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BEFORE THE
U. 8. NUCLEAR REGULATORY COMMISSION

I RS P R i
WORKSHOP ON :
PILOT PROGRAM OBJECTIVES :
(PROPOSED 35.35) :
............... »

Conference Room 8

Holiday Inn

4440 West Airport Freeway
Irving, Texas

Wednesday,
April 18, 1990

The above-entitled workshop was convened, pursuant to

notice, at 9:10 a.m.
PRESENT:

JOHN L. TELFORD, Zhief

Rulemaking Secticn

Regulation Development Branch

U.8. Nuclear Roagulatory Commission
Mail Stop: NL/S-128

wWashington, D.C. 20555

ANTHONY TSE
Office of Nuclear Regulatory Research
U.S. Nuciear :'egulatory Commission

Washington, D...

LLCYD BCLLING
State Agreements Program
U.8. Nuclear Rrgulatory Commission

wWwashington, D C.

JOSIE PICCONE
Senior Health Physicist
U.8. Nuclear Regulatory Commission, Region I

King of Prussia, Pennsylvania
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JOSE A. LOPEZ
Radiation Control
Texas Department of
2561 Matlock
Arlington, Texas

DAVID DADARI
iorthwest Texas Hosp
Amarillo, Texas

TAWFIQ K. HAIDER
Maury Regional Hospit
1

Columbia,

PATRICIA WOOD
Union Meaical Center
El Dorado, Arkansas

GERALD WHITE
Penrose Hospital
Colorado Springs, Co

SANTIAGO GOMEZ
University of Puerto
Medical Sciences Cam
Puerto Rico

DAVID BELLEZZA
Baylor

Houston, Texas

MARK SHAFFER
VA Medical Center
Houston, Texas
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College of Medicine

EMERY J.
Memorial

JANICE
Medical
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venter

2606 Hospital Boulevard
Corpus Christi, Texas

BRANDY WALKER
Nuclear Medicine
VA Medical Center
Dallas, Texas

LDWARD KAPLAN
Brookhaven National Laboratory
New York
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CHARLES W. LEE
S8t. John's Hospital
Salina, Kansas

ASHOK DESAl
Hermann Hospital
Houston, Texas

BRUCE HAMMOND
MASI Healthcare Services
Fort Worth, Texas

JON R. SHARP

Bureau of Radiation Control
Texas Health Department
Austin, Texas

CARRIE W. RUDOLF
Perkins Cancer Center
Baton Rouge, Louisiana

JOHN J. FELDMEIER
Cancer Therapy and Research Center
San Antonio, Texas

WAYNE A, WIATROWSKI
Cancer Therapy and Research Center
San Antonio, Texas




! PROCEEDINGS
2 MR. TELFORD: Good morning. My name is John
3 Telford. I'm from the Nuclear Regulatory Ccmmission

4 headquarters in Rockville, Maryland.

wm

I have the responsibility for doing this

6 rulemaking and I'l]l be talking to you this morning about the

Pilot Program.

3 To get started, the first thing on your agenda is
g that we have an introduction. What we do is we let
10 everybody introduce themselves and the other people in the

1 room would like to know, as well as me, your name, your
position, which hospital or clinic you're with or represent,
13 the size of the hospital, how many beds, and if all of the

various departments within your hospital are participating

16 in the program, that is, brachytherapy, teletherapy nuclear
18 medicine, or is it just some subset of that.

17 S0 I will start over here and let you introduce
18 yourselves,

19 MR. LOPEZ: 1I'll make a deviation of what you

20 said, I'm not with a hospital. I'm with the State of

21 Texas, an agreement state.

22 MR. TELFORD: Okay, if you're a state regulator,
23 Just say so.

24 MR. LOPEZ: Jose Lopez is the name. I'm the

25 inspector in this region, in the Dallas area region, about
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hospitals, three Nuclear Medicine Departments.

We do radiation therapy but it's all with
accelerators. We treat about 60 or 70 patients a day and we
anticipate that all of the departments will be
participating.

I'm one of the physicists there.

MR. GOMEZ: My name is Santiago Gomez from the
University of Puerto Rico, Medical Science Campus.

1've been working there as a radiation safety
officer for ten years but now I work as a physicist in
Nuclear Medicine Department.

We have two licenses. They both are full licenses
for the Medica' ~ience Campus and they work in isotopes and
research in ani.e:3 in vitro and in nuclear medicine and
radiotherapy in humans.

This is not the big thing but since we have the
waste disposal license, we have several problems in the
waste disposal, but in relation with the quality assurance
program, we have a quality assurance program for our Nuclear
Medicine Department but we do not have any waste disposal
program for radiotherapy.

MR. BELLEZZA: My name is David Bellezza. I'm a
medical physicist at Bavios College of Medicine in Houston.

I'm representing the Radiation Therapy Program

that we have there which serves the Harris County Hospital
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District.

MR. SHAFFER: My name is Mark Shaffer. I'm the
radiation safety officer from the VA Medical Center,
Houzton, which is a 1200-bed hospital inclusive of nuclear
medicine, teletherapy and brachytherapy.

MR. JANICE: Emery Janice, Memorial Medical
Center, Corpus Christ, Texas, chief cook and bottlewasher,
assocjiate radiation safety officer,.

We have about 400 beds in the hospital district
and so far all sections are going to participate in the
program,

MS. WALKER: My name is Brandy Walker. I'm from
Dallas here, from the VA Medical Center. I think we have

about 600 beds but I'm not sure.

I'm from the Nuclear Medicine Department. The
Radiation Oncology Department is not participating but it
wasn't clear to me that they were supposed to be, so 1'll
approach them when they get back.

DR. TSE: My name is Anthony Tse. I'm from the
NRC in the Washington Office of Nuclear Regulatory Research.
I'm the program manager of this project.

MR. BOLLING: My name is Lloyd Bolling. I'm from

the NRC State Agreement Program and formerly from Mt. Sinai

Hospital Medical Physics Department, New York City.

DR. PICCONE: My name 1s Josie Piccone,. I'm a
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senior health physicist with KNRC in Region 1
MR. LEE: I'm Charles Lee, s ! t St. John's
Hospital in Salina, Kansas We're a 139%-bed hosp .t
We have nuclear medicine, which wil) participate;
radiation therapy or our physicist is also in the progranm
and he will take care ¢f the radiation therapy area.

We &also have an outreach program in nuclear

medicine. S¢© that will also be involved
MR. HAMMOND: My name (s Bruce Hamu d I'n
executive Lirector and racdiation safety officer for MASI

Healthcare Services in Fort Worth,

We provide nuclear medicine services on a mobile
basis to 65 hospitals in Texas and we're part of a 2,000~
bed hospital chain, not for profit; a religiously-~affiliated
group in Fort Worth.

Our Nuclear Medicine Departments will participate.

MR. SHARP: I'm Jon Sharp with the Texas Health
Department, Radiation Control and the Medical and Academic
Licensing Branch and we have one bed which we have made for
ourselves and we have t lie in it.

[Laughter. )

MS. RUDOLF: My name is Carrie Rudolf. ['m
medical physicist and rad ation safety cofficer representing

Perkins Cancer Center in Baton Rouge, Louisiana.

Perkins is a free-standing clinic We treat about
L

AilAN ML




130 patients a day with brachytherapy and external beinyg
therapy utilizing linear accelerators.

DR. "ELDMEIER: 1'm John Feldmeier. I'm a
radiation oncologist from San Antonio Cancer Therapy and
Research Center.

This is also a free-standing center., We treat
about 140 patients per day, including teletherapy with
cobalt machines as well as igh-dose rate brachytherapy and
some standard low-dose rate brachytherapy.

DR. WIATROWSKI: I'm Wayne Wiatrowski. 1I'm from
the University of Texas Health Science Center, along with
Dr. Feldmeier, representing the Cance: Therapy and Research
Center. 1I'm a physicist there.

MR. TELFORD: Very good. Welcome, everyone, I'm
glad you here.

I want to sort of go through the agenda now to get
you acquainted with what we expect to do today.

We're going to talk about the pilot program, first
of all to let you understand what it is in its entirety,
what we want to do, what everybody's role happens to be.

Then I want to talk about some current
misadministrations, to show you some of the problens that
we're trying to fix.

Then 1'm going to go into the review of the

proposed rule, the 35.35., 1I1f you've seen the Federal
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Register notice, you realize there are three sections to

this proposed rulemaking.

There's 35.33, which is recordkeeping and
reporting requirements for diagnostics; 35.34, which is
recurdkeeping and reporting requirements for therapy; and
35.35, which is just the proposed rule. That's really the
subject today.

I1'l] tell you more about how we're going to get to
the recordkeeping and reporting requirements at the next
workshop.

S0 by the end of the day -~ excuse me, let me go
on with the agenda.

