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Mr. Chip Cameron NM g
United States Nuclear Regulatory Conunission NIUIM M
Washington,DC 20555 (&.?M420/9)
Dear Chip:

I would like to express to you my most sincue appreciation for the opportunity of being a
participant in the Medical Rulemaking Workshop held in Philadelphia on 28,29,30 October
1997. It was a most enlightening experience and one which I found very stimulating.

I was delighted to have been able to participatc in this program and apologize to you for the delay
to you in my comments since I've onlyjust now retumed from Eupe.

I think that you did *n excellent job as the facilitator for the workshops directed towarti revision
of the Commission's regulations on the medical use of bypmduct material. Certainly, the
comments have a wide variety of significance in terms of desired changes in the regulations, and
it was interesting to see so many individuals who stayed throughout the meetings to participate in
the discussions.

The United States Nuclear Regulatory Commission has, in my opinion, done an incredibly good
job in overseeing the development of regulations for the medical use of byprodt.ct materials. The
Commission itself as well as its advisors from medicine, physics, biologists,. etc.. have evolved a
set of policies that are appropriate and proper to protect the patient, to protect the physician, to
piott;ct the public in general, and to insure that those individuals involved in the utilization of the
materials for medical purposes are properly and appropriately trained and experienced in doing
so.

The Commission is to be congratulated for having set the standards in the appropriate and proper
way for the safety of all of those involved directly and indirectly in the use of byproduct material.

With that in mind, I would be in favor, without question, of keeping the present policy intact and
*

ta evolve changes carefully and gradually over time and not dramatically.
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; I have always been impressed with the fact that the Commission thmugh its various Wry >

'

bodies has come to grips appropriately and properly with policy statements.

With regards to the various recommendations for revisions to the Nuclear Regulatory i

ra==lanlaa's 1979 medical policy statement, I would make the ibliowing ~===*= |

'

o- The ournat status of general policy to sdde regulation of reedical uses of d_h g=
states is appropriats and the NRC abound aa=#iana to segulate the medical uses of - ,

radioisotopes as necessary to provide the radiation sahty of workers, patients and the !

general public. I see no need for change in this particular statement relative to general -

- policy, The NRC has stated the nees for oversight with regards to patient sahty but, also,
worker fmy, physician ufay, physicist sahty, and the general public safety,'

,

o With regards to patient noti 6 cation of roportable events, it is my opinion that the status
quo should be kept in force requiring the licensee to notify the NRC, referring physician
arnt the patient or responsible relative unless the referring physician personally informs
the licensee that he or she will inform the patient or that based on medicaljudgment
telling the patient or the responsible relative would be harmfkl. In my opinion, the
environment in which we live at the moment requires that this be kept istact, and I can

I see maior medical malpractice issues ifindeed these guidelines were not pursued. There
is no way that the licensee can avoid the responsibility of making the appropriate prcr
report to the various individuals and agency concemed. Failing to do so, would put the
licensee in serious jeopardy with regards to proper and appspriate practice. Such a
position is consistent with other NRC requirements, consistant with other Federal

'

legislation relative to the Privacy Act, enables the patient to make timely decisions
regarding remedial and prospective medical care in consultation with his personal
physician, enables the NRC to identify the causes of animmhninistra&ms and how best to:

correct thorn in prospect, enables the NRC to fhl611 its statutory obligations and is
wasistent with the present NRC guidelines regarding medical evets.

. o With regards to attematives to a quality management program, it would seem to me that
one would be far more wise to maintain the current requirements as stated in Sections-
35.32. It would require no additional regulatory burden to the licenses, no additional-

NRC resources for modifications to licensing or inspection procedures, would continue to :

. require licensee to establish and maintain a written quality management program, would ,

.
have continued to require that licensee's audit their Q & P's, would continue the concept

! of recordable events, and would continue to require licensees to retain each written
directive and record for each administered dose or dosage requiring a written directive.
Not only is this good practice, but it also fits with requirements to other issues relative to
medical n#; meticei With the growing emphasis on quality control and quality
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management, any short circuiting of these requirements would ultimately be to the
'

detriment of all concemed and would seriously infiringe upon the medical / legal: '

2 requirements for the best possible care in patient management in patient protection,
r=tidian worker's protection as well as the public. |

4

' A aadistaa Safety Committee is an absolute necessity in my mind for all modalities in a
'

'o

medical institution. De commitee is formed Aom those individuals who are fbmiliar
; with :=timiaa safety programs and would allow for aaneiaadiaa of an established

radiation safety program. The committee provides for communication among the various!

disciplines and departments in a single committee all of whom have some impact on - :

Iradiation safety. Thc requirements for approvals via multidisciplinary point of view
represent the contemporary practice of a multidiscipline team in medical management. It

i- allows for review of users, the matters in which they use the radionuclides and offers a

,

personnel and peer review with accountability. Such a committee allows for direct
involvement of the executive management of the institution so is,~6.ut to insure that

'

they are monies available for the committee's activities. Therefore, the committee with a >

varied representation has a wide latitude and authority to develop and implement
appropria e adiation safety programs within the institution. His has been a well-
established procedure in many institutions and works wdl to the benefit of all the
individuals and the institutions involved in such programs.

