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Charles Cain, Chaef

Nuclear Material and Safeguards Tnspection Section
Nuclear Regulatory Commission

Region 1V

611 Rvan Plaza Drive

Suite 1000

Arlington, Texas 76011

Dear Mr. Caint

Enclosed for your records and review is a copy of the transcript
from the November 14th meeting held in Arlington. We hope that you
find this transcription understandable and conclusive as to the
content of the meeting on that day. 1 believe that at this time
this completes our submissions to you pending any future
submissions regarding compliance and reinstitution of the Nuclear
Medicine Service at the appropriate time.
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Gaty W. Mitchell, M.S8.,
Interim Administrator
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through all of them? They are pretty much singular category so -
Chuck = Just let me go through all of them, Dr. Mitchell = I think
that would be more effective. Chuck = Along the way, if you want
to interject any comments on that particular issue, feel free to do
80, Second one had to do with the fact that, part 3% of our
regulations, specified that any radiopharmaceuticals can only be
distributed to hospitals by entities that are licensed for
distribution of those materials and so what was happening in this
situation was that Newman was in fact serving as &
radiopharmaceutical distributor by supplying those materials to the
hospital 4n Woodward. The third violation, in a word, had to do
with supervision of the, in this case, I guess it was a X~Ray
technologist serving as also a Nuclear Medicine tech, in that the
technologist was not instructed in the principals of radiation
safety regard the use of materials as evidenced of the violation
that was found subsequent to the event and he improperly prepared
the radiopharmaceutical for transfer and then of course he was also
involved in the transfer of that material to an unauthorized
recipient, that being the patient. The fourth violation involves
failure of the technologist to wear a finger csimeter when he
worked with the generator and with the prepared dese. Dr. Mitchell
= Which technologist was this and was that that evening? Chuck =
yes that was the x-ray tech. Dr, Mitchell - OK. Chuck - By the
way, that wvioclation stems, the ones previously stems from the

regulations themselves. This one that I just identified stems from

























p——— PR ——

services that are available for, 1 hope will be available, in
Nugclear Medicine to facilitate their care of the patient., Also
going to inform them of the obvious limitations of these prucedures
and make sure nothing inappropriate is oc:dered. Nuclear Medicine
at Newman Memorial Hospital is grossly under utilized, particularly
for an acute care hospital and one that sees a Lot of elderly
patients with Neoplasm, looking for metastatic disease of liver aad
bone. 1 hope to correct that by talking and educating the medical
staff. I think, 1 have talked with Gary and I feel like we need
one Key, maybe two keys to the Nuclear Medicine saboratory. One is
carried by the Nuclear Med tech, one by the Administrator and that
area be totally secured so that this incident cannot happen again,
that is the only way I can guarantee that it won't happen again is
to lock it up, Either the Nuclear Medicine tech or the
administrator will have to be on call when isotopes are delivered
and be put in a proper safe place, lock and key until they can be
surveyed and marked or whatever needs to be done. There are other
steps that I have not really decided that we should try to do, but
one of them that was suggested would be to allow Mr. Dancer to take
a course, I believe it is forty hours in length, in order to become
& qualified Radiation Safety Officer, so he would be on site.
Hopefully as Newman Memorial Hospital in Shattuck is able to
attract additional physicians, the service will increase, we
certainly need to consider training a back up technologist and this

also can be done in order that we constitute the seven day, twenty=-



















we would ever submit that to be a possibility we will make sure he
is in compliance with those regulations. We appreciate the advice,
but at the same time I am feeling that maybe you think we should
not pursue this. wWwoman <« No, we are just bringing this to your
attention, Charles L - I think the other thing, Dr. Mitchell has
been a good friend tn the hospital, we don't want to put him in a
spot., He has been trying to give us some help. Dr. Mitchell - 1
just don't know where it is. Chuck =~ What is the status today of
the program? Mr. Mitchell =~ It has been suspended, inactive.
Charles =~ We don't want to get back until we know everything has
been done, that Dr. Mitchell is saying needs to be done. Chuck -
Certainly that is an aggressive action on your part, and indicates
the type of corrective actions, whether or not that was what we
were looking for. Could you send me a letter, today or when you
get back, confirming this fact. Gary Mitchell - There should be,
we did a Fax a letter late Monday night, but with the holiday, the
original should be here today. Chuck = OK, this gives the reason
we are asking for further clarification is that the letter we
received spcke of the fact they you were, you used the word
proposed, that irected by the identifying of our problems, we
propose that the hospital, to comply with the regulations we take
the following steps. It left some guestion in our minds, after we
got to gquestioning it, whether a suspensicn was in fact in effort
or not. Gary = It is in effect and I think the best resolution

would be to send you a copy of the resolution that the Board looked



at. Chuek + Alright. Charles = I think that cur Medical Staff
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certainly wants to do this, we just want ¢o mace sure this doesn't
get put Dback in, this service, until the Board removes the

