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Secretary of the Commission
U.8. Nuclear Regulatory Commission
Washington, D. C. 20555

ATTN: Docketing and Service Branch
Dear Sirs:

The attached vomments pertain to NRC'a proposed rule on basic
guality assurance in nuclear medicine as they appeared in Federal
Register, Vol. 55, No. 10, Tuesday, January 16, 1990, page 1439.

My comments are offered in a spirit of cooperation and support.
These comments are my personal concerns and do not necessarily
reflect the views of my employer.

I currently serve as Chairman of the Conference of Radiation
Control Program Director's Committee on Nuclear Medicine.
Seversl comments have been given to me, the ones in writing are
also attached with this letter and represent each writer's
viewpoint.

Thank you for the opportunity to comment.

Sincerely,
- {0
Kirksey E. whatley, Director
Radioactive Material Licensing
Division of Radiation Control
Bureau of Environmental & Health
Service Standards
KEW:psc
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35.35(a) Support reguirement for licensees to establish a
written basic guality assurance program to detect, prevent, and
correct the cause of errors in medical use.

35.35(a) (2) g;ggciigsions should be made for any therapy
procedure and any agnostic procedura,

35.35(a) (3) A diagnostic referral can be made by any physician,
including those who have no training in nuclear medicine. The
selection of patients to receive radicactive material should be
done by a physician having the training required for physicians to

practice nuclear medicine. Recommend dropping the concept of
"diagnostic referral".
35.35(a) (7)) Assume a patient arrives at a nuclear medicine clinic

under referral of a "diagnostic referral physician" who has no
training in nuclear medicine. The technician takes the diagnostic
referral and administers the raaiopharmaceutfcal. The nuclear

physician (authorized wuser) is yet to be involved.
diagnostic s g, the authorized use ngibility i ole
to_interp: : : he current trainin

< Definitions. "Diagnostic Referral". Recommend concept be
dropped as it legitimatizes the practice of nuclear medicine
(selection of patients) by physicians who have no training in
nuclear medicine. If the purpose of misadministration rules are
to prevent errors in medical use, it would a
lace to start is to assure
h e n_nuclear medicine. The technician, who
who may have no formal training, should not be the one judging
whether or not to administer a radiopharmaceutical to a patient.

35.2 Definitions. "Prescription," Supervision should be
defined as it applies to a physician receiving training "under the
supervision of an authorized user". The physician under the
upervision of an authorized user should not be allowed to (1)
ooEect patients, (2) prescribe isotope and dose to be adm nistered
nor interpret results. The "supervised" physician may have no
training in nuclear medicine, yet he/she can "prescribe"
diagnostic and thera doses without approval of the authorized
user. Such a concept does not appear consistent with the intent
of the misadministration rule. The physician in training should
obtailn prior aproval from an authorized user before administering

radiopharmaceuticals. Training should be "pre~dose" not
"post~dose".




7. Other comments were offered in a meeting with John Telfsrd on
March 14, 1990, including these discussed in this letter.

For lllustration purposes, please refer to page 4 of NUREG-0090, Vol.

12, No. 3, July-September, 1989, Report No. 89-9, Mc’ical Diagnostis
Misadministration.

In this case the ggggéggng EQXQic;an phoned an order to a scheduling
lﬁii!&!i! who wrote down the wrong order. The tgshng%ogifg then took
the order and administered a therapeutic dose of 1- nstead of a
diagnostic dose of 1-123. 2z u was no nvelv

to such administration apparently.

The above concerns are reflected by NRC on page 1440 of Federal
Register, Vol, 55, No. 10, Tuesday, January 1§, 19%0, center column,
last paragraph as follows:

“Many of the misadministrations demonstrated that ;ho authorized
user ga;;g% to review the medical history of the referred patient
to etermine the qut&SIlity of a particular clirical procedure.
In many misadministrations, the referrin hysician, who is not a
nuclear medicine expert, and the nuclear medicine technologi
who etermine which radiopharmaceutica
should be administered."

The diagnostic referral concept only legitimatizes by-passing the on
person who is & medical expert, and it does nothing to prevent the
~Cause of many misadministrations as stated above.




STATE OF FLORIDA
DEPARTMENT OF HEAL' H AND REHABILITATIVE SERVICES

Mareh 12, 1990

T0: Kirksey Whatley, Director, RAM Licensing
Division of Radiation Control
Alabama Department ¢! Public Health

FROM: Ray Dielman, PHP. Supervisor
Western Regional Field otttct“===r""'
Florida Department of KRS
0ffice of Radiation Control

SUBJECT: Part "G" Committee Proposed 1OCFRYS Changes "REVISED"

1 endorse, in principle, the sub 'ict proposed rule requiring medical use licenses's
to establish and implement & basic quality assurance program as it would enhance pa~
tient safety and efficacy; offer the following recommendation and commentary!
Proposed 35.2 Definitions

Delete '"Diagnostic Referral”

This provides a vehicle for referring physicians to order procedures without
benefit of authorized user training and c¢linical experience.

Delete Prescribed Dose "(b)"

(b) = Dependent upon 'Diagnostic Referral',
Proposed 35.33(2); (3)(d)(1); () (e)(L)

Delete......"Diagnostic Referral"

Comment: All nuclear medicine procedures are currently done by Diagnostic Re~
ferral, i.e. requested or ardered by the patients physician.