We'll talk about any special conditions that may
epply due to state regulations. Then we will talk about the
evaluation forms and then we'll talk about the Regu'atory
Guide and then we'll review the schedule of future
activities,

By the end of the day I think you will know
everything there is to know about this.

Let me note we have just been joined by another
person. We've gone through introductions. We ask that you
tell your name and your position, the hespital you're from,
its size and whether all departments will participate, that
is, teletherapy, brachytherapy and nuclear medicine will

participate in the pilot program.
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MR. DESAIl: My name is Ashok Desai. 1I'm chief
technologist at Hermann Hospital in Houston, Texas. We are
4 500-bed trauma one hospital,

We don't have any brachytherapy. We don't have
any radiation therapy.

S0 I'm here to represent nuclear =edicine.

MR. TELFORD: 1I'm going to give you a little bit
of an idea about the background of how we got to where we
are today.

Back in the fall of '87 the Commission asked --
the Nuclear Regulatory Commiss!on -~ When 1 talk about the
"Commission," I'm speaking of the five Commissicners that
you can think of as our board cf directors.

I'l]l] be careful to distinguish between what the
steff says as a staff proposal to the Commission and what

the Commission has approved of.

Back in the fall of '87 the Commission requested
two rules. One was & basic quality assurance rule and one
was a comprehensive quality assurance rule.

The one that we are working on currently is the
basic quality assurance rule.

You can tell by this chronology here that by June
of '88 the staff provided a proposal to the Commission --
March of '88, the staff provided a proposed rule to the

Commission.
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13
agreement state, of which there are 2%, each class of
licensee, that is, whether or not you do teletherapy,
brachytherapy or nuclear medicine, and the type of facility,
whether or not you're in an urban location or a rural
location.

As you were introducing yourselves this morning, 1
was sitting here ticking off a little list in my head and I
see, yep, we have some of each.

Most people here, I think, are agreement state
licensees. As a matter of fact, there are just a few states
in the NRC's Region IV that are NRC states. For instance,
Oklahoma and Missouri are NRC states.

We went through an elaborate selection process and
Ed Kaplan is the gentleman that joined us who didn't get a
chance to introduce himself but he's from Brookhaven and I'm
sure you've all talked to him con the phone,.

He deserves all the credit for having gotten all
of you here and made all those calls and gone through all
that and for the fact that we do have this representation in
the pilot program,

An overview of the pilot program would be each
licensee has -- or volunteer, excuse me, has one month
basically to modify their program; one month to implement;
By that, I mean train any personnel who need to be trained;

two months for the actual test; and then one month to
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1%
your opinion, are useful or effective in preventing mistakes
in medical use; and if not, what sort of objectives would be
useful .

Here's a little bit more o & detailed outline.
The trouble that Ed went to and all that work happened in
January and February.

It turns out that when he calls somecne, then he
finds out that, "Okay, we may be interested. I have to
check with two other people.”

He calls back and says, "Okay, ! checked with
those people. 1 have to check with three more pecple.”

And three weeks later we got an answer, "Yes,
we'll play," or, "No, we won't."

80 that took a while. We closed off the
invitation process in early March.

This next month that 1 was talking about in the
previous slide, this is when the volunteers would review the
proposed 35.35 that you received in the package from Ed.

You would determine that your program currently
meets 35.35 or your would modify it so that it meets. That
would be basically the month of April.

Now, we have two sets of workshops. The first set
we're into and the first workshop was March 29 and that was
in New York; April 4 was Chicago; April 6 was Atlanta; today
we're April 18th in Dallas; and the 20th will be San
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Francisco.

After this workshop you have basically a month to
do any day-to-day procedure modification or training of
technologists or any little last-minute changes that you
need to do before the 60-day trial.

So I say all of this, if required, because it will
be true to varying degrees for various hospitals.

Then the volunteers will then try out your new
program for the 60-day period be.ween May 14 and July 13.
You will retain a few records, which we will talk about,

For 18 of the volunteers -~ Let me tell you how
many volunteers we st out to get, first of all.

We went to get 24 NRC volunteers and 48 agreement
state volunteers. That's a total of 72 to represent
basically 6,000 licensees across the country.

There are 2,000 (on that order) NRC licensees and
4,000 agreement state licensees.

8o we were after 72 and I believe we came up with
22 NRC and 45 agreement state volunteers. So of the 67, 18,

We will make a random selection of the €7 and come
up with the 18 and for these 18 we will do sort of an in-
depth review.

We will have what we're calling our QA team.
These are four people that will do the work that I'm going

to describe, three of which are very experienced NRC




17
regional inspectors, and one of which is Dr. Antheny Tse,
who has been in this since the fall of '87 and knows all of
this stuff backwards and forward.

The other person that's here today that's on the
quality assurance team is Dr. Josie Piccone.

8o if I get in trouble today with what I say, then
I have a regional inspector here to bail me out so you can
correct me.

For the QA team, after we've chosen these 18
facilities, we will review the program in depth.

This is a paper review of the program and the
principal question that the QA cteam will be asking is, does
it meet the proposed 35,35,

Following that, the QA team will go to these 18
sites for an evaluation and the principal question they will
be asking is: Is this hospital implementing the program
that they say they are implementing?

As we go on today, you'll see that there will be a
lot of opportunity for feedback and evaluation from all
sides.

First of all, this program review and the site
evaiuation is a very no-fault kind of review. We're talking
about a proposed rule here, so we won't even use any words
like deficiencies or citations, for goodness sakes, you

know. None of that; this is no fault.




18

I'1]1 tell you a little later what everybody will
get out of this but, in particular, what the 18 will get,

Then we'll have some post-test workshops following
the €0-day trial period and these will be in August.

We'll have a whole lot to talk about, because the
volunteers will have had the experience of trying out the
program they can tell us about, which is each of you; what
you think of the proposed rule; and your suggestions for how
to fix it.

The QA team, in turn, will then confess to you the
criteria that they used to evaluate the program, each of the
18 the results of those evaluations.

Thirdly, the criteria that they used for the site
evaluations; and fourth, what the results are.

When they say this, it's going to be like these
are the strong points, these are the weak points and these
things need work, but it will be in a no-fault sort of way.

On the handout, I'm on the next page of the second
handout.

What you can expect is that you can then get an
insight into the criteria that at least the NRC would use to
evaluate programs.

If there's a final rule, then this would be the
licensing stage. This would be when you send in ufi -- well,

not you, but if there are any NRC licensees here, when you
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send it in to the NRC as an application, then these would be
very much like the criteria that we would use to judge your
application.

8o this is an inside view and a step up on what's
coming.

We also learn the results of the application of
these criteria. You would then understand the criteria that
would be used during a site visit,.

For all regular rules we call this an inspection.
For this, this is the site visit and we would learn the
results from these site visits

1 assume that the agreement statue= do something
very similar. I'm sure here in Texas they do a better job
but I'm sure they have something similar for site visits, or
they have inspections, too.

But you would learn, then, the results of that, so
vou're ahead there.

Then, sixth, we will, I guarantee you, listen very
carefully to your evaluation of the proposed rulemaking.

We'll talk later today about what the evaluation
form will probably leok like, the kind of gquestions that we
wi.l be asking.

I think the impression you get after we go through
those evaluation, or questionnaire, the impression you get

is that we're turning this thing inside out and we're giving
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you complete carte blanche to tell us how you would do it,.

Then after your evaluation of what you think of
it, then we would ask for your suggestions for what to
change.

That will become very clear this afternoon.

Now, what do we expect of you? We would like you
to modify your current program, or if you don't have one,
develop one, that meets proposed 35,35,

All 1 will ask you to do is to say, "Here's a copy
of my program. I think..." This is you talking. "I think
that it meets the proposed 35.35." That's all I want you to
tell me.

Then the pre-test workshop. You're here today.

You would provide any instructions or train anv
personnel as necessary, because i1t may not be necessary in
your hospital, to prepare for the 60-day trial.

Try out your modified program for 60 days and then
evaluate this proposed rule, which is 35.35, and provide
suggestions for improvements.

Attend the post-test workshop, because that's when
we will have the opportunity to discuss all these things and
that's my opportunity to learn from you.

Let me back up. Let me refer to the agenda and
say we've now covered the first topic. That's discussion of

the pilot program.




80 I hope now you have an overview of the pilot

program and what's involved.

S0 let me stop for a few minutes and let you ask
guestions and comment,

Anybody have any questions about the pilot
program?

MR. WHITE: The hospital end of this is basically
trench, grunt worker hospital personnel but the inspection
arm in the pilot program reems to be hand-picked, highly-
qualified NRC inspectcrs.

Why did you decide to do that, rather than choose
a sampling of agreement state inspectors and train them for
the final evaluation?

MR. TELFORD: That's a good point. I didn't
mention anything about the agreement states during the site
visits.

