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1 If, because of the patient’s condition, a
delay in order to provide a written revision
to an existing written directive would jeop-
ardize the patient’s health, an oral revision
to an existing written directive will be ac-
ceptable, provided that the oral revision is
documented immediately in the patient’s
record and a revised written directive is

(2) Require the supervised individual
to follow the instructions given pursu-
ant to paragraph (b)(1) of this section
and to comply with the regulations of
this chapter and license conditions;
and

(3) Require the supervising author-
ized nuclear pharmacist or physician
who is an authorized user to periodi-
cally review the work of the supervised
individual as it pertains to preparing
byproduct material for medical use and
the records kept to reflect that work.

(c) A licensee that supervises an indi-
vidual is responsible for the acts and
omissions of the supervised individual.

[51 FR 36951, Oct. 16, 1991, as amended at 56
FR 34121, July 25, 1991; 59 FR 61782, Dec. 2,
1994]

§ 35.29 Administrative requirements
that apply to the provision of mo-
bile nuclear medicine service.

(a) The Commission will license mo-
bile nuclear medicine service only in
accordance with subparts D, E and H of
this part and § 31.11 of this chapter.

(b) Mobile nuclear medicine service
licensees shall obtain a letter signed by
the management of each client for
which services are rendered that au-
thorizes use of byproduct material at
the client’s address of use. The mobile
nuclear medicine service licensee shall
retain the letter for three years after
the last provision of service.

(c) If a mobile nuclear medicine serv-
ice provides services that the client is
also authorized to provide, the client is
responsible for assuring that services
are conducted in accordance with the
regulations in this chapter while the
mobile nuclear medicine service is
under the client’s direction.

(d) A mobile nuclear medicine service
may not order byproduct material to
be delivered directly from the manu-
facturer or distributor to the client’s
address of use.

[51 FR 36951, Oct. 16, 1986, as amended at 53
FR 19247, May 27, 1988]

§ 35.31 Radiation safety program
changes.

(a) A licensee may make minor
changes in radiation safety procedures
that are not potentially important to
safety, i.e., ministerial changes, that
were described in the application for li-

cense, renewal, or amendment except
for those changes in §§ 35.13 and 35.606
of this part. Examples of such ministe-
rial changes include: editing of proce-
dures for clarity or conformance with
local drafting policy or updating
names, telephone numbers, and ad-
dresses; adoption of model radiation
safety procedures published in NRC
Regulatory Guides; replacement of
equipment; reassignment of tasks
among employees; or assignment of
service contracts for services such as
personnel dosimetry, radiation safety
equipment repair or calibration, waste
disposal, and safety surveys. A licensee
is responsible for assuring that any
change made is in compliance with the
requirements of the regulations and
the license.

(b) A licensee shall retain a record of
each change until the license has been
renewed or terminated. The record
must include the effective date of the
change, a copy of the old and new radi-
ation safety procedures, the reason for
the change, a summary of radiation
safety matters that were considered be-
fore making the change, the signature
of the Radiation Safety Officer, and the
signatures of the affected authorized
users and of management or, in a med-
ical institution, the Radiation Safety
Committee’s chairman and the man-
agement representative.

§ 35.32 Quality management program.

(a) Each applicant or licensee under
this part, as applicable, shall establish
and maintain a written quality man-
agement program to provide high con-
fidence that byproduct material or ra-
diation from byproduct material will
be administered as directed by the au-
thorized user. The quality management
program must include written policies
and procedures to meet the following
specific objectives:

(1) That, prior to administration, a
written directive 1 is prepared for:
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signed by the authorized user within 48 hours
of the oral revision.

Also, a written revision to an existing
written directive may be made for any diag-
nostic or therapeutic procedure provided
that the revision is dated and signed by an
authorized user prior to the administration
of the radiopharmaceutical dosage, the
brachytherapy dose, the gamma stereotactic
radiosurgery dose, the teletherapy dose, or
the next teletherapy fractional dose.

If, because of the emergent nature of the
patient’s condition, a delay in order to pro-
vide a written directive would jeopardize the
patient’s health, an oral directive will be ac-
ceptable, provided that the information con-
tained in the oral directive is documented
immediately in the patient’s record and a
written directive is prepared within 24 hours
of the oral directive.

(i) Any teletherapy radiation dose;
(ii) Any gamma stereotactic

radiosurgery radiation dose;
(iii) Any brachytherapy radiation

dose;
(iv) Any administration of quantities

greater than 30 microcuries of either
sodium iodide I–125 or I–131; or

(v) Any therapeutic administration
of a radiopharmaceutical, other than
sodium iodide I–125 or I–131;

(2) That, prior to each administra-
tion, the patient’s or human research
subject’s identity is verified by more
than one method as the individual
named in the written directive;

(3) That final plans of treatment and
related calculations for brachytherapy,
teletherapy, and gamma stereotactic
radiosurgery are in accordance with
the respective written directives;

(4) That each administration is in ac-
cordance with the written directive;
and

(5) That any unintended deviation
from the written directive is identified
and evaluated, and appropriate action
is taken.

