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SUPPORTING STATEMENT

Proposed Amendment, 10 CFR Part 35.27
Requiring Records of Teletherapy Inspections and Servicing

Justification

It is proposed that all teletherapy licensees establish a program for the
periodic inspection and servicing of teletherapy machines to assure proper
functioning of the source exposure mechanism. Records of inspection and
servicing would be retained for a period of five years. Current 10 CFR
35.25 would be modified and redesignated as 35.27.

The NRC is aware of several teletherapy unit malfunctions that had the
potential for causing serious overexposures to patients and operating
staff. Unshielded teletherapy sources can generate radiation fields on the
order of hundreds of rems per minute in areas accessible to patients and
operators. The malfunctions on record have involved the mechanism designed
to control the source exposure status, and resulted from excessive wear,
misalignment, inadequate lubrication, etc. The proposed amendments are
intended to codify an existing licensing requirement for inspection and
servicing programs which are believed to significantly reduce the frequency
of occurrence of such malfunctions. Records of the required maintenance
prodedures are necessary for better performance by the licensee and inspection
and enforcement by the NRC.

Records of inspection will be used to assure that previously noted deficiencies
have been corrected. This new recordkeeping requirement isan important
component of an essential inspection and servicing program for NRC teletherapy
Ticensees. The minimal cost is justified by a significant improvement in

the raciation safety of patients and operators. The records provide inspectable
evidence that an important radiation protection procedure has been performed.
Information gained on the kinds of component problems discovered can be

used by teletherapy manufacturers to effect better design and quality

control. The gains in patient and operatcr radiation protection will
significantly outweigh the economic impact on licensees.

Description of the Information Collection

The propose! requirement impacts approximately 420 teletherapy licensees.
According tu information available to the NRC, all of these licensees are
currently complying with the requirement as per previously established
licensing conditions.

The Tlicensing condition and the proposed rule req. ‘re inspection and
servicing of the teletherapy source exposure mechanism whenever the source
is replaced or at intervals not to exceed five years. Thus a record of the
inspection and servicing will be established on the same frequency and
retained for five years.



Time Schedule

The recordkeeping requirement is already in effect at all teletherapy
licensees and is applicable to all new license applicants. Records of
inspection and servicing of the teletherapy source exposure mechanism are
not submitted to the NRC but are retained for a period of five yearssubject
to routine inspection by the NRC.

Consultation Qutside NRC

The proposed rule has been published in the Federal Register and affected
licensees and applicants have been individually notified in order to solicit
comments on the recordkeeping requirement.

Estimate of the Compliance Burden

Licensee cost for the inspection and servicing program is estimated at
less than $500.00 per teletherapy unit per year. For the 420 licensees,
this mean a total estimated cost of $210,000.00 annually. However, the
cost of generating and maintaining a record of the inspection is a small
fraction of this cost.

It is estimated that the time for generating and maintaining a record of
the inspection is approximately one-half hour every five years for each
teletherapy licensee. This is an average of 84 licensees and 42 hours
annually for the entire group of 420 teletherapy operators.

Sensitive Questions

None

Estimate of Cost to Federal Government

Implementation of the program for inspection and servicing of teletherapy
units will incur an inspection and enforcement effort by NRC. Inspections
occur on a 2-3 years frequency and will now include approximately 10
minutes for review of the licensees' record. This is a total time cost to
the Government of 28 hours per year for a total cost of $1,120.00.