gsuspension. We are comfortable with this, it i{s something that we

have done. Chuck - You are going to send another letter. Gary M.
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= Yes, I will follow up with that, with the actual wording of the

resolution that the Board passed. Chuck = OK - I would put in as

much detail in the letter, to give the flavor of what you are doing

| on your own initiative, One thing I would also ask you, the reason

1 was asking about the RSO was I was saying if it was only a 40
hour course, since we don't have :he informatien, would you go back
and research, would yo. look to see how close Mr. Dancer is and

perhaps you could send that information to us also. Could you

expand a little bit on what it is that will allow you to go back to

| the Board with some confidence and tell the Board you are prepared
to resume conducting a Nuclear Medicine Program. In the bigger
picture of the sense not necessarily the individual th.ngs that you
| are planning to do, but what it is going to take to give you that
confidence. Charles =~ I think part of it is what we need to do
with a little bit of help from you on what we need, whether we need
a full time or whether the present method of having Dr. Mitchell
and whether he is willing to cover this, under those circumstances.
We know that all of the things that he has recommended that we do
! are aiready in place, not in progress. He said we needed someone

to come down and survey the department, that should be done, so
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The other end of this equation is the ¢ne that really, from a
ciinical, medical, legal stand point, bleow my mind, That is that
patient walked in to the Woodward Emergency Room and based on
clinical findings no further investigation of a pulmonary emboli
was carried out. 80% of the pulmonary embolis patviernts are a
symptomatic, You don't make that diagnosis on clinical grounds.
You suspect it, but you damn sure don't rule it cut. That I kXnow
is not in your jurisdiction, but -~ Lady - You have apparently had
discussions in regards to if a referring physician at Newman has a
problem with trying to get or coordinate an examination before
referring, do they not contact you or is there anything of that
nature. Dr. Mitchell =~ The mechanism is, that if a Nuclear
Medicine study is ordered, and it does not fit some prescribed
¢linical situations, then the technician calls me and I call the
referring physician. Lady - Let me pose another questions based on
your, would that have prevented this, because didn't the diagnostic
evidence actually support doing a lung scan, an emergency lung
scan? Dr. Mitchell <~ If they have of got in touch with me, they
never would have gone througn the fiasco of trying to put something
on a bottle and giving it to a patient and putting him in a private
car and driving 35 miles down the road. If the patient is sick
enough he should be transported in an ambulance and that
institution should care for him not to have the examination done
and brought back. That has been discussed. Lady - As long as you

feel you have met those measures in case the physician runs into
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similarly ocircumstances. Dr. Mitchell - Yes, and I hope that once
we get up to steam again & similar situation those pecple will not
do anything until they contact me, and if they can't contact me
they are not going to do anything. Gary Mitchell - I have had the
oppeortunity to wvisit with the physicians tco and they are gravely
concerned. They understand the remedial actions. The things we
are proposing to do and I think the other thing is as Dr. Mitchell
said, maybe that word intimidation is not the right one, but we
can't live the telephone call that was received and the feeling
that the technician may have taken from the way the physician was
doing, recognize that it was 5:00 o'clock in the afterncon on a
Friday when most of us are thinking about leaving or away from
work. It was probably some anticipation going on, there are just
pumerous human factors that I think we are all trying to
understand, and I think we do understand, but we don't know exactly
what the way it was inferred to that technician. Lady - I was not
left with the impression during the inspection that it was real
intimidation. Gary Mitchell - I think you have to understand
though that, we are a small community, the physicians are highly
regarded, we doc our very best to comply with their wishes within
regulations, rules and policies. In this case, we tried tc do that
with a technician that d4id not fully understand what should have
been done. Charles =~ I'm not sure the doctor understood the
technician didn't know what he was doing. Gary - That is also

true. Charles ~ He didn't realize the difference between somebody



trained in Nuclear Medicine is just a technician. Dr. Mitchell -

Being a4 radiclogist and dealing with Neurcsurgeons, cardiac
surgecns, the atmosphere can be intimidating I guarantee you. Lady
= You also cutlined a number in algorithms that you have developed,
that you c¢an implement in your procedures that would help make
decisions regarding what to do with patients snd I presume that
those are particular not only to routine cases but emergency cases
as well. Dr. Mitchell ~ Yes. Lady - Now you emphasized the lung
scan, 1s that the only emergency exam that you would anticipate
conducting at vyour hospital or d¢ you need to address . Dr,
Mitchell =+~ That is all that would be aveilable at Newman, yes.
They den't do any cardiac studies., Lady - I guess my guestion was
if you should expand that to involve all parts of the whole. Dr.
Mitchell - If we do & procedure, it will be expanded. Particularly
if it fall in the emergency category. Lady - I guess the other
gquestion that I had, if you do determine that you are unable to get
a full time authori <4 user physician to serve as RSO, how do you
plan to ensure that you meet the review reguirements under the
provisions of supervision in the regulations. Have you preoposed
any changes ¢to yosur current review frequency or methods, or. Dr.
Mitchell - Do vyeou mean as far as keeping abreast of the current
federal regulations. Lady - Well actually reviewing what is geing
on in the day to day operaticns of the program. Dr. Mitchell = One
is involved with the final interpretation, I think that in a way

