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of this section, and has achieved a level 
of competency sufficient to function 
independently as an authorized user of 
each type of therapeutic medical unit 
for which the individual is requesting 
authorized user status. The written at-
testation must be signed by a preceptor 
authorized user who meets the require-
ments in § 35.690 or equivalent Agree-
ment State requirements for an au-
thorized user for each type of thera-
peutic medical unit for which the indi-
vidual is requesting authorized user 
status; and 

(c) Has received training in device 
operation, safety procedures, and clin-
ical use for the type(s) of use for which 
authorization is sought. This training 
requirement may be satisfied by satis-
factory completion of a training pro-
gram provided by the vendor for new 
users or by receiving training super-
vised by an authorized user or author-
ized medical physicist, as appropriate, 
who is authorized for the type(s) of use 
for which the individual is seeking au-
thorization. 

[67 FR 20370, Apr. 24, 2002, as amended at 68 
FR 19326, Apr. 21, 2003; 69 FR 55739, Sept. 16, 
2004; 70 FR 16366, Mar. 30, 2005; 71 FR 15011, 
Mar. 27, 2006] 

Subparts I–J [Reserved] 

Subpart K—Other Medical Uses of 
Byproduct Material or Radi-
ation From Byproduct Mate-
rial 

§ 35.1000 Other medical uses of by-
product material or radiation from 
byproduct material. 

A licensee may use byproduct mate-
rial or a radiation source approved for 
medical use which is not specifically 
addressed in subparts D through H of 
this part if— 

(a) The applicant or licensee has sub-
mitted the information required by 
§ 35.12(b) through (d); and 

(b) The applicant or licensee has re-
ceived written approval from the Com-
mission in a license or license amend-
ment and uses the material in accord-
ance with the regulations and specific 
conditions the Commission considers 
necessary for the medical use of the 
material. 

Subpart L—Records 

§ 35.2024 Records of authority and re-
sponsibilities for radiation protec-
tion programs. 

(a) A licensee shall retain a record of 
actions taken by the licensee’s man-
agement in accordance with § 35.24(a) 
for 5 years. The record must include a 
summary of the actions taken and a 
signature of licensee management. 

(b) The licensee shall retain a copy of 
both authority, duties, and responsibil-
ities of the Radiation Safety Officer as 
required by § 35.24(e), and a signed copy 
of each Radiation Safety Officer’s 
agreement to be responsible for imple-
menting the radiation safety program, 
as required by § 35.24(b), for the dura-
tion of the license. The records must 
include the signature of the Radiation 
Safety Officer and licensee manage-
ment. 

§ 35.2026 Records of radiation protec-
tion program changes. 

A licensee shall retain a record of 
each radiation protection program 
change made in accordance with 
§ 35.26(a) for 5 years. The record must 
include a copy of the old and new pro-
cedures; the effective date of the 
change; and the signature of the li-
censee management that reviewed and 
approved the change. 

§ 35.2040 Records of written directives. 

A licensee shall retain a copy of each 
written directive as required by § 35.40 
for 3 years. 

§ 35.2041 Records for procedures for 
administrations requiring a written 
directive 

A licensee shall retain a copy of the 
procedures required by § 35.41(a) for the 
duration of the license. 

§ 35.2060 Records of calibrations of in-
struments used to measure the ac-
tivity of unsealed byproduct mate-
rial. 

A licensee shall maintain a record of 
instrument calibrations required by 
§ 35.60 for 3 years. The records must in-
clude the model and serial number of 
the instrument, the date of the calibra-
tion, the results of the calibration, and 
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the name of the individual who per-
formed the calibration. 

§ 35.2061 Records of radiation survey 
instrument calibrations. 

A licensee shall maintain a record of 
radiation survey instrument calibra-
tions required by § 35.61 for 3 years. The 
record must include the model and se-
rial number of the instrument, the date 
of the calibration, the results of the 
calibration, and the name of the indi-
vidual who performed the calibration. 

§ 35.2063 Records of dosages of un-
sealed byproduct material for med-
ical use. 

(a) A licensee shall maintain a record 
of dosage determinations required by 
§ 35.63 for 3 years. 

(b) The record must contain— 
(1) The radiopharmaceutical; 
(2) The patient’s or human research 

subject’s name, or identification num-
ber if one has been assigned; 

(3) The prescribed dosage, the deter-
mined dosage, or a notation that the 
total activity is less than 1.1 MBq (30 
µCi); 

(4) The date and time of the dosage 
determination; and 

(5) The name of the individual who 
determined the dosage. 

§ 35.2067 Records of leaks tests and in-
ventory of sealed sources and 
brachytherapy sources. 

(a) A licensee shall retain records of 
leak tests required by § 35.67(b) for 3 
years. The records must include the 
model number, and serial number if 
one has been assigned, of each source 
tested; the identity of each source by 
radionuclide and its estimated activ-
ity; the results of the test; the date of 
the test; and the name of the indi-
vidual who performed the test. 

(b) A licensee shall retain records of 
the semi-annual physical inventory of 
sealed sources and brachytherapy 
sources required by § 35.67(g) for 3 
years. The inventory records must con-
tain the model number of each source, 
and serial number if one has been as-
signed, the identity of each source by 
radionuclide and its nominal activity, 
the location of each source, and the 
name of the individual who performed 
the inventory. 

§ 35.2070 Records of surveys for ambi-
ent radiation exposure rate. 

A licensee shall retain a record of 
each survey required by § 35.70 for 3 
years. The record must include the 
date of the survey, the results of the 
survey, the instrument used to make 
the survey, and the name of the indi-
vidual who performed the survey. 

