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MR. TELFORD: Good morning.

My name is John Telford. 1I‘d like to welcome you
back to the post~trial period workshop. Your faces are
beginning to look a little familiar by now.

The first thing I want to do is go through the agenda
this morning and let you introduce yourselves again, as we did
before. Then we’ll discuss the agenda for both days and along
the way we’ll have a few announcements and in just a few
minutes I’11l tell you what we’re going to accomplish in this
workshop and tell you that this meeting is r:ally just for you.

So let’s go to the first item on the agenda, which is
sort of self-introduction of volunteers. During this self-
introducticn, I’d like you to tell us, as you did before, your
name, the name of your hospital or clinic, its size, how many
beds, its location and in particular the department or
departments that participated in the 60-day trial period, for
instance teletherapy, brachytherapy, nuclear medicine therapy
or diagno-tics. 8o let’s start over here on the left. Are
these name cards lined up correctly?

MR. CANADA: My nawe is Neil Canada, I’'m from Dalton,
Georgia, from the Hamilton Medical Center and we’re about a
300-bed hospital. We just participated in the nuclear medicine
services.

MR. GIPSON: Stanley Gipson from Forrest General
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Hospital, Hattiesburg, Mississippi, south-central part of
Miseissippi. I'’m in charge of the Nuclear Imaging Section and
we’'re about a 450 to 500-bed hospital, general care hospnital,
community hospital.

MR. MORRIS: Jerry Morris from Forrest General
Hospital, Hattiesburg, Mississippi. I’m in the Radiation
Therapy Section, Nuclear and Radiation Therapy participated.

MR. TELFORD: Okay.

MS. HANLEY: Lori Hanley with Rockdale~Newton Tumor
Center in Conyers, Georgia. It’s a free-standing center and we
participated in teletherapy.

MR. WHITE: Tom White, 2aptist Medical Center in
Columbia, South Carolina. I'm primarily in radiation therapy
and 1’m responsible for radiation therapy and nuclear medicine.
We're a 450-bed hospital.

MR. DESAI: Ashok Desai, I’m from Houston, Texas,
Hermann Hospital. We’re a 500-bed hospital, primarily nuclear
medicine and we participated in the nuclear medicine.

MS. RHODES: 1I’m Jean Rhodes, I’m from Valdez
Hospital in Valdez, North Carolina. We operate 75 beds at our
hospital now. Both our Radiation Therapy Department and our
Nuclear Medicine Department participated in this project.

MR. WIEDEMAN: My name is Darrell Wiedeman, I am with
the NRC Region II office in Chicago, I’m the Technical

Assistant to the Director -- to the Division of Radiation
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7 Laboratory. 1I’d like te thank you for cooperating and send

9 Thank you,

10 MR. AMPER: 1I'm Larry Camper, Section Leader for the
' 8 | Medical and Academic Section, NRC Headquarters. My shop is

12 responsible for policy and technical issues related to the

13 medical and academic uses of materials that NRC regulates. My

14 group is working with the Office of Research in writing the

15 proposed quality assurance rulemaking.

16 MR. ARGAWAL: I’m Suresh Argawal, I’m the Director of
17 the Radiological Physics Division at the University of

18 Virginia. University of Virginia Hospital is 400 beds and we

are participating in teletherapy, brachytherapy and nuclear

nedicine.

MR,

TELFORD: Thank you.

MR.

LANDERS: ‘m Roy Landers from Sarasota, Florida.

24 group cof physicians and we do radiation therapy for three

hospitals, altogether having about 1000 beds. This covered the
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hospital.
MR. TELFORD: Not the hospital, okay. How many ==

patient load or beds? i
MR, GOMEZ: Well we have a university hospital with ’

300 beds. 'f
MR. HAIDER: Tawfig Haider, Columbia, Tennessee. &

It’s a 400-bed hospital. And radiation ther. py and

19 brachytherapy, we participated in.

20 MR. TELFORD: Okay.

2l LT. KIRTLAND: I'm Sarah Kirtland, I'm from the Naval

~
8

Hospital in Bethesda, it’s a 500~bed hospital but when I left

]

23 there were only 120 patients due to a loss of personnel. We

.
&

participated in brachytherapy, teletherapy and nuclear

25 mecicine

iCline,
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LT. CMDR. PULCRANO: Tony Pulcrano, I’m from the
Naval Hospital at Portsmouth, Virginia. We’re about a 500~bed
hospital and we had all thrse fields participating in the
program.

MR. GARRISON: Dave Garrison, I‘m from Arlingtoen,
Virginia, Arlington Hospital, it’s 350 lLeds, right outside of
Washington, D.C. We participated in nuclear medicine,
diagnostic and therapeutin.

MR. TELFORD: Great, thank you.

Let me direct you; attention to the agenda. We'’re
going to cover these first two items here rather qguickly, then
I’11 show you both days. But I want to go to the second item
on this agenda because you’ll recall at the pre-trial period
workshop what I told you that you could expect and I told you
that we would confess to you the criteria that we would use for
your program evaluation and we would confess to you the
criteria that we used for the site visit, if your site was one
of the 18 chosen. But obviously those two sets of criteria
would be helpful to you to understand in a licensing sense or
inspection sense what this might be like if this were the final
rule.

8o Mr. Wiedeman is going to discuss those two sets of
criteria with you this morning and we’re also going to have
your evaluations fovy each program, because each program got

evaluated, so we’ll have sort of a checklist of results that
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9
we’‘re going to give you. We’'re going to do that == we’ll hand
that checklist to you right before lunch so that you’ll have
ample time to catch some of us to ask questions about anything
you don’t understand. Mr. Wiedeman will make that much more
Clear.

Now we alsc told you during the pre-trial period
workshop that we would listen to you to understand your
suggestions as to what you would do with the proposed rule,
Part 35.35, just the QA rule. We will also listen to you on
the Regulatory Guide, we’ll go through each section of that,
and the reporting requirements, 35.33 and 35.34.

So what we have personnel-wise is at least three of
the five people that will be writing the final rule. So we
have come to you to listen to you to find out your suggestions
for what we should do with the rule, the Guide, reporting
requirements. Okay?

So seriously, this meeting is for you.

Now, ground rules. Ground rules are simple.
Volunteers get to talk, we get to listen., We have some
observers here. I will show you on the next day’s agenda, when
I yet to it, where they get to wusk questions. But we’re here
te listen to the volurteers and we will have sort of a tow=-way
dialogue and that’s what this is all about. So any observers
will have to hold their comments and questions.

Now basically we’ve taken everything we want to cover
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and broken it up inte four blocks of time. The first block is
the feedback to you of discussions of the criteria and the
results of our findings, both from program evaluations and from
site visits,

Next we will go through the proposed rule, the 35.35,
and I’'ll be going through it in this fashion, each objective at
a time. We’ll give you a couple of times, opportunities, here
and here on the agenda today, where you’ll have individual time
to say whatever you like.

Tomorrow, we’ll have the Regulatory Guide and we’ll
go through each section of the Guide piece~by-piece, take it
apart. 1In the afternoon tomorrow, we will go through the
diagnostic reporting requirements and secondly, the therapy
reporting requirements.

Now at the end of this, if any of the observers want
to ask the NRC staff questions or make comments, we will make
ourselves available for as long as they’d like to talk.

Oh, one last thing on these times, let’s just say
they’re approximate. We will go at your speed. If you want to
go faster, we will; if you want toc go slower, we will.

80 I'm going to get the show on the road and let Mr.
Wiedeman come up here.

Oh, yeah, one more thing. Dr. Kaplan has some forms
that he would like to pass out and we would like you to fill

these out so that we’ll know for sure what your participation
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brachytherapy and eight teletherapy programs.

Now geographically, they were distributed gquite wide,
all the way from French Camp, California; Spokane, Washington;
Sarasota, Florida; a lot of the corn belt, “leveland, Ohio;
Indiana; Iowa and of course down in Texas. ) you can see it
was pretty well geographically distributed.

And as I said earlier, we reviewed the various
different types of programs and both as an on-site evaluation
and a program evaluation.

Now the breakdown from what we’r. looking at here is
the NRC facilities and the agreement states. There were some
questions that the various people were asking -- well how many
agreement states will be represented and how many of the NRC.
The diagnostic nuclear medicine, in this case we looked at nine
hospitals, NRC hospitals. PP is private practice, we saw one.
Agreement state hospitals, four, and one private practice, and
80 one down.

Now starting off with the diagnostic nuclear
medicine, what we did is when we review for the program
evaluation, the first objective - ensure that the medical use
is indicated for the patient’s medical condition. Now you say
well how is that interpreted. what we would do is we would
look at (1) does the authorized user review the case and are
procedures ordered by a physician. We wanted to make sure that

we don’t have emergency room nurses or leave that
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responsibility up to the technologist to make that decision.
And I might add, we didn’t find any case where it wasn’t
ordered by a physician or the authorized reviewer =-=- authorized
user did not review the case.

Are prescriptions made or a diagnostic referral? Now
of course remember in the diagnostic nuclear medicine program,
it could be done either way, but normally you would think of
the prescription when you get into therapy.

Now what we were locking for -~ instructions were
understood by responsible individual. If you had committed to
-~ if you used the wording, we will follow the guidance in
35.35(a) (4) or Reg Guide 2.1, 2.2, then basically our program
evaluation would be over. We’d just basically say they’ve
committed to the Reg Guide and the regulation.

So when we would get out to do our site evaluation,
we would look in and personally instruct on the importance of
accurately and clear records, and that would be by simply
asking the techrologist do you have procedures in place? 1If
you don’t understand or if you see an order that does not fit
into your procedures manual, what would you do? And once
again, personnel instructed to match the medical use with the
diagnostic referral, in every case this is where you would look
at the requisition of the diagnostic referral, compare that

with the chart and see if it’s covered in the procedures

manual.
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Here were key examples of things that we would look
for. Are they using the clinical procedures manual? Do they
have a diagnostic referral system in place? Are telephone
referrals -- this was kind of a very touchy subject because
some facilities would not authorize telephone referrals, they
had to have it in writing or in several cases, the authorized
user would contact the referring physician and get the referral
over the phone. But it was not always left up to the
technologist, but in several cases we did find where the
technologist did the follow-up.

Patient identification was another area we looked
into, trying to find a redundant system, see if you have a
redundant system in place, and in a few minutes I’11 explain
som2 of the creative things that we found.

Patient’s identify verified. We found out with this
redundant system there were several creative ways =-- most of
the most of the military hospitals didn’t really have much of a
problem, such as I believe Madigan and Bethesda, I believe they
have a patient photograph identification. So it was vVery easy
to look at that. However, in the private practice facilities,
it was a little more difficult. Some key examples of how this
was handled is the out~patients where the technologists would
ge up and ask the receptionist "where is Mrs. Jones" and the
receptionist would point to Mrs. Jones. Then you’d walk up to

Mrs. Jones and you’d say, "Excuse me, what is your name?" And
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then if she said "Mrs. Jones", you’d be verified =- dual

verification system. And once again, they would cross
reference the diagnostic referral or the prescription with that
patient’s -- and the identity of the patient.

Unintended deviations ~- we were looking to see if
you had a system, if you confirmed that you would follow
35.35(a) (7) or the Reg Guide, then basically it was all over
with., There was nothing else to review during the review
criteria.

Personnel instructed to terminate the medical use if
a discrepancy was identified -- we found that in almost,
probably 75 percent of the cases, the licensee didn’t have
procedures in place for what the technologist is supposed to do
when he finds a discrepancy in the order, the referring
physician’s order, such as an order for a thyroid scan. What
does that mean, is that with technetium, is that with iodine.
Or a cancer scan, what does that mean, metastatic scan?
However, most of -- well all of the technologists that we
talked to, they had this sort of an understanding that what
they would do is they would go to the authorized user and show
him or her the request and it was “ecided between the
authorized user and the referring physician what type of study
to do.

Treatment planning in acccrdance with the

prescription =~ this really would not apply for diagnostic



10
11
12
13
14
. @5
16
17
18
19
20
21
22
23
24

L 1

16
nuclear medicine.

Any questions on the diagnostic program?

(No response.)

MR. WIEDEMAN: Okay, now on the radiopharmaceutical
therapy, one thing that we found out from our previous
workshops is the use of iodine 131 Hippuran, we were told that
this would be impractical to have the physician write a
prescription for every time that they get a requisition or a
prescription for a kidney study using Hippuran. So the site
team decided that what we will do is we will not requive or
even look for a prescription because we found that some
facilities do as many as 20 to 30 of these studies each
morning, or each day. And so to have the physician have to sit
down and write out a prescription for every one of those cases
may be somewhat impractical.

In our review of this particular subject, authorized
user reviews the case, we found that in almost all cases the
authorized user would go through each case, examine the
patient, talk to the referring physician and determine the
proper therapeutic amount to use.

Now what we were looking for when we get to the
prescription is did it talk about the isotope, the dosage, the
chemical form, route of administration and physical form. Now
we found that, oh, I‘d say a good 75 percent of the cases, it

did not include the route of administration and the physical
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examine the patient before the dose was given.

Patient identification =-- once again, when it came to
in-patients in the hospitals and clinics, it wasn’t a major
problem because you always have the name band of the patient,
calling of the patient’s name, that type of thing, but when it
gets to out-patients it gets a little touchy in that area
because it’s hard to come up with a creative way other than the
ways that I explained earlier in diagnostic where the
receptionist would point out Mrs. Smith and you would ask "what
is your name?" and she would say "Mrs. Smith". Once again, the
physician that examined the patient would also be the one who
administered the dose in many of the cases. So that was once
again a somewhat redundant system of patient identifization.

We would look at, once again, instructions to
terminate the medical use of a discrepancy as identified ~--
many times the authorized user examines the patient and
administers the dose and there was very little to lock into.
The one thing -- we looked at the record of prescribed and
measured, this is already required under Part 35, Many of the
cases it was not stated in the program itself that you de¢ that,
but when we looked at it from the site team side, we found that
every single one of them was doing it.

Treatment plan in accordance with the prescription -=-

once again that wasn’t a major problem, It really is not

applicable for radiopharmaceutical therapy.
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Any questions on radicpharmaceutical therapy?

(No response.)

MR. WIEDEMAN: Next, on brachytherapy, this is what
we would look for when we review your program. Keep in mind,
ensure that the medical use is indicated for the patient’s
medical condition.

Brachytherapy, this was not a major problem ==
authorized user always reviewed the case and went over wit.. the
patient and examinations and conferred with the referring
physician.

Once again, this is what we would look for when we’d
go out to our site team -- to see if the prescription included
the isotope, the treatment site, total dose or treatment time,
number of sources and combined activity. Now we found in our
review of this particular situation that many times the initial
prescription would say -~ I’11 give you an example ==
intracavitary therapy, cesium 137, sometimes the prescription
would talk about milligram hours. And then after the dummies
are loaded, the calculations would be made and a total
treatment time would be evaluated, and then another
prescription would be written outlining everything, that there
were so many ten milligram, five milligram sources =-- radio-
equivalent -~ and describe in more detail. And that was
acceptable.

Diagnostic referral made -- this would not apply to
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brachytherapy.

Once again, when we would look at your program on
paper, we would try to confirm these statements or either the
statement that you would commit to the Reg Guide. 1In many
cases it wasn’t addressed, and you may see on your form, it’ll
be checked off "needs more information".

Now this is what we would look for when we got out
there -- a procedure to verify the radionuclide source und
strength with the prescription. There was the celor-coding
system that we would look at. There was also various different
unique systems that licensees were using. There was one
facility I can remember that was using the dose calibrator to
verify the doses =~ or the sources, the brachytherapy sources.

Examples of key procedures that we would look for ==
requirement for the content of the prescription: exceptions due
to the patient’s emergency condition. Now we found that there
are occasionally cases that come up where there is an emergency
in brachytherapy, or the physician has decided this would be
considered an emergency. 1In all cases, the authorized user is
always consulted, he always has direct input into this, and it
didn’t appear to be a big problem.

Patient’s identity verified -~ we’re looking for
redundant procedures, an' with brachytherapy, we found that
there’s quite a few things. Almost always, brachytherapy is

done as ar in-patient, except for high dose after-loaders. ve
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have once again the patient’s chart, we have the name =-=- arm
band of the patient, many times we have photographs of the
patient inside the chart. 1In military hospitals, they have the
photo identification type system.

Unintended deviations -~ we looked into how personnel
are instructed to terminate the entire procedure if they don’t
understand. And there weren’t a lot of facilities that had any
written procedures per se, but once again, everyone seemed to
know what to do, and they’d go back to the authorized user and
discuss it.

Current practices that we would look at == after the
sources are inserted into the patient, we were looking for
various different ways that the people come up with the proper
dose to the patient; taking radiographs, CT, nomograms, dose
tables and procedures for confirming the dose calculations,
making sure that they’re accurate.

Once again, this is what we would look for. We would
try to determine how you do your dose calculations, computer
generated calculations, proper input, proper output, QA on who
rechecks the numbers. 1Is there a procedure in place that
describes how this is done; who does it, technologict,
dosimetrist, who checks the dosimetrist, who rechecks the
physicist’s calculations.

Remote after-loading, I think we had one facility

that had a high dose remote after-loader and they'’re unique and
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different. However, a lot of the criteria in the cbjectives
would apply.

Any questions on brachytherapy?

MR. LANDERS: Yeah.

MR. WIEDEMAN: Yes?

MR. LANDERS: Termination of a brachytherapy
procedure if things were not clearly urderstood or something
like that. I didn’t understand what you were after there.
You’re talking about not doing the implant if something was
unclear?

MR. WIEDEMAN: 1If the prescription was written and
the physicist or dosimetrist did not quite understand what the
prescription called for -- we were looking for, does the
licensee have a procedure in place to get that prescription
clarified, like go to the authorized user, discuss this with
him == it’s usually the authorized user that wrote the
prescription. And sometimes the handwriting is a little
illegible.

MR. LANDERS: You were not talking about removing
implant.

MR. WIEDEMAN: No. Now keep in m. ad that many times
in brachytherapy, there’s things that are above and beyond the
control of the licensee, such as the licensee -- or the patient
has pulled out the brachytherapy sources. Now the original

prescription may have called for 3000 centigrade and the
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patient pulled the sources out after day cne. Well then we
would expect to see some kind of documentation trail to show us
that the treatment was terminated or we reinserted the sources
= you know, that type of thing.

Now the interesting thing was one of the facilities =
= I won’t mention their name -- we asked to see three recent
cases of brachytherapy and they brought us three cases and we
went through them. One of them was a therapeutic
misadministration that went unreported. I thought at least
they’d pull three good cases.

(Laughter.)

MR. WIEDEMAN: Medical use indicated -- once again,
this is what we would look for. Does the authorized user
review the cases, each one of the cases, prior to teletherapy.
And of course that was not a major problenm, except for one
facility. The oncologist worked out of another town and they
came over once or twice a week, and sometimes I couldn’t quite
understand how the authorized user reviewed the case on Monday
when the patient was treated on Monday, when they didn’t show
up to the facility until Wednesday. But they said they have a
computer system that sends data back and forth.

Prescription -- we would look for total dose. number
of fractions, treatment site, prescription changes -=- are they
written and dated and signed.

Diagnostic referral ~- this would not apply in
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teletherapy.

Once again, instructions understood =~ in our review
of your program, if we saw these words, that you would follow
35.35(a) (4) or comnit to Reg Guide 2.1, 2.2, we were finished
with our review.

When we get out to the site team, personnel
instructed on importance of accurate and clear records or
requests, instructed to clarify unclear records or requests.
We were looking for procedures, procedures that would describe
what you would do if you don’t understand the prescription or
it’e illegible or doesn’t quite make sense, it’s ocut of the
ordinary, you’ve never done it before, such as hemi-body =~
hemi-body teletherapy treatments are scmewhat rare in some
fac’'lities. We wanted to make sure, if you’ve never done one
before, who do you go to, who do you talk to, who do you get
all the answers from.

Some of the things that we found in previous
experience current practices -- we had in there "industry
practices", it’s not really an industry practice == weekly
chart checks. How do you determine that the patient had the
proper setup, the fractionated doses are correct, the total
dose is correct. And this 1s done by, in many cases, weekly
chart checks by the dosimetrist, the physicist and/or the
technologist.

When we got to individuals understand the current QA
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program, if the authorized user described the program to us,
the we talked to the physicist and everything the physicist
said was basicrzily the same as the authorized user, and when we
talked to the technologist, it was still the same =-- we mnarked
that off as an excellent program, that everyone that was
involved in the program totally understood how the program
worked. Now if there was a discrepancy on what we were told by
one, one or two discrepancies, it was marked as good. We had
no fair ==~ everybody, I think, pretty well understood how the
program ran.

Once again, we were looking for redundant patient
identification procedures == teletherapy, many cases for in-
patients, we have review of the chart, the arm band. We many
times have photographs of the patient, we have photographs of
the tattoo area, we have verifications of the tattoos versus --

compared to the photographs. And so there were many
redundancies. And once again, in teletherapy the patient is
usually a patient that comes back and back and back and you see
them many times, and after awhile the technologist knows them
on a first name basis. So after about the third or fourth
treatment, it’s highly unlikely to get the patient mixed up
unless you have two patients that look a lot alike.

We were looking for personnel instructed to terminate
the medical use if a discrepancy is identified =-- we were

looking for procedures, and in many of the cases we didn’t find
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When it came to the treatment planning, we were
looking for these areas -- full calibrations, beam modifying
devices, does your procedure include these things, a complete
calibration before the first use or after a source change.

Now to give you some statistics from the site visits
== I’1ll let you look that over. As you cin see, we had a good
sampling of hospitals, all the way from 150 beds up to 1000
beds. Workload in the diagnostic nuclear medicine program, 180
procedures per year all the way up to 7500. I might add that
the facility that had 180, they also had a pharmaceutical
therapy program that I think they said they do two a year ==
two iodine therapies. They said when this happens, this is a
big thing, everybody in the hospital knows about it and people
want to come down and watch. And it’s no big deal because, you
know, they bring the patient in and hand them a little pill,
¢ive them the instructions and they go home. So it lost some
of the excitement.

Now let me explain what you’re looking at. We have
15 facilities, nuclear medicine, so therefore, you’re not going
to see anything above this line. Now the facilities t*at met
the objective -- this line is your program evaluation. This is
what you sent us to evaluate. We went through your program and
if it met all the objectives, then you’re right up here. The

dark line is what we found at the time of the site evaluation.
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So in this particular case, ohjective number one, you
told us how you were going to handle this program =-- I think
that was on medical use indicated =-- and when we went ou* to
the site, this is what we found. Every one of the objectives
were met -- every facility met that objective. 1In this
particular case -- number two, I believe that was with a
prescription for a diagnostic. There were several facilities
thar told us that they were going to use a prescription for the
diagnostic nuclear medicine program; however, when we got out
there, we didn’t find that they were really using the true
prescription, they were using a diagnostic referral form -- and
all the way across. Number eight, that was the audit program.
So you’ll see this one always blank. And number three, this
did not apply to pharmaceutical therapy. For brachytherapy and
for teletherapy.