(b) The licensee shall:
(1) Develop procedures for and con-

duct a review of the quality manage-
ment program including, since the last
review, an evaluation of:

(i) A representative sample of patient
and human research subject adminis-
trations,

(ii) All recordable events, and
(iii) All misadministrations

to verify compliance with all aspects of
the quality management program;

these reviews shall be conducted at in-
tervals no greater than 12 months;

(2) Evaluate each of these reviews to
determine the effectiveness of the qual-
ity management program and, if re-
quired, make modifications to meet
the objectives of paragraph (a) of this
section; and

(3) Retain records of each review, in-
cluding the evaluations and findings of
the review, in an auditable form for
three years.

(c) The licensee shall evaluate and
respond, within 30 days after discovery
of the recordable event, to each record-
able event by:

(1) Assembling the relevant facts in-
cluding the cause;

(2) Identifying what, if any, correc-
tive action is required to prevent re-
currence; and

(3) Retaining a record, in an
auditable form, for three years, of the
relevant facts and what corrective ac-
tion, if any, was taken.

(d) The licensee shall retain:
(1) Each written directive; and
(2) A record of each administered ra-

diation dose or radiopharmaceutical
dosage where a written directive is re-
quired in paragraph (a)(1) above, in an
auditable form, for three years after
the date of administration.

(e) The licensee may make modifica-
tions to the quality management pro-
gram to increase the program’s effi-
ciency provided the program’s effec-
tiveness is not decreased. The licensee
shall furnish the modification to the
appropriate NRC Regional Office with-
in 30 days after the modification has
been made.

(f)(1) Each applicant for a new li-
cense, as applicable, shall submit to
the appropriate NRC Regional Office in
accordance with 10 CFR 30.6 a quality
management program as part of the ap-
plication for a license and implement
the program upon issuance of the li-
cense by the NRC.

(2) Each existing licensee, as applica-
ble, shall submit to the appropriate
NRC Regional Office in accordance
with 10 CFR 30.6 by January 27, 1992 a
written certification that the quality
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2 The commercial telephone number of the
NRC Operations Center is (301) 816–5100.

management program has been imple-
mented along with a copy of the pro-
gram.

[56 FR 34121, July 25, 1991, as amended at 59
FR 61783, Dec. 2, 1994]

§ 35.33 Notifications, reports, and
records of misadministrations.

(a) For a misadministration:
(1) The licensee shall notify by tele-

phone the NRC Operations Center 2 no
later than the next calendar day after
discovery of the misadministration.

(2) The licensee shall submit a writ-
ten report to the appropriate NRC Re-
gional Office listed in 10 CFR 30.6 with-
in 15 days after discovery of the
misadministration. The written report
must include the licensee’s name; the
prescribing physician’s name; a brief
description of the event; why the event
occurred; the effect on the individual
who received the misadministration;
what improvements are needed to pre-
vent recurrence; actions taken to pre-
vent recurrence; whether the licensee
notified the individual (or the individ-
ual’s responsible relative or guardian),
and if not, why not; and if there was
notification, what information was
provided. The report must not contain
the individual’s name or any other in-
formation that could lead to identifica-
tion of the individual. To meet the re-
quirements of this section, the notifi-
cation of the individual receiving the
misadministration may be made in-
stead to that individual’s responsible
relative or guardian, when appropriate.

(3) The licensee shall notify the refer-
ring physician and also notify the indi-
vidual receiving the misadministration
of the misadministration no later than
24 hours after its discovery, unless the
referring physician personally informs
the licensee either that he will inform
the individual or that, based on med-
ical judgement, telling the individual
would be harmful. The licensee is not
required to notify the individual with-
out first consulting the referring physi-
cian. If the referring physician or the
individual receiving the
misadministration cannot be reached
within 24 hours, the licensee shall no-
tify the individual as soon as possible

thereafter. The licensee may not delay
any appropriate medical care for the
individual, including any necessary re-
medial care as a result of the
misadministration, because of any
delay in notification.

(4) If the individual was notified, the
licensee shall also furnish, within 15
days after discovery of the
misadministration, a written report to
the individual by sending either:

(i) A copy of the report that was sub-
mitted to the NRC; or

(ii) A brief description of both the
event and the consequences as they
may affect the individual, provided a
statement is included that the report
submitted to the NRC can be obtained
from the licensee.

(b) Each licensee shall retain a
record of each misadministration for 5
years. The record must contain the
names of all individuals involved (in-
cluding the prescribing physician, al-
lied health personnel, the individual
who received the misadministration,
and that individual’s referring physi-
cian, if applicable), the individual’s so-
cial security number or other identi-
fication number if one has been as-
signed, a brief description of the
misadministration, why it occurred,
the effect on the individual, improve-
ments needed to prevent recurrence,
and the actions taken to prevent recur-
rence.

(c) Aside from the notification re-
quirement, nothing in this section af-
fects any rights or duties of licensees
and physicians in relation to each
other, to individuals receiving
misadministrations, or to that individ-
ual’s responsible relatives or guard-
ians.

[56 FR 34122, July 25, 1991, as amended at 59
FR 14086, Mar. 25, 1994; 60 FR 48626, Sept. 20,
1995]

§ 35.49 Suppliers for sealed sources or
devices for medical use.

A licensee may use for medical use
only:

(a) Sealed sources or devices manu-
factured, labeled, packaged, and dis-
tributed in accordance with a license
issued pursuant to 10 CFR part 30 and
10 CFR 32.74 or the equivalent require-
ments of an Agreement State; or
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