§ 35.2075 Records of the release of in-
dividuals containing unsealed by-
product material or implants con-
taining byproduct material. 

(a) A licensee shall retain a record of 
the basis for authorizing the release of 
an individual in accordance with § 35.75, 
if the total effective dose equivalent is 
calculated by— 

(1) Using the retained activity rather 
than the activity administered; 

(2) Using an occupancy factor less 
than 0.25 at 1 meter; 

(3) Using the biological or effective 
half-life; or 

(4) Considering the shielding by tis-
sue. 

(b) A licensee shall retain a record 
that the instructions required by 
§ 35.75(b) were provided to a breast-feed-
ing female if the radiation dose to the 
infant or child from continued breast- 
feeding could result in a total effective 
dose equivalent exceeding 5 mSv (0.5 
rem). 

(c) The records required by para-
graphs (a) and (b) of this section must 
be retained for 3 years after the date of 
release of the individual. 

§ 35.2080 Records of mobile medical 
services. 

(a) A licensee shall retain a copy of 
each letter that permits the use of by-
product material at a client’s address, 
as required by § 35.80(a)(1). Each letter 
must clearly delineate the authority 
and responsibility of the licensee and 
the client and must be retained for 3 
years after the last provision of serv-
ice. 

(b) A licensee shall retain the record 
of each survey required by § 35.80(a)(4) 
for 3 years. The record must include 
the date of the survey, the results of 
the survey, the instrument used to 
make the survey, and the name of the 
individual who performed the survey. 
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§ 35.2092 Records of decay-in-storage. 
A licensee shall maintain records of 

the disposal of licensed materials, as 
required by § 35.92, for 3 years. The 
record must include the date of the dis-
posal, the survey instrument used, the 
background radiation level, the radi-
ation level measured at the surface of 
each waste container, and the name of 
the individual who performed the sur-
vey. 

§ 35.2204 Records of molybdenum-99 
concentrations. 

A licensee shall maintain a record of 
the molybdenum-99 concentration tests 
required by § 35.204(b) for 3 years. The 
record must include, for each measured 
elution of technetium-99m, the ratio of 
the measures expressed as 
kilobecquerel of molybdenum-99 per 
megabecquerel of technetium-99m (or 
microcuries of molybdenum per milli-
curie of technetium), the time and date 
of the measurement, and the name of 
the individual who made the measure-
ment. 

§ 35.2310 Records of safety instruction. 
A licensee shall maintain a record of 

safety instructions required by §§ 35.310, 
35.410, and 35.610 for 3 years. The record 
must include a list of the topics cov-
ered, the date of the instruction, the 
name(s) of the attendee(s), and the 
name(s) of the individual(s) who pro-
vided the instruction. 

§ 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 
(5) 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. 
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§ 35.2605 Records of installation, main-
tenance, adjustment, and repair of 
remote afterloader units, 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— 

(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 unit, 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 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 spot- 
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 
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. 

VerDate Aug<31>2005 10:20 Mar 12, 2007 Jkt 211030 PO 00000 Frm 00619 Fmt 8010 Sfmt 8010 Y:\SGML\211030.XXX 211030



610 

10 CFR Ch. I (1–1–07 Edition) § 35.2643 

§ 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 spot- 
checks for gamma stereotactic 
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 
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. 

§ 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. 
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3 The commercial telephone number of the 
NRC Operations Center is (301) 951–0550. 

§ 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; 

(ii) The total dosage delivered differs 
from the prescribed dosage by 20 per-
cent or more or falls outside the pre-
scribed dosage range; or 

(iii) The fractionated dose delivered 
differs from the prescribed dose, for a 
single fraction, by 50 percent or more. 

(2) A dose that exceeds 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 from any of the following— 

(i) An administration of a wrong ra-
dioactive drug containing byproduct 
material; 

(ii) An administration of a radio-
active drug containing byproduct ma-
terial by the wrong route of adminis-
tration; 

(iii) An administration of a dose or 
dosage to the wrong individual or 
human research subject; 

(iv) An administration of a dose or 
dosage delivered by the wrong mode of 
treatment; or 

(v) A leaking sealed source. 
(3) A dose to the skin or an organ or 

tissue other than the treatment site 
that exceeds by 0.5 Sv (50 rem) to an 
organ or tissue and 50 percent or more 
of the dose expected from the adminis-
tration defined in the written directive 
(excluding, for permanent implants, 
seeds that were implanted in the cor-
rect site but migrated outside the 
treatment site). 

(b) A licensee shall report any event 
resulting from intervention of a pa-
tient or human research subject in 
which the administration of byproduct 
material or radiation from byproduct 
material results or will result in unin-
tended permanent functional damage 
to an organ or a physiological system, 
as determined by a physician. 

(c) The licensee shall notify by tele-
phone the NRC Operations Center 3 no 
later than the next calendar day after 
discovery of the medical event. 

(d) By an appropriate method listed 
in § 30.6(a) of this chapter, the licensee 
shall submit a written report to the ap-
propriate NRC Regional Office listed in 
§ 30.6 of this chapter within 15 days 
after discovery of the medical event. 

(1) The written report must include— 
(i) The licensee’s name; 
(ii) The name of the prescribing phy-

sician; 
(iii) A brief description of the event; 
(iv) Why the event occurred; 
(v) The effect, if any, on the indi-

vidual(s) who received the administra-
tion; 

(vi) What actions, if any, have been 
taken or are planned to prevent recur-
rence; and 

(vii) Certification that the licensee 
notified the individual (or the individ-
ual’s responsible relative or guardian), 
and if not, why not. 

(2) The report may not contain the 
individual’s name or any other infor-
mation that could lead to identifica-
tion of the individual. 
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