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(5) A teletherapy radiation dose when
the calculated weekly administered
dose exceeds the weekly prescribed
dose by 15 percent or more of the week-
ly prescribed dose; or

(6) A brachytherapy radiation dose
when the calculated administered dose
differs from the prescribed dose by
more than 10 percent of the prescribed
dose.

Sealed source means any byproduct
material that is encased in a capsule
designed to prevent leakage or escape
of the byproduct material.

Teletherapy physicist means the indi-
vidual identified as the teletherapy
physicist on a Commission license.

Written directive means an order in
writing for a specific patient or human
research subject, dated and signed by
an authorized user prior to the admin-
istration of a radiopharmaceutical or
radiation, except as specified in para-
graph (6) of this definition, containing
the following information:

(1) For any administration of quan-
tities greater than 30 microcuries of ei-
ther sodium iodide 1-125 or 1-131: the
dosage;

(2) For a therapeutic administration
of a radiopharmaceutical other than
sodium iodide 1-125 or 1-131: the radio-
pharmaceutical, dosage, and route of
administration;

®3) For gamma stereotactic
radiosurgery: target coordinates, colli-
mator size, plug pattern, and total
dose;

(4) For teletherapy: the total dose,
dose per fraction, treatment site, and
overall treatment period;

5) For high-dose-rate remote
afterloading brachytherapy: the radio-
isotope, treatment site, and total dose;
or

(6) For all other brachytherapy:

(i) Prior to implantation: the radio-
isotope, number of sources, and source
strengths; and

(ii) After implantation but prior to
completion of the procedure: the radio-
isotope, treatment site, and total
source strength and exposure time (or,
equivalently, the total dose).

[51 FR 36951, Oct. 16, 1986, as amended at 56
FR 34120, July 25, 1991; 59 FR 61781, Dec. 2,
1994; 60 FR 48626, Sept. 20, 1995]

§35.7

§35.5 Maintenance of records.

Each record required by this part
must be legible throughout the reten-
tion period specified by each Commis-
sion regulation. The record may be the
original or a reproduced copy or a
microform provided that the copy or
microform is authenticated by author-
ized personnel and that the microform
is capable of producing a clear copy
throughout the required retention pe-
riod. The record may also be stored in
electronic media with the capability
for producing legible, accurate, and
complete records during the required
retention period. Records such as let-
ters, drawings, specifications, must in-
clude all pertinent information such as
stamps, initials, and signatures. The li-
censee shall maintain adequate safe-
guards against tampering with and loss
of records.

[53 FR 19247, May 27, 1988]

§35.6 Provisions for research involv-
ing human subjects.

A licensee may conduct research in-
volving human subjects using byprod-
uct material provided that the research
is conducted, funded, supported, or reg-
ulated by another Federal Agency
which has implemented the Federal
Policy for the Protection of Human
Subjects. Otherwise, a licensee shall
apply for and receive approval of a spe-
cific amendment to its NRC license be-
fore conducting such research. Both
types of licensees shall, at a minimum,
obtain informed consent from the
human subjects and obtain prior review
and approval of the research activities
by an “Institutional Review Board” in
accordance with the meaning of these
terms as defined and described in the
Federal Policy for the Protection of
Human Subjects.

[59 FR 61781, Dec. 2, 1994]

§35.7 FDA, other Federal, and State
requirements.

Nothing in this part relieves the li-
censee from complying with applicable
FDA, other Federal, and State require-
ments governing radioactive drugs or
devices.

[59 FR 61782, Dec. 2, 1994]
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