Now the interesting thing, you can see like in
teletherapy, this was the information that was given to us to
evaluate or else you didn’t address it. However, when we went
out to the site, we found that every one of the facilities met
that particular objective. Objective number three did not
apply in teletherapy.

Any questions?

(No response.)

MR. WIEDEMAN: Okay, thank you very much.

Later on, I'm going to pass out copies of your
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program evaluation and site evaluaticn.

MR. TELFORD: Okay, the next item on the agenda will
be the individual air time, in which you tell us about your
experiences or any comments or conclusions you came to while
you were trying out this proposed rule for 60 days. So that
takes a little bit.

S0 prior to that, why don’t we take a break for about
ten minut.e and come back around ten o’clock.

(A short recess was taken.)

MR. TELFORD: Let’s go back on the record.

Dr. Kaplan has cne announcement he would like to
make, I guess it’s in the form of a request.

MR. KAPLAN: Ves. This time, for reimbursements,
it’s absolutely necessary that we have only original receipts.
50 please don’t send us copies, we need the originals. And if
you need =-- you should have gotten this in the mail, if you
haven’t gotten this form, just feel free to come up and ask me
for one. Send it in as soon as we can, because if we can
process your forms and your bills before the first of the year,
we’ll get it out very quickly. If it gces after the first of
the year, it’l]l take more time.

Thanks.

MR. TELFORD: Okay. I 'wotice that Mr. Wiedeman is
passing out your checklists for both program reviews and site

reviews, if you were one of the 18,
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Let me just repeat a 'ittle bit of history for you.
You’ll recall that in our oririnal sampling, we solicited
participation from 24 NRC volu teers and 48 agreement state
volunteers, and out of those, we randomly selected 18 for the
site visits. And you’ll recall when Mr. Wiedeman was showing
you the map of the U.S. and how the volunteers are sort of
geographically distributed across the country, you noticed a
goodly number in the northeast and a goodly number in the
central. That’s because in the northeast, that’s NRC’s Region
I and Region III is around Chicago, so that'’s sort of the
central. And those two regions contain the vast majority of all
NRC licensees. 5o that’s why you see a lot of them there. We
were sampling in proportion to those in a region or those in an
agreement state. Likewise for agreement states, we have
volunteers from New York, California, Texas, Florida =-- well
those five I want to mention, because those five states have a
large number of licensees in each state. So that’s why you see
that.

Now I’'m going to move to the point on the agenda,
which is the 11:00 item, where it says "Volunteer’s Summary
of". Now you’re the folks that tried out the proposed rule for
60 days and just to get started, before we start discussing the
rule, proposed rule, objective-by-objective, we’d like to hear
from you. We’d like to hear some comments, anything you want

to say about your experience. Just tell us something about
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your experience. You can include any comments on work or costs
that you like, or whether one in particular gave you a lot of
trouble, or anything you’d like to say.

And you canr have about five mintes approximately
each., We’re in no rush here. Last time I started on the left,
this time I’1ll start on the right.

David.

MR. GARRISON: I was reading, Mr. Chairman.

MR. TELFORD: Ah, you were reading your program =--
your evaluation. You don’t have to say anything, if you don’t
want to, or you can say just a few words, but you tried the
proposed rule for 60 days. What do you want to say to us after
you tried it -- you tried it, you liked it; you tried it, you
hated it; you tried it, you think it’s a waste of time =~
anything you want to say.

MR. GARRISON: Okay. Yeah, I got a lot out of it. I
think the majority of the stuff we were doing, we didn’t have
it written down. The technologists sort of were following it,
but they weren’t really tuned into it, it was just a day-to-day
thing. I think once we got going on it, everybody just kind of
== 1 don’t know if they were afraid because I told them we were
probably going to have someone come in and inspect us, but they
just seemed to be more aware of what their responsibilities
were as far as knowing that we were doing the right patients,

the right procedure. I think more guestions were directed
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toward our physician than before, that kind of thing.

I think basically it’s a good idea. Like I say, it
makes them aware that there’s a program that they should be
following. 1It’s documented, it’s written down and they’re part
of it, and that -- you know, it just makes them more aware. At
least that’s what w2 got out of it.

MR. TELFURD: Okay, good.

Tony.

LT. CMDR. PULCRANO: I met with a lot of mixed
emotions about this thing. The nuclear medicine people had
very, very little trouble accepting the rules basically as
written. They only had a few questions, which I’m sure we can
clear up. But they were able to make a few semantic changes to
what they already had in writing, and pretty much, without
skipping a beat, continue = with normal procedures.

Oncology, however, had some major problems with it,
which I’m sure we’ll get in and discuss later on. But I kind
of got the feeling that the major problem here was "oh, my God,
one more set of people to look over our shoulders. And there
was a lot of gnashing of teeth about should the NRC really be
looking at this.

Other than that, I got a lot of good cooperation out
of everybody, I think overall we made it work.

MR. TELFORD: Good.

Sarah.
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LT. KIRTLAND: I think my comments kind of reflect
what Lt. Commander Pulcrano said. The feeling I had was that
it was kind of like a honeymoon and now you have to == now
comes the marriage, and whather or not the Navy is particularly
concerned about how it will be enforced when things actually
get going. And the Navy is very sensitive to embarrassment and
if there is any kind of penalty. 1It’s true that would be a
very motivating factor, but the Navy also considers itself a
mature organization that is able to handle =-- would rather
handle it in-house, than have an outside organization come in.

But there’s certainly no question abuut the need for
standard operating procedures and the training of personnel,
and w hat the program doe: I think has reflected what’s
actually going out in the industry or in the field. So we
don’t have any problem with that.

MR. TELFORD: Okay.

Tawfig,

MR. HAIDER: Well our therapy center is relatively
new and we didn’t really have a very good program, it was just
borrowed from here and there, hodge-podge and all that. So
this program has really gave us opportunity to look hard really
at what we have and what we were lacking. And we found that we
were lacking in some of the places. There were no errors but
we just had a whole new program that we’ve written, I don’t

know, maybe without this, we wouldn’t have looked into that. So
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we got a lot out of it.

MR. TILFORD: Okay.

Santiago,

MR. GOMEZ: We are trying to improve because the
quality assurance program for countries that the Joint
Commission regulates. So many of those suggestions we are
accomplishing, but we are trying tc¢ iprove the instruction of
the personnel. It seems to me that thi. is the best way of
controlling and avoiding any misadministration.

MR. TELFORD: Okay.

Tom.

MR. CLARK: We found that some of the prescription
requirements and things like that were a bit =-- I don‘t know,
they were in all cases not necessary. Many of these things we
were already doing, but we aren’t necessarily =-- didn’t have a
written procedure, but a lot of it we felt like were common
sense things that -- you never administer anything to anybody
without first finding out who they are, just things like that.

Again, it helped our program as far as having our
procedures written down. All of our techs are certified and
fortunately we don’t have any misadainistration or anything
like that, or haven’t had cne in two years. There’s only
myself and two other techs. Everybody makes a conscientious
effort to see that things are done correctly,.

Any time that you have any kind of question
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whatsoever about what you're supposed to do ~=- we never do
anything without checking with an authorized user first, in any
case. And like I say, a lot of times that was not written down
as a procedure, but with only three people involved, it’s a lot
easier to maintain a good guality working atmosphire and make
sure everything is done corvectly.

And as we go through these things piece-by-piece,
1’11 probably have some more comments.

MR. TELFORD: Good.

Roy.

MR. LANDERS: First let me say that in my estimation,
the incremental work and cost involved in implementing this was
smzll relative to what we're already doing. It was not
trivial, but I would estimate somewhere in the neighborhood of
eight to ten percent.

One of the things that I found orierous, that I knew I
would, is having a second person required to guickly check what
someone else has already done. That can cause a problem.
ancther specific example is we have twu physiciar= who will not
always write down their prescription, sign it and date it.

They have 15 to 20 years of experience of telling someone to
write it down and they continue to do that sometirss.

Changes in prescriptions are not alway. written,
signed and dated by the physic. 'ne. They are again related to

pecple who do it.
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Brachytheraphy requirement of a seco.d independent
person checking everything is particularly difficult sometimes
for short, quick procedures. No deviations or errors were
found because of this pilot study. Some were found and would
have been found without it,

This applies to something we’ll get into later on,
but I think the biggest concern that the physicians voiced was
the misadministration and reporting requirements.

MR. TELFORD: Okay.

MR. ARGAWAL: At the University of Virginia, we are
committed to these QA rules, most of chem we have been
following, some even more than what we have here. So there was
no problem in implementing these regulations.

We had some difficulty in some specific elements,
which we will discuss later on, in brachytherapy or
teletherapy, but ovirall we had no problen,

MR. TELFORD: Okay.

Jean.

MS. RHODES: Oh!

MR. TELFORD: These are not volunteers over here -=-
sorry.

MS. RHODES: We didn’t have any problem at all in
nuclear medicine. We’re like the University of Virginia, we
have had quality assurance programs in place. But really

weren’t yielding anything. It was just a paper exercise. 1In
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nuclear medicine, they feel like this gives theu o lot better
information for other regulatory agencies.

Down in radiation therapy, we had somewhat of a
different experience. They didn’t much like the idea of anyone
looking at what they did. They set up the program and they're
monitoring now, but I can’t say they’re happy with it.

But it cost us no more than our previous program.

MR. TELFORD: COkay.

MR. DESAI: We basically meet all the criterias that
we are discussing here at Hermann Hospital. We have been doing
it, although I think this will increase some documentation that
we had not been doing.

Our physicians are upset basically because of the
prescription and the form of radio-isotopes that we use.
Usually they know it, but they do not want to put it down on
the prescription, saying that we want you to use sodium iodide.
A lot of administration, we already discussed that. It's given
IV or it’s given PO, it’s a general understanding =~ they do
not want to put that down on the prescription. I think it will
increase some documentation of that kind,

Auditing was another issue and we all feel at Hermann
that auditing should be done by the regulatory agencies and not
by == I mean it is going to create some problem for us getting
an outsider to audit my department without paying any fees.

Man? jement can do the auditing but the qualification
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©f the managers is questicnable to the physicians. I think all
the physicians in my department feel that the regulatory
agencies should be doing the auditing and not the next door
physicist come to my department and do the auditing.

Unintended deviations, that also would create some
problems. 1It’‘s a general understanding, like everybody else is
saying, we all go to the authorized user and ask him why are
you prescribing 30 millicuries of MDP when my protocol says 20
millicuries. He says the patient is too old or it’s required
by the medical history of the patient. 8o there is a deviation
from what the set protocols are, and we do document after we
administer the dose to the patient, tha¢ 30 millicuries is
given to the patient, but the physicians do not want to do the
documentation of the prescription at the time, so we discuss
all these things. So I think documentation, creating extra
documentation is going to create some problem for me at Hermann
Hospital.

MR. TELFORD: Okay.

Tom.

MR. WHITE: My experience was guite eimilar to Lt.
Commander Pulcrano, in that the pecople were quite cooperative
with the program.

I find that the auditing is most time~-consuming that
helped me develop an appreciation for what NRC people have to

do.
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In the case of diagnostic quality assurance, we have
a central pharmacy service that would prepare the unit dosage
for our patients and the technologist is supposed to assay the
dosage each time to see if there’s agreement in the reading.
And in my auditing, I found that the agreement was guite good.
Occasionally the tech would be in a hurry and would fail to
record the dose and they would tell me it’s in the patient
recerd. So I’d hava to dig up the patient record and I did not
find it. So I found that to be a problenm.

Another interesting experience, particularly in
radiation therapy, occasionally ==~ not frequently -~ we have an
initial dose check before we begin radiation therapy treatment.
Sometimes the physician will give the verbal prescription and
the technologist will have the calculation sheet to present to
the dosimetrist or the physicist. And later on, it’ll be found
that the written prescription will be different. This doas not
happen often. 8o we have a policy now that we have to see the
written prescription before we will check the initial
calculation.

MR. TELFORD: Okay.

Lori.

MS. HANLEY: Overall we had no problems, none other
than have already been discussed.

MR. TELFORD: Okay.

Jerry.
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MR. MORRIS: I think we pretty well were able to
abide by these guidelines. I guess brachytherapy was the weak
point in getting a second check over the computer calculation.
There was some question of what constitutes a prescription on
brachytherapy. 1Is a consult a prescription.

MR. TELFORD: Okay, we’ll go over that.

Stanley.

MR. GIPSON: Basically no problems with the program.
Maybe I saw some areas where we needed to clarify a few
procedures in our procedures manual or in our QA program. Our
QA program is being reviewed, being developed over the past
couple of years in radiology in general, and they’re addressing
some of the areas that we've spoken about with this pilot
program as far as the patient -- procedural indications,
verification of these indications by the user, by the
technologist, who dce. what documentation of these indications.
But basically a little housecleaning in our procedure mznual
and our QA manual to address these specific points that y‘all
have brought out I think is what we will spent more tire with.

No major problems, no extra expense really pertaining
to our existing QA program.

MR. TELFORD: All right.

Neil.

MR. CANADA: We didn’t have very much trouble. There

was only a few of us in the department, we only participated in
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nuclear medicine. Most of it I felt like we were already
doing, just you know, again like everybody said, not writing
down, like when you check with the referring physician or, you
know, the radiologist.

We basically didn’t have any trouble even though we
didn’t do any I-131 therapies, I did create a prescription form
for the radiologist to fill out when they administer the dose.
And that was helpful so we have some documentation for them.

One of my main troubles was in getting a written
referral from the out-patient physicians. During the first
month, I only got about 30 percent of those, I was wanting one
for each patient, and the second month that dreopped off to 23
percent. We’'re used to being able to call up and talk to the
receptionist and take the information that way.

MR. TELFORD: Okay.

Okay, let’s move on to the next item on the agenda,
which is a discussion of the proposed 35.35 in detail.

The first item we want to look at is what you see
called a Purpose on your agend:, but the actual words that
describe the purpose is in the first paragraph of the proposed
regulation as it appeared in the Federal Register. Now we have
copies of the proposed rule, reporting reguirements and the
Guide, if anybody needs them. So from here on, what you‘’ll see
on the screen will be sort of concise cryptic descriptors of

those words. So if anybody needs that copy == you may have
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41l
this left over from the pre-trial period workshop, but if you
don’‘t, we’ll get you one.

Now the Purpose paragraph just says to each licensee
that you shall have a written basic quality assurance program.
It is a performance~based requirement in that this is ==~ there
are only a few prescriptive requirements, like you must have a
QA program. 1It’s to detect errors, prevent errors and correct
the cause if you have errors in medical use. And its objective
is to prevent errors.

§0 by the item on your agenda, it says -~ it asks the
question "Do you want to delete, modify or retain" these
pieces. So I want to entertain suggestions on whether you’d
like to delete, modify or retain.

Now this is going to be a little bit for you to get
used to here, but if you would like to make some suggestions
for modifications, just speak up. If there are none, 1’11
move along, but I want you to understand that we’re here to
listen to your suggestions. So if there are some words,
particularly in that paragraph, that you would like to improve
on, then I’'d like to hear it.

MR. MORRIS: My impression is that it really doesn’t
leave much room to write a QA pronram, it seems to be pretty
rigidly spelled out as to what is going to be required.

MR. TELFORD: You mean in total?

MR. MORRIS: Yes.
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MR. TELFORD: Okay, let’'s =« the first paragraph,
yes. The first paragraph that you see just says -- it’s a
fairly rigid requirement, you should have a QA program,

Now by performance-based rule, what we really mean is
that we don’t want to dictate to you what the program shall
consist of. What follows of course are the eight objectives.
Now by listing all of those, that may give you the impression
that that doesn’t leave much room for negotiation or wiggle.
But we wrote these eight things down as the eight good things
to do because it sort of follows the straight-forward approach
that if you have a written directive from the authorized user,
then these are the intermediate steps that will occur on the
way to administering the byproduct matirial. But these eight
that we’ll talk about in detail are not prescriptive. You can
do chese any way you like, or in fact you could propose a QA
program that you thought was just as good, that met the intent
of the first paragraph and maybe you didn’t address these
specifically. But these are meant to be the eight good things
te do, they’'re not meant to be eight prescriptive requirements.
So that the only part that you could really call prescriptive
would be the first paragraph. And perhaps the third paragraph
for audit, but we’ll get to that.

Does that help at all, or =--

MR. MORRIS: Well I don’t know, I'm thinking about

all these steps in say, teletherapy or brachytherapy.
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MR. TELFORD: Oh, you must be thinking about the
Regulatory Guide.

MR. MORRIS: VYes. This is a different thing.

MR. TELFORD: Okay. Now the Regulatory Guide is
there for your use. You see, we're kind of caught because if
we go out with a reogulation, then we don‘t want to hear the
criticism that this is such a hard problem that we don’t know
how to solve it, so we just gave it to you == that’s not fair.
So we said look, we’ll write a Regulatory Guide, this is cur
best shot at it, it’ll get improved I guarantee you before it
goes final, but that'’s the guidance that we could help you with
at this point in time. However, it’s optional, you know. You
may have the hospita) that’s the national center for excellence
in teletherapy or brachytherapy. Our guide is certainly not
going to tell you anything if that’s the case. It’s completely
optional, so please don’t look at the suggestions in the guide
as requirements.

Now at other workshops, let’s see -~ I believe it was
the workshop in Dallas, the pre-trial period workshop, there
was a gentleman from Colorado that said he ad a suspicion that
his state -~ and I believe it’s an agreement state -- would use
the guide as a prescriptive rule. So we said gee, we don’t
like the sound of that, we’re going to see if we can beat that.
What we're going to do is in the guide, we’re going to list

alternative ways to do everything and say you can do A or B or
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C or D or whatever else you want to do that still meets the
intent. So we're going to do our dead level best to make sure
that the guide is not used by anybody as prescriptive
requirements. But obviously something has to be done. If you
look for these eight objsctives in other programs, like the
JCAHO or sort of "standard hospital programs", you’ll probably
find them, but that’s just sort of by coincidence. We did
these independently.

But I think I’m getting a little ahead of myself.
Let’s drop back to this first paragraph. For instance, it has
the sentence in there that the objective is to provide high
confidence that errors in medical use will be prevented. Do
any of you have any inclination that you would like to quantify
"confidence"?

MR. LANDERS: As long as y’all don’t,

(Laughter.)

MR. TELFORD: Or is this qualitative approach
sufficient for you?

MR. LANDERS: Let’s leave some judgment in it.

MR. TELFORD: Okay. Anybody else?

MR. ARGAWAL: Why should we have high confidence, why
not just confidence? I mean, what is the difference between
the two?

MR. TELFORD: What'’s the difference between just

coi.fidence and high confidence?
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MR. ARGAWAL: And high confidence. You are making a
quantification rather than gualitative?

MR. TELFORD: No, I'm asking would you like us to
replace a qualitative statement with a quantitative statement.
That’s a question open to you. I think it’s sort of an obvious
difference. If we just asked for confidence, it scrt of begs
the question of how much or what do you mean by confidence. 1If
we say high confidence, it has the implication that, you know,
it’s up there someplace. It’s not 100 percent but it’s kind of
up there. 1It’s just a qualitative statement.

Sarah.

LT. KIRTLAND: Well I know one of the things that the
Navy, in its nuclear program, in trying to implement the ALARA
concept, is they look at errors kind of as a trend and what
trey want to see is a decrease. And that’s been maybe the past
25 years, they’ve been doing that. And I would not like to see
that.

MR. TELFORD: Okay.

LT. KIRTLAND: Because I think it can sometimes bring
a mentality that =-- I don’t think you can achieve zero and some
way you need to be able to tell what your base level should be.

MR, TELFORD: All right.

Tony, do you have anything you want to say?

LT. CMDR. PULCRANO: Well I know what I would like to

say ==



(Laughter.)
CMDR. PULCH
wag already state yc e g g t¢ atch every error, it’s
say provide

prevented.

know,
going to work toward zer
thiere.

MR. TELFORD: ) hearing you correctl ou’re
enbodying the idea of mi nization W 10Ut saying that
Zero == you're certainly saying that zero is not the
but minimization of err:

Anybody else?

(NO response.

MR. TELFORD: 1 . et’s not awell on that too
long. Let’s go to the bjec '@  now 1’1l refer you
back to the agenda and C U where we are. Let’s go through
each objective. Let’s irst objective. What would
you like to do with thi )y e '@, dO you want to delete it,

modify it, or retain it you don’t ind it useful, you’ll

-

tell me to delete it. If you think it °of value but you'’d
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like to improve it, tell me how to modify it. 1If you like it
just like it is, vou’ll say retain it.

Now the spirit of this one is that we would like for
scmehow =~ remembering this is one of the eight good things to
do -~ let’s get the instruction to be given, the directive to
be given, let’s let it have some sort of a basis. Let’s make
sure that the authorized user who is on the license has made
the judgment that this person ought to get byproduct material.
Okay?

Now would you like to delete this?

MR. LANDERS: I would just like to say that I’'m not
awvare of any case of it never being done. From that point of
view, it’s both a waste uc have that requirement and easy to
satisfy. 5o we could vither delete it or retain it and it
would make no difference.

MR. TELFORD: Because it’s already being done, to the
best of your knowledge. Okay.

Tom, would you like to delete that?

MR. WHITE: 1 believe we should retain that
statement.

MR. TELFORD: Retain it, okay. Stanley?

MR. GIPSON: I think we should keep it.

MR. TELFORD: Keep it, okay.

Any modifications to it?

(No response.)
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let’s go on to the second cobjective then. Now what
the second objective is all about is to establish a directive ~
= this is for therapy. Number three is for diagnostics and
number two is for therapy. So what this says is that one of
the eight good things to do is to have a prescription. Now
recall that prescription is defined in the hand-out. Now
that’s a written directive, it’s signed and dated by an
authorized user and it contains certain information content,
depending upon whether it’s for teletherapy, brachytherapy,
radiopharmaceutical therapy. But number two captures
radiopharmaceutical procedures that involve more than 30
microcuries of I-125 or 1~131.

So the intent behind this is to say if we’'re going to
do something, let‘s have a clear instruction to begin with, or
else how do we know what to do.

Now would you like to delete this?

MR. GARRISON: We had a problem with that.

MR. TELFORD: All right.

MR. GARRISON: That one and the next one kind of went
together.

MR. TELFORD: Well could we address them one at a
time?

MR. GARRISON: Our physician didn’t like the 30

microcuries.
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MR. TEL"ORD: Okay.

MR. GARRISON: He didn’t understand why we came up
with 30 for therapy of I1-131 =~ 30 microcuries. He said it was
next to impossible that anybody would do that.

MR. TELFORD: Okay, anything else?

(No response.)

MR. TELFORD: What would your physicians do with 30
microcuries, what would they tell us?

MR. GARRISON: I think any therapy invelving I=131 =~

MR. TELFORD: Any therapy dose of 1-1317

MR. GARRISON: =~~ the prescription.

MR. TELFORD: Okay.

