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/35.2(a)

/35.15

035.17(b)

O35.17(c)

/7 35.17(e)

v 38.17(F)

-
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T3 Summary of
o

Comments on the Proposed Revision
to 10 CFR Part 35

Is a reference %0 an “Agreement State" appropriatel Aren't
these reguiations only apslicadble to N2C activities and not
3tes?

oy
ot

those of Agreement

“isiting Authorized User’. This definition is unclear and
ma_ be confusing to l1icensess,

Wha - is meant by & "method” of human use? aLr.?afff

|

If the NAC must approve each authorized user, why mMust the Sa f;/‘:

Radiation Safety [ommittee nhave to approve the user when its
authorization really carries no weight? (R

May an authorized user on a license beccme the Radiation Safety
Officer without notifying the NRC? If not, this section should
be changed to read "...not listed on the iicense as the
Radiation Safety Officer to perform..."

A license amendment snould be obtained before using radicactive
material at any new location not identified in the license,
not only those where 3 mobile nuclear megicine service will

be supplied.

This section is very subjective - what may not Se & significant
change affecting radiation safety in the mind of the licensee
may be significant in tﬁe mind of the inspecscr. (The NRT

may have to outline specific guidelines or be willing to

accept differences of opinion.

(Reference: General introcduction and discussion of ratiorals
for 35.18 and 35.18 Notifications)

anat nap :ens wnen ar gutnori
The general raticnale discus
and it could be internreted th
keep operating (hooefully not).

zed user is no longer present?
sion is not clear on this point,
at the “R" would Je* 2 hosnital

~

7 would a nospital have %0 notify the NRC when one of ften author!

b -~ .-A T~ - - s - > -
gsers Jermanently giscontinues fertormance ST Cuties unger tne

iicense (nopefully not,.

Notifications. “The licensee shall notify the Zommission in
writing. ..within thirty days when an authorizeq user, 2 - RN
or..., permanently 2iscontinues perfayrmance 2f 1uties under ths
iicense.”
~emens ‘within 30 days’ of the resignaticn
#¢icar 45 7004 3nd appears %0 Se core
in actual practice., However, wnat

eeference: . 35.31(b0)(2))



"o

35.1 O happens at the end of 30 days and the licensee "us no Radiation
(cont.) Safety Officer? In addition, i: seems appropriate for the
reporting requirsment to include "leavs 2f absencs”, "sabbatical
or "disco n:wnaes ni':i*e performance” when considering the
duties cf the Radiation Safety TUfficer. de 7o+ ¢ & i F
35.29 O "Specific exemptions”,
This section is good ang will allow flexibility and practicality.
35.31(a)(8)(vi) ¥ How extensive must ALARA program reviews be? 4hat minimum
documentation is reguired?
35.31(b)(2) See comment for 35.17(b) apove. ses ,{//L
35.34(¢) / The written permission should be maintaineg for two (2) years
after the final date of work by the visiting autnorized user
in the hospital.
c 2 ad Fay - s : o & & 1P > 4 A e m = oot
35.38 Supervision {(a) ne authorized user supervising the uniicensed
receipt, possession, use...' /5 B L
- TV ' Ly G
”»J' s - V"J
1 i med +) "inﬁ'—/‘/aﬂ’ ie 0 hica rear
It 18 assumeg that "uypnlicensed” 1S a typographicai error.
35.38(a)(1) (wWhat is meant by "supervised individual“? Another physican
not listed as an authorized user, & jechnical individual or
both? How does the training regquired nere vary from that
required in 35,32(5) or is it a duplication?
35.4%(a) i Should distribution be defined? (Reference: Clontroversy
gver whether or not hospital A can transfer the remaining
porticn of a radiopharmaceutical in a multidose via® %¢
hospical 8. ,}/,.,L ie Mar? b, rw"/wc
35.50 /It appears that many of the specifications incluced in
Regulatory Guide 10.2 nave seen geletzd nere; 2.3.,
- Number of calibration sources needad
- Energy snecifications
- Acceptable percent agreement Detween measured activity and
calculated activity
- Required recair ¢f instrument
- =*a
It is suggested that the Naticnmal 3ureau of Stancards ang the
Bureau of Radfclogical Healtn, Nuclear Medicine Laboratary,
Cincinnati, Jhio, critigaily review this section.
38.50(a (4} (¢ The Ticensee snall mathematically correct reacings for any
error in @xcess oFf 10 percent...
4 requiremen: for repair sr c3lipration in zdgition =n
mathematica. corrections sesms aporapriate for errcrs in
excess of 10 percent. The Octoter, 1980, Revision 1 %0
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35.75

(cont.)

35.92

35.300

35.304(a)

35.500
35.604

Under this new criteria, how °s hc~3i.ali:a:iﬂl jetermination
made? 0o you wait for Me thyroid to concentrate iodine-131
and make measurements or 40 vou perform 2 Su"‘e; imrediately
after administration?