For the 18 volunteers that will be selected for
the program review and site evaluaticn, six of those will be
from agreement states and twelve will be NRC,

So we're heavily weighted towards the NRC for the
18. However, for each of the six -- I can't say insist, but
we will plead with that agreement state to accompany us on
the program evaluation and the site evaluation, so that we
have the experience and expertise from both groups.

Is that basically the point, we were kind of




ignoring the agreement states
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We're locking at the group of 18 as sort of a

sample of the 67, because if we can get a good impression of
the program review and then what we learn from the site
reviews, we want to extend that, of course, to the group of
67, 67 sites,

There are various aspects of this but you are
really right. The desirable end product is to have the
proposed 35.35 to be the best it could be.

Anybody else?

MR. SHARP: I think Gerald White has touched on an
important point, the performance of the people that are
going to be in the field looking at these things.

I think there's been a little reluctance to commit
agreement state effort to training workshops and even
getting heavily inveolved in the comments until we had a
little clearer picture of what 35.35 was going to look like.

To that extent, I think Jose is right. The focus
of this part of the program is weighted toward developing
what can be done and what can best be done by the individual
licensees.

Also, we need to include a third phase in this;
that is, a state evaluation of these programs, essentially
how the licensing section reviews these things on paper
before the inspector gety out there to review the

implementaticn of whatever has been down on paper.
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Both those things will have to be addressed as the
states try to become compatible with whatever rule is
developed.

To some extent it will fall on the states to carry
out that by themselves. To some extent it will be
encouraged by the prospect of review of the NRC in the
routine reviews that they do for us, and I hope that they
will work with us in whatever special training we'll need to
implement it as rapidly as we can when we get to that stage.

MR. JANICE: But by the same token, aren't most of
what's in 35.35 now, Jon, being taken care of already, such
as the receipt, the disposal, the dosage?

MR. SHARF: Indirectly.

MR. JANICE: 1Identification?

MR. SHARP: Indirectly, many of those things are.
Indirectly, but not with the idea that quality contrel is
something that should be in and of itself addressed.

I think this is the first attempt to
systematically look a* that and I think it probably will
fill in some ,aps that we've got.

But I think you're right, too, three-fourths of it
perhaps is there,

MR. JANICE: I know John is going to make sure
that it's there when he comes around.

MR, TELFORD: I d.dn't mention but I take it
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misadministrations from 1980 to 1988, with the guestion in
mind of what are the problems that are occurring; what can
we do about these things? That is, how could we structure
requirements or list objectives that, if followed, would
prevent these things from happening.

I wanted to go through, I think I've got 10 or 11,
misadministrations to give you the insight of what's
happening around the country, of what we're shooting at,
what we're trying to fix.

It turns out that the first one is from Texas and
all 1 want to say about it is it happened in May of '88 and
it was a switch from 30 microcuries to 30 millicuries.

It happened in the West Houston Medical Center and
Jon Sharp has volunteered to discuss it with us,

MR. SHARP: 1It's pretty well summed up hire. The
orders were verbal. The technician, in locking at the field
notes, was obviously confused about millicuries and
microcuries.

It was the substitute technician not fu.ly
familiar with the procedures.

She did have enough concern for the high count
rate that she got when she scanned the dose with the pinhole
collimator and the gamma camera to question the authorized
physician about it, but because of the way of checking the

dose he said, "Well, those things are relative., Don't worry




about the int rate whict 1 8 I suppose roughly accurate
|
i L for that way f verifying that you've got the dose there
3 It does point sut the weakness of not using a dose
’ 4 calibrator in this case.
: it was about 12 hours before she finally had her
€ misgivings bother her encugh. In the process of rdering

some other doses with the pharmacy., the pharmacist and she

eventually arrived at the discovery simultanecusly that the
l ’ previous order f{or millicuries actually should have been
l i a d.agnostic dose
Compounding the situation was the fact that this
1é hospital was customarily ordering doses of 10 micy uries of
13 lodine~131 for diagnosis, fcllowed by 30 millicuries of
b 14 technetium.
18 This had been changed recently and uncfficially t¢
16 30 microcuries of iodine and 30 millicuries of technetiun
L and she was used to ordering diagnostic doses and dealing
18 with millicuries
19 So the mistake was not completely out of the blue
‘0

& let's say.

¢ The patient's thvroid was affected, as you might

& axpect.

€ They have instituted procedures that are

4 remarkably like 35.35 on their own. They are having written
2% therapy orders and descriptions and they have standardized
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Obviously, whoever originally set that procedure
up had some count rates in mind as trip levels.

This technician, being a substitute, apparently
was not well acquainted with that procedure and obviously
uSing a gamma camera where you only get counts per minute is
not a way for an inexperienced technician to be able to
uriambiguously say, "Oh, this is the wrong dose."

A dose calibrator where you can see it, where it
essentially says what the dose is and you don't have to
convert it is obviously a little more fooiproof.

DR. WIATROWSKI: 1 have a question., What were the
qualifications of the substitute technologist? I can't
imagine an NMRT not knowing that a 30-millicurie dose was
therapeutic.

I mean, I just can't imagine that.

MR. SHARP: The technologist in this case was a
registered technologist, x-ray I believe.

DR. WIATROWSKI: Yes, but not nuciear medicine.

MR. SHARP: Ne.

DR. WIATROWSKI: 8o perhaps the more fundamental
issue, rather than regulating minutiae might be to ensure
proper qualifications of the technologists and personnel who
are -- because an NMRT-registered technologist would clearly
know that a 30-millicurie dose is uncalled for in a

diagnostic procedure.
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MR. SHARP: Speaking for a minute with a different
hat on, for many of the licensees in Texas who have nuclear
medicine on a marginal basis -- I mean marginal financial
basis, hiring an RT is even out of the question.

Hiring a nuclear med tech is not possible for
numbers and probably not possible (rom financing.

We can probably get some input on that from Bruce
Hammond, whe serves rural hospitals.

MR. HAMMOND: I agree with you, Jon. 1In a nice
world it's great to have all registered nuclear med techs,
but the simple fact of the matter is, there are not warm
bodies out there that are properly trained.

8o you end up with some kind of cross-training of
personnel.

I go back to the same gquestion, though. 35.35 is
kind of the Band-Aid on the problem on this thing.

We're after the fact treating what happened to
this patient, when in fact if the hospital nould Lave been
required to have a $2,000 dose calibrator as opposed to a
$30,000 technologist, this wouldn't have happened.

Instead of coming in with a quality assurance
program that for most of us mimics what we're already
required by Joint Commission or Medicare or somebody else,
let's make some basic minimum standards for what i1t takes to

qualify for a Nuclear Medicine Department.
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MR, WHITE: iIndiana school of Medicine doesn 't
have written pxes:xxptacns for radiation therapy?
MR. TELFORD: well, like treatment sitle tattoos.
but here are the

1 don't want to give these guys a hard time

This 18 an NRC state. July
+11, Massachusetls.
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.

right lung.
8o what was the cause? The technologis

confirm the patient's identity with the available
"\ phctagra;h‘ that 18, didn't use 1 L
N - :
-’V The technologist failed to recognize the absence

of existing tattoos, which would have told him that either
he's got the WYcny patient or he's got the wrong site.

patient re el

The
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instituted new pra:edur@sv which require that each ;at:ent‘s
id in quest;:nable cases
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another NRC state, Geisingel Medical
Teletherapy.

yille, PA, February of this year. \
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In this case there vere a specific number of
fractiors to be given and they just kept giving them, kept
going.

The technologist misunderstood or didn't remember
the number of fractions to be given. The technologist
didn't keep a record, saying, "Jkay, I've given that one,"
checkmark, or, "I've given that one. It was 200 rads," or
whatever it was supposed to be.

8o the patient received 4200 rads and should have
gotten 3,000 and this was to the spine.

The actions taken: The licensee has now
instituted procedures that require clear marking of the
patient's chart when a treatment is completed and the staff
has been instructed to review all prescriptions prior to
treatment,

This is an NRC state. Josie, if I get some of
these wrong, you can tell me, because this is your
territery.

This is brachytierapy. I don't want it to seem
that I'm picking on any one thing bu. what I'm trying to do
is to give you the same view that I can see from looking
around the country.

Januar of 'B9, Yale-New Haven Hospital, New
Haven, Connecti u‘.

The nature of the misadminisiration was the




38
technologist entered a decay factor of 267 instead of a
factor of 128 and this is an after-lcading device, high dose
rate, for you that understand brachytherapy better than I
do.

T.o problem was the technologist simply misread a
number. There was no recheck procedure to detect that.

The patient then received a thousand rads instead
of 500, for that fraction.

The action taken was the licensee established new
procedures to prevent recurrence by instituting an
overcheck.

This is an agreement state.

MR. BOLLING: No, it hasn'®,

MR. TELFORD: Uh-oh, I've been corrected.

This is Missouri, not an agreement state. You're
right.

I just said that this morning, right? Missouri is
not an agreement state. I gave that as an example. Thank
you.

