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Authorization and Inspection of Cyclotron Facilities

Objective

. Topresent an overview of the requireme-r-lts
to establish and operate a cyclotron facility

to produce positron emitters, including the
accelerator itself and associated systems
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Cyclotron (self shielding)
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Cyclotron
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Authorization and Inspection of Cyclotron Facilities

Description of areas— Type III facility

BUNKER — CONTROLLED

80 m? (24 m?
internal)




Authorization and Inspection of Cyclotron Facilities

Inspection Program

t he higher priority is assigned to the

D ]Q- P 5 larger facilities with a high workload, as well
J I as to those facilities with poor compliance
history.

Or:

S— xbstantial change in the licensed activity or the

radiation safety program of the facility.



Authorization and Inspection of Cyclotron Facilities

Duties and Responsibilities

||- The inspector may, at any time, enter and inspect a place
where the inspector thinks, for valid reasons, that

There is contamination by a
radioactive substance.

A radioactive substance is being
used, in a way that it may cause
excessive risk.
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Authorization and Inspection of Cyclotron Facilities

Recomendation

High Radiation Level Low
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FIG. 3.3. ldeal pressure and radiation gradients in a cyclotron facility.



Authorization and Inspection of Cyclotron Facilities

. Servicing

Usually provided by the
manufacturer or by a
senior operator or service
technician, (initially
trained by the
manufacturer).




Authorization and Inspection of Cyclotron Facilities

* Allow the manipulation and process of cyclotron produced
radionuclides, using remote means and/or dispensing
synthesis and modules (automatic or semiautomatic) that
ensure higher safety and accuracy in radiochemical
processing and fractionation.

* Ensure the protection of operators, facilities and environment,
to shield the high Ilevel of radiation and prevent the
uncontrolled spread of radioactive contamination.

- Guarantee, by applying the requirements of Q_]_&
Good Manufacturing Practices (GMP), the K&
synthesis of radiopharmaceuticals in an J&&;

aseptic environment.
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Authorization and Inspection of Cyclotron Facilities

Role and responsibility of the licensee for training of staff

Licensee must provide physical and financial
resources required to do the job.

® Provide tools, training, equipment,
qualifications, etc.

®* The scope and depth of radiation safety
training will vary significantly with the job
requirements and the responsibilities of the
iIndividual. These requirements and
responsibilities are determined by the licensee
and assessed by Regulatory Body.