The problem is that the authorized user is not evaluating the putient
and prescribing the dose in diagnostic use. All drugs require & pree
seription., Why the exception for red.opharmaceuticals? There is no
hardship to hospitals or physicians by requiring prescription, although
the Radiologist practicing nuclear medicine may see it as such due to
the economic impact.

Proposed 35,35 (2)(3)

Delete...involving more than 30 microcuries of 123 I and 131 1.

\
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{drksey Vhatley
‘are "'C'" Committes
ontinued/March 12, 1990

15,35 (&)(5)(6)(7)
)elete.... "Disgnostic Referral"

omment: The rule should appiy to all radiopharmaceutical administrations not
just "more than 30 microcuries of 125 I and 131 I, 99m T¢ redio=
pharmaceuticals provide approximately the dose as iodine radionuclides.

Jommentary:

N my experience, there are two u dels of nuclear medicine practice - the "Radi-
Jlogy Model" and the "Nuclear Mecicine Model". In the "Radiociogy Model' (80% of
nelear medicine practice) the referring physician orders a procedure and it is
mplemented by & teclnologist. The authorized user does nct see the patient, re-
‘iev the medical history to determine suitability of the procedure or prescribe the
ose, but most often interperts the result. In the "Nucleer Medicine Model' (10%
£ nuclear medicine practice) the referring physician refers the patient to the
wthorized user who evaluates the patient, prescribes the dose and interperts the
‘esult.,

W1 rules, regulations and policies since 1954 have been predicated on the assump-
ion that nuclear medicine is practiced using the "Nuclear Medicine Model', i.e.
dequately informed physicians (authorized users) making decisions on “their' pa-
.dents interests.

ognizant that existing rules, regulations and policies require the prospective
wthorized user to acquire RAM training and clinical experience - examination of
atients to determine the suitability for a procedure, it seems a natural extention
0 require the application of this training and experience in practice.
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Part G Committes Chairman
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434 Morxoe Street

Mortgomery, Alabama 36104

Dear Mr. Whatley: o
I have reviewed in detail the darges to 10CFRIS. Although I
z:vithﬁn (4 a"m:cmxeymm,:
mw“m m.' m&ﬁﬁw? «
& ;

whether or diagnostic, is absurd. In California, all of our
madical ilicenses's have Quality Assurwce Progrwn, bt ) W
still have « My analysis of the

wiich have coourred in + &8 wWall as those detailed in the
Fedexal ,vu\nss,mm,muz,ummmm
wvare dus to «@Ier not a system .
IMM“M&”.:!MMH&&“.:V,
impact in the prevention of . are for
mmmmummmuunm

e 35.2
3s8.3
3. as.:waa.::-mmu-mmmumunm

wmmmm.
wmdommnuﬁmicmwmua prescription pricr



4.

7.

:saa-xmmum%mum
to situations hM‘oMMcWM&h
jm.ha. mm%umm,xmmm

e—n&wmm be best sexved by the
word “deviation®.

35.33(a) (1) -xammmmu

mmmmx‘:m M:m'u‘ ho
event (deviation) , vmmma

Mnumm mtumm.

Mmmuummmu

35.34(D) (3) (44) (444) - If these exrTore oan be compensated for, these
shauld be Muumwwm

38.34&))(4) - In :wung Im or leaking souxce ®

Frooedure, takes precedent, mw
under 38.34 (b) (e) cmmumwzo.m, 35,14 ot al? Will the
mmnwmwmmw the othex?

35.34(Q) (@) = mammvzﬁmmetm"m'?
I':ivmu . 2: Jou n).la dilum:t:x
sadninistretions” "events", a properly conducted documenttad
Mm&umum ¥

Relative to enforcement, zmmmymuummm

Mmm caeed humen arors (@ocluding
mmumwgmu), into severity

ummmwmcmm.mmm
to contact me at (916) 323-2754.

8incerely,

7.

Stuaxt D. Rosenbery
Health Physicist
Radiclogic Health Branch
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" STATE OF NEW YORK
DEPARTMENT OF HEALTH |
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Commussione
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oty o SR March 22, 1990

Kirksey E. Whatley, Director
Radicactive Ma_Lerial Licensing
Radiological Health Branch

State Department of Public Health
State Office Building

Montgomery, Alabame 36130 : -

Dear Mr. Whatley:

I do not expect to attend the Conference of Radiation
Control Program Directors meeting in May due to budget and time
constraints. However, the agenda indicates that you will be
representing the State’s position on proposed amendments to 10
CFR 35 at a panel discussion.

I submitted comments to Vandy Miller on NRC’s December, 1989
draft rule in January of this year but have heard nothing since.
A copy of my comments is enclosed with the hope they could be
useful to you in your presentation.

I hope the March 14, 1990 meeting went well after I left and
that you have received a copy of the comments I sent to Vandy
Miller. Since I missed so much of the meeting, I wanted to be
sure to get my two cents in. There seems to be much more
consistency among the states on how to regulate medical use of
materials than between the states and NRC (or between NRC central
office and NRC field staff).

Very truly yours,

A~ L y
“Uaag,zz& “. ot/
Rita Aldrich, Chief
Radioactive Materials Section
Bureau of Environmental
Radiation Protection

Enclosure

RA/tw [