MR. GARRISON: He just == 30 microcuries just didn’t
suit him,

MR. TELFORD: Okay, well let me agree with the
sentiment that it ought to be a prescription of a therapy dose
of I-131. But what’s a therapy dose? How many microcuries or
how many millicuries constitute a therapy dose? At what point
does that start?

MR. ARGAWAL: 1It’s in the millicurie range, 10 to
100.

MR. TELFORD: Ten millicuries?

MR. ARGAWAL: Yes, in a therapy dose.

MR. TELFORD: 1In a therapy dose.

MR. CLARK: For a whole body iodine scan diagnostic



been made is that » have ¢ endency - I should say the
nistakes in lve t! 0 o millic : tch. 50 1f we ask
ourself, co we pick a 1l

if the switch were made, t mistake wouldn’t be too terrible.
That’s one side of it. 1@ other si 18 that U we pilck
this | 21l such that below leve almos f the

rocedures would 2 conductec : less than

at, maybe it ought to

be lower, if tha \ tention. 'ou’re going to werry

about a micro to mill ' cl nay . ought to be ten. But
you pic . , nicrocuries ) ner~’3 probably a lot

of diagnostic ) : 0 oV . 8o it'’s

somewhat of ) 3 what we were trying to do.

MR. You’'re saying substi ing identally
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MR. TELFORD: Sounds crazy, right?

MR. CLARK: Yeah,

MR. TELFORD: Well I could tell you about a lot of
cases where exactly that was done. But ==

MR. CLARK: Our main problem for th-t particular item
right there is Hippuran studies, which you said that does not
apply to Hippuran.

MR. TELFORD: Well we said in the pre-~trial period
workshop, almost all the workshops, we did discuss Hippuran
procedures and we said do whatever you're currently doing and
say that in the QA program. Now what Mr. Wiedeman said was
when they went to these 18 sites, they weren’t going to hold
anybody’s feet to the fire over the fact that they didn’t write
a prescription for number two, because that’s the way we
discussed it at the pre~trial period werkshop.

S0 now a ¢ood question to ask here is what are we
going to do with the final rule. We will probably not do a
numbe. two objective for Hippuran because it has a different
chemical -~ it's a different chemical compound and not taken up
by the thyroid as preferentially as I-131. Correct?

So let me take your suggest as for number two ycu
would like it to apply just to therapy and somehow define a
therapy dose, and it’s probably in the millicurie range, is

what you’re telling me. That’s the way that you would like to
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modify number two.

What else would you like to do to it?

MR. LANDERS: I would like to see it lightened up a
little bit, in that I foresee many, many cases where the
physicians are going to have to come back and write down "this
was an emergency".

MR. TELFORD: |kay.

MR. LANDERS: And we had to start thls before 7 wrote
down, signed and dated the dose prescription.

MR. TELFORD: All right. Are you thinking of
teletherapy?

MR. LANDERS: Yes. Brachytherapy generally not, and
radiopharmaceuticals generally not. Teletherapy in particular.
Part of the problem here is I see the agreement states applying
this to x~rays, and when you bring medical accelerators in,
you’‘ve got a huge patient load. And frequently things are
clearly understood and done on the basis without the physician
writing down the prescription ahead of time. And in order to
require it, I can think of a quadruple handful of cases where
it would cost an additional 30 minutes waiting for the
physician to write that down.

MR. TELFORD: All right. When we get to the
Regulatory Guide, we will probably come up with a term
something like a preplan, particularly for brachytherapy. Now

if we introduce that concept for either brachytherapy or
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everything with you,

MR. TELFORD:

it’s dated and sign

S0 somebody

could actually writ
MR. LANDERS:

MR, dea, that somebody

else could write it and would have to

say 18 1 agree with this, therefore, the

technologist ==
MR. WIEDEMAN:
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You get it written and

MR. LANDERS:
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number of non-~emergency cases when it occurs. That would help
I think, if it could be written by someone other than the
authorized user and then dated and signed by the authorized
user on a small piece of paper and attzzhed to the chart ==
that would be helpful.

MR. TELFORD: That would make it easier, okay, good,

MR. LANDERS: 8o as long as it doesn’t have to be in
the authorized user’s handwriting ==

MR. WIEDEMAN: Sure. And in the site visits, we
found a case in a couple of places where the technologist would
make out the prescription because the authorized user said hey,
I want to start Mrs. Jones right now at 200 centigrade, she
would write it up 200 centigrade, Mrs. Jones, and after that’s
made out, she would take it in, he would sign it and it would
go into the chart, and then he would fill out the whole
prescription at a later date.

MR. TELFORD: That’s a pretty good idea because if
I'm the technologist or the radiation physicist or something
and I write it out, I pretty well know what it says, if I wrote
it -- and get the authorized user to agree to it by signing it.

Tom.

MR. WHITE: What happens if he tell her the
prescription with something like 200 centigrade and then he
writes 180 or something like that? What happens ==

MR. LANDERS: 1I’m sorry?
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MR. WHITE: What happens if he orders 200 centigrade
but writes 180, after the delivery is done?

MR. TELFORD: Oh, he’s saying what if the patient
gets a dose but the authorized user writes a different number
after the dose is already delivered. The guy has created a
problem for himself.

MR. HAIDER: Make it up the second day.

MR. TELFOPD: Pardon me?

MR. HAIDER: Make it up the second day of treatment.
I say we put a time limit of 24 hours that the physician needs
to write it down. That’ll take care of it.

MR. TELFORD: So you say all corrections or
adjustments ==

MR, HAIDER: Yeah, within 24 hours, whatever needs to
be done.

MR, TELFORD: All right.

MR. HAIDER: The physician should be able to do it =~

he may not be able to do it right at that time, but he can do
it at right.

MR. TELFORD: Okay.

Stan, any suggestions on number two?

MR. GIPSON: This is therapy, right?

MR. TELFORD: Just therapy, this is only therapy.

MR. GIPSON: 1 just agree with what has been

mentioned as far as looking at that as far as the physician
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calling a nurse about an order, yoJ know, a phone order, get a
certain procedure where the technslogist, physicist or whoever
could write the prescription like has been mentioned on the
user’s phone order or communication, however, and he’ll check
it and initial or sign it, whatever, at a later date.

MR. TELFORD: Oh, at a later date, not prior to the
first dose.

MR. GIPSON: Right. You want it prior.

MR. TELFORD: Okay. Any comments on number two?

MR. DESAI: Yeah, I think we have a problam with (D),
if you want to continue having (D), because a lot of procedures
that I do using 100 microcuries of I-125, that is more than 30
microcuries. You of course discussed about total body bone
scan with I-131 with ten millicuries.

S0 if you are continuing to have (D), do you want to
add "physician’s referral" -- with prescriptior of physician’s
referral for radiopharmaceutical procedure with more than 30
microcuries of I-12%5 or I-131.

MR. TELFORD: Okay, so you would sort of second the
motion that (D) be amended or modified to address therapy
doses.

MR. DESAI: That is correct.

MR. TELFORD: Okay. Any suggestions on teletherapy

or brachytherapy or radiopharmaceutical therapy in the concept

of having a written directive prior to?
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MR. DESAI: When we catch the physician before we do
that == I mean, we always make sure that he signs it, what he
says. We write it down, but we make sure that before we give
it to the patient, the physician signs it with the number, so
we don’t have any problem with that,

MR. TELFORD: Okay. Darrel.

MR. WIEDEMAN: John, I’d like to ask Ashock, how would
we handle the situation where we’re doing a diagnostic
procedure, however we’'re using iodine in a therapeutic range,
any therapeutic range, such as a metastatic scan of the
thyroid, five millicuries I think is what was said. Shouldn’t
that be included in there? Wovldn’t you want a prescription to
know exactly what the physician wants, the dose, the procedure
spelled out?

MR. DESAI: I think if we have a referral from the
referring physician that this patient has a total thyroidectomy
or he’s looking for metastasis, then we already have a protocol
to that effect, that we want to use five to ten millicuries of
iodine. 8o I think we need to add "either a prescription for
diagnestic exams or a physician’s referral”. That should
suffice, just like number three, it says "either a diagnostic
referral or prescription."

MR. WIEDEMAN: And you’re saying the diagnostic
referral would be more than adeguate ~-

MR. DFSAI: For cdiagnostic use, yes. I’ll give you
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an example., When I get a patient from an endocrinologist who
already knows clinically the patient has advanced disease and
the patient may get five to ten millicuries of I-131
therapeutic dose, in those cases, the radiologist is going to
find out whether the patient has a nodular or uniform gland.
In those cases instead of giving five microcuries of I-131 for
uptake, we give 50 to 100 microcuries of I-131, so we can also
take a picture of the thyroid gland to rule out whether it is
nodular or non-nodular gland.

$o0 I think that it is well justified by referring
physicians to say that the patients may need a therapy and the
radiologist says we’ll give 100 microcuries of I-131. That'’s
still a diagnostic dose and not a therapeutic dose.

MR. TELFORD: Okay, good point.

I just want to say that we’re here to hear your ideas
and if you have a rationale like you just stated, that'’s
exactly what we want to hear because in my opinion, it’s the
rationale that’s going to carry the day.

let’s move on to number three, that seems to be quite
interesting to most of you. This is for diagnostics of course.
You’ll recall that the diagnostic referral -- now this says "or
prescription" in parenthesis because you can always do that.

S0 let’s look past that. It says "diagnostic referral", now
that’s defined in the Federal Register notice as a written

directive signed by a physician, meaning a referring physician,
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meaning typically not a nuclear physician and not an authorized
user, but typically for =-- probably the hardest case to handle
is out-patients. So you have a general practitioner in town
that sends » patient to the nuclear medicine department via
referral. Now as we said in the pre-trial period workshop, we
thought the ideal case was a written referral. And we were i
told by almost all the volunteers with the exception of the
military and the VA folks, that most of your patients were
referred to you by telephone.

€o what would you like to do with this objective?

How would you like to modify it, or would you like to delete
it?

MR. ARGAWAL: Can you think of any procedure done
without a diagnostic referral? So what’s the need of it?

MR. TELFORD: Okay. Let me say what the intent == in
many departments -~ in many nuclear medicine departments, the
receptionist or the nurse for the referring physician calls the
receptionist or sometimes the technologist for the nuclear
madicine department, and they say 1’m going to send Mrs. Jones
over for a liver scan. The way that we envisioned that this
would work was ideally the patient would arrive with a written
directive that says written for this person, a couple pieces of
information on this -~ couple of items of information on the
referral such that the patient can be redundantly identified,

but it says "liver scan".
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The technologist would, upon getting this patient -~
because typically we’'re told the authorized user just doesn’t
review these cases -- that we created this need for a clinical
procedures manual, such that the liver scan procedure is
defined in the clinical procedures manual, which would be
approved by the authorized user. Therefore, we have got the
authorized user into this loop by that mechanism.

Now the technologist then says I know what the
clinical procedures manual says for liver scan, this patient is
to get a liver scan, that’s what 1’11 do. So we’re just making
sure that a clear directive is established at tre begiining.

So that’s really the intent and that’s the mechanism
that we envision.

MR. DESAI: We have a problem with the diagnostic
referral being da*ed and signed by the referring physicians.
Since we git lots of out-patients, I think we need to change
the definition of diagnostic referral by including the verbal
referrals rather than dated and signed by the referring
physicians.

MR. TELFORD: Okay, let’s say that we amend that
definition and we include a verbal communigque. Now between
which two parties should this referral, this oral
communication, happen? In other words, would it be okay with
you if it’s the nurse from the referring physician calls the

receptionist in the nuclear medicine department and then the
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receptionist talks to the technologist or talks to the head
tech and then the head tech talks to the tech that’s actually
going to do it? I mean, we’ve got second or maybe third-hand
information. Would that be acceptable to you?

MR. DESAI: It is acceptable because we are looking
at objective number cne where we alvays interview those
patients before we start any exanms.

MR. TELFORD: Even diagnostics?

MR. DESAI: Even diagnostics, that is correct -- even
diagnostics.

MR. TELFORD: Okay, so you’‘re saying =-- let me see if
I follow you here -- you say we can have an oral referral and
if a mistake has been made, then the authorized user, following
objective number one, will look at this patient and they will
know if this patient should get this scan, this diagnostic test
first of all, and if they’re going to do it, they would be able
to direct it be done according to the clinical procedures
manual or any modifications that might be needed. So that’s
one way you wou.dl ==

MR. DESAI: That is how we do it.

MR. TELFORD: Okay. Well gee, that’s good,

MR. GARRISON: I was urier the impression that our
individual QA program was going to be tailored to our
individual hospital.

MR. TELFORD: Yes.
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MR. GARRISON: At the last meeting, I didn’t have any
feeling at all that every patient, for a diagnostic referral,
was going to be required to have a prescription. Are we saying
now that ==

MR. TELFORD: No, I’m not saying that.

MR. GARRISON: See =~

MR. TELFORD: As a matter of fact, you’re correct, at
the pre-trial period workshop, what we said was these are the
eight good things to do, you build your program to meet these
objectives. Now if currently in your hospital or clinic that’s
== however you do business, that’s how you should say what
you‘re going to do for referrals. Now if that included written
referrals, okay.

Then I said to put into your QA plan under what
conditions you would use oral referrals. So I opened it up for
you to de business the way you’re currently doing business,
because the strategy there is that if it turned out that it was

problem, it was the source of 90 percent of your problem,
you’d find that out. If it’s not a proklem, or a small problem
like one or two percent, you’‘d find that out.

So what I‘m now saying is that this is what the idea
was originally, was to have a written referral. And that's
what we have proposed in the Federal Register. Now before we
go write the final rule and give it to the Comm/ssion next

March, how would you like to amend it,
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You‘ve tried your method, ‘n essence, that nmeets
these cbjectives, for 60 days. We have a suggestion that we
modify the referral to say that it can be written but it also
can be oral. Now there’s two or three cases here that might be
possibilities. One would be that it would be any oral
directive between any two parties, as long as the authorized
user looked at the patient prior to administering the byproduct
material. Now that seems reasonable.

But I‘’m sure somebody is going to speak up in a
minute and tall me that that doesn’t happen at my place. I
mean you’‘ve got a really good program =-- that’s great. But
somebody is going to tell me that look, patients come to my
nuclear medicine department and my authorized user is not there
and the technologist handles this patient,.

So for those cases, what kind of oral referral would
ycu think to be sufficient to get a clear message across to the
technologist so the technologist would have a clear directive
to know what to du. Roy.

MR. LANDERS: Even though I’m mostly therapy, let me
go ahead and put my two cents in.

I think staff to staff, office staff to office staff,
written on both ends. And I think in particular of a case
where a radiation oncologist is away from the office, away from

he patient concerned, receives !nformation over the telephone

{rom other physicians, wants to order a diagnostic test. The
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physician who is overseeing the lice-se where the diagnostic
test is to be done is in a different city. I don’t see how thea
authorized users -- I mean, it’s not an emergency, but I don’t
see how the authorized users can be writing, signing and dating
things befors this test needs to be done. The only applicable
way I think to do that would be for office staff to office
staff.

MR. TELFORD: Okay. The suggestion was made that
instead of -~ or as an alternative to a written referral signed
by the referring physician, ysu could have an oral referral
provided you had your authorized user =-- that it was that
standard practice in that hospital to get invoived in the loop.

MR. LANDERS: I don’t see that.

MR. TELFORD: You don‘t see that happening in any
hospitals you know about.

MR. LANDERS: No.

MR. TELFORD: But you said signed on both ends,
signed by the referral and signed in at the nuclear medicine
department. Now is that signed priov to, by the referring
physician?

MR. LANDERS: No, I’m thinking in particular, a
physician phones his office, has his cffice phone a patient,
send them for a diagnostic procedure.

MR. TELFORD: Yeah.

MR. LANDERS: When they get there, they'’ve never had



10
11
12
13
14
15
16
17
18
19
20
21
22
23

24

&3

66
contact with anybody, they don’t have written anything.

MR. TELFORD: Ckay.

MR. LANDERS: The office staff of the referring
physician should write down ==

MR. TELFORD: What they said on the phone?

MR. LANDERS: == what they are doing on the phone and
the office staff at the diagnostic facility should write down
what they are receiving over the phone.

MR. TELFORD: Oh, this would be like a telephone log
at both ends.

MR. LANDERS: 1In essence.

MR. TELFORD: 1In essence, okay. And does the
referring send written confirmation to the diagnostic
department later?

MR. LANDERS: No.

MR. TELFORD: Just keep that log. Tom?

MR. CLARK: The way we’re doing it is we have a
physician/surgeon, that he has his patients call us and say
it’s time for my yearly bone scan. We accept that. I mean she
shows up, we know she’s Dr. Conner’s patient, we do bone scans
sequentially every year on her. You know, that’s == I can’t
see the confusion there. We know this lady’s got breast cancer
and she gets a yearly bone scan.

MR. TELFORD: Okay. What would you do if a patient

showed up that you didn’t know?
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MR. CLARK: Call the doctor., We would not do it
without == nobody shows up at our facility, just boom, I’m here
for a bone gcan. It does not happen.

MR. TELFORD: Okay, so then you would call the
referring physician to confirm.

MR. CLARK: Absolutely.

MR. TELFORD: Do you make any written record of that,
like Roy is suggesting?

MR. CLARK: Yes, sir, we have a patient log. We have
8:00, 9:00, 10:00, 11:00 set aside for bone scans. Eight
©’clock bone, they called Mr. Jones for CA of the prostate, we
need a bone scan. He may or he may not present with a iitten
order for that. A lady’s kid was playing with the thing and it
blew out the window on the way -- what do we do if we’re
required tc¢ have a written? 1Is she going to have to go back
and get one? Do we refuse to do it?

MR. TELFORD: Okay.

MR. CLARK: There’s a lot of problems t here.

MR. TELFORD: Okay, so you make a telephone call to
the referring physician. Do you talk to the .wurse, the
receptionist or the referring physician?

MR. CLARK: Depends on what the problem is.

MR. TELFORD: Whatever the need is.

MR. CLARK: Yes.

MR. TELFORD: Okay.
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MR. CLARK: 1It’s standard procedure for us that it’s
the physician’s nurse that generally calls us and says he’s got
Mrs. Jones, she needs a bone scan, she’s got pain in her
shoulder. Does she have any history of any injury? Does she
have any history of metastatic disease, cancer or anything like
that? We question them at the time that we get that phone
call, we write that in the log, you know, everything that’s
pertinent to her case, at that time. And if somebody -~ if
they do not have =-- well he didn’t write down what he wants
this for -- well then you’re going to have to call me back
because our doctors will not == I mean we can’t just say this
lady showed up. Our radiologist will look at us like we'’re
crazy.

MR. TELFORD: Okay.

MR. CLARK: We have to justify it to them when we
take in there for them to do the interpretation.

MR. TELFORD: Okay, if I’m understanding what you’re
telling me then, you would probably suggest that as an
alternative to a written referral, that we allow oral referrals
provided they’re verified by telephone and a telephone log is
kept of what was actually requested from the office of the
referring physician.

MR. CLARK: And we do our own scheduling, there is no
receptionist involved. There are only the three technologist,

we © responsible for doing our own out-patient schedule.
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MR. TELFORD: 80 it’s a direct communigue from that
office to the technologist that’s actually going to handle the

patient,

MR. CLARK: Absclutely. Or scmetimes it’s just the
patient themselves that will call.

MR. TELFORD: Because it’s sort of a standing order.

MR. CLARK: Yes.

MR. TELFORD: Okay.

MR. WHITE: What happens if the patient comes in ten
months instead of cne year? Do you have a way of checking
that?

MR. CLARK: I’m sorry?

MR, WHITE: What happens if the patient comes back in
ten months instead of 12 months?

MR. CLARK: 1If she’s gone to the doctor and says Dr.
Conners examined me and he’s determined I need another bone
scan, I’m having pain in my ribs or back or whatever, then we
accept that also. Now if they just call and say I’'m having
pain, I think I neea another bone scan, of course no, we don‘t
do that. But have you seen Dr. Conner? Yes, and he told me to
call you.

MR. TELFORD: Let’s see, Darrel had his hand up
there.

MR. WIEDEMAN: Let me describe two situations I ran

into during the site visits. The cardiology clinic down in
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Bradenton, Florida, they have a lot of walkein patients. A
patient shows up in the mornings. Mrs. Jones says my doctor
sent me over here to get some kind of a scan. They have no
phone call from the referring physician. Normally their
procedures call for the technologist to get on the phone and
call the referring physician’s office and verify, either
through the doctor or the doctor’s staff =-- a nurse or whatever
~= that Mrs. Jones is here, what kind of a scan do you want,
what are we looking for. And once they have that information,
they enter it in a little slip, "contacted Dr. Smith regarding
Mrs. Jones, the nurse said they want 2 thallium scan". Then if
there was any question of what was really needed, they had
their authorized users there to go right to the cardiologist
and say this is what we have., And he would either approve it
cr disapprove it.

At Madigan Army Medical Center, the two authorized
users would have a staff meeting at 7:00 with the
radiopharmacist and the technologist. They’d go over the
requisitions for each day and look at t he clinical indication.
To give you an example, they had one where the referring
physician had ordered a bone scan and on the diagnostic
referral slip it said something about migraine headaches. They
were trying to figure out why do we want a bone scan when the
diagnosis is migraines. So in that case, the authorized user

would assign that to a technologist to follow up, get ahold of
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the referring physician, find out what does he really want,
what are we trying to rule out. And that was just another
example of how it’s handled.

And when it came to out-patients that just show up,
they would always contact the referring physician’s office and
discuss the case with them and document it., It wasn’t a real
big problem that I could see,.

MR. LANDERS: But it wasn’t written by the physician?

MR. WIEDEMAN: No.

MR. TELFORD: Okay, we had a hand over here. Tony.

LT. CMDR. PULCRANO: Well I’m beginning to believe
that my situation is kind of unique because during norma)
working hours, okay? Between like 7:00 in the morning and 4:00
P.m. in the afternoon, we have at least one physician in
nuclear medicine. He’s the authorized user, he’s there, that'’s
his job. Anything that comes into the clinic, to the nuclear
medicine clinic, has == if it’s routine ~- has a consult from
the referring physician.

MR. TELFORD: This is a written consult?

LT. CMDR. PULCRANQO: A written consult. Based on the
written consult, the receptionist or one of the technicians can
put that person on the schedule. Before that person gets the
particular scan or whatever the procedure may be, it’s going to
be reviewed by one of the two doctors. Okay. And they will

write down somewhere on the form that the patient is required
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to fill out =~ and part of that form states "we're going to do
a bone scan", Tech blah-blah~blah and he signs and dates it.
The patient comes in, it gets done.

The only time we would run into a problem in nuclear
medicine on diagnostics would be after hours. We have on call
a duty tech. If the tech gets a call from a doctor and he says
I’'ve got to have this tonight.

MR. TELFORD: Lung scan.

LT. CMDR. PULCRANO: Lung scan =-- tonight, got to
have it., Fine. He puts in a rall -- or this is what we would
like to have. He puts in a call to the doctor and says "Dr. So
and So just called me and says he wants to have a lung scan
because this patient is having this problem. Can I go ahead
and do it?"

