? UNITED STATES

¢ %: NUCLEAR REGULATORY COMMISSION
‘0. oot ? WASHINGTON, D € 20666
"t,, ‘0‘:
May 3. 1990

The Honorable El1zabeth ), Patterson
United States House of Representatives
Kashington, DC 20515

Dear Congresswoman Patterson:

Thank you for your letter of April 10, 1990, regarding comments by Or. Mark C,
Bruels of Greenville, South Carolina on proposed amendments to 10 CFR Part 35,

The Nuclear Regulatory Commission published a proposed rule on January 16, 1990,
on “"Medical Use of Byproduct Material" that would require medical use licensees
to implement a basic quality essurance program and that would modify the
reporting and recordkeeping requirements. The public comment perioa closed
April 12, 1990, To date, we have received 66 public comment letters, including
Or. Bruels' letter which was enclosed with your letter,

The issues raised by the public comments will b+ evaluated and used in
developing a final rule. In addition, we ave conducting a pilot program to try
out the proposed performance based regulatory requirement: using about 65
volunteer medical use l1icensees from across the United States. Their
gtpegion?e. evaluations, and suggestions will &i1so be used in developing a

nal rule,

| want to assure you that Dr., Bruels' commeits will be considered with the
other public comments in developing a final rule,

[ trust that the above information is responsive to your request.

Sincerely,
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Mr. Kenneth Carr

Chairman

Nuclear Regulatory Commission
11555 Rockville Pike
Rockville, Maryland 20852

Dear Mr. Carr:

T am writing on behalf of a constituent, Dr. Mark C. Bruels,
regarding the Commission's proposed rules on quality essurance,

As you can see from the attached correspondence, Dr. Bruels
raises a number of significant issues about the proposed rules.
His comments focus on the burdensome nature of the regulations
and the requirement of duplicative efforts by rare medical
physics personnel. Dr. Buels is also concerried about the penalty
provisions of the new rule.

I would appreciate your giving Dr. Buels' views careful
consideration as the Commission considers issuing a final rule.
If I can provide additional information, please do not hesitate
to contact me or Eric Spitler of my staff.
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Member of Congress
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Mark C. Bruels, Ph.D.
500 Wenwood Road 1811
Greenville, §C 29607

Secretary

Nuclear Regulatory Commission
Weshington, DC 20539

Attention Docketing and Service Branch

Dear Mr. Secretary:

1 have had the opportunity to review proposed rule: ‘" CFR - part 33

RIN 3150 - AC65. 1 em extremely upset because less .nan & year age your
perconnel came to a professional American College of Mediecal Physics
meeting and pudblicly stated that while there weie proposed rules cominf
regarding Quality Assurance, these rules would simply state thers should be
a Sqalicy Assurance Progran The rules in thelr current propesed form can
hardly be taken as that. 1 find these rules to be unacceptable for many
reasons, far more than I can put into one letter. Plrst, accerding to your

own information, there are only minimal numbers of risk events that you are

attespting to control. Further, you are defining as medically eignificenc
such insignificant doses as | KEM to any organ of the body from diegnesis
or doses as low as 50 to 100 RAD for cancer therapy patienta. These
questions alene are far beyond your purview, and 1 feel that to encode such
numbers in Faderal law (s extremely poor regulations policy. You atate
that you have the support of professional organizations in developing these
rules. Could you please list such support? There is no professionsl
support that 1 know of from the Physics community, rather total oppesition.
17 your {ntroductory explanation to these, you claim you recognize that all
medical use should be planncd with the realization that Individuals eake
aistakes. Yet in your enforcwwent you state clearly yeu view the
occurrence of a missdainiscration or octher repertable events ez avidence of
{nadequate quality assurance in the wmedical use of by-product materisl and
may subject the licensee to enforcement action. This pair of statements

is totally inconcistent. This approach will cause & tendency to hide
errors. This is an undesirable effect. Further, this will beg the legal
gquestion as to whether or not there is a matter of i{mplied llability
inherent in the actions of an individual. 1f an {ndividual has done
everything that a prudent man would do, he may generally be judged in a
court of law to be found innocent of wrung doing. Howavar, comaission of a
simple error will be adequare for his civil prosecution with flscal fines

and other regulatory penalties according to your intentions. To me this
contradicts our basic Constitutional rights.

There are many questions of medical judgement that you anter into,
a physicist I will not comment on those, and | am certain that many
physicians will comment on them. I will reserve my commentg regarding your

As 1 am




April 2, 1990
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attempts to codlfy good practice regarding acceptance testing of computer
programs and your strange requirement for a mandatory second opinien
regarding calibration of Cobalt Units. Any physicist, who is functiening
{n the accepted manner, does acceptance testing on computer Programs which
are used in radiation therapy treatzent planning. The program that you
outline is good in so far as it goes. 1t does not go fax enough, of
course. 1f you ware to attempt to codify an adequate check out procedure,
you would fail totally. What you have done now i8 wrong in that once
tomeone has done this much they will stop, and thus, you have encoded
mediocrity into regulation again. You should forget trying to pake this &
requirement, Good practice requires that such programs be checked out by
(ndividual users. Since you feel you need an {tem to check on Your
inspections, then you wight put in an jtem that states: "rreatment planning
programs have been checked out by 8 qualified expert'. You have also
doubled the expense to {nstitutions and hence ©0 patients in that you
require a second independent calibration of & Cobalt Unit. This is not
acceptable  Many institutions today are on NI1H sponsored protocols, ana
independent evaluations of their prograas automatically follow. Te oy
knowledge . only one event has occurred that could have Been prevented
regarding cobalt miscalibration. Since that event, Physicists alwvays
double check their own work, if they are following good practice
procedures, and {t {s this good practice standard which is set by the
professional compunity. You ¢an not codify that due to {ts changing
nature. But this good practice standard is that which is checked against
by Courts of law.

In summation, wnile I could go on for many pages, 1 find that this
ragulation does not truly have the patient nterest at heart. It is clear
that you are sttempting to develop an expanded laundry 1ist of items &©
that you can check them off when you come {in to do Kout {nspections,
thereby proving that you are doing something vorthwhile. You are doing
comething necessary. But your approach is wrong. what this does is to add
an increasing burden to alreacy over burdened pcrsonnol. What that
rranslates to is that ve will spend our time doing these pininal
requirements, double checking the pinizal requirements, {nstead of doing
our jobs as we define them. The use of radiation is omne of the safest
areas of endeavor in a hospital. What you should be doing is spending your
budget trying to find ways of jmproving use of muclear energy in non-
sedical environments. You should not be attempting to hobble an already
restricted fleld where developments are being choked off by increasing
federal burdens and decreasing available income.

Thank you for your time in reading this letter.

Slncsrely.
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Mark C. Bruels, Ph.D.