This section does not appear to ! e3sible and is not con-
sistent with 20,108,

Decay-in-storage. ™A nalf-life of 85 days was chosen as the
decay-in-storage naif-1ife cutoff limit uefaJ - s**ra:e in
excess of 10 half-lives o 650 days is more aporooriate) y
considered as an interim purial.”

Although storage in excess of 650 days may be "more appropriatsi
considered as an interim burial”, it simply appears that anolher
name has been given for "decay-in-storage"” to oreclude the
"Catch-22" nature of 35.92, i.e., cobalt-37 or selenium-73

could be held for "interim burial” prior to disposal but

could not be considered as stored for decay. Perhaps a
definition of "interim burial” should be provided for c¢larifi-
cation ff this is not the case.

General comment: A section is included giving instructiens

for release of patients containing sealed sources but no
section is included for release of patients cantaining material
listed in 35.300.

Is such equipment necessary if services zre serfarmed by con-
sultants? Has the cost been considered? Hes the training of
licensees in calibration procedures been reviewed?

“The authorized user shall provide oral and written radiation
safety instructicns...etc.”

Does this eliminate the Padfaticn Safety Cfficer from giving
ingtructions?

'‘The suthorized user or supervised irdividual snall use...
ate,”

Can a supervised individual "use" radicactive material? I[sn't
the “authorized user” responsible when material is used under
nis supervision?

Comments of 35.400 abova apply.

"“This includes...plans and elevations...etc.

Are "elevations' being requested?

"“Allowing...on the licensees to cerform...

[t appears that the word

p5



35.610

35.630(a)

35.6832(a)

35.832(f)

35.633

35.641

35.641(a)(1)

35.641(a)(2)(1)

Since the major concern in such an emergency is the removal
of the patient from the room and securing the rcom, it is
recommended that requirements for such be included in the
requiations and not in a guide or license condition. It's
more important to remove the patient than to know the
Radiation Safety Qfficer's ohone number, which must be included
in (¢). Why not inciude 35.633(h) in this section?

“The licensee shall nave a calibrated dosimetry system avail-
able for use."

In the past dosimetry systems have been provided, to a large
degree, by consuitants who have the equipment. This con-
dition now requires each licensee to have such equipment.

"Any licensee authorized to use a teletherapy unit for treat-
ing humans shall perform full calibration measurements on
each teletherapy unit.”

Does this literally mean that the licensee must do this? C(an
a consultant perform such services? Who trains licensees in
calibration procedires?

These comments apply to otne. paragraphs of 35.632.

Section 35.632(a) states that the licensee shall perform
calibration procedures. Section 35.632(f) states that it must
be done by a "gualified tele.herapy calibration expert.”

The two should be consistent. Which one applies if the
licensee is not a qualified teletherapy calibration expert?

Again, this requires the licensee to perform this service.
The licensee may not be qualified. 35.633(d) permits this.
Is training not required? Many patients can be treated in
the '5-day review period allowed by 35.633(e).

"“Prigr to...source, the licensee shall pertorm ragtation
surveys,..etc."

Are consultants being eliminated from performing such services?
Or do licensees have to perform such tests in addition to
consultants 1f consultants are used?

General comment: Are such measurements taken with the
collimator open or closed? Significant differences in the
plan of the source-collimator exist with the collimater closed
as opposed t0 being shut. There exists confusion among
"qualified experts’ as to how this survey is to be performed.

Should not ALARA be applied in this section or at least
a reference %0 ALARA,



36.900(d)

35.900(e)

35.920

35.931

35.940

35.94)

35.960

R T S T R R R RO RO RREOR AR D ——————

~4

This requirement is good but it may not always be appropriate.
[t may be advisable to include some words, such as “or
equivalent” in this section to allow for an exception, if
needed.

"continuing involvement"”.

Again, this is a subjective reguirement and may be an area of
legitimate differences of opinion petween a licensee and a
NRC inspector.

Training for imaging and localization studies. Can the 200,
500 and 500 hours of training be acgquired concurrently (or
any portion)?

Training exemption for therapeutic use of radiopharmaceuticals.
35.300 appears to be combining Groups IV and V; however, the
exemption does not specify for which type of radiopharmaceutical
therapy the physician previously had to be licensed. It
appears that the physician could have been licensed just for
[-131 for hyperthyroidism and then qualify for all of 35.300.

Training for therapeutic use of brachytherapy sources. No
grandfather clause.

Training for ophthalmic use of strontium-90. No grandfather
clause.

Training for teletherapy. No grandfather clause. Can training
be acquired concurrently?

General Comment

Two of the specific materials licensing objectives are proposed %o accoemplish
a reduction in the regulatory and administrative burden on the regulated
industry and to impro.e records management.

When corsidering the varied and scattered record retention regquirements,
it appears that a uniform retention time, excluding personnel dosimetry
L records, could be determined to better meet this goal.