January of '89, St. Luke's Hospital, Kansas City,
Missouri. This was a Cesium-137 case with source strength
supposed to be of 25 and 20 and they locaded 25 and 5
milligrams reading equivalent.

The cause of the problem was that one storage

drawer contained sources of two different strengths.




3%

The patient was 56 percent under-dosed.

The actior .aken to prevent recurrence is now the
sources have been arranged so that each drawer contains
sources of one strength only.

Boston, Ma.s., agreement state.

VOICES: No.

MR. TELFORD: No. I was just checking toc see if
you were listening.

Okay. March of '87, New England Medical Center
Hospital.

The patient receivec the wrong radiopharmaceutical
and the wrong dose. The patient was to receive cne
millicurie of I-123; instead got 5 millicuries of I-131.

The cause was the technologist misunderstood the
wording in the notes made by the referring physician in the
patient's chart.

For the sake of 35.35, ler ne point out this sayv-
"referring physician."

The tient received approximately 5,000 rads t-
the thyroid as a probable consequence.

The action taken was: Procedures have now been
implemented to verify each diagnostic study requested.

MR. JANICE: No disrespect to anyone's
handwriting, but there's a large difference between written

and legible orders, you know.
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box in the diagnostic approval form, and there was no
overcheck at that time.

The patient got approximately a thousand rads to
the thyroid.

The action taken is the hospital has now revised
ite procedure for use of iodine and to have the nuclear
medicine physician review and approve the regquest and to
write the prescribed dosage on a referral form and check it
and make sure it's right.

Noevember 1st, '89, Desert Good Samaritan Hospital
in Arizona. This may be the one that's in Mesa rather than
in Phoenix, actually.

The patient received the wrong dose. The patier.
got a hundred millicuries instead of a "undred microcuries
of -131.

Causes, probably too many to list, but let me give
you a few. The radiopharmaceutical order was ordered by
phone, a verbal order.

The dose was not measured in the dose calibrator.
There was miscommunication between two technologists.

No doubt the patient's thyroid was ablated,
probably a dose ©f a hundred thousand rads to the thyroid.

Action taken: The state, first of all, the State
of Arizona suspended all -131 use at this hospital until the

licensee could show how future misadministrations could be




prevented,
At a time later they said, "You
microcuries without pricor approval
Let's see, 1 have one more.
This is November 30th of last year. Kuakini
Medical Center, Honolulu. This is an NRC state.
The wrong patient received a therapeutic dose cf

4 11 ~11y 1 -
nine miliicuries

responded and
The tient, however,
millicuries of technetium for a
Probable consegquence,

the thyroi«

-~
-~

Action taken: Procedures have been implemented ¢

require that a single technologist be 1
correctly identifying patients and
I-131 therapy.

Also, the technologist, hys and the

patient are now regquired worksheet prior

treatment.

T

I wanted to give you a quick

see. l've got several slides here
through.

-

I think these appear in the Federal Register but

what we did was summarize the misadmin trat

e €
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'88 and we sort of catalogued all the things that went
wrong.

I propose not to go through that because you've
just seen several sort of case histories, quick snapshots of
the misadministrations.

I have no doubt that everybody here would say,
"No, I don't like these happening. I don't particularly
like it when people get over-dosed like this or even under-
dosed."

What "“e proposed 35.35 would like to do is figure
out a way that we could solve this problem conce -- maybe not
solve it. Let's say attempt to solve it once.

Let's strive for excellence. Let's strive for
zerc imperfections but let's be realistic.

wWhat's been happening is that NRC has 2,000
licensees and it appears to me that we've been solving this
problem one at a time.

Hospital A has a problem. Okay, what procedure
are you going to do to fix it?

Hospital B has a problem. Okay, what procedure
are you going to do to fix it?

The agreement states have 4,000 licensees., So
wouldn't it be nice if we could figure out one set of
procedures that might be useful to everybody to prevent

these problems from happening.
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we have a proposed rule. 1I'l]l probably be the
only person in this room that will say it's any good for
anything. That's fine.

What I want to do is have a pilot program. I want
to test it and then I want to hear from all the participants
on how to make it better.

It won't hurt my feelings a bit if you tell me,
"Oh, this is no good."

All I want you to do is tell me what to do better
and I'm confident we can do that because we have so much
experience and such a wide representation {rom all the
participants in all the entire pilot program.

Let's briefly do some questions and answers and
then maybe take a break.

Anybody have any questions or comments? Yes.

DR. FELDMEIER: 1 have a guestion about the
implementation of the program,

You indicated that there would be a pericd of
amnesty for the participants, that in the process of
implementing the program NRC, either with a site visit or by
review ¢f submitted documents, reviews the QA programs and
finds deficiencies and there aren't going to be any fines
levied or anything like that.

Is there any kind of guarantee from the states

that are not NRC states? Are the state boards going to
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offer the same kind of amnesty.

MR. JANICE: 1 see Jchn is keeping a very sober
face.

MR. TELFORD: Yes, Lloyd.

MR. BOLLING: I'm going to get into this a little
bit after lunch but this is not a rule.

What you're doing is you're proposing to meet some
requirements that we've ginned up and any commitments that
you've made in writing to your state agencies, you are
expected to keep those commitments.

If there are any discrepancies between the two, we
would expect you to get to the state immediately and tell
them, "I've agreed in my last renewal or in my initial
license application to keep books in a certain way," and
during this pilot program most likely you'll be keeping
something a little extra and not something less.

But if there appears to be a contradiction, we'd
expect you to get to the state agency and work it out with
them.

DR. FELCUHLITR: So the basic answer (s, there
probably will not be any amnesty extended by the state
governing boards?

MR. BOLLING: No.

MR. TELFORD: What Lloyd, I think, is saying is

that if you have & current license condition, if -- we're
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sort of getting into Lloyd's talk, the subject of his
session, but basically we would like you to -- We can't say
otherwise.

We want you to keep following your license
conditions. 1I{ the license condition is in conflict with
anything in proposed 35.35, you still have to follow ycur
license condition; or if it's in addition to, then you still
have to follow your license condition.

From our point of view, we'll work around that.
Maybe what you're really asking is if the state joins us for
the site visit, are you worried about the state inspector
then discovering things and citing you for it?

DR. FELDMEIER. Basically that's what it beils
down to. I don't think anyone would realistically expect
the state to suspend their governing regulations in any way,
shape or form but since by participating in this program,
you're volunteering for a much closer scrutiny, potentially,
if it's a fine point or matter of interpretation or anything
like that, I think some sort of understanding with the state
that if it's a nebulous activity and especially if it's in
conjunction with this voluntary program, that there might be
an inclination to be a little bit more liberal iu
interpretation. Not a substantive sort of thing.

MR. BOLLING: Let me say, we had a training ciuirse

at the University Medical Center in Oklahoma a couple of




years ago and par cours this was a course, by
the way, for agreement 3  in rs, brand-new
inspectors.

As part of the course we had a tour through

Mg el

different medical facilities and in going through there we

saw a couple of technicians drinking in a hot lab.

These are things that just cannot be
I mean, it deoesn't matter if it's part of a pilo 3 or
not. That's a clear viclation of regulations ar
practices.

1f the state inspectors or if we see
something like that, we're going to tell

We may not have the authority ¢t
or scmething like that but certainly you're in vioclation
state regulations with something as clear as tha

Something that's borderline or maybe a sign has
fallen off a docr or something, I've never been too excited
about things like that.

I think that we can talk about it and get a

I don't see that as being a big problem.

DR. FELDMEIER: Would the plan be, when the
visits occur and the NRC site visitor comes, to bring
representative from the state board's committee?

MR. BOLLING: Yes. We designed this program so

that it had as li wpact on the states as possible,
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because of dollars and personnel implications to the states.
John and Tony and some ¢f the rest of us don't do

licensing and inspecting on a day-to-day basis.

Our job is writing regulations and explaining them
and implementing them and so forth, but the state people
don't have that luxury.

They are hired to do inspections and to do
lirensing and there's very little time for them to do the
research and the regulating.

S0 we designed the program so that they can be
involved if in fact they have the time, but we didn't want
the program to fail or have problems because a state could
not get involved.

It is our intention, though, to have a state
inspector at each site visit,

MR. TELFORD: We will regquast that.

MR. BOLLING: Yes.

MR. TELFORD: Jon, did you want to say something?

MR. SHARP: Well, it would be very surprising if
much was made of anything but the most significant
vicolations by a state person.

The idea is to learn with the NRC about what males
a pilot program or what makes a viable QA program.

The practicality of it is that we're going to be

another ear to bend and that may be more important when the
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state's plan is implemented, that it is, quote, compatible.

I think, in fact, it's going to be advantageous to
the volunteering licensee to have the state person there,.

MR. TELFORD: We'll only have one day at each site
and we will be highly focused on your program, your proposed
QA program,

We will not be there for any other purpose. We'll
be completely focused on that.