,

o With regards to the threshold for reportable ever.ts (misadministrations) and recordable,

i events, it remains a listed in current Section 35.2 with the addition of a statement in the
; reportable dermition to address precursor events that are outside the area defined by the
i term " misadministration." This is an ever evolving situation and needs to allow the
| Commission to oversee and recommend changes as more shaft term and long-team

information is available relative to such reportable events. The regulatory requirement
for licensees to identify and/or report or record is appropriate, and is helpful in assessing,

,

the overall effectiveness of the radiation safety program. It does provide the licensee with *

tiered approach to event reporting or recording depending on the nature of the event but,
,

also, enables the NRC to identify the causes of events and help identify precursor events
leading to correction and prevention measures. It obviously allows the NRC to ful611 its:

.

statutory obligation in reporting abnormal occurrences to Congress. The current
dermition is well known by licensees and, therefore, maintaining it in place is appropriate
and proper evolving over time as new information becomes available,

o' With regards to training and experience, the Nuclear Regulatory Commission, through its
advisory groups, has developed an appropriate proper sa of guidelines for authorized
users. Dese guidelines are directed toward basic requirements such as being an M.D.,

,

with board certification, as well as the specified numbers of hours of training and
experience.

|-

L
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As an example, the American floard of Radiology requires designated courses in
radiation safety, the medical uses of radionuclides and other byproduct material, and does
examine and certify specifically in radiation oncology with all of these requirements as '
well as in nuclear medicine with all these requirements,

it allows more than one means to meet the authorized users' criteria f" use and is
modality specific. It depends upon established criteria developed by experts in the field
as to appropriate training, and it also assures that the user has radiation safety training
prior to embr.rking upon clinical experience.

The guidelines as set forth are specific, appropriate, proper and do not compromisc in any
way the necessity to have individuals working with byproduct material who are
appropriately properly trained in physics, instrumentation, radiation protection,
mathematics peitaining to the use and measurement of radioactivity, radiation biology as
well as experience gained under authorized users.

There are many specialists who are involved in the use of radiations in medicine, and it's
interesting to note that many of them are poorly trained and over-expose not only the
patient but, also, themselves to uncontrolled radiations by prolonged use of fluoroscopes,
repetitive utilization of radionuclides, etc. Any change in the basic requirements for
training and background would allow for a major breakdown in this very significant and
important area for control of safety not only to the patient but to all radia%n workers and
to the public. The requirements for a radiation safety oflicer are set forth in a very clear
manner and assures that an individual in the position as radiation safety officer is

appropriately and properly trained.

I'm deeply grateful to you for the opportunity of being a part of the panel. In large measure, one
might assume by my comments that I am in favor of the status quo with slow gradual evolution
over time to improve the document but not to make dramatic and major changes that would cause
a complete disruption of the well-organized gradual evolution of the medical policy. In
Pennsylvania, we have a statement which I think is appropriate- "Ifit ain't broke, don't fix it."

Again, many thanks for the opportunity of being a part of the panel.

- With very best personal regards.
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Yours sincerely,

Luther . Brady, M.D.
University Professor
Hylda Cohn/American Cancer Society
Professor ofClinical Oncology

Professor ofRadiation Oncology-
Department ofRadiation Oncology
Allegheny University of the Health Sciences,
Allegheny University Hospitals, Hahnemann I

Broad & Vine Streets, Mail Stop 200
Philadelphia, PA 19102-1192
Tel: 215-762-8419, Fax: 215 7621155

LWB:mic

cc:
'

/ Dr. Donald A. Cool
U.S. Nuclear Regulatory Commission
Washington, D.C. 20555

i

Phone: 301-415 7197 '

Fax: 301-415 5369

Ms. Cathy Haney
|

U.S. Nuclear Regulatory Commission i

Washington, D.C. 20555
Phone: 301-415-6852
Fax: 301-415-5369

Ms. Diane Flack
U.S. Nuclear Regulatory Commission
-Washington, D.C. 20555 i

Phone:301-415 5681
Fax: 301-415-5369

i
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|
cc:
Dr. Omar Salazar |
Chair, American College of Radiation Oncology

Board ofChancellors
Radiation Oncology Director !-

LSU MC Stanley S. Scott Cancer Center 1
20?' wier Street, Sune w.2 !
N .>rleans, LA 70112 |

'Phoi t 504-568-5151 ,

. Fax: . 1-568-4448 - |

Dr. James E. Marks !
President, American College of Radiation Oncology

iDepartment ofRadiation Oncology
Missouri Baptist Medical Center ;

3015 North Ballas Road
St. Louis, MO 63131 i
Phone: 314 569-5157. i

Fax: 314-569-5398 -|
:
'

Dr. Peter H. Blitzer
President Elect, American College of Radiation Oncology |

. Radiation Therapy Regional Center ,
"

1419 SE 8th Terrace -
Cape Coral, FL 33909

' Phone: 941772 3202
Fax: 941-939-4877 !
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