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Secretary of the Commission. )

U.S. Nuclear Regulatory Commissiont

Washington, D. C. 20555 !

ATTN Docketing and Service Branch !

Dear Sirs: ;

The attached comments pertain to NRC'a proposed rule on basic -

quality assurance.in nuclear medicine as they appeared in Federal l
, 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

3reflect the views of my employer.
,

I currently . serve as Chairman of the Conference of' Radiation
Control Program Director's Committee on Nuclear Medicine. |

Severn1 ' comments have been given to me, the ones in writing are i,

also attached with this- letter and represent each writer's
viewpoint. '

w -Thank you for the opportunity to comment. *

Sincerely,

I

,
,

Kirksey . Whatley, Director ,

Radioactive Material Licensing r

l; Division of Radiation Control
| Bureau of Environmental & Health

Service Standards-
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| Comments on Proposed Rule Change
Basic QA Program - Medical Use j

, ( By Kirksey E. Whatley
i>o

'

.

e 1. 35.35(a) Support requirement for licensees to establish a !written basic quality assurance program to detect, prevent, and i

correct the cause of errors in medical use. j
' 2. 35. 35 (a) (2) Prescriptions should be made for any therapy I'

procedure and any diagnostic proceduro.
|

3. 35.35 (a) (3) A diagnostic referral can be made by any physician, ,

including those who have no training in nuclear medicine. The qselection of patients to receive radioactive material should be
_

,

done by a physician having the training required for physicians to :
practice. nuclear medicine. Recommend droppino the concept of ;

" diagnostic referral".

4. 35.35(a) U) 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 radiopharmaceutical. The nuclear
physician (authorized user) is yet to be involved. If for
' diagnostic studies, the authorized user's responsibility is solely >

to interpret studies, it appears that much of the current traininq
| [.jre;;2itements for physicians is unnecessary. "

<

| 5. .M 2 . Definitions. " Diagnostic Referral". Recommend concept be *

dropped.as it legitimatizes the practice of nuclear medicine '
,

h -(selection of patients) by physicians who have no training in i,
nuclear medicine. If the purpose of misadministration rules are !

|;
to prevent errors in medical use, it would appear that the first

j place to start is to assure that the physician selecting patients
has minimal knowledge in 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.

i

L 6. 35.2 Definitions. " Prescription," Supervision should be
L defined as it applies to a physician receiving training "under the i

supervision of an authorized user". The physician under the,

?' supervision of an authorized user should not be allowed to (1) l

select patients, (2) prescribe isotope and dose to be administered
)nor (3) interpret results. The " supervised" physician may have no :+

training in nuclear medicine, yet he/she can " prescribe"
diagnostic and therapy doses without approval of the authorized l

,

user. Such a concept does not appear consistent with the intent I
of the misadministration rule. The physician in training should |obtain prior aproval from an authorized user before administering I

h. radiopharmaceuticals. Training should be " pre-dose" not I
" post-dose".

1

1
'

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

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

,

12, No. 3, July-September,1989, Report No. 89-9, tifical Diagnosticg
Misadministration. ,

In this case the referring physician phoned an order to a scheduling
secretary who wrote down the wrong order. The technologist then took :the order and administered a therapeutic dose of I-131 instead of a

:diagnostic dose of I-123. The authorized user was not involved prior '

to such administration apparently.

The " diagnostic referral" concept by-passes the only individual who
has received training in the medical use of radiopharmaceuticals. If
the proposed rules are an attempt to " detect and prevent" errors in
nuclear medicine it coes not seem logical to consider by-passing the
ene individual who should, by virtue of trainina and experience, be
rble to " detect and prevent" the error-namely the authorized user. '

This applies to both therapeutic and diagnostic uses.

The above concerns are reflected by NRC on page 1440 of Federal
Register, Vol, 55, No. 10, Tuesday, January 15, 1990, center column,
last paragraph as follows:

"Many of the misadministrations demonstrated that the authorized
user failed to review the medical history of the referred patient '

to determine the suitability of a particular clinical procedure.
In many misadministrations, the referring physician, who is not a
nuclear medicine expert, and the nuclear medicine technologist,
who is not a medical expert, determine which radiopharmaceutical
should be administered."

| The diagnostic referral concept only legitimatizes by-cassing the only
I person who is a medical expert, and it does nothing to prevent the T
| --cause of many misadministrations as stated above.

!
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*

March 12, 1990'

'. !

T0: Kirksey Whatley, Director, RAM Licensing ;

Division of Radiation Control :

Alabama Department of'Public Health !