There will be a lot of things that they could look
at just within that little program. So they will not be
looking at anything else, unless, like Lloyd says, they're
walking down the hall and they stumble over something.

If that occurs, then it will be ref.rred to the
regional office, if it's an NRC licensee.

Any other questions or comments? Lloyd.

MR. BOLLING: Just one other thing before we
break.

I think that the eight points, the objectives of
the QA program, should really be viewed as icing on the
cake.

We be..eve that most of you are doing a very good
job and misadministration rates indicate that, but we feel
that 2very once in a while they do occur.

They do have serious consequences to an individual

patient,
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thought process that goes on, that somecne is convinced, we
hope the authorized user is convinced, that this study
should be done.

The second cone, this is a recommendation if you
will, that for all therapy cases, that prior to medical use
we have a prescription.

We have a definition of this word, which I'll go
into in just a minute, but it's defined to be a written
directive,

So if you don't like that word, we'll focus on
what it means or what we say it means.

We have a prescription for any teletherapy
procedure, any brachytherapy procedure, any radio-
pharmaceutical therapy procedure or any radio-
pharmaceutical procedure, whether or not its first intention
was to be diagnostic therapy, but if it involves more than
30 microcuries of I-125 or I-131, we have a prescription.

So the intention here is for all therapy
procedures, first of all, write down what you're going to
do.

In your handout it's got a definition of
prescription. 1It's on the next -- you may have to flip twe
pages to your handout now.

Basically it says it's a written directive. 1It's

dated and signed by an authorized user.
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It's not signed by the referring physician but,
rather, it's signed by the nuclear physician.

For various types of therapy it recommends the
content, the minimum content of that written directive.

The intent here is if there is something to be
done to this patient, let's write it down before we start.

Objective 3 is all about diagnostic procedures.
Though it says "prior to medica! us=e," we think it's a good
idea to have a diaghostic referral.

I said "or ,rescription" in parentheses, because
you always have that optioi.

We'd like you to have a diagnostic referral for
any diagnostic procedure and we note that even if it's a
diagnostic procedure, if it involves more than 30
microcuries of 1-125 or I-131, you have to go back to (2)
and have a prescription.

In (3), the way that we're trying to arrange this
is we're trying to incorpecrate business as you probably de
it

For a patient that's going (o get a diagnostic
procedure, we envision you having a referral. This comes
from a non-nuclear physician, typically, so that the
referral is a written directive dated and signed by a
physician (that's on your definition page), but it's not an

authorized user physician necessarily.
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referral.

The way we envision that this works 1s the N

Department, let's say, has a clinical procedures

A patient comes through the department
It says "thvreoid scan, liver scan.

In the clinical procedures manual,

Nuclear

technologist is to do so that the referral and the

procedures manual work together

The way that we are intending to keep the

authorized user physician in charge is to have that

someplace else,

with befo

the clinical procedures manual.

o

So even if we have a patient
from a physician that you've never worked

N

re, and the patient appears with a referral and

says, "Liver scan with 3 millicuries of I-131."

the manua

different

physician

technelog

physician

The technologist picks up the referral, goes tc
l and says, "Oh, the manual says something
here. Maybe I shouldn't do th

So we're attenpting to keep

in charge by having that

ist as to what's to be d

Yes.

MR. JANICE: Are you saying that the referring

is automatically going tc have to know how much

i
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MR. TELFORD: No, not necessarily. Just that we
hope that one of the functions of the clinical procedures
manual is to prevent the wrong radiopharmaceutical or the
wrong procedure from being used, maybe the wrong rouce.

The referral can just say -- Let's look at the
definition on the referral.

Why don't you read it for me.

MR. JANICE: "Diagnostic referral means a written
request dated and signed by a physician before a diagnostic
medical use that includes the patient's name, diagnostic
clinical procedure, and clinical indication."

MR. TELFORD: Okay, that's it.

MR. WHITE: 1I'm not sure if it's time for this
question or not but in our hospital we don't practice that
way.

Referrals for nuclear medicine procedures,
diagnostic studies, come in one of two ways.

A physician in his office will ask his nurse or
functionary to call the hospital scheduling office, who will
then enter the physician's order into a computer and that
appears on a computer in the Nuclear Medicine Department.

The other option for inpatients is that a
physician will request a similar study and he will either
type it in using his code number or the nurse on the floor

will type it in using his name as the authorizing physician.
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should raise now.

For example, the one question over the Objectives
(2) and (3) which says, "lodine-131, lodine-125, 30
microcuries or above, you need a prescription," the
definition of prescription is to say you must have your
authorized user, meaning the user physician to write a
prescription to indicate certain things.

Do you have a problem, do you have a concern with
those kinds of -- the proposed regulation?

If you do, please raise it,

MR. JANICE: No, because I feel that now, anyone
that comes for something requiring that much is going to be
consulted from the referring physician to the nuclear
medicine physician, who in turn is going to talk to us.

€0 I think that more or less that's already in the
mill somewhere that that's documented.

MR. TELFORD: Give him the punch line.

DR. TSE: 1If there's some nuclear medicine
technologist here, you know there's many cases involving
hippuran, which is more than 30 microcuries.

Now, would you have a problem doing these things
for hippuran cases? That's the punch line.

VOICES: Oh, yes.

MR. DADARI: Definitely we do have a problem with

it. We already have a policy to require prescriptions for
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any amount of lodine-131 which involves 100 microcuries.

We require a prescription fron the nuclear
medicine physician but we do not keep that prescription in
our department.

We pass it to our pharmacy. The pharmacy will not
deliver the dose without that prescription,

But in the case of Iodine-131 hippuran, it might
come up doing the night. You want to do a radiogram and we
don't have access to a prescription.

We do have access to a physician by phone. We
confirm it and the pharmacy will deliver it to us and we do
not consider hippuran as hazardous as Iodine-131 alone.

That's why we never required that.

MR. JANICE: But in essence, with the definition
of prescription, you have an out on exactly what you said,
because it says "a written direction or order."

MR. DADARI: Well, I believe we have in our
prescription or our license the chemical form of Iodine-131
requires Iodine-131 alone, not in different chemical
properties.

MR. JANICE: So if this is what you're saying, if
they pick up the phone and say, "Hello there, we want a
hippuran study. This is Dr. Joe Blow saying go ahead and do
it," as long as that's documented somewhere on the request

saying that that patient could have that much?




you follow ject
cannot do h way. You have to have vy
physician to write the prescription to i aicate 30
microcurie of lIodine-131, because these words do
distinguish between the sodium iodide chemical fc
hippuran,

© think about those and

suggestic 'ou don think you...

This 1s very similar to

c¢laiming that the ideal
diagnostic referrals
My answer was for the pilot program,
your guality a PYog
cases of when you don't
referrals
MR. JANICE: suppose we get back more basic.
How did you come up with the magic number, 30 microcuries
because you're also talk
MR. TELFORD- Let me answer that gquestion in a

minute but I think there's something that needs to be said

s -~ s

.

here, because these folks are over here wondering about

’

'

"Oh, what am I going to do with hippuran?"

It's a similar answer, you see,.

program you would say that,




~N

6

24

25

!

hospital this |

MR. J
MR. T
it involves hip

give the condijt

Just
quality assuran
Now b

WA!.’; sV,

MR. S

o) mor O™ .
MR. TEL ORD:

SWitch at 30, that's 30,000 racds

In pa

raticnale

™
ol

microcuries sta

regulation.

§ a hundred. not

ANICE: Exactly,

ELFORD: vyou do th

Puran, it can be

‘ONS under which

Say whatever ¢t i

Ce program.,

1

aCKk to the quest jc

ELFORD: Yes.

HARP: But jt starts

re, it's arb;trary.

TSE: John, the rea

rted in '87. In

Proposal regulation

T

O
pot
"
cv

(& 9

i your

-

)

~

g

use some

-
O

ome up with

Proposed a Proposa

-
w

1“?

O
-+
O

- -

this 30

—




—
—~
b A

as s,g;e&tej 00 miCrIoOCu 3

i

»ine ai

rgani

"
o
w
n
£

O

oL

3]
w
P
®
0.
3

4

»

w

C we would stress .S if this is adopted the
11 would know as long as 1 gsee 30 MICTOCuUrie
i 13 131 or lodine 4 - 1 cannot ¢go ahesld Jnles
g
' gupervisor or my physicilar
14 That's the reason.
). - 1§ M: WOOL 1t aoesh ¢t work taat
16 always available tc chech wit!
. -

' 1f you have a Wi itten order i<

18 || hippuran renal study igsn't that ar rder that neecs 4= -
‘ ¥
‘1

< 19 | MR. TELFORL Yes but as this gentieman pointed

20 out it's a different chenical fornm

21 \ go all 1'm Saying s just document in & Jgr QA
i - $ -

22 || progran what you do 101 the hippuran gstudies ¢

23 the ideal case YOU have a) therapilies

24 ge doses of this you have 1t writien CGOW

2f rective from tne authorized user physi LAar

i \
. | | .
|
@ |
1 l n
|




10

65

While we would like to allnw the vast majority of
t: - diagnostic studies involving this %o come in via a
diagnostic referra , which does.'t require that it be
written by the authorized user physician but, rather, the
clinical procedures manual here would then say what's to be
done and how to do it.