MR. TELFORD: Who is he talking to on the phone?

LT. CMDR. PULCRANO: He'’s talking to the authorized
user.

MR. TELFORD: Okay.

LT. CMDR. PULCRANO: And I think by the nature of the
beast, you almost have to do that because number one says
you’re going to ensure it’s indicate. Number two, you have a
piece of paper from the NRC that says this is how you’re going
to operate, this is the authorized user, he’s responsible for
these eight objectives. And if you’re not going to consult

him, then you’ve taken somebody who’s responsible out of the
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chain.

MR. TELFORD: Okay.

MR. CLARK: Well if these orders are written, are we
supposed to maintain those?

MR. TELFORD: The records of the referrals? VYes.

MR. CLARK: For that 60 day period, I had a stack of
them this high (indicating).

MR. TELFORD: Okay. You do a lot of patients.

MR. CLARK: Yes, sir, we do 480 procedures a month
and probably at least half of those are out-patients and in
some cases more.

MR. TELFORD: Okay, we’ll get to records when we get
to 35.33. There’s two items to come.

MR. CLARK: That’s just another thing as far as you
know, what do you do if you have to maintain that record, if
this person shows up withocut one. We need to clarify that
point. How can you prove a year from now that this patient had
a written referral?

MR. TELFORD: Okay, let me save that guestion until
we get to the discussion on 35.33,

Would anybody else like to ==~ who runs a nuclear
medicine department =-- Neil?

MR. CANADA: Our doctors, like { said, send
referrals, half the time they don’t get there with them.

That’s the trouble that I run into. They’ve already called
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MR. CANADA: O©On the chart. And in here it says
referral, you want a history and everything.

MR. TELFORD: You'’re skipping ahead to the Reg Guide,
I think.

MR. CANADA: Well I was just defining diagnostic
referral,

MR. JELFORD: Oh, you’re locking at the definition of
diagnostic referral.

MR. CANADA: You know, if they order a bone scan, do
you want them also to put beside that why they want it?

MR. CLARK: Most of the time it’s already in the
chart ==

MR. CANADA: I mean, it’s already in the chart
somewhere.

MR. CLARK: Yeah. You know, if you look on there and
it says "bone scan", generally we look to see what kind of
problem he’s having. If the patient has a osteomyelitis, then
you need to know that before you inject the patient if you’re
going to do a three phase, you know, or if he’s got back pain,
is it metastatic or is it just lumbar strain or whatever.

Mk. TELFORD: Okay.

MR. CLARK: Normally you’ve got in that chart
somewhere that will tell you what kind of problem he'’s got. We
take that to mean that is the diagnostic clinical information

as to why you’re deing this thing.
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MR. TELFORD: Darrel, would that satisfy our
definition?

MR. WIEDEMAN: Yes, and that’s what we found in
probably 99 percent of the cases with in-patients, the
referring physician would enter in the patient’s chart "bone
scan", somewhere in that chart also will give a diagncsis or
indication and the diagnostic referral slip, if that’s what
we’‘re going to call it, or requisition, whatever we want to
call it, is just a transfer of that data to the nuclear
medicine department.

MR. TELFORL: Okay.

MR. GOMEZ: 1Instead of using the telephone, can you

send a fax?

MR. TELFORD: Fax == that’s written. I think if you

send a fax of the written referral, that’s the written
referral, that ought to do.

LT. CMDR. PULCRANO: I think if we can just get
verbal referral and at least get the scan started so that the
authorized user is ==

MR. TELFORD: 1In the loop, okay.

Lori, you have a nuclear medicine department, what do

you think?
MS. HANLEY: No, we don’t.
MR. TELFORD: Huh?

MS. HANLEY: We have no nuclear medicine.
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MR. TELFORD: 1 mean you do diagnostics, right?
MS. HANLEY: No.
MR. TELFORD: You don’t do diagnostics. Jean, do you
do diagnostics?
MS. RHODES: Yes.
MR. TELFORD: What do you think about number three?

MS. RHODES: Well as you know, I’'m the messenger, the

people at the hospital didn’t have any problem with it at all.

MR. TELFORD: All right.

MR. CLARK: Let me say one thing. We have never =--
I’ve been there 16 years, we’ve never done the wrong study on
an out~-patient.

MR. TELFORD: Great.

MR. CLARK: We’ve not had a problem with it, even
though we’ve not had a written order. It’s kind of confusing
to say she’s sent for a liver scan and we do a bone scan.

MR. TELFORD: All right, that’s a good testimony.

MR. CLARK: Maybe it has happened, but not for us.

MR. TELFORD: All right.

MR. DESAI: What we do is when the receptionist gets
a call from the referring physician’s secretary or nurse, we do
not schedule the patient if there is no brief history by that
physician’s nurse or agent or whoever =~ if there is no
history, we do not schedule those patients.

MR. CLARK: That’s the same thing we do.
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three to date. 8o you're really deoing very well.

However, there’s cne thing before I summarize what
I'm hearing =-- other places we heard well for diagnostics,
these referrals can’t be written because if we tell the
referring physicians that we deal with that by golly you must
have a written referral or we’re not taking your patient, their
fear is the patient will go someplace else =-- you know, be sent
someplace else. Is that credible?

MR. CLARK: Yes.

MR. TELFORD: Okay. Let me ask you a question then.
What if everybody, what if all nuclear medicine departments had
to have written referrals before they could take a patient? 1Is
it still credible?

MR. LANDERS: 1If they all not only had to have them,
but actually enforced that.

MR. TELFORD: Okay. Now let me summarize the good
suggestions I’ve head about referrals for diagnostic cases.

First of all, I think you’re telling me that we
should have some alternatives in there. We should say you
should have one of the following: A written referral dated and
signed by the referring physician or secondly, you could have
an oral referral provided that the authorized user in essence
said yes prior to administering the byproduct material.

MR. CLAPK: How are you going to verify later that he

said yes?
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MR. TELFORD: I guess we’ll have to get the guy to
initial something. He’ll have to sign or initial something.
You bring up a goed point, but we’ll have to have some gort of
a check off,

Thirdly, we could have oral referrals that are direct
communigues to the technologist handling the patient, provided
the procedure said that if you have any =~ oh, == provided that
you had a telephone log on both ends such that the procedure to
be done was written in the log and a history of the patient is
given with this oral referral, and any gquestions that are
generated are resolved by a call by the technologist or the
person handling the patient, to the referring physician’s
office. So one of those three, and you’ve given me the last
two as being acceptable ways.

That’s impressive because what if you change the
definition of a referral to include all three, then would any
of you have any problem? But equally important, would you
really think that one of the three woul'd be sufficient to get a
clear message across? And I hope you say yes to that. Most of
you are shaking your head yes. Okay.

Let’s move on to number four.

MR. GARRISON: I have one more question.

. TELFORD: Yeah.

+ GARRISON: How about 30 microcuries on that one?

5 B B

+ TELFORD: Oh. Well now this is just a reminder,
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a B part. A is the referral and the manual because they work
together as I‘ve described. B is the prescription. So you
could almost take this, the intent of this, as saying the
person involved, every person involved, understands what
they’re supposed to do. They understand the directive and the
steps that they’re supposed to take. So what’s not clear here?

MR. LANDERS: My question then is do we ask every
person involved in every prescription, carrying out of every
prescription, to sign a document saying I understand what I am
doing in this case?

MR. TELFORD: You can if you like, but this is just
one of the eight good things to do. You may not want to do
that, you may want to say I have annual training programs or I
have this or I have that. But would you like to delete that,
would you say it’s no good, throw it away?

MR. CLARK: I think that understanding the
prescription would be a condition for carrying on. You would
not do any procedure unless you understood what it was you were
supposed to do. For me, that would be a condition of going
forward. 1If you didn’t understand it -- I mean, occasionally
people might make a mistake, but not consistently.

MR. TELFORD: Yeah, you might have a procedure that
says if you don’t understand it, you ask questions.

MR. CLARK: Which should be common sense, or

understood.
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MR. TELFORD: Okay.

MR. LANDERS: 1If that'’s what you’‘re == if that’s the
intent here, then I certainly agree with it. 1If this does not
require some positive action for each prescription, then I
agree with it. If it requires a positive action, then I think
we should delete this.

MR. TELFORD: Okay.

LT. CMDR. PULCRANO: I was just agreeing with him.

MR. TELFORD: Agreeing with what statement?

LT. CMDR. PULCRANO: With, you know, if we’re going
te have tc have positive action, we’ve got a big problem here.

MR. TELFORD: Right.

LT. CMDR. PULCRANO: Because we could just have
questions all day long.

MR. TELFORD: Okay.

LT. CMDR. PULCRANO: If we don’t need a positive
action, then maybe we really don’t need the statement.

MR. TELFORD: Recall that we reviewed everybody’s
programs, recall that we went to 18 sites. Now you may have
forgotten what we told you this morning.

Darrel, what would you be looking for if you got to a
site for a site visit -- what are you looking for in somebody’s
program or what would you go ask people, a technologist or
something, such that you could assure yourself that number four

was being satisfied?
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M. WIEDEMAN: 1I'd ask to see their diagnostic
procedures ma:ual and then make sure that they understand it.
I also would lock at what kind of a training program, when were
they given this manual, do they have annual retraining such as
a review, an annual review of the procedures manual where they
have in-service training to go over the manual again and
discuss the different procedures and clinical indications. One
thing to remember, I believe the intent was to clarify the
terminology used in nuclear medicine.

I’l]l give you an example. In one hospital, a
metastatic scan means one thing where at another hospital it
may mean something else. So what we want to make sure is if
like you get a diagnostic referral for osteomyelitis scan. If
you open up your manual, you don’t find an osteomyelitis scan,
of course you’d know it would be a bone scan =-- well then what
would you do, it’s not in your manual. You go to the

thorized user and say now this is what we have, it says
osteomyelitis scan. At that time, I assume your authorized
user would say well we want a bone scan on this patient. And
the same thing with a metastatic scan or thyroid scan, what
exactly is a thyroid scan; is it with technetium, is it with
iodine. And so it would be spelled out in the procedures
manual.

MR. TELFORD: 8o what you'’re saying is you would

guestion the technologist as to what they would do with this
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hypothetical case and if the response was that they would seek
clarification with the authorized user, that was the correct
response.

MR. WIEDEMAN: That’s correct.

MR. TELFORD: You’‘re not lcoking for a checklist
where everybody had signed off and signed their name that in
fact they understood what they were doing before they did every
case.

MR. WIEDEMAN: Even though there were a couple of
hospitals that had that.

MR. TELFORD: Wow.

MR. LANDERS: I agree with that concept. I’m just
not absoclutely positive that’s what that says.

MR. TELFORD: How would you like it to say that?

MR. LANDERS: All I'm doing is criticizing, I‘m not
offering suggestions here.

(Laughter.)

MR. LANDERS: I’'m offering from a weak position here.

MR. TELFORD: Well you can do whatever you want to
do. If you want to criticize, that’s fine.

Yes?

MR. ARGAWAL: T would like to suggest that not every
procedure, but every person working in the nuclear medicine
department should be asked to sign a statement that they

understand the procedure manual. Not for each procedure but
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they should be trained or monitored by the chief of the staff
or somebody, chief technologist. Suppose a new person comes
and you give that person to do the certain case and they didn‘t
understand it. Then there are mistakes.

MR. TELFORD: Okay, if I’m understanding what you’re
saying, you’re saying change the focus of this -~ take the
focus oft of diagnostic referrals and prescriptions and put the
focus on the technologists, the people working in the
department, to make sure that training is adequate, make sure
understanding is adegquate, have scme sort of a positive
feedback for each person. Okay, sounds good.

MR. LANDERS: Can I go ahead and phrase mine in a
different way? I would modify that by making number (B) say
"If the prescription is not understood by any responsible
person, that person shall obtain clarification before
proceeding."

MR. TELFORD: Okay, thank you. Do we have a
suggestion over here of how to modify it, or any comments? Do
you want to throw this away -- delete this?

Jean?

MS. RHODES: No, I think we need that.

MR. TELFORD: You need that, okay.

MS. RHODES: There’s something else we haven’t talked
about that one, when the tech can’t read the handwriting.

MR. TELFORD: Yes.



meant and went on.
MR. TELFORD:
MS. RHODES:
procedures that tells
MR. TELFORD:
MR. CAMPER:
ne, I want to give you
in the real world, and see

-

houghts

A patient came in to hav nostic thyroid scan,
the dosage for the scan at this particul: facility was on the
order of 50 to 100 microcuries of }1. The technologist went
to the procedures manual and found th ne procedures manual
said 4.5 millicuries. The techn

wwlogist ordered the dose and

administered 4.3 millicuries to the patient. A ain, the dosage
S g

should have been 50 to 100 microcuries. 1Is there anything that

any of you think could be done in this particular area to
offset a problem like that?
MR, GIPSON: Fire the
MR. TELFORD: Stanley said fire the technologist.
MR. CAMPER: 1Is there some way to get at this in
better detail via training example?
TELFORD:

DYCAN

GARRISON: We require a yearly review of the
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manual before you get your pay raise.

MR. TELFORD: Before you get your pay raise.

MR. GARRISON: Before your yearly review, you’re
required to check off ~- works real well.

MR. TELFORD: Okay.

MR. GARRISON: I think there should be =-- each
institution is going to be different, but personally I feel ==
I think every year you should review the procedure manual, you
know.

MR. TELFORD: Oke&y. Most of your colleagues are
shaking their head yes.

Yes, Tawfig.

MR. HAIDER: I know we’re worried about the procedure
manual, but can we just say that if you don’t understand, ask
somebody who knows?

MR. TELFORD: Okay, so you're following Roy’s ==

MR. HAIDER: 1Instead of looking at the book and see
what it says and what it don’t say and saying well let’s see,
does this apply, no it doesn’t apply, it goes with another one
== why don’t we just ask somebody who knows.

MR. TELFORD: All right, so put in a statement that
says if you don’t understand, ‘ou must ask somebody like the
authorized user.

MR. HAIDER: Right,

MR. TELFORD: Okay.
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MR. LANDERS: And in that particular instance, that'’s
a fairly significant one because there’'s a discrepancy between
the prescribing -~ almost the prescribing physician and ¢he
authorized user‘s written procedure. 1In a case like that, I
think clarification should be obtained from the authorized
user,

MR. CAMPER: Yeah, I think the real problem is =-- and
we’'ve seen this in a couple of other cases, I’'ve cited one, but
there are times when there seems to be a lack of appreciation,
if you will, between microcurle quantity and millicurie
quantity of I-131. And to what degree can licensees or the NKC
as a regulator ' agency approach this problem. We are about to
prepJ4re an information notice that wiii go out and will show
licensees about six cases involving I-131 recently where
misadministrations or incidents occurred, and we’re going to
academically revisit this idea of uicrocuries versus
millicuries and the differential exposure and what-have-you.
But it is disconcerting at times when you see scme of the
things that take place. There doesn’t seem to be a good
appreciation for microcurie versus millicurie guantities of I~
131 and the fact that you can get into the threshold range at
very low doses, depending upon the condition of the patient.
That's the point for bringing it up and seeing if anyone has
any input, because we were getting such good comments.

MR. TELFORD: Tony, you had a point?
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AFTERNOON SESSION

MR. TELFORD: Okay, let’s go back to work on the
eight objectives. Before lunch, we got through the first four
objectives and we’ll continue through the last four.

I'm going to leave the first four objectives up on
this screen and then I’'m going to put the last four objectives
over here, so you can see everything at once in case you want
to refer back,

Let’s pick up cbjective number five. This basically
saye that make sure the medical use is in accordance with
either the referral in the manual or the prescription in the
case of therapy. And my question to you is, would you like to
delete this, modify it or retain it.

MR. ARGAWAL: I would say that just as a kind of a ==

we have gone through that it has to be to a prescription. Now
it is somebody else that is trying to ensure that you have
followed the policy. And that’s only =-- once it has been done
according to the prescription, I don’t see any =-- unless =-- and
there is a record keeping of that -~ that there is another need
of somebody ensuring that it has been done right.

MR. TELFORD: Well, let’s see, for a diagnostic test,
you would issue a report that says what was done and you would
send that back to the referring physician S0 your report
would say =-- it would really confirm that the medical use for

this diagnostic test was exactly what was described in your
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t0 do to ensure that it =«

MR. TELFORD: Oh, recall ~-- recall that this is a
performance~based group. These are the eight good things to
do. §o0 you can ensure however you want to, however you think
is sufficient. Now what we've suygested is that for diagnostic
cases, you have the report which demonstrates that this was
done.

Any comments from over here?

MR, MORRIS: But is somebody keeping a record of how
many of these were done? Who knows what was done =~

MR. TELFORD: Okay.

MR. MORRIS: == unless you'’ve got them on file
somewhere?

MR. TELFORD: No, it’s not on there. 1It'’s next =-=-
it’s on tomorrow’s agenda, 1 believe. We’re going to discuss
records and we’re going to say what needs to be kept and et
cetera. 5o, let’s save the question on records for that
session. This is just the concept that do we need some sort of
procedural step that demonstrates what actually happened was
what was supposed to happen. That’s all that is.

Roy .

MR. LANDERS: I have trouble with the word "is".
You’re putting the word "was" in there.

MR. ARGAWAL: That means the same thing.

MR. TELFORD: Oh, you’re thinking is about to be.
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(Laughter.)

MR. TELFORD: Okay.

MR. LANDERS: We have just gone through understanding
the prescription. Are you now suggesting that we carry out the
pPrescription properly? Not that it waes carried out properly or
improperly.

MR. TELFORD: Well, you could look at this, I think,
either way. I mean, you could say, you'’ll have a procedure ==
in the case of the diagnostic clinical procedures manual, that
probably is your procedure for making sure that what is about
to happen will be in accordance with the directive, because the
authorized user is really doing the directing here in the
manual. 8o, if you look at "is" as if it said, is about to be,
then the manual would do that for you. 1If you’re looking at
therapy under the prescription, then if you had a prescription
for the teletherapy or if you had a brachytherapy pre-plan or
pre-implant prescription, ther that would make sure that ==
would ensure that the medical use is about to in accordance
with what was directed.

But you could also look at this as after the fact, in
the past tense. You could look back to see what was actually
administered to the patient. 1In teletherapy, you probably do
this every day. You probably have a chart on your patients and

it says 200 rads is the daily fraction and you enter how many
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rads you gave today or something eguivalent to that. So you
keep track of that for that patient over the 20 or 25 or
however many fractions they get.

80, that one chart would be your procedure for both
instructing the teletherapist -- the technologist, I mean, to
give that patient 200 rads and it would also be your record
that shows that 200 rads was given. So, I mean, that’s the
simple intent.

I'm opening it up. You know, is this something you
want to delete or is it something you want to modify or
something you want to retain?

MR. LANDERS: I just need clarification on it, I
guess. It appears to me as if ~-- the way I interpret that is
that you need to check what you’re going to do before you do
it.

MR. TELFORD: No. 1If you have == in number four, we
basically said we want to make sure =-=- one way to look at this,
the other way around, is that the technologist, or the person
doing the work, knows their job. They know how to do it and
what to do over here. That’s cone way to emphasize this. So if
this person knows what they’re about to do, if it’s a
diagnostic case, then here’s their instructions of what to do
in the manuai. If it’s therapy, then we have a prescription
that says what the patient is supposed to get. I don’t think

there’s any intent to ensure that a patient --ensure that a
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person knows that they are going to do something before they
actually do it, I mean, you could look at this in the past
tense and that would be sufficient. You could have a proce. 'ure
that records that there was -~ that what was prescribed was
actually administered -~ records agreement, and you can satisfy
number four,

MR. GOMEZ: So you change =~ you're saying the
medical use was in accordance...

MR. TELFORD: We could ~- you know, if you wanted to
say, rewrite this and put was in the place of is, if that makes
you feel better and you understand it.

MR. GOMEZ: Why? Because if you say this is after
you have made the diagnostic studies.

MR. TELFORD: Uh=<huh.

MR. GOMEZ: I mean the report, before you can say
something like that.

MR. TELFORD: Okay.

MR. GOMEZ: That the study was made in accordance
with the prescription. 1Is that the purpose ==

MR. TELFORD: That’s one way of demonstrating that
the administered =-- or the administration was in accordance
with what was prescribed or directed.

MR. LANDERS: Again, let me ask, is it pessible here,
in the case of teletherapy or therapy, what you mean is that a

clear set of instructions for what to do for each treatment



e

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

101
procedure is available, how long to leave the unit on and such
things as this?

M.'. TELFORD: That sounds like treatment planning to
me under number eight.

Darrel.

MR. WIEDEMAN: Let me give some examples of how
various different participants complied with this one. 1In the
diagnostic procedures manual, many times they would have
references of the clinical indications, such as -~ let’s take
for instance a bone scan. The procedures manual would say bone
scans are given to patients with the fellowing diagnosis and
they list, oh, eight or ten various different things that you
would look for in a bone scan. It also lists the typical range
for adult and pediatrics. When it came to prescriptions,
basically that the referring physician, what he ordered was
what was given and that would be done by the authc:ized user.
You fill out a prescription outlining exactly what type of
therapy he wants. Another example I can think of is -~ let’s
assume that you got a diagnostic referral that said I-131 scan.
The first thing the technologist is going to do is look in his
procedures manual; there is no listing for I-131 scan. So, we
want to make sure there is a procedure in place where you can
go back and find out exactly what does the referring physician
want and have the authorized user and the referring physician

discuss it and decide what would be the appropriate test for
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the patient.

MR. CLARK: At that point, my logic tells me that 1if
I got a.i order like that, I would call the physician and ask
him what he wanted.

MR. WIEDEMAN: That'’s another way of doing it.

MR. CLARK: You knew, I wouldn’t =-- to me, that'’s
just a logical course of acticn, instead of having te go to a
procedure manual. 1I~131 can be for several different things.
To get it right, you would have to ask the doctor that ordered
it, in my mind.

MR. WIEDEMAN: Exactly.

MR. TELFORD: Well, that’'s a procedure that ensures
it.

MR. WIEDEMAN: That'’s how you ensure it.

MR. TELFORD: De¢ you guys want to make this past
tense?

MR. LANDERS: VYes -~ but if we do, then Lerhaps it’s
covered later on by unintended deviations.

MR. TELFORD: Maybe not. Let’s stick with number
five for now.

Commander, what would you like to say about this?

LT. CMDR. PULCRANO: I still get the feeling that
we’‘re still tied up with what we said over here this morning
and what we'’re saying over here in number five this afternoon.

MR. TELFORD: Okay.
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LT, CMDR. PULCRANO: It seems to me like so far we've
said the same thing. If we’'re saying the same thing, why are
we saying it again?

MR. TELFORD: Okay.

LT. CMDR. PULCRANO: In other words, why go through
all of this rigmarole to ensure that we're going to do it in
accordance with a procedure or a prescription and then turn
around and say ensure we’'re going to do it that way? You know,
why go through this rigmarcole and then say let’s do it all over
again? That’s what it sounds like to me.

