licensing ... Member States shall take into
account the indicative list in Annex IX

(e) Safety assessment of the activities and the facility in order
to:

(i) identify ways in which potential exposures or accidental and
unintended medical exposures could occur;

(ii) estimate, to the extent practicable, the probabilities and
magnitude of potential exposures




Article 63: Accidental and unintended
exposures

® Member States shall ensure that:

(c) 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




Article 63: Accidental and unintended
exposures

® Member States shall ensure that:

(d) 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




Article 63: Accidental and unintended
exposures

® Member States shall ensure that:

(e) (i) the undertaking declares as soon as possible
to the competent authority the occurrence of
significant events as defined by the competent
authority

(ii) the results of the investigation and the corrective
measures to avoid such events are reported to the
competent authority within the time period specified
by the Member State
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Article 63: Accidental and unintended
exposures

® Member States shall ensure that:

(f) 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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Article 96
® Member States shall require the undertaking to:

(a) implement, as appropriate, a recording and
analysis system of significant events involving or
potentially involving accidental or unintended
exposures;

(b) promptly notify the competent authority of the
occurrence of any significant event ... as defined by
the competent authority for medical exposure,
including the results of the investigation and the
corrective measures to avoid such events.
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General guidelines on risk management
in external beam radiotherapy
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Radiation from medical use

The use of radiation in medicine has been an important tool in diagnosing and treating patients for over a
century. For instance, radiation is used in x-ray medical imaging and cancer-treating radiotherapy.

Exposure to radiation can harm the health of both patients and medical staff however. With human

exposure to ionising radiation in medicine exceeding that of any other man-made source, it is important
to have safety standards in place.

http://ec.europa.eu/energy/en/topics/nuclear-

energy/radiation-protection/radiation-medical-use
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