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Intra-Operative Radiation Therapy (IORT) facilities,
especially accelerators specifically designed for
unshielded operating rooms, have proliferated in the
last few years in Italy.

In the framework of a national project on quality
guarantee in Radiotherapy, the Istituto Superiore di
Sanita (Italian National Institute of Health)
established a multidisciplinary working group In
order to develop guidelines on quality guarantee for
|IORT technique.



MOBILE LINACs: THE LAW D

All the equipment for IORT must comply with current legislation

C Comply with EU Directives transposed in national law
(electromagnetic and low voltage)

C Compliance with the Decree No. 46/97 and subsequent additions
or changes, transposition of European Directive 93/42 (medical
devices)

C In cases the equipment fall into the requirements of Decree No.
46/97 (special procedures for medical systems) a copy of the
documentation submitted to the Ministry of Health is required

C All electromedical equipment should conform to EC 62.5 (1998) -
EN 60601.1 and IEC 62-50, with subsequent variations (safety
rules)

C Implementation of Legislative Decree 26 May 2000, nAL87
(Implementation of Directive 97/43 EURATOM on health protection
of individuals against the dangers of ionizing radiation from medical
exposure)



REIMBURSEMENT BILLING GUIDE FOR IORT

Complex treatment plan

Treatment management 1-2 treatments

Complex simulation

Basic dosimetry calculation

Special teletherapy port plan

Intermediate treatment device

Complex treatment device

Special treatment procedure

Consult

Intraoperative procedure

Physics consultation

2 - 3000 euros
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New ISSUES
in IOT withh electromss

1- CLINICAL Clinical trials
2- TECHNICAL # Smaller and lighter unit

3- DOSIMETRIC @ Energy

@ New shielding modalities
@ In vivo dosimetry
@ Improved QA capabillities

4- ECONOMIC DRG