MR. TELFORD: Okay. As this one is written, it says
make sure that the prescription is understood, the person knows
what to do. And over here, this says, make sure that was done.
80 maybe to your way of thinking, you could combine these two
and say it once.

LT. CMDR. PULCRANO: I would feel comfortable with
it,

MR. TELFCRD: You could say the prescription is
understood and --

LT. CMDR. PULCRANO: And carried out.

MR. TELFORD: == carried out.

David.

MR. GARRISON: Yeah, I agree with that.

MR. GOMEZ: You can say confirm that the medical use

== instead of ensure, just say confirm.
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MR. TELYORD: Ceonfirm.

Roy.

MR. LANDERS: I would agree you with that if you
appended it to the end of four and just say carry it out.

MR. TELFORD: All right,

Tawfig.

MR. HAIDER: Yeah, I agree with that.

MR. TELFORD: All right. Okay, group, you’ve got to
keep up your half over here. Come on. Jean.

ME. RHODES: 1 was looking at the plan that we did.
We talked about two different things for number four. We
talked about the workers knowing how to do things and being
able to read the recorde. And then for number five, it was
identifying the patient, confirming the dose by dose calibrator
and documenting the pharmaceutical dose in the record.

MR. TELFORD: Okay. But would it make it any easier
to combine the two, or have no effect on you?

MS. RHODES: To usg, it would have no effect.

MR. TELFORD: Okay.

MR. DESAI: I think it would be easier to combine
four and five.

MR. TELFORD: Okay.

Tom, do you agree to?

MR. WHITE: Combine.

MR, TELFORD: Combine.



MORRIS:

MR.
(NO responze.)
MR. TELFCRD: Okay, 1 8 go to six. 31X 15 about

ldentifying the patient. iow what we ly shoul » I should

confess to you that we will probably modify thi > Say

redundantly identify the patient. We'’'re really looking for two
different ways to identify the patient. So let me confess that
and then as you if you would like to delete, nodify or retain.
Ton.
MR. WHITE: I agree with
redundancy.
MR. TELFORD:
MS. RHODES: Chink you can ask somecone too

many questions.

MR. TELFORD: \ right. At least twice, okay.
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MS. RHODES: Well I’'m a nurse, and when you give
medicines, you check five times.

MR. TELFORD: All right. Lori.

MS. HANLEY: 1 have no problems with it.

MR. TELFORD: All right. Jerry.

MR. MORRIS: Well back to the teletherapy use you
alluded to this morning, after a certain number of patients,
you should know the patient, so I guess after a period of time,
you don’t need to keep checking, do you?

MR. TELFORD: Well that’s an interesting gquestion.
What do you do on the tenth time, Roy, how do you feel about
patient ID the tenth time around or the 12th time around?

MR. LANDERS: Well generally speaking, we call the
patient by and if they show .p and are recognized, we consider
that them.

(Laughter.)

MR. MORRIS: Just one time only, not redundant.

MR. ARGAWAL: The first time two times, and then the
second time it is already two times, so it is redundant.

(Laughter.)

MR. TELFORD: That’s an interesting argument there.

MR. CLARK: Maybe we should add that an unknown
patient is verified as the individual. If you don’t know who

it is, you need to find out. Then once you know that person,

then you don’t need to re-identify them.
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MR. TELFORD: 1In the case of a teletherapy patient
where it’s =--

MR. CLARK: First contact.

MR. TELFORD: Okay, upon first contact with a patient
== except what if you have a patient that -« it’s a teletherapy
patient and there’s a span of time between treatment fractions.
Maybe they went on vacation for a couple of weeks or maybe you
treat a lot of teletherapy patients. A span of time has
happened, and now don’t you need to redundantly identify the
patient when they come back?

Darrel, you had a point?

MR. HAIDER: If everybcdy takes a picture ==

MR. TELFORD: Picture.

MR. HAIDER: Yeah, if everybody takes a Polaroid and
puts it in their chart.

MR. TELFORD: So you ask them their name and then you
look at the picture and that’s enough.

MR. HAIDER: Well the picture has its name =-- I mean
you that’s them.

LT. CMDR. PULCRANO: If you’ve got a chart with a
Polaroid picture and you call that person’s name, that person
answers to the name in the chart and the picture matches the
patient, I think we’ve got a match,

MR. TELFORD: Yeah, except you realize we can’t tell

everybody to go take a Polaroid picture because this is a
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performance-based rule. We can always say it’s a good thing to
do to redundantly identify the patient. How you do it, we want
to leave up to you. But I agree, that sounds like a match to
me too.

Darrel, you had your hand up.

MR. WIEDEMAN: I was just going to say that many of
the procedures that you have in teletherapy, there is a dual
verification, such as photographs as you’ve already said, Some
facilities take photographs of =-- Polaroids == of the tattoo
marks, and when you’re doing your patient setup, you also look
at the tattoo marks and verify =-- you know, if you’re treating
a lung and all of a sudden you’'ve got a photograph of tattoo
marks of a back, it’ll make you think, well do I have the right
patient. So there is a lot of dual verification that goes on
in teletherapy.

MR. LANDERS: Whose responsibility might this be?
Sometimes we get a patient who is not able to communicate. The
physician tells us who this patient is and we have no way of
verifying it other than looking on their arm band.

MR. TELFORD: This is a teletherapy patient?

MR. LANDERS: Yeah. Assuming that someocne else
labeled tleir arm band properly.

" MR, TELFORD: First contact?

MR. LANDERS: Right.

MR. TELFORD: This is an in-patient with an arm band.
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MR. WIEDEMAN: Procedure.

MR. TELFORD: Okay. Anything else on number six?

(No response.)

MR. TELFORD: All right, number seven. Now this says
identify any deviations. Now I’'m sure you're going to tell me
something about the word "unintended", so an alternate way to
read this is to leave ocut that word. But basically we’re after
identifying deviations from what was supposed to happen. Now
we're not after a record of these deviations because that comes
up in the audit. We’re only after a procedure that says you
will make note of deviations.

Darrel.

MR. WIEDEMAN: 1711 give them a couple of examples.
You know that many times when your physician writes a
prescription for iodine therapy, let’s say for example he
writes a prescription for 10 millicuries. You order it through
your nuclear pharmacy, wherever you order from =-- it may show
up as 12 millicuries, it may show up as nine millicuries. And
all we’re looking for is some way of identifying that a doctor
or authorized user wrote a prescription and we gave nine and it
was approved by the authorized user. So you just say, "Doctor,
we have nine rather than ten." If he says that’s sufficient,

that’s more than adequate, he signs off on it, that’s all there

is to it.
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deviation?

MR. WIEDEMAN: From the dose. If your authorized
user has prescribed -~ you’re talking teletherapy =-- you’re
supposed to give 200 centigrade per fraction ==

MR. LANDERS: Yeah.

MR. WIEDEMAN: And you gave ==

. LANDERS: 199.

MR

MR. WIEDEMAN: 1997

MR. LANDERS: Or 199.6.
MR

. WIEDEMAN: You could be three or four percent off
anyway.

MR. LANDERS: 8o perhaps there is a little judgment
involved here, but we can’t quantify it. 1Is that the problem?
A significant deviation or something, but we can’t do that.

MR. TELFORD: No, the answer to your question is "all
of the above". Every one of those cases that you mentioned,
those are all deviations, but there’s no stigma attached to a
deviation,

MR. LANDERS: But there can be an enormous amount of
work involved in recording something because of 1/100th of a
minute off out of four minutes.

MR. TELFORD: 1In the case of teletherapy, don’t you
write in the fraction administered each time?

MR. LANDERS: We write in the dose that is to be

administered and on the face sheet we have the time to be



10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

s

dialed in.

MR. TELFORD: Okay.

MR. LANDERS: Technologist will dial that time in on
a mechanical timer and the electrical timer will record what
was done. If the two disagree with each other by 1/100th of a
minute, I don’t know what happered, but I know it’s totally
insignificant.

MR. TELFORD: That'’s not what I asked. Don’t you
record the dose given, or its egquivalent?

MR. LANDERS: 1In that case they would record ==

MR. TELFORD: That is, the time actually during which
the dose was given.

MR. LANDERS: In that particular case that I just
outlined, they would record 200 as having been given, if that
was the dose called for.

MR. TELFORD: Okay, 200 was the prescribed dose, 200
was the delivered dose. Okay, what if you had 201, you’d write
down 201 or 205. Then you’ve done both, you’ve identified the
deviation.

MR. WIEDEMAN: And you’ve evaluated it by saying it’s
insignificant.

MR. TELFORD: Ckay.

MR. CLARK: Let me ask one more guestion. For a
nuclear medicine procedure, if you unintentionally deviate from

the diagnostic referral, if he comes in for a liver scan and I
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do a bone scan, is that not a misadministration?

MR. TELFORD: VYes,.

MR. WIEDEMAN: Did your authorized user =-- wait a
minute, the referring physician ordered a -~

MR. CLARK: Liver scan.

MR. WIEDEMAN: =~ liver scan, you did a bone scan.
Who decided that that patient’s going to get a bone scan?

MR. CLARK: I did accidentally.

MR. TELFORD: 1It’s a misadministration.

MR. CLARK: Right.

MR. WIEDEMAN: But if your authorized user said no,
that patient needs a bone scan, not a liver scan, and initialed
off and directed you to do that, then that is not a
misadministration, because the authorized user is the one that
can change the prescription at any time.

MR. CLARK: 1Is that an intentional deviation or an
unintentional? That unintentional worries me a little bit.

MR. TELFORD: Let me make it easy for you, throw that
word out.

MR. CLARK: Oh, we're going to get rid of that word
altogether?

MR. TELFORD: Yeah, that’s a deviation, the case you
described, when you substitute a bone scan for a liver scan ==~

that’s a deviation. So you would have a record of what you

actually administered. You administered a liver scan. Then
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you would look at it and say whoops, 1 was supposed to do a
liver scan. You’ve identified it, you’ve evaluated it. It
just so happens in thigs case it turns out to be something else
as well, something more than a deviation.

Okay, Stanley, any comments here?

MR. GIPSON: 1I don’t think so.

MR. TELFORD: Jerry?

MR. MORRIS: No.

MR. TELFORD: Lori?

M5. HANLEY: No.

MR. TELFORD: Ashok?

MR. DESAI: No.

MR. TELFORD: Jean?

MS. RHODES: No.

MR. TELFORD: All right. Well Neil, can I get
something out of you on number seven? Have you got any
suggested modifications?

MR. CANADA: Well you’re not saying that if -- say
the bone scan calls for 20 millicuries of MDP and we give 21,
but that’s still within the ten percent, then it’s not ==

MR. TELFORD: Well it’s a deviation but there’s
absolutely no stigma attached to the fact you’ve got a
deviation. You have to loock at the amount of the deviation to
find out whether it’s reportable or not. 8o it’s no pain to

you, you know, no work involved other than the fact that you



.'.1

10
11
12
13
14
15
16
17
18
19

20

22
23
24

25

117
just identify it, and you did by noting the fact that it was
21.

MR. CLARK: Same thing with therapeutic iodine, if
they prescribe ten and it’s not going to assay at ten exactly
every time, it’s insignificant so that doesn’t count for a
deviaticn,

MR. ARGAWAL: It depends how much it is.

MR. LANDERS: 1If it’s not what was prescribed, it'’s a
deviation.

MR. TELFORD: It is a deviation.

MR. CLARK: Well if he prescribes 10.8 or ten and you
get a capsule and it’s 10.8, you can’t take some of it out.

MR. TELFORD: That'’s true.

MR. CLARK: I’'m going to give it to him.

MR. TELFORD: Okay.

MR. HAIDER: 1I think all he’s asking is that you
write down that you’ve given 10.8, he’s not asking that ==

MR. CLARK: No.

MR. LANDERS: No, hr isking alsc that we identify
that as a deviation and evaluate it.

MR. CLARK: The way we do that, we have prescribed
dose in our isotcope log and then the assay beside it.

MR. TELFORD: And the assay is what’s administered.

MR. CLARK: Right.

MR. TELFORD: All right. And you look at ten
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prescribed, 10.8, you say I’‘m going to give it because it’s no
big cdeal. All right, you’ve identified it, it’s in your assay
log. You’‘re goirg to administer that so you know what was
done. You’‘ve evaluated it.

MR. CLARK: But you're ccvered.

MR. TELFORD: Yeah, you’re covered, you’‘re already
doing it,

LT. CMDR. PULCRANO: 1It’s kind of one of those filled
in things., You say you’re going to give someone for a study
but in your SOB and any instructions and the regulations, they
give you a leeway of so many percent. You draw up something
that’s & half a percent more than what you Gaid you were going
to give -~ well you’ve made the evaluaticl I’'m within my
guidelines, I mark down I gave that tenth of a percent more or
whatever, and yc. go on and don’t worry about it.

MR. TELFORD: Right.

MR. LANDERS: Let me suggest a change.

MR. TELFORD: All right.

MR. LANDERS: Change the words "identified and
evaluated" to "identifiable and evaluatable".

MR. TELFORD: You just about lost me there, Roy. Oh,
"Ensure that any deviation is identifiable and evaluatable."
But ycu could stay home and do that, you don’t have to come to
work.

MR. LANDERS: Somebody has to record the fact that we
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MR. TELFCRD: It’s in his log. Isn’t it
MR. LANDERS: Exactly.
MR. TELFORD: Well you’ve identified it, you’ve
recorded it.
MR. LANDERS: I haven’t ldentified it as a deviation.
MR. CAMPER: The fact that they don’t agree is a

deviation.

MR. LANDERS: That’s correc

t

but why do I have to
record that it’s a deviation or identify it as ==

M’ TELFORD: Do you see record up there yet?

MR. LANDERS: It says "Deviation identified and
dev.ation evaluated."

MR. TELFORD: Okay.

MR. CLARK: A regular log entry would qualify for
that.

MR. TELFORD: Right. We don’t get to records vet.
If in our recordkeeping requirements, we said keep a rec of
all deviations, then you would have a concern. But ot

out, see if we have that.

MR. CAMPER: Let me make a point here too, if I may,.
There’s a couple of easy ways to solve this problem and they

deal with your procedures manual. One is that your procedure
manual simply define the fact that a particular procedure has

§ N v

dose range associated with it Ckay? Ten to 12 millicuries,
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ckay.

MR. MORRIS: Well it seems to me that the statement
is correct, when he agrees with the treatment plan, that is his
prescription., So it sounds like it’s saying what we want it to
say. But it might could be worded better,.

MR. TELFORD: Stanley.

MR. WHITE: Sometimes the physician would write in to
treat 90 percent, you know, so there would be sort of a change.

MR. TELFORD: All right.

MR. WHITE: But 90 percent, for example, would mean
where he wants 4500 centigrades to be delivered.

MR. TELFORD: All raignt.

MR. ARGA™AL: I would put "The treatment plan is
approved by the physician." And that will ==

MR. TELFORD: Yeah, that might be a complete
alternative, just to say that the brachytherapy, teletherapy
treatment plans are approved by the authorized user. Do you
agree with that, Roy?

MR. LANDERS: Yes, I do. I do have a question,
however, concerning some brachytherapy cases when there is no
"treatment planning" done by physicist or dosimetrist or
technologist.

MR. TELFORD: What do you have, do you have a
prescription?

MR. LANDERS: Yes.



saying when there’s
a treatment plan, : 101 agree with the p-e-zription, nct

that there will be and it wi agree., 3 the orrect?

MR. WIEDEMAN: [ was just going to say the
brachytherapy programs that I (ed at during the site visit,
it was really a two-phase ops
physician would examine the patient
anc he would write a pre-treatment
consisted of words of "intracavit
after~loader, cesium 137 sources
range of 3500 to 4500 centigrade. nd th the next phase,
the patient would be taken in surgery e plicator would
be inserted, the dummy sources would be inserted, then there’s
a combination of things. Either radiographs are taken, CT ==
usually radiographs, @n con ison of mograms and charts
and a final treatment plan wou hen be documented, that we’ve
decided to load 5~10~10 cesium sources in a certain type of

applicator and so many milligram hours therapy, to remain in

the patient from this time t: 1at tim and removal on this

date. That'’s basically what I s in most of the cases. Maybe

were done differently?

MR. ARGAWAL:
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that there are several phases in which the brachytherapy is
done. So =-- and the treatment plan is in the beginning not
associated with the prescription. 1It’s the idea of the
physician of what he wants to do rather than what the final
prescription will be. It is started that way.

MR. TELFORD: Okay. Any other comments on number
eight?

MR. WHITE: I would like to see the requirement that
the physician sign the treatment plan, for his approval.

MR. TELFORD: Okay, you’re agreeing with the two
gentlemen over here.

MR. WHITE: right.

MR. TELFORD: That the authorized user should approve
the treatment plan. Okay, good, I like that.

All right. Now we’ve looked at each of the eight
objectives. There’s one more part of the proposed 35,3% and
that’s the audit.

MR. GOMEZ: Can you say "approve and sign"?

MR. TELFORD: Yes, they have to approve it in
writing, approve it by signing it or initialing it or
something, that’s correct -- I mean, I agree with that,

You’ll have to refer to the notice, the Federal
Register notice to look at the exact words for what’s in there
for audit, but these four items that I have on the screen here

are the essence of it., There’s an annual audit that says every
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12 months and 1t suggests that -- in the Regulatory Guide
anyway, it’ll suggest that scmebody should be doing the audit
who was == who didn‘t do the original work. You don’t audit
yourself. But actually we should delay that discussion for
when we get to the Guide.

But the point I’m trying to make is that you don’t
have to hire an outside group necessarily to come do your
audit. There shculd be an evaluation of that audit, we said by
the licensee management, and the management should determine
that the program is still effective. And fourthly, that if
required, they should prouptly make any modifications to
prevent recurrences that they’ve discovered during this audit.
This is a built-in feedback locp, if you will, to let the
licensee self-correct. Then when the inspector gets there, the
inspector could look at the audit report, the findings and what
was carried out by management or directed by management, and
see that they had some smali problems and management determined
that well, this 1s not a big deal, we don’t need to do anything
about this, or they discovered one problem area and they'’ve
already fixed it.

So I’ll open it to you, what would you like to do
with this? Would you like to deiete it or modify it or retain
it. Tawfig?

MR. HAIDER: Well we‘re going to have to do some

major modification here, especially on two and three. First of
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all, management doesn’t know anything about radiation therapy
or brachytherapy or nuclear medicine, and I don’t feel they’re
qualified to evaluate it. And second of all, how can they tell
whether it’s effective or not? They just look at it, "oh,
yeah, it looks about right, yeah, we’re doing pretty good."

MR. TELFORD: COkay.

MR. HAIDER: So¢ I think it needs to be within the
department, somebody pulls out a certain amount of charts every
three months or so, looks at it to see if everything is done.

MR. TELFORD: What would you like to see in place of
management here? You said the department ==

MF. HAIDER: The radiation therapists, could be the
dosimetrist, maybe the physicist, or the physician.

MR. TELFORD: How about the department chairman?

MR. HAIDER: That would %e fine.

MR. TELFORD: That does the evaluation.

MR. HAIDER: Sure, somebody who knows about x-rays
and how to read charts ancd all that.

MR. TELFORD: All right, who do you want to make this
determination?

MR. HAIDER: The same person as number two.

MR. TELFORD: OKkay. Somebody else have a comment on
those lines or a different line?

MR. DESAI: We have =-- we already have a radiation

safety committee and also the QA committee, hospital-wide.
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MR. TELFORD: Okay.

MR. DESAI: That meets four times a year fortunately,
and we go there and report whatever the difference is or the
results of the program to the global hospital-wide peer
committee. And this is going to be a duplication of what you
already do.

MR. TELFORD: Let me see if I understand what you’re
telling me. You have a QA committee that’s separate from the
RSC, radiation safety committee?

MR. DESAI: The hospital-wide QA committee that is
required by the Joint Commission.

MR. TELFORD: Yeah, okay. 1It’s separate from your
radiation safety committee?

MR. DESAI: That is correct, yes.

MR. TELFORD: The QA committee meets once every
quarter,

MR. DESAI: That is correct, and so does radiation
safety committee.

MR. TELFORD: So what do you do when you report to
them? What do you -~ are you saying that you do an audit every
quarter and you go tell them the findings?

MR. DESAI: 1If we have four misadministrations, we’ll
gé to the peer committee and tell them that we had four
misadministrations in the month of February. What did we do,

we say that,
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MR. TELFORD: ©Oh, number four, what did you do to
prevent recurrence?
MR. DESAI: That is correct. And we already report
that to the internal QA committee of the hospital.
MR. TELFORD: Okay.
MR. DESAI: And if you want to do something else,

this is a duplication of what we already do,

MR. TELFORD: Well let’s be clever here, let’s figure

out how to make this easy. So you would substitute your QA
committee for management.

MR. DESAI: That’s %“rue.

MR. TELFORD: You already do the audits.

MR. DESAI: That’s correct.

MR. TELFORD: Now this would only require one of
those, one out of four, you’re going to do four times a year
instead of one, so you're covered.

MR. DESAI: True.

MR. TELFORD: But if we said the QA committee will
evaluate and the QA committee will make a determination, you
don’t have to do anything extra, you’re covered.

MR. DESAI: That'’s true.

MR. TELFORD: Okay. So it seems like we need a
couple of alternatives here. Do you have a QA committee?

MR. HAIDER: I have a QA committee. Every week we

have a chart round and there are only five people, so evevybody
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is there and we discuss all the problems, and one time we did
discover one problem andi we found a way how we can prevent it.

MR. TELFORD: Okay.

MR. HAIDER: But it’s done on a weekly basis and
usually what happens is sumebody types up what we have come up
with and hands out to everybody else and they kind of keep that
in mind. But we keep these reports every week and anybody is
welcome to look at 21l these 52 reports a year,

MR. TELFORD: Okay, so we have a couple of
alternatives so far. One would be the department chairman and
one would be a hospital QA committee.

MS. RHODES: Okay, well now we go to the radiology
department committee, which is a diagnostic radiologist,
radiation oncologist, department head for radiology and
respective heads for nuclear nedicine and radiation therapy,
and we discuss the results of the audits. And they make -~
that committee makes recommendations which goes on to our
hospital quality assurance committee.

MR. TELFORD: Okay, so you have two committees.

MS. RHODES: We have the experts to make
recommendations.

MR. TELFORD: So you have the experts that do the
evaluation and make the recommendations.

MS. RHODES: Yes. And then it goes on to the

hospital quality assurance committee.
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MR. TELFORD: All right.

MS. RHODES: Or their representatives from medicine,
surgery ==

MR. TELFORD: What do you call this committee that
you go to the first time?

MS. RHODES: Radiolog, departmant committee.

MR. TELFORD: All right. So this would be a
committee appointed by the department chairman?

MS. RHODES: Yeah, we’re a small hospital, so it sort
of is the department, they are the department.

MR. TELFORD: Yes?