serves as an audit, because I have the c¢linical history, the dosage
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given the patient, 1 can tell if it is clinically indicated or not,
as far as the day to day operations, I think I would have to rely
o Mr, Dancer's honesty and proper record keeping as far as making
sure tihat the kits are reconstructed in the proper way, that that
which is net used is disposed of properly and I think in most
instances, most RSO do have to depend on other people for the day
to day monitoring and surveying., I would and can certainly pay
more visiie than just quarterly. Just exactly the number and the
timing 1 don't know, because my schedule is not that flexible. 1If
you have any suggestions in that area, I would be delighted to hear
it. Chuck = Let me address that a little further, because I sense
that 1% a guestion that you raised earlier in our discussing about
the whole issue of supervision and management of the program. Let
me try to characterize NRC's view of what constitutes supervision,
to attempt to answer that perceived question. The regulations
35.2% and that there was & lot of introspection in the agency about
how to wr}te that regulation when it was developed back in 1986 and
1987. A Lot of it was a draft regulation, promulgated and a lot of
comments particularly on that issue on supervision. In fact, the
original regulation had some very descriptive reguirements such as
making sure an RSO in a supeivisory position be within one hours
notice. Being able to be reached within one hour to respond.
Howeveyr, NRC eventually decided that those kind of regquirements
perhaps didn't get us to where we really wanted to go., We wanted a

regulation that Jleft it pretty much up to you as to how to assure



; that proper supervision had occurred. Recognizing that you and
. only you Kknow the talents and capabilities of the pecple that you
supervise, some of those people may require a great deal of close
supervision, others may be trained and qualified where you can give
them quite a long leash, i{f sou will, and so we have really put the
issue in a great extent back in your ap. 1t is more of a results
oriented view on supervision and i{f you go back and read our
statements of consideration that were published in regard to that
proposed and how we finally developed it, you can read that.
Anyway, 8o that is the best answer we can give to you on the
question on how much supervision is adeguate. The bottom line is
the correct amount is the amount that gives the effective results.
WE will leave that to you to determine how much is effeccive,
recognizing thet you are remote from the hospital, that may be
alright depending upon the personnel that you have available
locally in sShattuck and how the procedures are set up and the
effectiveness of the program to deal with circumstances as they ;
arise. Only you can ultimately know that, you better than we can.
Chuck =~ Any other gquestions? Joe, Janet do you all have any
questions? Joe - I do have one that I would like to address to Mr.

Gary Mitchell, it concerns the original notice of viclation that

wasn't the administrator at the time, but the notice seems to

l
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‘ was sent to the hospital on July 25, 1990, I understand that he
' present a sort of a two part problem, the first was probably lack

of adequate attention to the compliance on the part of the
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Radiation Seiety Officer and the second was the lack of management
attention to compliance and compliance activity at the level of
management above RSO and I was wondering what plan the licensee has
at the present time to get ahold of that second issue, which is
what tools are management going to use to be certain that whoever
ends up being RSO is doing a good jeob and is fulfilling his or hers
responsibility to compliance with NRC requirements? Gary = I wish
I was more knowledgeable about some of the specifics of a lot of
the background, so if you will bear with me a little bit. I think
first of all getting a working knowledge of what the basic
requirements that are written by your agency will be the first and
foremost area, We have to make sure we comply there. Once we
understand that basis that we just have to sinply go back there and
periodically make an effort to go back and scrutinize those with
the manager on site and stay in close consultation with the
physicians, both at our site and with Dr, Mitchell to review that
material, I think we would alsc be looking at the possibility of
enhancing the wvisits if possible and that would provide us with
additional scrutiny and oversite. Man =~ What visits were you
referring to te enhancing., Gary - Possibly Dr. Mitchell, depending
on who scheduled. Chuck - Just let me inject one other guestion,
You've mentioned that several other individuals, consultants if you
will, have been and I think will be involved, you mentioned Max
Quiby and Mike Morris and Vernon Ficken, what is the extent of

their continuing involvement going to be in the future, or do you
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that is the type of action that we are looking for. I have no
other comments. Gary M = I have one small question - are we in any
violation by not, we have the license but we are not going to
perform tests, are we in any violation or dc we need to do any
formality with you at this point? Chuck = The only formality that
you have to fill with us is to write us a letter notifying us that
you are suspending activities and the date that you did suspend
activities and I would urge you to take that opportunity when you
reply to explicitly state the extensiveness of the review and the
actions that ' .e taking and have taken before you restart.
Anything else. Joe =~ Janst - Joe, no Bill not at this time thank

Yyou . Thank you.