MR. SHARP: John.

MR. TELFURD: Yes.

MR. SHARP: What was the thinking of not adding
something to the end of that, such as "as iodide."

MR. TELFORD: "As sodium iodide," or something?

MR. SHARP: Just didn't want to make .t
complicated?

MR. TELFORD: That's a good poirnt. 1In fact, it
wai, 0 one version,

By the way, I welcome all kinds of suggestions
like that and at the next workshop we will take these things
apart and put them back together again.

8o don't feel bashful about making
recommendations.

Yes.

MR. WHITE: 1 don't have a lot of experience in
designing pilot programs. VYou're part of it but I'm going
to venture an opinion anyway.

In our clinic, we do mostly non-iodine studies. I
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bet 95 percent of our patients receive an isotope other than
lodine-131,

80 in looking at how the final rule is going to
affect us, 1'm locking at some of the other steps, and the
one that concerns me the most is this diagnostis referral.

I know what you said about the pilot program but
in the actual execution of the regulations, this is really
quite clear.

I'm thinking about now arguing with my state
inspector about this. This says & written request dated and
signed by a physician.

What they're going to ask me for is a piece of
paper that the referring physician has touched, written on,
signed and dated,.

We have 300 referring physicians, all of whom are
not at the hospital.

I don't understand how this is going to work and I
think of the pilot program, this seems to me to be the
biggest stumbling block.

MR. JANICE: 1If the patient is in the hospital.
he's going to write the order on the chart. That is your
prescription, your referral.

All you do, if necessary, just Xerox or copy that
sheet and stick it in with your folder.

MR. WHITE: That is a cumbersome procedure to go







record the dose given to these folks.

Let's say you've got a large nunmber of diag ostic
studies. We would come in and say, "Well, let's take a
sample of these., We're only here for a day. Let's take a
sample. Let's go back and see what was supposed to be
done."

If it turns out that in these 18 cases this is a
minor problem, very minor things occur here, then we can
translate that to the total of 67 programs and see what the
jrograms are telling us to do.

On the other hand, if we look at it and we say,
"Gee, these folks are using verbal instruclions, but that's
80 percent of the problem. Whoops. We better insist on
written referrals."

On the other hand, if it's a minor problem, maybe
we'd want to go back and say, "Maybe we don't need written
referrals.”

At the next workshop you will get tc telil us your
experience of trying to meet the intent of this objiective,
how you did it, what your experience was and what you think
of that cobjective and, fourthly, how it ought to be changed.

I can understand your point of view. You're
saying, "Well, what if this were a finai rule and I had to
face a state inspector all of a sudden based on this."

Right, life would change for you.




69

But the pilot program is a giant experiment. We
proposed something. We're going to try it, We're going to
fix it before it ever sees the light of day in an
enforceable regulation.

DR. WIATROWEKI: Can I make a comment?

MR. TELFORD: Yes.

DR. WIATROWSKI: On packages that you get for all
the radiopharmaceuticals where the kits you get, those kits
are legend items and have a statement that it requires the
prescription of a physician.

That statement is issued by the Food and Drug
Administration. It has nothing to do with the U.5. Nuzlear
Regulatory Commission.

So the interpretation at one of the facilities
that I consult at was essentially that since it was a legend
item, and legend items required prescriptions by physicians
to be dispensed to patients, in fact that item needed a
written prescription to be dispensed to the patient.

The second point is I think under JCAH
Accreditation Manual, they refer to the referral of a
patient for a radiclogic or a nuclear medicine procedure as
a consultation between the referring physician and the
physician who is to interpret the scan and in that context
require certain clinical information be provided to the

physician who is to interpret the scan to improve the




likelihood of a correct diagnosis.

80 1 think there's some precedent involved for
some sort of written documentation for the referral.

The most impressive of that is the fact that I
think if you look on the packages where the pharmaceuticals
come, they indicate they require prescription by a physician

MR. TELFORD: Let me see if ] understand,

Your bottom line is there's a precedent for
written directives?

DR. WIATROWSKI: Yes, I think so.

MR. HAMMOND: 1It's coincidental that we've been
involved in a procers in Texas for about four years now
about provision of radiopharmaceuticals by & mobile scanning
company to hospitals, where you have circuit-riding
radiologists and you have referring physicians.

Texsas Radiation Control regulations specifically
state that unlike x-ray where any referring physician can
order the administration of x-rays to a patient, that only a
licensed nuclear medicine physician can order the
administration of radicactive materials to a patient,

8o it's a little bit different. Prescription-
wise, we've been involved with the Texas Food and Drug
folks, U.8. FDA, Texas State Board of Pharmacy and the Board
of Medical Examiners and Board of Radiation Control for

about four years on the issue.




Basically, where we've ended up is the written
prescript.on can be a listing of the exams you're going to
do and the amount, routine dose, with exceptions, you know,
if it's a pediatric case or it's a possible pregnancy or
whatever the exceptions are established by the medical
director of the department.

Those are signed by thet physician or the
authorized user.

80 you have a list of prescription dosages. 1It's
not patient specific. That's my concern,

In this, the objectives state that you have to
“ave a written prescription for teletherapy and
brachytherapy, but if you look at the definition of a
prescription, it includes patient-specific prescriptions for
all diagnost.ic uses, which is going to be cumbersome,

I think Wayne's got a valid point that between
what's required by existing reguletion, at least in Texas,
plus the joint Commission requirements, you're going to have
moet of these bases covored.

The interpretation by the NRC is that you have to
have patient-specific prescriptions and that changes it.

DR. WIATROWSKI: I think the issue is it's not
radiation related. 1In fact, as a pharmaceutical, whether
it's tagged or not, that is a legend item and is controlled

by those regulations outside of the NRC that govern the




administration of pharmaceuticals to humans.

If in fact that product requires a prior written
order of a paysician before administration to a patient,
then I don't think the NRC can supersede that regquirement.

MR. HAMMOND: But the question is whether or not
it meets written prescription.

MR. TELFORD: Let me see if I understand your
peint.,

Let me distinguish between a prescription for
therapy and & referral for a diagnostic study.

Are you saying that there are existing
requirements to have a prescription for therapy studies but
they are not patient specific?

MR. HAMMOND: No, I'm referring to diagnestic
uses. There's a requirement. When you get all of the laws
of the State of Texas together and the U.S. FDA standards
together, Wayne is correct, there is existing requirement
that you have a prescription for that particular patient,
that there has to be a prescription for the diagnostic
administration of a radiopharmaceutical.

MR. TELFORD: And this is a diagnostic study?

MR. HAMMOND: Yes.

MR, TELFORD: Does it name the pa int?

MR. HAMMOND: No, the interpretation we've had at

the state level and so far, hopefully, we'll get the FDA to




agree to it, is that like any other procedure, whether it's

& contrast media in ralioclogy, you can develop standardized
protocols for operations end standerdized criteria for the
patients whe meet a certain criteria.

You use th.s protocol and this prescription amount
of the legend drug to administer this patient.

Basically, it goes back to 1tem (4) about the
clinical procedures manual. All these things are laid out
and they've got to be approved by the medical staff of the
hospital, plus the medical director of the department who
assumes responsibility for the administration,

80 you take a long way around but you end back up
essentially with a prescripticn. 1It's not on & prescription
pad aud it doesn't have the patient's name on it and the
doctor didn't sign it and put his DEA number at the bottom
of it.

But essentially you end up with a paper trail of a
written prescription.

MR. TELFORD: Even for a diagnostic study.

MR. HAMMOND: Even for a diagnostic study, because
Wayne is right. You cannot administer that, you can't
handle that without -~

DR, WIATROWSKI: You could not administer oral
contraceptives to a patient without a patient-specific

prescription and oral contraceptives are a legend item,
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need to say that for these kind of cases, it's not written,
and under what conditions is it not written or not patient
specific,

MR. BOLLING: I think that's why most of us
believe that you're doing a lot of those objectives already.

it could be that perhaps you don't recognize, or
maybe you do recognize that they are coming from different
sources.

MR. SHARP: 1 think if you keep in mind the goal
of the objectives. The idea is to have an inspectable
record, something you can check back with, and so it can
take different forms.

I think ultimately the word "prescription" and the
way they've defined it might need some modification for
electronic records, but an inspectable record is the goal.

DR. TSE: May 1 ask a gquestion to pecple who are
familiar with nuclear medicine procedures.

If you take a telephone order from a referring
physician, do you at some time later ask him to send you a
piece of paper of written or that's enough, the telephone is
enough?