MR. GOMEZ: They say that in order to improve
discussion of the pecple, the workers, the radiation workers,
physicians and technologists, you repoert what the dose should
be, it should be known by then by those people. In cther
words, we have a meeting with the people and inform them about
the results of the -~ I mean the reports of the dose.

MR. TELFORD: This would be what would fcllow, Are
you talking about what should follow the audit zrd chis
evaluation, this determination? You’ve made & determination
that something neede« *» be fixed and this is a suggestion for
something to do?

MR. GOMEZ: Yeah, it’s a suggestion for something to

do vith those reports of the evaluations, with the people to be

informed about those.
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reports brought to this committee
MR. TELFORD: Program review -=- annual program

review, do you like that better?

MR,

be the

I. CMDR. PULCRANO: ‘andom sample of charts,
procedures and calibrations,

MR. TELFORD: Okay. e 0y, would you be willin
to say "annual comprehensiv vies rogram review"? That
way you would need to go in

MPR. LANDERS: I don’t know, I guess what I object to

a little bit here is the concept of the audit as opposed to 1if

by review, you mean review records that have been kept of
deviations, misadministrations, so on and so forth.

MR. TELFORD: Well we could follow the Commander'’s
suggestion here. We could say "Perform an annual comprehensive
program review based on a random sample of every patient you
had during the year." So somebody d look at a sample of
all those cases and see what really happened,

were there

nistakes made, were there any
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that you might detect through that review =- that’s the name of
the game. 1If you don’t want to call that an audit =-=-

MR, LANDERS: That’s obviously an audit, where you go
back and study a randomly chosen grouping.

MR. TELFORD: Okay.

MR. LANDERS: We’re talking about instead of that,
reviewing records that were maintained. I know that doesn’t
accomplish the same thing.

MR. TELFORD: Aren’t you reviewing the same records,
but you’re leaving open the guestion of how many records or
what records?

MR. LANDERS: No, I don’t think I am.

MR. TELFORD: Help me out here.

MR. LANDERS: I’'m suggesting that if we have =-- not
that we’re going to, but if we have -- maintained records of
deviations, misadministrations, sc on and so forth, those
records be reviewed by this committee, as opposed to an audit
ocecurring.

MR. TELFORD: Well let me see if I understand what
you’re saying here. Let’s say, for discussion purposes, that
we all keep records of deviaticns. They’re there, but you’ve
got to go dig them out.

MR. LANDERS: right.

MR. TELFORD: Let’s say that we keep records of

misadministrations, whatever those are. Let’s say we have
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records of prescriptions in the case of therapy and we have
records of the administered dose, as you probably already do.

Now if we say Lo a committee, review all those
records. Okay, we 3#%t them into a room, here’s a2 table, we
bring this cart load of records in there and plop them down.
Do you want them to go through the whole thing, all of them?

MR. LANDERS: Huh=uh.

MR. TELFORD: Okay, what do you want them to do?

MR. LANDERS: By keeping records of those, I don’t
really mean keeping the patients’ charts, but I do fall back on
== to review a record of misadministrations, you den’t have to
review every chart, you only need to review the record of
misadministrations. Now if you want to prove that those were
the only misadministrations, then you need to do an audit or
check every chart, I agree with that,

MR. TELFORD: Or check a sample.

MR. LANDERS: Yeah.

MR. TELFORD: A randomly chosen sample of those
charts, or the records =-- or the patient records.

MR. LANDERS: Right.

MR. TELFORD: Okay. 1Is that what you want to happen?

MR. LANDERS: No, I guess that’s what I’'m saying I
don’t want to happen. I don’t want the audit concept of it.

MR. TELFORD: All right, this is a feedback loop,

it’s for the licensee.
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LANDERS:

TELFORD:

o

Right.

To detect problems that they have or

potential problems, to keep themselves out of trouble. You

don’t want to do that, is that what you'’re telling me?

Tom?
HRn
here, right?

m.

CLARK:

TELFORD:

We're talking about auditing QA records

We’re talking about auditing records of

the directed dose, the prescribed dose and the administered

dose.

MR.

MR,

MR.
charts.

MR.
charts.

MR.
review.

MR.

CLARK:

TELFORD:

LANDERS:

TELFORD:

LANDERS:

TELFORD:

Which is kept in your QA program.

It’s kept someplace, yeah.

No, ours is just kept in the patients’

Yeah, it could be in the patients’

We’ve got 1500 charts to look at,

Well if we do a comprehensive review

that’s not based on a sample, then you’ve got 1500 charts to

lock at, yeah.
MR.

MR.

LANDERS:

TELFORD:

Unless I review records of anomalies.

Well how do you establish records of

anomalies? That’s a different requirement that you’re adding

on.,



you look at ten percent.
LANDERS: 150 o hem,
RHODES :

MR. LANDERS: We'r alking about a major addition of

our case.

do ten percent a
MR. HAIDER: every quarter.
RHODES :

LANDERS: Just the manpower.

MR. GIPSON: 'ou would have a problem with that

being annual then if you did just did it so many per =-- in our

QA program in radiology, we’re doing some things in radiology
and nuclear as far as just technical evaluations to say an
evaluation or whatever word we want to use here, if you said
ten percent, five percent, whatever, per month, and this is
reported to our radiclogy QA committee.

MR. TELFORD: Yes.

MR. GIPSON: Okay, at the end of the year, we might
have done X amount, 100 charts, that’s been reviewed.

MR. TELFORD: Right.

MR. GIPSON: kay could just at some point

ally make a statement our results even though
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MR. GARRISON: I wrote up our program and when I got
to this part, I wrote it up as the chief technologist, I would
present my findings to our hospital QA program. That’s not
what you’‘re looking for.

MR. TELFORD: Okay.

MR. GARRISON: I wasn’t reviewing, I wasn’t doing
anything. 1It’s quarterly, we basically do that anyway, that'’s
the way I took it, as == so you actually want something
different.

MR. TELFORD: I think you’re all right. If we
changed "management" to your QA committee, they would do the
evaluation of the audit.

What you’re saying is you’re the head technologist
and you'’ve got several technologists working in the department
and you obviously don’t do all the work, they d¢ most of it.
So therefore, you should be admissible to do the audit because
you‘re not auditing your own work, you’re basically auditing
the work of a bunch of people. Okay, the same person is not
auditing himself, that seems reasonable.

If you do it quarterly and you stack the floor up,
then you’ve got == you know, you at least did it every 12
months. As a matter of fact, you did it four times within that
12 ﬁonths. If we change the evaluation to the QA committee
here and here, then you’re doing it.

MR. GARRISON: Okay, but see, I don’t go through



MR. GARRI
or anything like that,

anything to writ

actually reviewing charts or
that what you’re leaning towa

MR. TELFORD: It seen

would be lcoking at the patien

a sample of the patients to se
what was supposed to be admini
the technologists that were wo
the right thing. And I would
those cases, and then I would

Make sense, Tom?

MR. CLARK: I’m just
something I’m not understanding
instance misadministration
to see how many of those you

TELFCRD: No.

CLARK: Well

TELFORD:

well nisadministrati

basically I don’t have

*1zed user should be.

should review charts?

-= 1f I were you, I

would be locking at

as administered versus

see 1f I thought that
departnent were doing

at a sample of

-=- there'’s
we ~=- take for

audit your program
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know it instantly and you’d report it.

MR. CLARK: We keep up with that nmonthly on a log,
number of misadministrations, zero.

MR. TELFORD: Right. But what we’re really talking
about here is not going back and reviewing the
misadministration cases that you had during the year, but to go
back and look at what was actually done for a sample of your
patients versus what was supposed to have been done, to look
for something that would tell you that things are going right
because your program is effective or things are =-- little
mistakes were made and by golly, those little mistakes were
only little because I was lucky, the next time they could be
big mistakes, because you don’t have an adequate program. It’s
an examination -- just as Tony says, it’s really a
comprehensive review of your program and your procedures. Are
things working well because your program is that way or are
things working well because you’re just lucky this year?

MR. ARGAWAL: Checking the patients chart will
satisfy that? The patients charts are reviewed every week or
every month and then on the closing date the physicist closes
it up and satisfies that everything has been done according to
the prescription, Will that satisfy the audit?

MR. TELFORD: I don’t think so.

MR. ARGAWAL: 8o somebody else has to come and look

up at that same chart one more time?
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MR. TELFORD: Uh-huh -- well not every chart.

MR. ARGAWAL: Not every chart, some charts,

MR. TELFORD: Yeah.

MR. GOMEZ: ©So in most places there is a radiation
safety committee,

MR. TELFORD: Okay.

MR. GOMEZ: Could it be a radiation satety committee
evaluation or the other?

MR. TELFORD: Yes.

MR. GOMEZ: They will understand what it’s about.

MR. TELFORD: That may be an acceptable alternative.
We may have department chairmen, we may have hospital QA
committee or maybe the =-=-

MR. GOMEZ: That’s just representative.

MR. TELFORD: 1It’s a little bit weak actually for the
radiation safety cocmmittee because as Tawfig pointed out
previously, you really need some people that are knowledgeable
to do this evaluation and make the determination that the
program is still effective, and to make suggestions for
modification that’s going to be effective.

Okay, any more comments on number eight? Darrel?

MR. WIEDEMAN: Just a suggestion on how == it’s very
easy to comply with this. If I was going to do the audit,
which I do a lot of audits in my particular job, what I would

do is I would, number one, look at the number of cases that we
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performed in the month of August. My audit report would say
during the month of August, we did X number of diagnostic
nuclear medicine studies and out of a random sampling of X
number of charts I verified that what was ordered was actually
given. My audit also consisted of a review of the utilization
log. 1 reviewed X riumber of patient cases and verified that
the dose that was prescribed was actually given and I also
verified that the dose was in accordance with the procedures
manual. And if there were any misadministrations or medical
events during that period, I’d reference thcse and describe
what kind of corrective actions we’ve taken ii any at all.

Then I would send a copy of it t¢ you: administrator
and a copy to the radiation safety committee. A:nd you’re done.
The whole thing shouldn’t take more than half a day per month.

MR. TELFORD: Okay.

MR. WIEDEMAN: 1If that,

MR. TELFORD: Would anybody object to taking about a
15-minute break?

(No response.)

MR. TELFORD: Okay, let’s come back at quarter till.

(A short recess was taken.)

MR. TELFORD: We’re up to the point on t he agenda
for the end of proposed 35.35 where we have any additions, if
you would like to add anything to the eight objectives, if you

think we’ve missed something.



TELFORD: Oh, okay =

HAIDER: 1I’d like to add maybe objective
zero and that is to give everybody a chance to use your common
sense a little bit, you know, so w n interpret these a
little bit more relaxed, you know, you n‘t have to take it as
a Moses commandment, that vou have dO0 1t exactly like that,
I think that makes sense, yeah, that look right, you know.
think that was the problem with the guy from Colorado, he was

afraid the state was going to take it literally. I think a lot
of people are worried about that too, so they want to know
exactly how it’s going to be implemen d all that. It
needs to be a little bit relaxed, you know, there’s more than
one way to skin a cat. saw my dog reading a book "A thousand

and one ways to skin a cat",

MR. TELFORD: Okay. With no additions -- excuse ne,

Al

ne other additions, we’ll go to the summary comments on 35.35.
Keep in mind what’s to come is a discussion of the
Guide and a discussion of the two sets of reporting

requirements. So again, I’m going to give you individual air

time where you can make any kind of summary comments you would

like on Section 35.35. Whatever

'our thoughts happen to be and
your conclusions on 35,35, . doesn’t have to be elaborate, I

-

Just want to give you that opportunity. Last time I started
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over here, this time I‘ll start with Stanley.

MR, GIPSON: This is about 35.35,

MR. TELFORD: 35.35, any final thoughts and
conclusions.,

MR. GIPSON: I don’t think so.

MR. TELFORD: Okay. Jerry, nothing else. Lori?

MS. HANLEY: Nothing to add.

MR. TELFORD: All right. Tom.

MR. WHITE: Nothing to add.

MR. TELFORD: Ashok.

MR. DESAI: I think it’s a good rule and we all like
it. The only thing we wished out is the psychological impact
on tre physicians and changing the health care industry I
should say. With the DRGs and managed care and those
physicians are slowly becoming handicapped, they do net want
any more interference in their practices. We are lookirg more
and more into it and ve get more trouble getting the physicians
to agree with what we rea'ly want to do and achieve. So I
think the one thing we all should have done before we get into
this thing is to look into the psychological impact on the
pPhys icians and how they are going to perceive this. And we
missed on that and I think we should have done some work before
we got into it.

MR. TELFORD: Okay. Jean.

MS. RHODES: No additional comments.
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MR. TELFORD: No additional comments.

MR. ARGAWAL: Nothing.

MR. TELFORD: No additional comments. Roy.

K. LANDERS: Yeah, think that overall the
objectives are pretty good and I thin« the interpretations that
we’ve been hearing are good and I hope that they filter down to
the states. I knov in therapy, I worry about thenm being
broadly applied also to x~ray, bringing the medical
accelerators under their jurisdiction, and that worries me a
little bit.

A specific comment that I have that I didn’t get in
awhile ago concerning the audit part of it is I perceive that
it’s going to take quite an effort and a non-trivial sum of
money to have that accomplished in our particular setting,
which is a private practice, free-standing, non-hospital based
setting, so we do not have a radiation safety committee or

quality assurance committee in place or anything of this sort,

and this will potentially have a significant impact on us.

MR. TELFORD: Okay, anything else? Tom?

MR. CLARK: A lot of the points that have come out so
far 1 think are good ideas. I think some of the things that
we’'ve seen regarding the mistakes involving 30 microcur.ies
versus 30 millicuries, I don’‘t know t hat in a lot of cases
the QA program is going to prevent a mistake like this. That'’s

strictly my opinion, but I don’t think you can regulate
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impression that the attitude was a little different. I realize
that this is certainly in order, these types of ideas and
progressive, possibly more specific approach to this.

MR. TELFORD: Okay.

We’'ve now concluded the agenda for the first day.
Let me give you your choice. Choice A is we can press on and
we can go into however much of the Guide we can cover in the
next hour and a half or so, or however much of the next day’s
agenda we can get through as a matter of fact. Or B, we can
adjourn for the day.

MR. LANDERS: Go for it.

VOICE: Press on.

MR, TELFORD: Press on, ckay.

Okay.

MR. GIPSON: One question I have. Either today or
tomorrow, I don’t know which would be the best time, if you
have any other examples of some of these misadministrations in
different areas that you can share with us as far as relating
to iodine or other examples of misadministration instances.

MR. TELFORD: &Sure. Right after we get through with
these reporting requirements here, 1’1l be happy to show you
those.

Okay, Dr. Tony Tse is going to go through the Guide
for you, so let me take a minute to give him the microphone.

MR. TSE: Now we’re going into the detaile of the QA
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procedure we suggested, but before I go ahead, I have just a
couple of points I want to make first,

One is that the Guide is a guidance document and it’s
supposed to match the regulation. So whatever discussion we
have today, as a result of that, if we change the regulation,
then that would be followed or would be reflected in the Guide,
like the 30 microcuries and so on. If we modify that, the
Guide will be automatically modified and match the regulation.

And second, somebody ment.oned we should talk to the
physicians, and we do have plan before we finalize, we will
discuss with the associations like ACR, and get their views
into our consideration.

And third, I will go into this Guide section-by-
section. Since you slready have tried 30 to 60 days and had a
chance to review the Guide, I’'m not going to go into detail to
explain each element of the Guide, just ask you if you have any
suggestions, either you want to retain that or delete that or
modify that. Then ,ou could make the suggestion at that time.

Okay, then with that, we’ll go into the Guide. The
first page -- you all have a copy of that, right? The first
page, second page and third page are the general statements of
the Guide. Anybody have any problems or questions or comments
on those three pages, you may raise it now,

(No retponse.)

MR. TSE: Okay, there are no guestions, we’ll go to
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page four. The first item is Responsibility, Authority and
Audit. We have two elements in here and we already discussed
Qquite a bit in the rule, when we talked about the rule.

Does anybody have any suggestions, any changes in
these two sections?

{No response.)

MR. TSE: We already heard about management and so
on, that’s already been dis~sussed.

LT. CMDR. PULCRANO: I have a question.

MR. TSE: VYes?

LT. CMDR. PULCRANO: When we talk here about the
licensee’s management, in my particular instance, I don’t hold
a license, the hospital doesn’t hold a license, it hold: a
permit. Can we substitute "permit" for "licensee" here?

MR. TSE: Permittees?

LT. CMDR. PULCRANO: Yeah.

MR. TSE: Right.

LT. CMDR. PULCRANO: Okay, we can.

MR. TSE: Yes. Anything else? VYes?

MR. LANDERS: 1In Section 1.2, "Audits will be
conducted following approved written...procedures...by people
not involved with the activity being audited." Can people be
involved with the activity that’s being audited write the
procedures for the audit?

MR. TSE: I think the audit =-- yes, the answer to
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is yes, they can write the procedures, but the

according to this now, this is just a guide -~ to

audit the procedure, it seems it should be another person who

is not doing the work.

MR.
fellowing the
MR.
MS.

by the people

LANDERS: Right. But they can actually b.
directions of the pecple who do the work.

TSE: Right.
RHODES: I don’t see vhy the audit can’t be done

who do the work if you have written indicators.

I mean the stuff is either there or not there, so what makes

the difference? You know, they should ce measurable and they

should be objective, so it doesn’t make -- the tech that does

the work could also be the auditor.

MR.

MS.

MR.

MS.

MR.

LT.

MS.

LT.

MR.

LT.

TSE: Well the idea is that =--

RHODES: You know, and s:ill be objective.

TSE: The idea is -~

RHODES: You know, unless they lie.

TSE: No, no, that’s not -~

KIRTLAND: 1In the Navy, we call i* gun-derVving.
RHODES: Call it what?

KIRTLAND: Gun-decking.

TSE: What does that mean?

KIRTLAND: When you make the results be what you

want them to be.

MR.

TSE: The idea is that if I make some error, if I
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MR. TSE: Actually, 1 thought that activity in my
thinking perhaps even less broad than the department, meaning
the procedure I’'m working on. 1If I’'m doing the nuclear
medicine procedure and I make the measurement and so on, do the
calculations, that person should not audit himself on those
activities,

LT. CMDR. PULCRANO: So as long as the person does
not audit himself.

MR. TSE: Right, essentially that’s the meaning of
that. But if your interpretation is much broader like the
hospital, what do you suggest, such that the intention would be
clear? Do you have any?

LT. CMDR. PULCRANO: No, as long as 1 understand what
your intent is there, I have no problem with it. Just as long
as I don’t audit myself, the oncologist doesn’t audit himself,
he can audit me and I car audit him. Okay.

MR. TSE: The problem though, many pecople who are not
here cannot hear our discussion and may have the same
misinterpretation like you had. So how can we modify it such
that those people will also understand.

LT. CMDR. PULCRANO: Oh, I see.

MR. TSE: Any suggestions?

MR. LANDERS: How about just a statement that an
audit will not =-- an individual will not audit work that they

themselves have performed.
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MR. TSE: That's a good try.

MR. CLARK: I think John said maybe a department
manager could do it because other pecple in the department have
done some of the work.

MR. TELFORD: That was David’s 1 believe, that’s what
he does.

MR. CLARK: I couldn’t remember who said that. But
even myself having done a third of it, not having done it all,
I guess I could be semi-ocbjective, I don’t know.

MR. TELFORD: Probably.

MR. TSE: Okay, this is a good point we need to werk
on.

Any other points on these? VYes?

MR. GARRISON: The management means the licensee’s
management? I‘m still not clear on management. We’re not
talking about hospital management, we’re talking about say the
upper =~ say the radiology department management would be
appropriate?

MR. TSE: Right, that's today’s discussion, but
originally as written, licensee’s management meaning the person
-~ hospital, right. The hospital licensee would be the
hospital management. But today’s dircussion, we might ==
different people reaised different potential persons can review,
we have to think of some way to indicate or include, perhaps

like licensee management or his desiynee, or something because
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there’s so many. We heard the department coculd do it, quality
assurance committee and so on. So we will consider the
discussion and probably it will be changed,

Any other points on these two sections?

(No response.)

MR, TSE: 1If not, let’s go to item ¢wo. Item two are
several general elements which are applicable to all program
areas, meaning nuclear medicine, diagnostic therany,
brachytherapy and teletherapy.

Anybody have any guestions or suggested deletions or
modifications on these four elements?

(No response.)

MR. TSE: Some of them were already discussed. Yes?

LT. KIRTLAND: One suggestion is you might include
something about how to make corrections. If you make a
mistake, how do you == if you write over numbers, some people
will write over numbers and they’ll say I put a 6 over the 7,
80 obviously it’s a six, but somebody coming along later
reading it, reads that it’s a seven. That'’s not really
legible. That could be corrected by a statement referring to
how to correct mistakes in your own handwriting. One thing I
try to do is say you strike out with a single line and then put
the correction next to it.

MR. TSE: Now the element 2.1 says will be legible.

LT. KIRTLAND: Yes.
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it’s kind of unclear and there’s likely a misunderstanding.

But that is the catalyst for that in my case. So I wondered if

.
you could have a document, just whatever the policy or the
manual, have that sort of thin cumented == I don’t know if
there even is one -~ t he > & consistency as far as the

documentation goes.
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MR. TSE: 8o you would like to add the word
"consistency".

MR. FRYMAN: ‘"Consistently documented" I was
thinking. Like when you consistently document it, legible,
written clearly, whatever.

MR. TSE: Okay. Any other suggestions?

(No response.)

MR. TSE: Let me ~- maybe before that, let me ask the
other participants whether you think it‘s a good idea to add
"consistently documented" and add how to correct errors, in the
Guide.

MR. LANDERS: I didn’t hear that.

MR. TSE: Oh, there’s a suggestion to add some words
consistently documented" in Z.1.

MR. MORRIS: Where is that being added? I didn’t get
that, at what point in 2.17

Hk. FRYMAN: I was thinking just specifying just
prior to "legible", "clearly documented, legible..." and after
that.

MR. TSE: Clearly is already there, written clearly
is already there.

MR. FRYMAN: 1I'm sorry, "consistently", whichever,
the adjective could be different.

MR. TSE: I think that his suggestion is that certain

information should be written on certain locations.
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MR. FRYMAN: Right,

MR. TSE: Of that piece of paper, whichever the paper
is, consistently in that particular location so that people can
easily follow it.

MR. LANDERS: No, I disagree with that,

MR. TSE: You’'re talking about nuclear medicinre or
you’re talking about teletherapy?

MR. FRYMAN: Probably more teletherapy, but I could
see how it would be useful in either one of thuse areas because
right now the way it is, it could be in the progress notes, it
could be in the blood work, and that would really be incorrect
if I'm interpreting this correctly, and that would just seem a
little bit more specificity.

MR. TSE: 8So that would cover the therapy as well as
nuclear medicine, his comments are applicable to therapy and
nuclear medicine an well.

Is there any problem with the word "consistently
documented"?

MR. LANDERS: I don‘t understand its intention.
Records relating to medical use will be consistently documented
and legible, is that the suggestion?