FRON: Ray Dielman, PHP. gupervisor b |
Western Regional Field Office g "
Florida Department of HRS :

Office of Radiation Control ;

SUSJgCT: Part "C" Coimmittee Proposed 10CFR35 Changes "AgvisgD" i
i

I. endorse, in principle, the sub net proposed rule requiring medical use licensee 4 !

to establish and implement a 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 Refarral"

This provides a vehicle.for referring physicians to & procedures without
benefit of authorised user training and clinical experience. ,

Delete Prescribed Dose "(b)" j

(b) - Dependent upon " Diagnostic Referral".-

Proposed 35.33(2) (3)(b)(1): (3)(e)(1)

Delete......" Diagnostic Referral" -

Conenent: All nuclear medicine procedures are currently done by Diagnostic Re-
ferral, i.e. requested or ordered by the patients physician. )-

The problem is that the authorized user is not evaluating the patient 2

and prescribin's the dose in diagnostic use. All drugs require a pre-
scription. Why the exception for radiopharmaceuticals? There is no I

hardship to hospitals or physicians by requiring prescription, although |
the Radiologist practicing nuclear medicine may see it as such due to'

i

the economic impact. )'

Proposed 35.35 (2)(3)

Delete... involving more than 30 microcuries of 125 I and 131 1. l

|

|

|
l

1317 WLNEWOOD BLVD. * TALLAHAGum, FL 3239GMT700
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. .[' art "C" Commaittet g i

20;ticuad/ March 12, 1990 :

!

15.35 (4)(5)(6)(7) '

)eleto...." Diagnostic Referral" f
i

lomme ts The rule should apply to aJ1J, radiopharmaceutical administrations not '

just "more than 30 microcuries of 125 I and 131 I".- 99m Tc radio- '

pharmaceuticals provide approximately the dose as iodine. radionuclides.

;eemertary:
.

'n ny.' experience, there are two a dels of nuclear medicine practice - the "Radi-.,
,

altgy Hodel" and the " Nuclear Medicine Model". In the " Radiology Model" (80% of .

.uclear medicine practice)'the referring physician orders a. procedure and it is 1

.mplemented by a technologist. The authorised user does net see the patient, re-
teu the medical history to determine suitability of the procedure or prescribe the'

altse, but most of ten interparts the result. In the " Nuclear Medicine Model" (10% *

. . f I':slaar medicine practice) the referring physician refers the patient to the !'.

' .uthirised user who evaluates the patient, prescribes the dose and interparts the |
r esult.

.11 rules, regulations and policies since 1954 have been predicated on the assump-
:1o3 that nuclear medicine is practiced using the " Nuclear Medicine Model", i.e. i

'

idequately informed physicians (authorized users) isaking decisions, on "their" pa- ;

.ients interests. j

;canisant that existing rules, regulations and policies require the prospective )
.uth;rised-user to acquire RAM training and clinical experience . examination of _1.

catients to determine the suitability for a procedure, it seems a natural extention
,'o requ re the app ication of this training and experience in practice. !i l,

|?

|
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DEPARTMENT OF HEALTH SERYlCESnurm , suun .
P.O. 00K Nerst
samu+go. c4 w,sermo

(916) 333-3754
7ttaNer 'M

|

Ritlemy E. 2ntley
conferenos of Red.lation C2ntrol Program Dirmators, Irc.

1Dest G Committee maineen
@ State of Alabeam
Departiment of public unalth
434 liarsos Stzest
M mbgemory, Alabass 36104 -

\
Dear Mr. leastasy:

~

Z have revisNed in detail the riarspes to 10CNR35. Althaups Ii with the conospt of a "Bauic 02ality Assurance Progres", I
.

'

with the NRC's ressortirg. 2he hellef that the a mah14=hn=*" etm

a 02ality Assurance Progren will reduon the Inabar of missN4=,esther thseepsutto or di--*4a, is ahmure. In california, all of our i
medical licensee's have omlity Assurerne Prem3ms, but unitatunately, westill have misetninistrations. Itr analysis of ttie misehinistrations I'

mich bsve enourred in califaenia,- as wall as those detailed in the
7tdessi magisbar, values 55, maker 10, Table 1, intiostes that the oeuses
were due to lannen azzer not a system pechten.

i

iI ballsve that the 4==r 44ir=t
impact in the pusventian of misseministrations.of 35.35 will have little, if ary,

,

")

