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(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 unit, remote
afterloader unit, and gamma
stereotactic radiosurgery unit full cali-
brations required by §§835.632, 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 low 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.

spot-

(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
field indicated by the light beam local-
izing device;

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

§35.2645

(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

(5) 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.

(b) The record must include—

(1) The date of the spot-check;

(2) The manufacturer’s name, model
number, and serial number for the
gamma stereotactic radiosurgery unit

spot-
stereotactic
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and the instrument used to measure
the output of the unit;

(3) An assessment of timer linearity
and accuracy;

(4) The calculated on-off error;

(5) A determination of trunnion cen-
tricity;

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

(7) An assessment of source output
against computer calculations;

(8) Notations indicating the oper-
ability of radiation monitors, helmet
microswitches, emergency timing cir-
cuits, emergency off buttons, electrical
interlocks, source exposure indicator
lights, viewing and intercom systems,
timer termination, treatment table re-
traction mechanism, and stereotactic
frames and localizing devices
(trunnions); 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 §35.645(b)
until the licensee no longer possesses
the gamma stereotactic radiosurgery
unit.

§35.2647 Records of additional tech-
nical requirements for mobile re-
mote afterloader units.

(a) A licensee shall retain a record of
each check for mobile remote
afterloader units required by §35.647 for
3 years.

(b) The record must include—

(1) The date of the check;

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

(3) Notations accounting for all
sources before the licensee departs
from a facility;

(4) Notations indicating the oper-
ability of each entrance door electrical
interlock, radiation monitors, source
exposure indicator lights, viewing and
intercom system, applicators, source
transfer tubes, and transfer tube appli-
cator interfaces, and source positioning
accuracy; and

(5) The signature of the individual
who performed the check.

10 CFR Ch. | (1-1-05 Edition)

§35.2652 Records of surveys of thera-
peutic treatment units.

(a) A licensee shall maintain a record
of radiation surveys of treatment units
made in accordance with §35.652 for the
duration of use of the unit.

(b) The record must include—

(1) The date of the measurements;

(2) The manufacturer’s name, model
number and serial number of the treat-
ment unit, source, and instrument used
to measure radiation levels;

(3) Each dose rate measured around
the source while the unit is in the off
position and the average of all meas-
urements; and

(4) The signature of the individual
who performed the test.

§35.2655 Records of 5-year inspection
for teletherapy and gamma
stereotactic radiosurgery units.

(a) A licensee shall maintain a record
of the 5-year inspections for tele-
therapy and gamma stereotactic
radiosurgery units required by §35.655
for the duration of use of the unit.

(b) The record must contain—

(1) The inspector’s radioactive mate-
rials license number;

(2) The date of inspection;

(3) The manufacturer’s name and
model number and serial number of
both the treatment unit and source;

(4) A list of components inspected
and serviced, and the type of service;
and

(5) The signature of the inspector.

Subpart M—Reports

§35.3045 Report and notification of a
medical event.

(a) A licensee shall report any event,
except for an event that results from
patient intervention, in which the ad-
ministration of byproduct material or
radiation from byproduct material re-
sults in—

(1) A dose that differs from the pre-
scribed dose or dose that would have
resulted from the prescribed dosage by
more than 0.05 Sv (5 rem) effective dose
equivalent, 0.5 Sv (50 rem) to an organ
or tissue, or 0.5 Sv (50 rem) shallow
dose equivalent to the skin; and

(i) The total dose delivered differs
from the prescribed dose by 20 percent
or more;
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