MR. TSE: Yes. We’ll take this comment and think
about it. I know somebody may have some concerns of using
these words, how do you interpret them.

Yes?
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MR. GARRISON: 1 think this is all well and good just
as long as it’'s a guide, because I think it’s going to be hard
to enforce that whole thing anyway. Just as long as it’s a
guide, I think you can put in 50 words. Writing clearly and
everything, just leaves some doubt. I Just think you’ve got to
take it in the context of a guide to help people write these
things.

MR. TSE: Right, the purpose of this Guide is as a
guidance for people to prepare their guality assurance
programs. But we have to be careful because somebody already
stated very strongly some other state, agreement state, or some
other people may use this Guide as the regulation and therefore
~-= yes?

MR. TELFORD: Tony, maybe Kennreth has the thought
that he’s searching for a standard format, if he had sort of a
standardized record where he knew where to find this
information, that may be helpful to minimize this likelihood of
misunderstanding. So if he has a suggestion, you could say the
use of a standard format would be helpful,

MR. TSE: Yes.

LT. KIRTLAND: Or may be helpful, make it a little
more optional.

MR. TELFORD: A standard format is optional as a
suggested way to ==~

MR. LANDERS: I wouldn’t object to a standard format



LANDERS :
something that you’re

medical use and seek

dori’t se ow ] et

where do you start medic

you‘re doing

MR,

start and then halfway you

find any discrepancy,

first. Clarify, find yc

and then you continue.
Now
will not have

-~
&

Okay, any

clear on

)4 are clear to

oblem. 1If you
aon’‘t go ahead

the discrepanc

number 2.2

y

then




atient

Any other
Section 2 still?
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MR. TSE: ' no 1eh we Q& 3¢ > Section 3. Yes?

MR. GOMEZ: It sa\ exXce in gent situations",
even in therapy?

MR. TSE: No,

MR. WIEDEMAN: 3 Y'dlagnos = Or therapy event
(except in emergent sit

MR. TSE: igh 30 they’re all included. If it’s an

energency situation,

MR. GOMEZ: 'S & nerapy emergency, what?

MR. WIEDEMAN: nat is a therapy emergency?

MR, GOMEZ:
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MR. WiLJUEMAN: Compressed superior vena cava,
compressed spinal cords, where they want a heavy dose
immediately to relieve the pressure.

MR. LANDERS: To stop permanent paralysis.

MR. WIEDEMAN: Radiopharmaceutical therapy, I’‘m not
sure if there is ~-- there’s probably something that could be
considered an emergency.

MR. TSE: Diagnostics possible.

MR. WIEDEMAN: Diagnostics, lung scans are many times
considered an emergency, to look for pulmonary embolism.

MR. TSE: Actually this word is "emergent", which
doesn’t include emergency. It may rot be emergency case.

We're still in Section 2. 1I’ll just wait awhile to
see if anybody else have any guestions in Section 2.

(Brief pause.)

MR. TSE: Yes, David.

MR. GARRISON: If I was reading this for the first
time and I was writing up a QA program, I’‘d look at 2.4 and
read it and you made an example of the correct patient and dose
with the ~- I would have no idea that’s what you meant. I
don’t know if adding regular human language would help =~ I
don’t see how people == I know since I‘ve been to these, I'm
kind of in tune, but if I got this Guide == I don’t know, can
you add examples to help people?

MR. TSE: Yes, we could.
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into the review del-fo ‘evie cri *ia., e could add thos
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nat'’s

certain, example, e
2.4 80 that people woul
Yes?
LT. CMDR. PULCRA}
"medical use",
verify that the radiopharms:
administration is in accordance with th ‘escription or
diagnostic referral.
MR. TSE: That solution, but that

would be limited to the radic side. But this

element we included the therapy, brachytherapy, teletherapy,

that’s why these words are used. However, we still understand

the point that people may not »2 able t» easily understand this

element. We could expand it and add scnme examples. That we
could do.
Yes, Darrel?

MR. WIEDEMAN:

regulation, intentional




(Brief paus

MR. TSE:
Section 3 is additio
therapy plus the iodine g
guite a bit of discussion
assune,
should be. As far as the 30

discussion, we will consider how

So with that, we cou c in Section 3 to see
anybody have any suggestions,
MR. GARRISON: thi

it would be helpful to

add at the end of the sentence ll make and date a
prescription with radiopharnaceutical route of administration".

"prescription" is already defined

in the regulation.

]

LT. CMDR. PULCRANO: Under 3.2, can we put in some

actual verbiage there that will be ) ont, that will
or let the technologist know t h take verbal
instructions over the phone from the ithorized user?

MR. TSE: Now this is

LT. CMDR. PULCRANO:
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MR. TSE: PBut this section =«

LT. CMDR. PULCRANO: It says "and diagnostic",

MR, TSE: Right, but that’s a procedure invelving
more than 30 microcuries. Now the words "30 microcuries" we
had some discussion this morning, so we might consider changing
it. Now even if we don’t change it, the problem I think we all
talked about this morning, the 30 microcurie number is
essentially to alert the pharmacist and the technologist if you
have iodine which is greater than whatever the amount, X ==
this says 30, let’s use X =~ microcuries, millicuries, you must
not go ahead unless you have a prescription from your
authorized user. I think somebody made a statement that QA may
not help to mix up with 30 millizuries, microcuries, I think
that the proposal we have is to use this vehicle and if a
technologist, a pharmacist sees an order for iodine 131 greater
than a certain curie level, they must have a prescription from
the authorized user. That way, it would avoid the technologist
making some -~ unknowingly making some switch, and that’s the
reason we put it in here.

LT. CMDR. PULCRANO: Okay.

MR, TSE: 8o with that in mind, would you think oral
should be acceptable, or not? Except emergency, but I do not
really see any emergency.

LT. CMDR. PULCRANOC: Well that was the only thing I

was referring to, is after normal working hours when we do not
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have a physician on beoard. I’m not really sure how often
something emergent or an emergency would crop up where you
would have to get into the 30 microcurie or greater jiodine
range. If it’s a likely possibility and if you want to wait
the time for the doctor to come from home to the hespital
instead of going ahead and performing the procedure, you know,
then that’s fine. If you can’t wait the 25 or 30 minutes for
the doctor to get there, then you might have a problen wse
you can’t start without the doctor saying okay.

MR. TSE: But that’s not in our framework "ne
we're talking about. Under the definition of prescription, I
think this emergency is built into that.

LT. CMDR. PULCRANO: 8o you're saying if it'’s
emergent, then it’‘s okay.

MR. TSE: Right.

MR. WIEDEMAN: I might add that the NRC normally
would never gquestion a physician on whether something was an
emergency. Now I‘’ve had a lot of calls saying hey, we have an
crergercy case. If the authorized user egaid it’s an emergency
and the referring physician said it’s an emergency, it’s an
emergency.

LT. CMDR. PULCRANO: Okay.

MR. WIEDEMAN: We’ve had cases where they want to use
byproduct material in a hospital that’s not even licensed to

use material where they have a lung scan that they need and
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they want to borrow material from another hospital,

MR. TSE: Yeah, the footnote says that if it’s an
emergency, you just go ahead. But then a written record shall
be made within 24 hours.

Any other questions, comments?

MR. LANDERS: Are you on 3 now?

MR. TSE: Yes, still on 3.

MR. LANDERS: Oh, okay. In 3.3, I'd like to add the
word "recorded" before "prescription" in the first line.

MR. TSE: Any change in the ==

MR. LANDERS: "Recorded prescription",

MR. TSE: Prescription is written.

MR. WIEDEMAN: It says on the next line "will be
recorded".

MR. LANDERS: O©Oh, you’re right, a prescription is
written, that’s right.

MR. TSE: Okay. Then if you want to change it ==

MR. LANDERS: Until it‘s written down, it is not a
prescription. 1If he says give this patient two millicuries and
until he gces and writes it down, it’s not a prescription.

MR. TSE: But in the therapy area, I think we did not
really mention oral. 1In the diagnostic, we had a lot of
discussion, but this is therapy.

Any other guestions, ccmments?

MR. LANDERS: Again, back in 3.2, the "authorized
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user will perscnally make and date a prescription”. Now I
would assume, per our previous conversation, that anyone could
write the prescription down, but the authorized user would have
to sign it.

MR. TSE: We have discussed that, so I'm glad you
mentioned it. We might want to consider that here.

MR, WIEDEMAN: Let’s take for instance 2 broad scope
medical program. You may have one director of the nuclear
medicine department that’s been approved by the radiation
safety committee. But under him he may have 15 physicians that
work under his supervision. Now in my interpretation, any one
of those 15 physicians working under the supervision of that
authorized user could sign it.

MR. LANDERS: Right. I didn’t mean to exclude then,
but I did mean to specify that the physician .ies n~t required to
literally write the words but only has to sign and date.

MR. WIEDEMAN: O©Oh, okay, yeah. The technologist
could write out the slip and as long as the physician signs and
dates it, then we’ve accepted that.

MR. TSE: Correct, that’s a discussion we had this
morning and we will incorporate that later.

Any other questions?

MR. LANDERS: 1In 3.5, I remember this same
conversation from before, we need to specifically state whether

the dose administered agrees or does not agree with the
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prescribed dose?

MR. TSE: No, 1 think we discussed that last time.

MR. LANDERS: And those changes will be incorporated
but have nct been?

MR. TSE: We will consider those, we know your
comments, and if there is a prescribed dose and administered
dose and it’s obvious that you don’t have to say they agree or
not agree.

MR. LANDERS: Good.

MR. TSE: That’s a discussion we had last time, but
it’s good you mentioned it.

Anybody else have anything on Section 237

(No response.)

MR. TSE: No? Then let’s go to Section 4. This is
for brachytherapy.

MR. ARGAWAL: I have a comment on Section 4.5,

MR. TSE: Yes?

MR. ARGAWAL: "After implanting the brachytherapy
sources, radiographs will be obtained", it is impossible in
certain cases.

MR. TSE: Yes. We have discussed that particular
item also in the pre-workshop. We have not :hanged it yet, but
wve understand this is a problem and these dummy sources or
appliances would be included.

MR. ARGAWAL: After loading =-=- certain superficial
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therapy, it’s not possible. And generally after loading dummy
sources, the radiographs =--

MR. TSE: That’s correct.

Other questions or comments on this section?

MR. ARGAWAL: 1In 4.9, I did not follow the sentence
"The prescribing physician will make a notation of t his
determination in the records of the administered dose." Like
because of the patient’s health he had to do this == would that
be == if it is written that delaying treatment in order to
perform the checks of those calculations will jeopardize, or he
had to do the treatment, does he have to make that notation in
it, that it is done and it is taken as evidence == once the
dose administered has to be entered into it, which is written,
the checks will be performed and entered into the treatment
chart. I do not see the relevancy of that == saying that since
the person has made the emergent treatment and that calculation
has been done. Just writing that this has been done because of
this, I do not understand the need of that, the recordkeeping
need.

MR. TSE: Okay. The suggestion in this Guide is that
before the 50 percent of the dose is delivered, you should
double check on your calculation. That’s a suggestion. But if
it’s emergency, and you don’t have any person to double check
and you don’t have time to do a double check, you could go

ahead first and do your double cherk later. And to be able to
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caiculations will be performed within two working days of the
12 treatment =-- they will be performed. S0 now why he has to write
13 a statement, a general statement, that they were delayed
14 because of the emergent situation? The date will be there, the
15 delivery will be there, the person will sign that the treatment
16 starts without the treatment (sic) but then he has to make a
17 statement that this double check delay has been done because of

, 18 the emergent situation.

19 MR. WIEDEMAN: It just says in there a notation. You
2 know, 1if the physician put a note in the chart "this is an
2 emergency situation, we had to reduce the size of the tumor and
22 therefore we went on with the treatment". Two days goes by and
23 now scmecone should go in and do the double check to make sure
24 we have the right sources t here and the dose is properly

25 dlistributed.
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MR. ARGAWAL: I agree with that. I think t &
statement says that he has to say that why ~= not just the
emergent situation, but why he is delaying double check. Once
he has written emergent situation, there should not be any need
of a statement of delaying the checks.

MR. TSE: Oh, I see. You’‘re saying that the
statement here requires the physizian to make two statements.

MR. ARGAWAL: Right.

MR. TSE: 1I thought it’s only one, if he notes that
this was emergency situation, then he could delay the check.

MR. ARGAWAL: Should he say delay the check or just
say that this administration has been done in an emergent
situation? That’s all. "Emergency", and sign. Once they say
emergency and the physivian has signed, he has to say that now
the double check can be done within two treatment days, has to
put a statement in. That’s what I’m trying to clarify.

MR. TSE: I don’t think this statement says that he
has to say that. The determination is to determine that this
was an emergent situation. Once you say that, then he could
just go ahead and do it without the double check.

If it confuse you, how do you think we could change
it so that you would be clear on this point?

Anybody else who has this problem, therapy people?

MR. LANDERS: 1I don’t think I see a problem. I think

it allows the physician to say this is an emergency, we will
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MR. TSE: That’s right.

MR. ARGAWAL: Okay.

MR. WIEDEMAN: 1I’'’m not going to guestion the
physician, That’s a medical decision..

MR. TSE: Okay. Ycs?

MR. LANDERS: 1In 4.8, the last line, I would like to
suggest the word "will" be replaced by the word "should".

MR. TSE: 4.8.37

MR. LANDERS: No, 4.8, The paragraph preceding all
the sub stuff,

MR. TSE: ¢h, "will check the dose calculations" to
"should check".

MR. CAMPER: Let me ask you a gquestion on that if I
may. Do you have any problem with performing this type of
secondary check before 50 percent of the dose is administered?

MR. LANDERS: No, unless during occasions when
there’s not really an emergency and the personnel to perferm
this double check are not available, the states comes in and
asks me have I violated anything and I have to say yes, I have,
because I didn’t do this because the word was "will" instead of
"should". I understand that I should do it. My question is on
those situations when I can’t do it, what kind of problems are
there going to be.

MR. TELFORD: How about the word "normally".
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MR. LANDERS: Yes, fine.

MR. TELFORD: Right in front of "before".

MR. LANDERS: That’s fine.

MR. TELFORD: That'’s been suggested to us in other
workshops.

MR. LANDERS: Good. 1I’m used to the NRC reports
using the word "shall" and the word "should" differently. 1In
one cas® they have teeth in it and in the other case they’re
crying to peint out what really is good practice.

Mk. TELFORD: We have to lock at the verbs that we
use in our whole Guide, because the whole Guide is a "should".
It’s not a "will", it’s not a "shall". 1In regulation, we say
"will" and "shall" but in the Guide, it’s all "should" and we
have to == that’s the way you should take all this.

MR. LANDERS: Right.

MR. TELFORD: But your point is well made and perhaps
"normally", some qualifier like that is the way to soften that.

MR. LANDERS: S8ure.

MR. TSE: Okay. Any other questions?

(No response.)

MR. TSE: No other gquestions on brachytherapy. Are
we finished with brachytherapy?

MR. LANDERS: Finished from the point of view that
back in the spring we talked a lot about this and you’ve just

told us awhile ago that all we talked about this is still on



MR. TSE:
it’s still]l a valid consi
Now we’ll go to

MR. ARGCAWAL:

MR. ARGAWAL: n-S. there 1s an independent check.
The independent check doesn’t mean that the person which has
been defined here also, divi 1l who did not perform, that
means in the same institution if there are two people they can
do it, one person can check the other, if the other person
meets the requirements. It says that if it is different by
five percent. Now suppose a person does the calculation and

find five percent error. Should he first examine whether he

made an error or not, or he should go ahead and call another

independent?

MR. TSE: You’re reading the five percent from 5.

MR. ARGAWAL: The output differs by more than five
percent, at what point that difference is to be taken into
account. If the person calculates 1.06, which makes it six
percent, do you call an independent check or first you should
go and find out did he make an error?

MR. LANDERS: That'’s

MR. ARGAWAL: It loc
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found 1.06 he should get an indepe-~ent ‘.eck. I don’t think I

can correct it but I just wanted n¢
MR. TSE: Let me explai che wording is not
clear but essentia.ily it is that . * Part 3%, there are

certain requirements when you need .. 9 .n annual calibration
measurement, and there’s several conditions, One is annual,
another is when you have a new source, another one is if your
spot check is different by five percen*t, you need to do a full
calibration measurement. If you’r. going to do the*, the full
calibration measurement, as a result of scurce change or as a
result of your spot check is more than five percent difference,
then after your full calibration measurement, you need to do an
independent check.

MR. ARGAWAL: After the source change, it will always
be more than five percent difference because there is no prior
determination of the output, so prior data and the new source
data, the output will be double or more than five percent, and
this does not say -- this say that resulted from changing the
source. And if the source has been changed, tne »>utput has to
differ by more than five percent.

MR. TSE: That'’s true.

MR. HAIDER: That five percent refers to that every
month you calibrate it, just the last month.

MR. ARGAWAL: Yes, I read that when it says spot

check, but it says "after a full calibration measurement that
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resulted fronm changing the source'" =« don’t read the "or" ==
"when the output differs by more than five percent from the
output obtained at the last full calibration corrected

mathematically".

MR. TSE: Oh, I see what you're pointing out. Let me

MR. ARGAWAL: This five percent rule does not apply
to changing the source. If it’s the spot check measurements,
it’s all right.

MR. TSE: Let me put it this way. The five percent
only tied in to the spot check. That five percent =- the
phrase "five percent" come after that doesn’t apply to the
source change. You either have a source change -~ that’s
condition one == or conditicn two, if you have a spot check
which is more than five percent.

MR. ARGAWAL: So you want an independent check after
the change of source, that means two people performing the fi.ll
calibration?

MR. TSE: That’s one alternative. There’s another
alternative stated as 5.7.2(2), is to use a TLD.

MR. HAIDER: I just have one comment about this five
percent.

MR. TSE: PFPlease go ahead, that’s where we are, at
the five percent.

MR. HAIDER: Suppose someti .ng is wrong with my
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chamber, you know a lot of times chamber response changes and
my chamber response changed and I get more than five percent.
Why do I need to do a full calibration if I figure out well
that was the chamber, I’ve got another set of chamber, or I
borrow from somebody else or somebody else just came and
checked the output, why do I have to do a full calibration
including the wedges, blocks and all that?

MR. TSE: That'’s in the regulation.

MR. HAIDER: Yeah, but I’m just asking why.

MR. TSE: 1I think ==~

MR. HAIDER: I mean I know where my problem is, -y
chamber response changed.

MR. TSE: Suppose everything is correct, your
measurement system is correct, generally you shouldn’t have
such a large difference from your original dose. And now you
do have such a difference, obviously something is not correct
there.

MR. HAIDER: Well that’s true, but like I said, if I
already identified that the problem is with my chamber, now why
de I have to ==

MR. TSE: Oh, you mean =-- if you know, then that’s
not five percent off.

MR. WIEDEMAN: It’s only when you don’t know what the
discrepancy is.

MR. TSE: That’s not five percent off. Your chamber
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has a problem, you take another traceable chamber and measure
it again, measure that it’s within the five percent, of course
you don’t have to do it.

Excuse me, did we answer your question?

MR. ARGAWAL: Yeah. The sentence reads "or",

MR. TSE: Right.

MR. ARGAWAL: I agree with that.

MR. TSE: Last time we learned you should use A or B,
s0 I think I will do this two, and the two conditions, A, is a
changed source, and B is if you have five percent. The phrase
comes with that.

MR. ARGAWAL: On a spot check.

MR. TSE: Right.

MR. HAIDER: One more thing.

MR. TSE: Yes.

MR. HAIDER: When we change the sources, if I have
two independent methods of determining the accuracy, does that
satisfy instead of having another person take out the TLD
reader and I use the TLD reader and find the output and I also
have an ion chamber in there and they agree, do I still need to
bet somebody else to come down and check?

MR. LANDERS: How did you calibrate the TLD?

MR. HAIDER: I buy it or I have a few chambars and I
use one in water and another one in air., There are two

different things, I have two meters too, and they agree. And



)| l1f they do ~= 1t’s not X I 1 e twc lfferent

2 ion chambers, I measure one in air and I measure one in water.
3 I have two electrometers, two independent checks.

4 MR. WIEDEMAN: Both of them have been calibrated?

5 MR. HAIDER: Both of them calibrated and inspected,

€ yes, and they both agree.

7 MR. TSE Okay

8 MR. HAIDER: The only thing that’s the same is just

9 my hands.
10 MR. TSE: The current suggestion here under (1) is to
11 have another independent person and another set of instruments.
12 Now item number two is to have a TLD. But you mentioned one
13 person, one physicist, with two independent sets of
14 instruments. Whal do you think =~ I just want to ask the other
15 people, would that be independent check?

16 MR. HAIDER: I think it’s an independent check, it'’s

[

-

[

just the same person doing it,

18 MR. TSE: Right, the same person doing it. But if

19 anything == if he somehow neglects certain things by using one
20 set of instruments, could he also neglect ==

21 MR. HAIDER: Like I said, it’s two sets of

22 instruments.

23 MR. TSE No, no, no I’'m not talking about
24 instruments, I’'m talking about procedure-wise.

25 MR. LANDERS: I would have a comment on that,

we &/ WAL P |

Y 11
I would
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think if you’re going to regquire the two measurements, I think
either the two measurements need to be different technigues so
that the same error could not be produced by the same person in
the same way in both techniques, or two different people have
to be involved.

MR. HAIDER: And like I said, they’re in air and
water, two different things. You can take the air dose or the
water.

MR, LANDERS: And if your barometer is off, both of
them are in error.

MR. WIEDEMAN: But you would be consistent.

MR. LANDERS: That’s true.

MR. TSE: That’s kind of the problem we see. But
that’s a good suggestion.

MR. HAIDER: But also what happens is when you buy a
source, usually the manufacturer, M.D. Anderson or the
University of Wisconsin, will sell you the source and tell you

that okay, this source is 8000 RHM, you can convert your

‘calibration easily to RHM and see if that matches. Mine

matched within one half percent. I took mine, I took it in
water, I did it in air, and I looked at when the source was
delivered to me what was the RHM there and I compared all of
these and they all agreed within two percent. Now the
manufacturer already gives me that,

MR. WIEDEMAN: That’s true, but I would take your
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readings before I‘d take the manufacturer,

MR. HAIDER: Oh, I took mine.

MR. TSE: That'’s a good point.

MR. HAIDER: Actually what I‘m trying to do is save
$500. I need that $500 a year to buy some equipment. And if I
ask somebody -~ I'm in a small town, if I have to get somebody
I have to pay three hours travel time and pay the physicist to
do the calibration while I know there’s nothirg wrong with it.
If they didn’t agree, then I would say okay, well there’s
something wrong, I think we need tc have somebody down here.

MR. WIEDEMAN: Well let me ask you this, how long
does it take for the TLD system through M.D. Anderson or the
University of Wisconsin == you make a formal reqguest and they
usually send it out within a week.

MR. HAIDER: Well that can be done.

MR. WIEDEMAN: That’s an independent check.

MR. TSE: That'’s covered too.