VOICES: Telephone. Telephone.

MS. WALKER: Our techs will not touch a patient
without a piece of paper with a physician's signature on it.

DR. TSE: 8o different hospitals have different
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procedures.

The guestion, though, is that if you only
telephone, what happens if something goes wrong? How do you
verify that's somebody else's problem or your hospital's
problem?

MR. DADARI: 1f we have tried to get a
prescription but we were very unfortunate on it, we never
were able to get (t, first of all, we knew our physicians.
We know this is a cardiclogist. Any time he orders it, it's
either thallium or...

1 know five doctors. All are cancer doctors.

Bone scan, liver scan, that's it,

1f 1 get somebody I don't know that's out of town,
usually we call and confirm the order.

1f it's suspicious, we ask the patient, "What's
wrong with you?"

They say, "Well, I've got a lump in my neck." B8So
we get the idea where to look in the first place,.

If it's iffy, we will investigate. So far we've
never had any problem with it.

But with prescription we had a problem. We've
never been able to get any prescription from anyboAdy.

MR. JANICE: What we have done is in order to
facilitate matters, we have come up with and have had a

check-off system and we have dis*ributed to most all
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physicians that use our facility.

Nine times out of ten they will send that
prescription back, or whatever you wish * «l1 it, with the
check and indication and that kind of stufr.

But it's reaily not signed by the physician., It
has the patient's name and what they're looking for and what
exam to do.

DR. TSE: 8o please indicate what you do in your
specific QA program for your institut.on and then we can
look at the various different pictures and we can see that
much broader picture.

To your question, ] was wondering whether what you
said about non-patient-specific prescription is essentially
the term we called clinical procedures manual.

That means the nuclear physician would indicete
for certain types of procedures what isotope, how many
curies are needed.

But in addition to that, would you also have to
have somebody to say this patient needs what kind of
procedure.

That is a diagnostic referral we're talking about.
Mobile Service certainly does not know what this patient
needs. Some physician has to say, "This patient needs a
bone scan."

MR. HAMMOND: Yes, there 18 a referral from the

e gt e e



referring physician.

DR. TSE: Right.

MR. HAMMOND: That is patient specific.

DR. TSE: Right.

MR. HAMMOND: What there may not be is a -~ it may
or may not be in writing, depending on -- a lot of the
hospitals we deal with are teeny-tiny and it may or may not
be in writing.

It's not in writing to our office because it's all
done over the phone, but as far as the actual medication
that's given to the patient, that prescription for that
drug -~ that's where I was using the word "prescription” a
while ago -~ would be derived from the diagnostic procedures
manual that says, "Ilf a patient presents from a physician
with this problem, give them this dose, if they're an adult.
I1f not, call me." That kind of thing.

DR. TSE: Therefore, except the word "written,K"
you are essentially doing what this objective says.

MR. HAMMOND: Correct.

MR. JANICE: 1In essence, people that are using the
unit doses in this case would have two prescriptions,
because they would actually have the prescription from the
physician requesting it and they would also have the
prescription from the radiopharmacy going back and detailing

the same thing again, having the patient's nanme,
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radicpharmaceutical lot number and everything else.d

MR. LOPEZ: Except that the doctor would not sign
it., It would be just --

MR. JANICE: You could require that he sign it.

MR. LOPEZ: You could require it and that could be
one of the scolutions.

DR. FELDMEIER: The analogy has been made treating
radiopharmaceuticals like any other pharmaceutical and the
issuc has come up, what happens when you call in a
prescription.

The doctor's office, family practitioner, has
someone in his office call the pharmacy and say, "1 want to
cell in a prescription for tetracycline for Patient X."

When the pharmacist on the other end of the phone
accepts that prescription, in all reality he should be
speaking to the physician. It should not be some
functionary within the doctor's coffice.

It shouldn't be a nurse. It shouldn't be a
receptionist.

The pharmacist, if he chooses to take a
prescription from some functionary in the ohysician's cffice
is doir.g it at his own risk.

The pharmacist at the other end of the telephone
shoild be writing all this down and saying, "Dr. Smith has

prescribed 40 tetracycline, 250 milligrams, for Ms. Jones on
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this date."

There should be a hard copy of that on a computer
or card file or something so that there is a paper trail.

If you're going to use that as an analogy for
radiopharmaceuticals, as required by the FDA, I think if a
doctor calls in and says, "I want Ms. Jones to have a bone
scan," it seems to me that at the other end of the phone,
within the department, if you record all that and have the
appropriate documentation of the name and number and
everything of the physician that that ought to fill the
requirement for a written...

On this case this is a referral. This is the
requesting doctor asking for an imaging study.

Again, I'm coming at things from Lhe perspective
of a radistion oncologist where we do things & little
differently.

We're giving higher doses. We're generally doing
it over a prolonged time. We're not giving a single
adwinistration as nuclear medicine usually does.

It seems to me that there needs to be for the
administration of a radiopharmaceutical, even if it's just
ten microcuries of Iodine-131, or something like that, that
there needs to be some sort of written indication from a
nuclear medicine doc to do that.

If not right at the time -- I mean, if this is the
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middle of the night and you don't want to get your doc in
from 25 miles from home, at least on the telephone and the
next day he signs it.

MR. TELFORD: And the analogy would include -- you
started with a pharmacist receiving.

DR. FELDMEIER: Right.

MR. TELFORD: So we could say a qualified person
in the Nuclear Medicine Departmesnt should receive it so they
would know what might look funny and whether or not it might
be an appropriate study.

DR. FELDMEIER: Exactly. Sure, because a
pharmacist, if you order 100 milligrams of morphine, a
trained pharmacist is going to realize that that's a
potentially lethal dose and 1s not going to issue that
amount of morphine,

DR. WIATROWSKI: Yes, but that relates to the
misadministration you had earlier about the 30 millicuries
of I-131 up to 30 microcuries.

1 was pointing ocut if you hed had a qualified
nuclear medicine technologist, that person would have
identified it.

This gentleman then pointed out, "Well, then, we
couldn't have these procedures available," which may be the

case. I don't know.
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MR. TELFORD: What we're doing is we're fast
forwarding to the second workshop.

(Laughter.)

MR. TELFORD: And, "Gee, I really like this. This
is great."

I told you that I was going to be the only person
in the room that said these¢ were any good. 8o let me come
back to the pilot program and say thesc are the ideals, that
I'm convinced you've got the intentioans here.

We'd like to have written instructions for what
should be done.

MR. JANICE: What you're saying is you want us to
say what we'll do when we come back in August and say, "This
don't work worth a damn."

(Laughter.]

MR. TELFORD: "“This doesn't work. Here's
something better, and here's why I think that." I would
love it.

Yes, Ed.

“"R. KAPLAN: At Northwest Texas you tried getting
these written referrals and it didn't work. I'm just
curious why it didn't work and what happened.

MR. DADARI: Okay. Most of the doctors who order
these tests are on the road. He's calling from his phone in

the car, and he says, "Well, David, I'm sending so-and-so




over there, and 1 need a bone scan."

MR. JANICE: He talks to you directly, taough. He
doesn't call the receptionist or that kind of stuff.

MR. DADARI: If I'm not available, it's going to
be the receptionist. That's for sure.

Or a patient had a surgery fifteen days ago and
now has chest pains and is a possible PE over there.

Or "I'm sending somebody over."

And we have real problems. I mean, we basically
== we try to implement that, but it's practically
impossible.

Now, something else bothers me. 1f our next thing
is CAT scan. If an individual had a CT -- an incident of CT
tests, they say, "Oops. Well, let's do this."

They do not go to anybody. And it may be a lot
mere radiation than three millicuries. They're not required
to have a prescription, but we are being forced.

Well, I will understand on the therapy preblem a
hundred percent, and we regquire it,

But in diagnostic it's == I believe it's a lot of
too much push to nuclear medicine to require that and slow
all of the procedures down.

We have to wait till patient comes in, now get the
prescription, order the drug, inject the drug, wait for it,

do the scan.
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S0 we're talking about a whole day's work for a
patient. It slows down what is already a slow process.

MR. TELFORD: You used the word "force." I don't
think ==

(Laughter.]

MR. JANICE: John, I don't think there isn't a one
of us sitting here that's not like Colorado Springs. The
physician doesn't pick up the phone and it comes into
central office, and we don't know about it until late that
afternoon or the next morning what we're going to do on a
patient.

S0 by that time it's kind of late to start
investigating what's going to take place.

But if we get schedules in mid afternoon where we
can look over schedules and say, "Hey, this exactly doesn't
sound right. What are we going to 4o about that?"

Then we can start doing some calling. 1 may be
wrong, but like I said, I feel everyone of us gets telephone
orders thiough & receptionist pool or through one scheduling
person and that's it.

MR. WHITZ: Well, it sounds like you've worked it
out at your hospital, so you don't have to ==

MS. WALKER: 1It's a product of the VA being very
slow.