2hese r=="i * % are forthe most part consistent with the reassenendations of tim American
of JerAalogy, pathology, MRID, et al. The small benefit that willfrom of these regulations is the enfermenhility aspect, but6 in the regulatory threes is miniani when ocupared to the,

==dia-1/ legal threat. >

{ outlined becw are my specific amesents ss reisted to the puuposed!~ regulatiggg3~

1. 35.3 and 35.34 - nelative to the peuposal to inmiude an error in t

taistherapy fractional does as a misada:.nistration, some considerationahodd be given to the ==.-4& situatisrs. 1 sten a freotional error
coeurs and treatment plan undificatian will result in the- original
target and critical organ dose, this arree should to censidered an
" event" not a =4=^=4ar -tration. 1here are aery ways to =<=p14=h.

I

the esas task and one way is not always better than the neoct. Also,
the text of 35 34 is near impossible to understand.

2. 35.2 - mat is the applicability of a "dieg ;.ic referral" to parts
35.33(b)(1) and 35 in its antirety?

"
3. 35.2 and 35.33 - these sections are inconsistent with the re

of many stata pharammy dimi_g and physician cedering z-~quirussents1 *1=.
Many states do not require a physician to write a prescription price

i

_ _ _ _ _ _ _ _ . . _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ___ ___ __. __. _ . . - - - - . _ . . -
_
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:
i
!

to.the dispeneirg the drug. I think that a call by. e
.

.

Ih| Jig fo11 cued by a decision by the =M-- eed i
,

ptireinian user is cit if
datamentiation is amintained.. 'this idocumentatian should es, est

- 2 % etc.) and er (elinic(al indiantiano). isotope,. seen, estivity, routeof = " =4 *
,

4.
35.33 = 2 heliswa that the ward miandministration should be restricted i

to situatione eere the patient's riest insresses er their health is
$

t

mather than P"4=i= the wemt svunk, I ttdak teth the
*==mmadtweed " deviation".y and nddis woubl be best essved by *"4=i= theI

.

:

5. 35.33(a)(1) = I de not think the persessanos of medical use I
not matheriand under the liaanse should e**=*4=
a=4 "4=E -2Wavent v he cleasified as ~

viewed as a routine v4a'*(der 449. 1his viclation should be
j

- ian of regulaticsV1 ounditica urnessthe perfetsence was japonnistent with the standard of care.
.

, s. 35.34(b)(3)(ii)(iii) - If these aerous een be acapensated for, these !L abould be einamified as an sventy@sraatdan.
t

7. 35.34 (4) Zh reposting a lost er leaking source a
-

L ^ 9hwi pesaudias, est takes grenadent, the reporting=
'~

under 35.34'(b)(e) or that regaired by 30.403, 35.14 et al? Will the *

L reporting under one necedan most that required by the othat? 3

! !
| S. 35.34(d)(e) = Itiy require a phone and written report of en " event *?
|- It would appear that if you sehe a distinction hutueenL a iseshdnistrations and "eventaa, a peeperly conducted and decammentedm a

jinternal review should be adequate.t

1

;

9. Relative to enfoscament, I feel strongly that it is not egpropriate to
.<

classify missemin4=***4
- Tavents, ceumed by inauen erzees (ammaluding

the emilure to sollow esaw4My 4M procedures), into severitylevels.__

If you should have any gasstions ce need clarification, please esel free
to contest me at (916) 333-2754.

1
sincerely, :

i

.

Staaert D. Rosenberg
asalth paiy iad *-
Mia'$c Health Brandt

.

TOTAL P.03
''N' ' '' '- . - _ _ _ - - . . - - - -- )_
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. STATE OF NEW YORK |
+

DEPARTMENT OF HEALTH !

fCorrung Tower The Governor Nelson A: Rockefeller Empne State Plh 2 Albany, New York 12237
'<

: Dona Anekod. M D '
. commooner

|omca or punuc nauw
' |'' im08 A Re%Mih. M D , M P H

*7.old5E 3,,c,,, March 22, 1990t
,

!

>
U' Kirksey E. Whatley, Director >

. Radioactive Material Licensing
!' Radiological' Health. Branch '

State Department of Public Health
State Office Building ;

|. Montgomery, Alabama. 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.

;
1

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.-

'

.L 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 .

L consistency among the. states on how to regulate medical use of
_' materials than between the states and NRC (or between NRC central s

office and NRC field staff).,

Very truly yours, {
'

.

b h 60,
>

Rita Aldrich, Chief '

'
Radioactive Materials Section4.-

Bureau of Environmental
L Radiation Protectionl,

| Enclosure
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