MR. HAIDER: But is that acceptable? Like you know,
you already have three different ways to do it.

MR. LANDERS: Can we take the manufacturer’s
calibration into account or must that be useless to us?

MR. WIEDEMAN: The manufacturer doesn’t meet Part 35.

MR. LANDERS: Okay.

MR, TSE: The guestion is still if one physicist uses

two independent sets of instruments, would that be considered a
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good check. What do you think?

MR. LANDERS: 1If nothing is common but the human, I
would think so. Ncone of the measuring instruments, none of the
temperature, pressure measuring instruments.

MR. TSE: It would be a good check?

MR. LANDERS: I would think that would be a
satisfactory -- if the techniques were different, they were not
both in air or both =--

MR. ARGAWAL: I disagree with that. I think
independent =~ if it has to be checked, it has to be
independent, the person should not be the same person because
there are -~ it’s not really revealing, there are the same
factors involved, it is not just the reading of the chamber.
And there are factors involved. Even if it is simple, there
are factors and some people make errors on simple. A check is
needed because there is supposed to be an error, that’s why we
are -- if that errcr is to be found, then it has to be
independent check. Otherwise, there will be no == I don’t
think there will be a check -- independent check?

MR. TSE: Do you have anything?

MR, FRYMAN: I think it would be beneficial to have
that too because it is totally independent, in a court of law
you have to have a backup, that is what that means. I feel

certain that they wouldn’t recognize you doing your own work

. and then backing yourself up. 1In your case, that’d be fine if



hazardous.

MR. TSE: 8o your suggestion is that one person
through separate instrumentation

MR. FRYMAN: Because if you ever have to be
independent later on, somebody else is golng to ask the same
question and it’s better to have | as a backup,

(=

‘- N

you‘ve got a verification of somethin nat you know yourself
Yyou couldn’t have made a

MR. TSE: 0 would you ider like a TLD would be
good alternative if you didn’t have another person?

MR. HAIDER: VYeah, < \© problem with that.

MR. TSE: No problem with that. Okay, thank you.

MR. HAIDER: ' just won because that'’s
what I did last time.

MR. TSE: okay 118 1s a guide.

MR. LANDERS: \ Sec n 5.2, the second line, I

would like to see "an authorized user will personally" instead

of the word "make" have the wor: 3ign",
MR. TSE: This would
had, correct. Yes?
CMDR. PULCRANO: The therapy physicist had some
questions about some of the terminology that was used and

wanted to know if his terminology was the same as what was

being used here. In paragraph 5.2 .ney talk about treatment




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

185
volume, he told me, we don’t do business on volume, we do
business on treatment point. And if he uses treatment point,
will that be misconstrued, or is treatment peint and treatment
volume okay to cross back and forth?

MR. TSE: I think ==~

MR. WIEDEMAN: From our previous workshop it was
recommended that that be changed to "treatment site",

MR. TSE: Right, "treatment site".

LT. CMDR. PULCRANO: Co on down to S.4, when we talk
about sign the chart, sign something, they were wondering about
using initi;ls rather than signatures. We did discuss once
before the possibility of saying okay, we’ll start a log book
and all of the doctors and physicists and technicians will
print their name, sign their name and put their initials in the
book and that would be updated every so often. And in this way
they could go to that book and say yes, I can identify these
initials as being this person and they can put the initials
with the signature. Would that be sufficient rather than
saying we have to sign everything?

MR. WIEDEMAN: Well of all of the therapy charts that
I reviewed, there wasn’t any room to sign.

LT. CMDR. PULCRANO: That’s the point, there is no

room.

MR. WIEDEMAN: And we found it acceptable to initial

themn.
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LT. CMDR. PULCRANO: Okay, great.

MR. TSE: Are you =-=- continue if you have some more.

LT. CMDR. PULCRANO: 1In paragraph 5.10, they talk
about calculation of dose in air, why calculate dose in air
when we’re reallv considering what’s a dose to the tissue? Wwhy
shouldn’t we use tissue equivalent phantoms to do these
calculations or calibrations?

MR. TSE: This particular element has been discussed
in many workshops and we intend to change this cne.

LT. CMDR. PULCRANO: Okay.

MR. TSE: The idea is to match the measured value
versus calculated value to make sure that the calculation is
ckay. And we’re going to change it. How to change it, we’re
not quite sure, we’re going to discuss. So that item will be
changed.

Have you finished yours?

LT. CMDR. PULCRANO: Yes, I’'m finished, thank you.

MR. TSE: Okay. I think Roy’s first and then you.

MR. LANDERS: Just on a hit and miss basis, the same
suggestion I made earlier concerning the use of the words
"shall" and "should", "will" and "should", so on and so forth
apply generally to the whole thing.

MR. TSE: Right, we will consider that in the whole.
There’s two groups of thought we used. One is called the model

plan and the model plan usually works well because the licensee
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can just adopt that one. But actually it should be "should"
because it’s a recommendation. But we’ll consider this whole
question together.

Okay, Tawfig.

MR. HAIDER: 1 have I guess two questions, in 5.10,
number (2) "a field with and without the wedge of greatest
angle into the water at a 45-degree angle" and then you want to
coupare that with in-phantom measurements. Now I don’t know
1! that can be read to rotate my phantom 445 degrees and then
Lotate the entry angle 45 degrees and make a measurement and
then compare.

MR, TSE: That’s what I said we’'re going to change.

MR. HAIDER: Oh, you’re going to change that one.

MR. TSE: Right, the whole section.

MR. HAIDER: Oh, the whole section.

MR. TSE: All the conditions under 5.10, we’re going
to change.

MR. HAIDER: And 5.9, is that really always
necessary? Like for example, when I do a full calibration, I
can check 8sT-70, 75, 80, 85, 90. I will do this and see if
the inverse works »>r not. Ana say, for example, I have
something at 65, do I need to make an in-phantom measurement?

MR. TSE: That'’s within the range or you measure
outside the range?

MR. HAIDER: That'’s outside the range.
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MR. HAIDER: 8o can we just say “his is a little bit
relaxed? Two hundred centimeters is a whole different ball
game.

MR. FRYMAN: Even less than that. (Inaudible
comment.)

MR. HAIDER: Well what happens with ours, it moves
anyway because everybody bangs that thing. You can just use a
rler and just measure it up from the laser, 20 centimeters up,
works every time. The lasers are independent, it’s on the wall
and the optical is in the air, I don’t know what it’s there
for, it’s moved every other day, you know, it stays wherever it
wants to, but you know, somebody checks it every morning, it’s
okay, but I know it’s not okay. I try to do it every month ==
I'm sorry, every couple of weeks or so whenever I get a chance,
but anyway nobody uses =-- everybody uses the lasers physically.
S0 if I have to go five centimeters up or down, where I have
not calibrated it, I think I should be able to do it. But if
y’all ask for it, we’ll do it.

MR. WIEDEMAN: Well I would buy a five centimeter
difference if you took your measurements at 80 centimeters
distance and you decided to use an 84. I mean that’s a very
simple calculation.

MR. HAIDER: Almost everybody usually will test the
English square between 70 to 90 but occasionally, you know,

somebody wants «- I know a couple of weeks ago we did a spine
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at 60 centimeters and the reason is he wa~ted sharp fall off
percent of dose just because of divergence, and I didn’t feel I
had to measure anything. We just raised the patient up, doing
an English square, it works fairly well.

MR. ARGAWAL: If it works for 60 centimeters, it
would work for 150 centimeters.

MR. HAIDER: No, it won’t because of scatter
conditions,

MR. ARGAWAL: Scatter conditions are different at 60
centimeters too, because of the near to the beam or the fire.
I'm just saying that argument, how much it differs is another
question but the argument is the same, that it would differ at
60 centimeters because of the electronic contamination in beam
modifying and all that.

MR. HAIDER: 1If you were at 20 centimeters when the
beam modifies, you shouldn’t have any electronic contamination.

MR. ARGAWAL: You should not have these scattering
conditions like he got of 200 centimeter if it is in air
measurements and inverse ==~

MR. HAIDER: 1I'm sorry, I think the scattering
condition we’re talking about is from the floor and the walls,
we’re not talking about from the blocks. If you’re away 20
centimeters from the block, you shouldn’t have much
contamination one way or the other.

MR. ARGAWAL: You would get that difference from the
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MR. WIEDEMAN: 1 think the intent of this particular
regquirement -~ not requirement, recommended guidance, was that
you check, physically measure for anything that’s out of the
ordinary, that’s not routine. You know, your wedge factors,
you know, rather than using calculations, do a physical
measurement just to verify that what you calculated was
acceptable.

MR. TSE: Do you want to suggest how we should modify
it?

MR. HAIDER: I’'m just wondering if I made a mistake
two weeks ago or not.

(Laughter.)

MR. TSE: Other questions or comments? Roy, you have
a question?

MR. LANDERS: Back on 5.10, there was a point I was
trying to make during our first session and I‘m not sure I ever
got across, perhaps somebody else did. I have two different
kinds of computers that I use; one is what 1 call a full blown
treatment planning computer that puts out iso-dose curves and
does regular field calculaticns and things of this sort. The
other is a dosimetry comput«r, just a table look-up device for
certain protocol things we have programmed into it.

In certain aspects of the treatment planning
conputer, the dose rate for cobalt units is recorded as 1.0.

Now when I make a source change, the new dose rate in the
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computer is 1.0, it deocesn’t change. That aspect of it, I don’t
think I need to recheck, but the aspects where the dose rate in
rads per hour or roentgens per minute or whatever are
incorporated, I do need to check. Same with my dosimetry
calculating computer.

I just wanted to address that concept one more time.
If I have relative rates, not absolute rates, I shouldn’t have
to check all of those relative conditions, just the absolute
conditions.

MR. TSE: That’s what this parenthetical sentence is
there at the end.

MR. HAIDER: I agree with him.

MR. TSE: Ckay, let me explain a little bit first.

If you have & new computer code ==

MR. LANDERS: That’s totally different, I agree with
you all the way t here.

MR. TSE: Okay, even you change for & new source, you
need somehow to calculate the exposure rate at a certain point.
And you need somehow to go through the percent dose calculation
in associate with the hand calculation to come up with how many
rads per minute because the activity is not in the computer
calculation,

MR. LANDERS: Right.

MR. TSE: With that set of calculations under certain

conditions, you will have certain raas per minute. Now you set
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up your measurement under the same set of conditions and then
measure it to see whether they’'re close enough. So you still
need to do a calculation but =--

MR. LANDERS: When I calibrate my 10 by 10, for
example, on the cobalt unit, the treatment planning computer is
cut out of the process now because it doesn’t know the rads per
minute, all it knows is the output is one.

MR. HAIDER: It just spits out the dose.

MR. LANDERS: When I convert that compucer generated
treatment plan to a time setting in the chart, 1’m using
another computer or another set of tables. Those certainly
have to be checked when the source changes, but I see no reason
to check the original computer code which has not changed and
does not use the dose rate.

MR. TSE: Now your computer cocde, when you have a
phantom, the dose point inside the phantom, is a compute:r code
involved with such a calculation, what percent dose at that
particular point?

MR. LANDERS: Uh«huh,

MR. TSE: Okay, so that still involves a computer
calculation. Then in addition you apply your curies conversion
factor, whatever, to apply to the computer result and have your
total dose rate, exposure rate. 5o do you still need to do the
calculation to be able to find out a dose exposure, a dose rate

at certain quantities inside the phantom that you want to
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MR. LANDERS: 1 don’t see how anything in my computer
code needs to be rechecked. 1If it doesn’t relate to the curie
content.

MR. TSE: Yes.

MR. LANDERS: Provided I have not change the geometry
of my source. For example, gone from a two centimeter source
to a 1.5 centimeter source. That’s a whole new ball game.

MR. TSE: But when you change the source, you
normally do not involve a change of geometry, do you?

MR. LANDERS: No.

MR. TSE: Well how do you suggest that we can modify
this sentence?

MR. ARGAWAL: Let me ask, does that mean that in the
full calibration every year, just the spot check will do the
same thing?

MR. HAIDER: No, no.

MR. ARGAWAL: Then you check those numbers related to
10 by 10 field size which you have in the computer, which are
the related numbers, right? Can you not record on your
computer the 10 by 10 one times that, 140, so you have rads per
minute, one times that 140 is 10 by 10 and then when you go
into 2C by 20 that 1.0 times 140 =~

MR. HAIDER: You’re using the main computer, it’s not

for output calculation, it’s just for generating isodose. He
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is checking in the small computer the output and he’s going to
check the field size factor in the small computer that he
actually calculates the time, but the main computer, it’s not
going to know any difference between 1.029 and 1.029 in
scattering conditions.

MR. ARGAWAL: So that computer does not give you a
dose calculation.

MR. LANDERS: No, it certainly takes scatter into
account.

MR. ARGAWAL: But it does not give you dose
calculation, it will give you related isodoses, is that right?

MR. LANDERS: No, it does not use an absolute dose
rate.

MR. ARGAWAL: So you don’‘t use that treatment plan
for treating the patient?

MR. LANDERS: Yes, we do.

MR. ARGAWAL: What if it doesn’t have the treatment
dose, how much dose you have given to the patient, if it
doesn’t have the dose?

MR. LANDERS: It tells me to do what the physician
wants done, I deliver 100 rads of given dose to this port, 150
rads of given dose to that port. Now I go to my little
dosimetry computer and I determine how much time to get 100
rads of given dose to this port. And it doesn’t matter whether

it takes ten minutes or two minu*es, the big treatment plan
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computer always gives me the same 100 rads of given dose.

MR. TSE: 1It’s normalized, essentially.

MR. LANDERS: 1In essence,

MR. TSE: Ken has some comments.

MR. FRYMAN: 1 was going to say technically the
behavior of different scource material -~ (inaudible comment)
based on differential scatter and composition of the source,
purity I think possibly, you’d rise to something different if
you were checking possibly in a treatment planning computer
even though it is energy dependent, that can affect energy in
the typical output you see as far as scatter and different
contributions.

MR. TSE: Right, that’s ~- one way to lock at is that
you are sure if you try this at the same condition with the
measurement. So Roy, what do you suggest?

MR. LANDERS: Oh, I’ve got a whole paragi«ph written.

MR. TSE: Okay.

MK. LANDERS: You want me to read it?

MR. TSE: You can just give it to us.

MR. TELFORD: No, let him read it.

MR. TSE: Okay, read it, then it will be in the
record.

MF. LANDERS: This was what I sent in for our
program. "Before the first use of a new or modified computer

code for human dose calculations, those calculations will be
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comparison, reference in this subsection will apply."

MR. TSE:

MR. FRYMAN: 1I just want to know what process he
would use to verify all the things that he was saying, because
we accept leces of equipmen e of individual

characteristics and it’s possible to have -~ I’ve had it

happen, that’s the reason I’m )ing on about this ==~ the

difference in what they tell you they’re putting in and what

you actually get, the actual cation type of associated things
that go with that and it’s possib A it could contribute to

something that would giv rou different number than you’re

expecting,
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MR. HAIDER: You check it anyway since you’re going
that far. See, if you already changed the source, even if the
source remained the same, would you not check the field size?

MR. LANDERS: That has nothing to do with the
computer.

MR. HAIDER: Well =~-

MR. LANDERS: That has only to do with the new
source,

MR. HAIDER: Well the computer does have a field size
factor, does it not?

MR. LANDERS: Right.

MR. HAIDEF* Aren’t you going to check it against
what you measured-

MR. LANDERS: 1I'm going to check the new -- I’'m going
to do a full -alibration on the new source. 1If things are
different as far as field size factors, dose profiles, things
of this sort, then I’ve got to take that into account in ny
treatment planning computer.

MR. HAIDER: Okay, that’s what I’m saying.

MR. LANDERS: But I‘m not comparing against my
treatment planning computer, I’'m comparing with prior results
that I know are in the treatment planning computer.

MR. HAIDER: Okay.

MR. ARGAWAL: Let me put it this way. Even if you

put one at one point, suppose you are treating a isodose =~ and
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you get on 100 and five centimeters beyond it, you are getting
125, you should check that you are getting in tne same
conditions, one at that point and 1.25, the ratio has to be the
same. It may not be exact numbers, but the ratio is the same.
Like in a treatment, there are seven points and those
seven points, the doses will be different. Now you are saying
that my computer program does not calculate the absolute dose,
but it does do a related dose.

MR. LANDERS: Uh<=huh.

MR. ARGAWAL: You could just make that related
factors there and then check those related factors with your
vendor, with the central access you will calculate the dose at
that point and find the related factors.

MR. LANDERS: 1I’'m saying I’ve already done that and
if the new relative factors on the new source are the same as
they have always been, why do I need to go do it again on the
computer?

MR. ARGAWAL: Then it will be the same for others,
those who do have the other type of computer, why should they
check it. Because they have one more item there.

MF. LANDERS: Right.

MR. ARGAWAL: So what you are saying is this shculd
be eliminated.

MR. LANDERS: For me, not for them.

MR. ARGAWAL: No, but I'm saying that for you that is
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gend. Instead of absolute, it should be related and for then
it should be anr absolute. It is the same thing for both,
either you eliminate from one or ancther.

You see, you ar» saying one rad, 1.9, that number is
changing, 140, but we are sayirg your number would change with
the field size algo s0 you have to see the related number.

MR. LANDERS: Yes.

MR. ARGAWAL: Otherwise there is no point in geing
with these irregular fields and other things. What you are
saying they should check then, the other person should only
check that the absolute number has changed from 140 to 150,
that’e just one number, not the treatment planning.

MR. LANDERS: Neo, I'm saying that if 1 recalibrate my
teletherapy unit and I get all the same factors that I have
gotten in the past with the exception of the absolute dose
rate, I do not see a reason why I have to go make the checks
against my treatment plan -~

MR. ARGAWAL: Because somebody went into your
computer and changed the rate.

MR. HAIDER: Well you know, the point is really
simple, if everything remains the same, why should we check it.
But essentially when you determined everything remained the
same, essentially you’ve checked it.

MR. LANDERS: That’s my poeint. If nothing has

changed, why should I check it.
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MR. HAIDER: You have essentially checked it, so why
should you do it again. 8o that’s what I was saying, you would
check it and if you’ve checked it it doesn’t matter how you
check it as long as you checked it, It’s the same, and if you
print it out again it will be the same. Things didn’t change
80 why do that actual work.

MR. ARGAWAL: But the same reason the other person
should only check that thet was 140 changed to 200, he should
ot check all the relzted values related to that 200 instead of
140. That’s what I'm trying to say. Why should he be asked
not to check, then the other person who has in the computer I
will go tomorrow and say take that option off my computer o
that I don’t have to check. That's == I don’t think that’s
right. I think you have to make a related check to see that
nothing has happened to your computer, some bug has not entered
it or something ==~ I don’t know. But that is the idea of it,
and I think that both of them should check it. One related,
one absolute.

MR. TSE: Okay. Ken.

MR. FRYMAN: 1 was going to say there’s only a couple
of us what we're discussing. Maybe we could discuss it toricht
and tomorrow pick that back up.

MR. LANDERS: I don’t think I’'m going to discuss this
any more.

(Laughter.)
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MR. TSE: I think here is a comment,

MR. WHITE: A& long as the relative measurements are
the same, it should not be necessary to check the computer.

MR. TSE: Okay.

MR. WHITE: VYou can also generate the computer
numbers to see if they are the sanme.

MR. TSE: Okay, we will consider these opinions when
we talk to AMP and ACR and we’ll check with them, but we
understand the different views.

Any cther item or we can finish it?

(No response.)

MR. TSE: Any other comment? 7T think Roy is still
reading it, so ==

MR. LANDERS: I’ve got a guestion on 5.8.

MR, TSE: VYes.

MR. LANDERS: Just a nitpick. 1If I‘ve got a tray
that has not been broken, chipped, bent, mutilated, spindled or
whatever, since last year, it has just changed its color a
little bit, why do I need to remeasure its transmission factor?
Now with a recastable metal, I see, you have changes in
composition with time as you reuse.

MR. TSE: Okay, in this one which one are you saying
should not be measured?

MR. LANDERS: Well in particular here, I'm just

questioning the word "trays".
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MR. TSE: Unless it has changed ==

MR. WIEDEMAN: Let me throw this out. The only
reason that that was included is there was a therapeutic
misadministration reported because there was a change in trays
and it wasn’t figured in the annual calibration and therefore
everybody they treated throughout the year were off little.
We're talking one or two percent difference, and so that was
why it was included.

MR. LANDERS: Okay, it’s just &an example anyhow.

MR. WIEDEMAN: 1It’s so infreguent you’d ever change
trays.

MR. FRYMAN: 1 had a wedge 12 percent off last week
when I accepted a machine just based c¢n turned calumniators and
other acceptance conditions because tney don’t «- apparently
the companies until now haven’t really done any QA on their
wvedge mountings. They’re considered accessories, so they're
not spec’d on any sheet when the machines are accepted I had an
11.6 differential on a large wedge. It seems like the larger
ones are going to -~ well that makes sense I guess because
there’s a greater change, but they’re mounted optically,
they’re not mounted radiographically.

MR. WIEDEMAN: Are you talking about wedges or trays?

MR. FRYMAN: Wedges on trays.

MR. WIEDEMAN: Oh, ckay, wedges on trays.

MR. TSE: On trays.
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MR, FRYMAN: Yes.

MR. LANDERS: 1If the calumniator shifts, you would
expect that.

MR. TSE: Other comments?

(No response.)

MR. TSE: No? Roy, you’‘re still reading? You're
finished? -~ I mean your comments =- I’'m sorry, take that word
back. Did you complete your comments?

MR. LANDERS: Yes.

MR. TSE: Comments on the Guide.

Okay.

MR. CAMPER: Question. A concern that I‘ve heard
raised about this Guide is that there might be individuals who
would look at this as all that there is for quality assurance.
Like for example, using the Reg Guide, I’'ve done everything
that I need to do about QA. For that matter, we’ve heard the
argument made about liability for misusing the Reg Guide. And
my question really is this, do you think it would be worthwhile
to add a bibliography at the end of the guide that would list
various other publications available, those by APM, for
exanple, and draw the reader’s attention to the fact that other
QA guidance exists and that by no means is this guide intended
to be an end all? Is that a worthwhile thing to do, or not?

MR. LANDERS: Yes.

MR. ARGAWAL: Yes.
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MR. TSE: 1 will ask if anybody has any suggestions
or any additions we should include in the Regulatory Guide.

Larry already made one suggesticn, to add some
reference in the back on other QAs.

Well thank you for your help.

MR. TELFORD: Let me congratulate you for all your
suggestions you’‘ve made today and your perseverance. We’ve
gone through a lot of material today. This is probably a good
breaking point. We can come back tomorrow at 8:30 and we’ll
start on the reporting requirements for diagnostics first, the
35.33 and then we’ll do the therapy reporting requirements.

S0 let’s adjourn.

(Whereupon, the meeting was adjourned at 4:45

P:.m., to resume at 8:30 a.m. on Friday, September 7, 1990,

in the same place.)
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