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QUALITY MANAGEMENT SYSTEM FOR LASER
EQUIPMENT:
THE EXPERIENCE OF USL UMBRIA 2
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Purpose

The development process of USL Umbria 2 Quality Management
System (QMS) led, from 2008, to the 1SO9001:2008 Certification of

Medical Physics Department (MPD) activities.
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In this framework, in addition to the application of its own QMS, the
MPD works in partnerships with all departments and structures which
use ionizing and non-ionizing radiation facilities, included medical

LASER equipment. "
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Methods

QMS for LASER equipment consists of:

v design of work process &
protocols, with related forms and
safety signs;

v’ recognition of laser equipment
and environmental and individual
protection devices within all the
departments;

Documents

/ LASER l‘lSk assessment document

v LASER operating instructions
v" LASER Quality Assurance document
v LASER Internal Rules

v LASER Safety Course and Training

v" LASER Safety Quality Controls
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Methods

v' realization of a dedicated
Quality Assurance program,
with the implementation of
technical protocol, planning
and execution of quality and
functional tests using
calibrated measuring devices,
recording and storage system
for analyzed data;

Automatic E

Acceptance test
Constancy test

[

| B

update of QA |
deadline acquisition

{Clinica validation |
Report production ||
& data storage

N
USLUmbria2

Servizio Sanitario Regionale



QUALITY MANAGEMENT SYSTEM FOR LASER EQUIPMENT: THE EXPERIENCE OF USL UMBRIA 2

M. Paolucci, R. Di Lorenzo, A. Didona, E. Lotti
Medical Physics Department, Azienda USL Umbria 2, Foligno, (Italy)

ethods

Implementation of Laser Safety Management System with draft of
afety Guidance and training course program for staff exposed to
LASER risks.
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La nonma CEI 76-6 “Sicurezza deghi apparccchi LASER parte 8: guida all'uso degli apparecchi LASER in

medicina” nel capiilo E2 “Prove di ausicurazione di qualith (AQ)” riporta un elenca di parti dll'spparccchio
su cui si consiglia all' Addetto § LASER di con una frequenza
Sieure POs

Presso la AUSL Umbeia 2, in ottemperanza al D.Lgs. $1/2008, il Direttore Generale : Sicurezza LASER SFM

del 210172013, quale Addeno all Sicurczza LASER Agicndal. il Do, Massimiliano Paolucs, Fisi e R
Medico, Responsaile del Servizio di Fisica Medica Azicndal, il qual & sao delegato llo svolgimento di USL a2 SERVIZIO FISICA MEDICA het
queste prove d
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Tali coatrolli si intendono come un set di misure ¢ veri pet gli obiettivi di questo documento.
Eventuali con sgeiuntivi sulle prestazioni della sorgente LASER, nel caso si rendano necessari, possono 2 CAMPO DI APPLICAZIONE
st efftuat secomdo I Norma UNI EN IS0 115542000
Y controll di qualith saranno cseguiti sscondo quanso previsio dalla Norma EN 60601-2-22 ¢ in relazione alla ;
norma EN 60825 1 sui sotto elencati parametri, per ogni LASER della tipologia ivi indicata. - RESPONSABILITA
Periodicith 4 MODALITA ESECUTIVE

La periodicith di tuttc e prove & fissata in ANNUALE (o dopo intervento di manutenzione) o se segnalati
problem da porte dell‘wtilizzatore.
La tolleranza sulla frequenza del controllo & stabilita in £ 30 giorni rispetto alla data di scadenzi.
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6. TERMINIE ABBREVIAZIONI

Le prove visive ¢ funzionali relative allo stato di ogni apparccchiatura LASER, devono essere effettuate
dall"wilizzatore prina di clascun uso o giomalmente, in base alla froquenz di uilizzo defla macchina. 7. ARCHIVIAZIONE
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Results

Our project has been performed over a period of about six years, its
application led to an optimization of the distribution of the LASER
equipment in all the USL Umbria 2 health facilities (17 structures,
Including hospitals and health districts), where classes 3B and 4
LASER equipment are installed and used for various applications.

Individual LASER protection equipment are listed and checked in LASER Quality System
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Conclusions

The quality and functional checks, included staff training, have
highlighted the need to continuous verification in order to provide the
proper protection to patients and operators during clinical activities.

ione Qualita Certificato UNIEN IS0 9001:2008

Certificato N° 9122.ASL2 1T 26258
MPD is ISO 9001:2008 certified since
2010. In 2015 the system was improved *
thanks to the contribution of Emanuela
USLUmbria2
Servizio Sanitario Regionale

Lotti (Scoffee Team).



