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COUNCIL DIRECTIVE 97/43/EURATOM
of 30 June 1997

on health protection of individuals against the dangers of ionizing radiation in
relation to medical exposure, and repealing Directive 84/466/Euratom

— Radiological: pertaining to radiodiagnostic and radio-
therapeutic procedures, and interventional radiclogy
or other planning and guiding radiology.

(50) "medical radiological® means pertaining to radiodiagnostic
and radiotherapeutic procedures, and interventional
radiology or other medical uses of ionising radiation for
planning, guiding and verification purposes;




Article 9

Special Practices

1. Member States shall ensure that appropriate radiolo-
gical equipment, practical techniques and ancillary equip-
ment are used for the medical exposure

— of children,
— as part of a health screening programme,

— involving high doses to the patient, such as interven-
tional radiology, computed tomography or radio-
therapy.




Article 61
Special practices

1. Member States shall ensure that appropriate medical
radiological equipment, practical techniques and ancillary

equipment is used in medical exposure:

(a) of children;
(b) as part of a health screening programme;

(c) involving high doses to the patient, which may be the case
mn interventional radiology, nuclear medicine, computed

tomography or radiotherapy.

Special attention shall be given to quality assurance
programmes and the assessment of dose or verification of

administered activity for these practices.




Articolo 9
Pratiche speciali

1. L'esercente e il responsabile dell'impianto radiclogico, nellambito delle rispettive competenze e tenuto conto
del principi di giustificazione e ottimizzazione e assicurandosi, in modo particolare, che siano state nispettate le
disposizioni di cui all'articolo 8, comma 1, lettera a), comma 2, e comma 4, utilizzano attrezzature radiologiche e
tecniche e adeguate attrezzature ausiliarie per le esposizioni mediche che riguardano:

a) bambini;
b) programmi di screening;

c) procedure comportanti alte dosi per il paziente, quali la radiologia interventistica, la tomografia
computerizzata o la radioterapia.




(20) "diagnostic reference levels” means dose levels in medical
radiodiagnostic or interventional radiology practices, or, in
the case of radio-pharmaceuticals, levels of activity, for
typical examinations for groups of standard-sized
patients or standard phantoms for broadly defined types
of equipment;

— Diagnostic Reference Levels: dose levels in medical
radiodiagnostic practices or, in the case of radio-
pharmaceuticals, levels of activity, for typical examina- |
tions for groups of standard-sized patients or standard
phantoms for broadly defined types of equipment.
These levels are expected not to be exceeded for
standard procedures when good and normal practice
regarding diagnostic and technical performance is
applied.




(45) "interventional radiology” means the use of X-ray imaging
techniques to facilitate the introduction and guidance of
devices in the body for diagnostic or treatment purposes;

b) attivita radiodiagnostiche complementari: attivita di ausilio diretto al medico chirurgo specialista o
all'odontoiatra per lo svolgimento di specifici interventi di carattere strumentale propri della disciplina, purché
contestuali, integrate e indilazionabili, nspetto all'espletamento della procedura specialistica;




Article 56

Optimisation

1.  Member States shall ensure that all doses due to medical
exposure for radiodiagnostic, interventional radielogy, planning,
guiding and verification purposes are kept as low as reasonably

achievable consistent with obtaining the required medical
information, taking into account economic and societal factors.

Article 4
Optimization

I. (a) All doses due to medical exposure for radiological
purposes except radiotherapeutic  procedures
referred to in Article 1 (2) shall be kept as low as
reasonably achievable consistent with obtaining the
required diagnostic information, taking into
account economic and social factors.




2. Member States shall ensure the establishment, regular
review and use of diagnostic reference levels for radiodiagnostic
examinations, having regard to the recommended European

diagnostic reference levels where available, and where appro-
priate, for interventional radiology procedures, and the avail-

ability of guidance for this purpose.

2.  Member States shall:

(a) promote the establishment and the use of diagnostic |
reference levels for radiodiagnostic examinations, as
referred to in Article 1 (2) (a), (b), (c) and (e), and the
availability of guidance for this purpose having regard
to Buropean diagnostic reference levels where avail-

able;




Article 57
Responsibilities

1. Member States shall ensure that:

| ¥
(c) the referrer and the practitioner are involved, as specified by

Member States, in the justification process of individual
medical exposures;

(d) wherever practicable and prior to the exposure taking place,
the practitioner or the referrer, as specified by Member
States, ensures that the patient or their representative is
provided with adequate information relating to the
benefits and risks associated with the radiation dose from
the medical exposure. Similar information as well as
relevant guidance shall be given to carers and comforters,
in accordance with point (b) of Article 56(5).



Article 58

Procedures

Member States shall ensure that:

(a) written protocols for every type of standard medical radio-
logical procedure are established for each equipment for
relevant categories of patients;

(b) information relating to patient exposure forms part of the
report of the medical radiological procedure;



(d) in medical radiological practices, a medical physics expert is
appropriately involved, the level of involvement being

commensurate with the radiological risk posed by the
practice. In particular:

(if) in standardised therapeutical nuclear medicine practices
as well as in radiodiagnostic and interventional
radiology practices, involving high doses as referred to
in point (c) of Article 61(1), a medical physics expert
shall be involved;




Article 60
Equipment

1.  Member States shall ensure that:




(c)

any equipment used for interventional radiology has a
device or a feature informing the practitioner and those
carrying out practical aspects of the medical procedures of

quantity of radiation produced by the equipment during the
procedure. Equipment installed prior to 6 February 2018
may be exempted from this requirement.

any equipment used for interventional radiology and
computed tomography and any new equipment used for
planning, guiding and verification purposes has a device
or a feature informing the practitioner, at the end of the
procedure, of relevant parameters for assessing the patient

dose. |

equipment used for interventional radiology and computed
tomography has the capacity to transter the information

required under 3(d) to the record of the examination.
Equipment installed prior to 6 February 2018 may be
exempted from this requirement.




(f) without prejudice to points (c), (d) and (e) of paragraph 3,
new medical radiodiagnostic equipment producing lonising
radiation has a device, or an equivalent means, informing
the practitioner of relevant parameters for assessing the
patient dose. Where appropriate, the equipment shall have

the capacity to transfer this information to the record of the
examination.

6. If new radiodiagnostical equipment 15 used, it shall
have, where practicable, a device informing the practi-
tioner of the quantity of radiation produced by the equip-
ment during the radiological procedure.
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Documento di consenso intersocietario
Registrazione e informazione dei dati di esposizione radiologica alla luce della
Direttiva 2013/59/Euratom del 5 dicembre 2013.




I1 dato di esposizione, se ¢ fornito dalle apparecchiature radiologiche, deve essere gestito come
parte integrante dei sistemi informativi di radiologia con gli strumenti indicati dagli standard
internazionali.

Ove esistente, il dato/ 1 dati di esposizione dovranno essere ottenuti utilizzando le informazioni

presenti nel Radiation Dose Structured Report (RDSR) .































+ ’ Ty oy %(
= 0 ++ # #
1 2> nn # # #
| | -/
= # # #
# # & +
# & # 0O # #
& # 7
= O ++
9 # # # 1 1 (1]
[* 0O # # " #H HH
0O # #
= # # +# # # #
/ # mn !
4 mi #







%%
| #S$ %%

%&%% %$
(%







012134 /5-..6 36.74
50721 645
5

2 2 @ + A
|- (l* 672,72