(Laughter.)
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MR. DADARI: The State of Texus has done that just
recsntly.

MR. SHARP: All right. We'll work on it.

MR. TELFORD: Okay. Let's see if we can get
through these next four objectives before lunchtime.

Numper five says to ensure that the medical use is
in accordance with either the referral in the manual or
prescription. The intention here is to have the
administered dose to Le as prescribed, or as described in
the referral in the manual.

€ix is to ensure prior ur~. the patient's identity
is verified, as individual names on the referral or the
prescription.

Ycu've seen a lot of cases now where the patient's
identity is mistaken. 8o I think that's a good idea, to
verify the patient ~-- that patient's identity.

Seven is ensure that unintended deviation from
either the referral in the manual or the prescription is
identified and evaluated.

Now, the intention here is to -- like in the case
of teletherapy, if the patient is prescribed to get 200 rads
per day as the fraction. So if you're documenting, "Okay,
the patient got 210 today." Tomorrow you write down that he
gets 180, et cetera.

So you're identifying this unintcnded deviation,
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MR. TELFORD: Yeah. There's no reporting
requirements associated with the pilot program. There's
very few record requirements or ... that we request.

We're using the funny phrase here of "unintended
deviation," mearing this is like a slight, slight mistake.

DR. PICCONE: I can think of another example for
unintended deviation from diagnostic referral. 1If, when you
get a diagnostic referral, either written or oral, and a
physician says, "1 want a bone scan on Mrs. So-and-S80," and
he requests that you do the bone scan with 50 millicuries.

Well, when you're looking at that referral, you're
not going to use 50 mil'icuries, or you're going to talk to
the physician and find out why is the 50 millicuries there.

Most frequently they don't put any dose, do theyv?
They say "bone scan" or tell you they want a bone scan.

But in the case where you get written referrals,
youa may have a physician who puts an activity on there.

Like one of the misadministrations that occurred,
the physician requested ~- I don't recall the particulars -~
100 microcuries instead of 10 microcuries or whatever.

Well, in your review of that diagnostic referral,
you're not going to do that. That's going to, hopefully,
turn on a light.

You're going to either talk to that physician, or

you're going to do something, and you're going to deviate
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S0 it could be in the case of nuclear medicine,
either diagnostic or therapy. It could be teletherapy; it
could be brachytherapy.

It could be it was brachytherapy, and you were
supposed to load two twenties and two tens, and you loaded
two twenties, a ten and a five.

All right. 8o maybe it's a big deal; maybe it's
not.

The intention of number ceven is just to record
the fact that you loaded two twenties, a ten and a five.

In the pilot program we're attaching no
significance to +twe deviation. But the intention is to have
the department itseir to we able to know how well it's
doing.

Tony.

DR. TSE: John, 1 want to make two points on this
objective number. One is the word "unintended deviation."
That means the intended deviation. 1If a physician wants to
change a prescription after -~ or for some reason, if he
said, "No, I want to change it," that's fine. That's not
including those.

Second ==

MR. TELFORD: And that will become clear this
afternoon when Tony goes through the reg guide. This would

be our vision for how prescriptions could be changed,
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I think that -~ you know, for the prescription,
yes. If the nuclear medicine physician prescribes a certain
activity of Iodine 131 and there's a deviation from that,
then, yes, that's a mistake that the nuclear medicine
department should be accountable and attributable for.

But referring physicians not having the
wherewithal, not having the sophistication to know what's
appropriate -- you know, there are exceptions == but in
general not having at least the responsibility and not
having the licensure, I don't think that the nuclear
medicine department should be held accountable for that type
of mistake.

MR. TELFORD: Yeah, we agree.

What we're really trying to catch is =-- not
"catch," but we're trying just to be able to identify ==

MR. JANICE: A play on words there.

MR. TELFORD: I used the wrong pronoun there.

What I want is for the department itself to be
able to interpret how well it's doing.

I mean, the intent of seven is to say, after each
administration of a dose or dosage, you record it so that
the department itself can say, "How well are we doing."

So it's the deviation from what they were supposed
to do, as directed by the department in one way or the

other, as directed by the authorized user physician.
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especially for brachytherapy.

DR. TSE: Second, if the intended deviation is
greater than the -- the dose -- let's say the dose is
greater than the misadministration or wrong
radiopharmaceutical, it fits in the misadministration, then
that becomes a misadministration.

If it's less than the criteria of
misadministration, then this objective it's essential to ask

the licensee to take a look to see whether you have any

problem.

That's the purpose.

MR. TELFORD: Okay. Number eight is rather
straightforward.

The intention is to have the treatment planning,
either for brachytherapy or teletherapy, to be in accordance
with the prescription.

I know it's another way of using that the
authorized user physician is in charge.

Let me -~ Yes.

MS. RUDOLF: I have a guestion.

The wording is different from the information that
was sent to us on the objectives and what's here that you've
posted.

MR. TELFORD: Right.

MS. RUDOLF: I can interpret them slightly
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different. For instance, number four refers only =-- on the
new one we were handed today, refers to a diagnostic
clinical procedures manual.

But if I interpret what was mailed to me on number
four, it looks to me like == I deal strictly with therapy.
I would interpret number four with the stuff that was
mailed, to say that I have to ensure that prior to any use,
the prescription and the clinical procedures manual is
understood, meaning I should have a therapy clinical
procedures manual.

MR. TELFORD: Which gives you & big problem.

MS. RUDOLF: But over here it doesn't say that, so
now I'm confused.

MR. TELFORD: This is what we intend: a
diagnostic clinical procedures manual. We did not visualize
a clinical procedures manual - therapy.

MR. JANICE: You're off the hook.

MR. TELFORD: 8o you can breathe a sigh of relief.

MS. RUDOLF: I was wondering how you thought we
could do that in a month.

MR. TELFORD: You know the old adage about getting
smarter as you go along? See, this is our fourth workshop.

When people have said, "What? You want me to have
a procedures manual for therapy? I cvan't write thac."

MR. JANICE: I think we ought 12> go to San
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Francisco.

MR. TELFORD: Also, in number two, you'll notice a
littie bit of difference. We have (a), (b), (e), (4).

Well, that's for the same purpose.

We're trying to clarify that yes, we mean a
prescription for (a), for (b), for (¢), for (d4), for all
these cases.

In the actual writing of the verbiage that either
appears in the Federal Register notice or what was sent to
you, we had a committee working on that. That included two
lawyers. '.ey helped us write things, you see.

80 it's clear to them =-

[Laughter.]

MR. JANICE: Enough said.

MR. TELFORD: <= how it should be written.

So for the pilot program and for the workshops, we
said, "Okay. We'll be simple. We'll drop back: (a), (b),
(e)."

That's not a reflection on you, but rather on the
fact that we tried to write in more simple language.

So the purpose here of me discussing all of this
is 80 you really understand the intention of what we're
shooting at, what we're trying to do.

80 it's this language -~

MS. RUDOLF: I should address this?
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MR. TELFORD: Yes.

MS. RUDOLF: On the definitions. those haven't
been changed. What we were sent in the mail is still what
we're to go by?

MR. TELFORD: Yes.

E4d.

DR. KAPLAN: One of the things that seems to have
evolved over the course of the workshops is that objectives
number four and seven are diagnostic related.

DR. TSE: Not seven.

MR. TELFORD: Seven is anything.

DR. KAPLAN: Maybe we have to think about that ==

DR. TSE: 1If prescription is for the therapy, (b)
is a prescription, is for the therapy.

(a) is for diagnostic.

DR. KAPLAN: Let's spell that out. Let's be
specific about that today.

DR. TSE: 1In the objective two, prescription is
needed for therapy at iodine greater than 30 microcuries.

For objective “hree, either prescription or
diagnostic referral for diagnostics.

In objective seven, it says ==

DR. KAPLAN: Now four.

DR. TSE: Four is for diagnostic.

OR. KAPLAN: Diagnostic, right.
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studies. We get it once a year. and we try to refuse it.

(Laughter.]

MS. WOOD: 1257

MR. DADARI: 125,

MR. TELFORD: You don't have to go out and get
any.

MS8. WOOD: I don't want any.

MR. TELFORD: Yes.

MR. WHITE: Any intention == How do w2 apply
this to bone densitometers and lexiscopes and things like
that?

MR. TELFORD: Those are diagnostic studies?

MR. WHITE: Yes.

MR. TELFORD: 1Ideally it should have a referral, a
written referral. But just document in your program what
you do with it.

MR. WHITE: 1Is dosage a question? I mean, usually
the technuo.ogist essentially decides on the patient dose by
deciding on the colimeter size and scan speed.

Are you intendinc to address that?

DR. TSE: I think you cculd say, if you use those
diagnostic devices, you could say how you want them to
improve your QA program.

MR. TELFORD: The only records that we would

request for the pilot program are the prescriptions. 1In
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