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§35.2404

§35.2404 Records of surveys after
source implant and removal.

A licensee shall maintain a record of
the surveys required by §§35.404 and
35.604 for 3 years. Each record must in-
clude the date and results of the sur-
vey, the survey instrument used, and
the name of the individual who made
the survey.

§35.2406 Records of brachytherapy
source accountability.

(a) A licensee shall maintain a record
of brachytherapy source accountability
required by §35.406 for 3 years.

(b) For temporary implants, the
record must include—

(1) The number and activity of
sources removed from storage, the time
and date they were removed from stor-
age, the name of the individual who re-
moved them from storage, and the lo-
cation of use; and

(2) The number and activity of
sources returned to storage, the time
and date they were returned to storage,
and the name of the individual who re-
turned them to storage.

(c) For permanent implants, the
record must include—

(1) The number and activity of
sources removed from storage, the date
they were removed from storage, and
the name of the individual who re-
moved them from storage;

(2) The number and activity of
sources not implanted, the date they
were returned to storage, and the name
of the individual who returned them to
storage; and

(3) The number and activity of
sources permanently implanted in the
patient or human research subject.

§35.2432 Records of calibration meas-
urements of brachytherapy sources.

(a) A licensee shall maintain a record
of the calibrations of brachytherapy
sources required by §35.432 for 3 years
after the last use of the source.

(b) The record must include—

(1) The date of the calibration;

(2) The manufacturer’s name, model
number, and serial number for the
source and the instruments used to
calibrate the source;

(3) The source output or activity;

(4) The source positioning accuracy
within the applicators; and

10 CFR Ch. | (1-1-10 Edition)

(56) The name of the individual, the
source manufacturer, or the calibra-
tion laboratory that performed the
calibration.

[67 FR 20370, Apr. 24, 2002, as amended at 68
FR 19326, Apr. 21, 2003]

§35.2433 Records of decay of stron-
tium-90 sources for ophthalmic
treatments.

(a) A licensee shall maintain a record
of the activity of a strontium-90 source
required by §35.433 for the life of the
source.

(b) The record must include—

(1) The date and initial activity of
the source as determined under §35.432;
and

(2) For each decay calculation, the
date and the source activity as deter-
mined under §35.433.

§35.2605 Records of installation, main-
tenance, adjustment, and repair of
remote afterloader wunits, tele-
therapy units, and gamma
stereotactic radiosurgery units.

A licensee shall retain a record of the
installation, maintenance, adjustment,
and repair of remote afterloader units,
teletherapy units, and gamma
stereotactic radiosurgery units as re-
quired by §35.605 for 3 years. For each
installation, maintenance, adjustment
and repair, the record must include the
date, description of the service, and
name(s) of the individual(s) who per-
formed the work.

§35.2610 Records of safety procedures.

A licensee shall retain a copy of the
procedures required by §§35.610(a)(4)
and (d)(2) until the licensee no longer
possesses the remote afterloader, tele-
therapy unit, or gamma stereotactic
radiosurgery unit.

§35.2630 Records of dosimetry equip-
ment used with remote afterloader
units, teletherapy units, and gamma
stereotactic radiosurgery units.

(a) A licensee shall retain a record of
the calibration, intercomparison, and
comparisons of its dosimetry equip-
ment done in accordance with §35.630
for the duration of the license.

(b) For each calibration, inter-
comparison, or comparison, the record
must include—
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(1) The date;

(2) The manufacturer’s name, model
numbers and serial numbers of the in-
struments that were calibrated, inter-
compared, or compared as required by
paragraphs (a) and (b) of §35.630;

(3) The correction factor that was de-
termined from the calibration or com-
parison or the apparent correction fac-
tor that was determined from an inter-
comparison; and

(4) The names of the individuals who

performed the calibration, inter-
comparison, or comparison.
§35.2632 Records of teletherapy, re-

mote afterloader, and gamma
stereotactic radiosurgery full cali-

brations.
(a) A licensee shall maintain a record
of the teletherapy wunit, remote
afterloader unit, and gamma

stereotactic radiosurgery unit full cali-
brations required by §§35.632, 35.633,
and 35.635 for 3 years.

(b) The record must include—

(1) The date of the calibration;

(2) The manufacturer’s name, model
number, and serial number of the tele-
therapy, remote afterloader, and
gamma stereotactic radiosurgery
unit(s), the source(s), and the instru-
ments used to calibrate the unit(s);

(3) The results and an assessment of
the full calibrations;

(4) The results of the autoradiograph
required for 1low dose-rate remote
afterloader units; and

(5) The signature of the authorized
medical physicist who performed the
full calibration.

§35.2642 Records of periodic
checks for teletherapy units.

(a) A licensee shall retain a record of
each periodic spot-check for tele-
therapy units required by §35.642 for 3
years.

(b) The record must include—

(1) The date of the spot-check;

(2) The manufacturer’s name, model
number, and serial number of the tele-
therapy unit, source and instrument
used to measure the output of the tele-
therapy unit;

(3) An assessment of timer linearity
and constancy;

(4) The calculated on-off error;

(5) A determination of the coinci-
dence of the radiation field and the

spot-

§35.2645

field indicated by the light beam local-
izing device;

(6) The determined accuracy of each
distance measuring and localization
device;

(7) The difference between the antici-
pated output and the measured output;

(8) Notations indicating the oper-
ability of each entrance door electrical
interlock, each electrical or mechan-
ical stop, each source exposure indi-
cator light, and the viewing and inter-
com system and doors; and

(9) The name of the individual who
performed the periodic spot-check and
the signature of the authorized medical
physicist who reviewed the record of
the spot-check.

(c) A licensee shall retain a copy of
the procedures required by §35.642(b)
until the licensee no longer possesses
the teletherapy unit.

§35.2643 Records of periodic spot-
checks for remote afterloader units.

(a) A licensee shall retain a record of
each spot-check for remote afterloader
units required by §35.643 for 3 years.

(b) The record must include, as appli-
cable—

(1) The date of the spot-check;

(2) The manufacturer’s name, model
number, and serial number for the re-
mote afterloader unit and source;

(3) An assessment of timer accuracy;

(4) Notations indicating the oper-
ability of each entrance door electrical
interlock, radiation monitors, source
exposure indicator lights, viewing and
intercom systems, and clock and de-
cayed source activity in the unit’s
computer; and

(6) The name of the individual who
performed the periodic spot-check and
the signature of the authorized medical
physicist who reviewed the record of
the spot-check.

(c) A licensee shall retain a copy of
the procedures required by §35.643(b)
until the licensee no longer possesses
the remote afterloader unit.

§35.2645 Records of periodic
checks for gamma
radiosurgery units.

(a) A licensee shall retain a record of
each spot-check for gamma
stereotactic radiosurgery units re-
quired by §35.645 for 3 years.

spot-
stereotactic
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