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1.0 Attendees !

New Britain General Hosoital (NBGH) h
Clarence Silvia, Senior Vice President, Administration i

H. Kennedy Hudner, Attorney for NBGH
Peter J. Mas, Radiation Safety Officer '

i

| M |
Charles W. Hehl, Director, Division of Nuclear Materials Safety j

|

Marian Zobler, Acting Regional Counsel
Mohamed M. Shanbaky, Chief, Nuclear Materials Safety Branch 1 [,

! Frances Costello, Technical Assistant ;

j Judith A. Joustra, Senior Enforcement Specialist, Enforcement and Investigation
| Coordinator

Louis Manning, Health Physicist -

:

2.0 Summarv i

,

On November 18,1996 a predecisional enforcement conference was held at NRC |
Region 1 Office, King of Prussia, PA. The conference provided an opportunity for '

| the licensee to discuss the apparent violation, and to provide an explanation of the
| circumstances surrounding the falsification of the New Britain General Hospital's )

dose calibrator constancy records. !

|

The Director of the Division of Nuclear Materials Safety (Director) gave an opening )
statement and provided the reasons for the pre-decisional enforcement conference. j
The Director explained that this meeting would provide the licensee an opportunity ;

'to discuss the events surrounding the apparent violation, to accept or deny the
apparent violation, provide corrective actions taken as a result of the apparent
violation, and provide any additional information that would enable the Commission
to make an enforcement decision. The investigation findings were transmitted to
the licensee via the investigation synopsis enclosed in NRC letter dated November

,

5,1996. The Director said that this meeting would give the NRC an opportunity to 1

hear any additional information that the licensee had to substantiate or negate the
Ol findings.

The Branch Chief reviewed the NRC staff's understanding of the issues surrounding
the dose calibrator constancy records. The licensee was given an opportunity to
discuss their views surrounding the records in question. The licensee confirmed
that the dose calibrator was calibrated by the Radiation Safety Officer on November
28,1995 as a result of inconsistencies noted during the annual dose calibrator
accuracy test. The licensee also confirmed that the dose calibrator constancy
results recorded on November 29,1995 were falsified. The licensee provided their
corrective action and outlined their actions taken to prevent recurrence.
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The Senior Enforcement Specialist explained the enforcement options available to
the Commission.

The meeting was adjourned.
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Enforcernent Conference of November 18,1996
_ SHEET 1 PAGE 1 _ PAGE 3

OL-o15 %-oi 1 So part ofwhat we would like to
*

! 2 do today, and injust a moment we'll go around and letwirco smes vuez.ru azoutxroar com2:sron
'

"" 2 " 2
3 everybodyintroducethemselves. Wealsohavean

---

4 individual on the phone from our headquarters
Sa'u2x ozn'E#6oME'*he#";.. 5 organization. But part of what we'd like to do today

**
o

6 is certainly hear from you as to any additional|
---

| zorere .e cons. .ac. t.w.o dy nos.rt w. a.r2.y. 7 information that you can provide to help us in making a
u i t.r.a eror...toa.t m cort.1 ==a notary rublie, .s 8 decision; not only a decision on action if any againsts

orrie.. or th. o=2 t.a s t.t.. ===2..r m.,=1. tory co==.t..io=, 9 you as a licensee but also any additional information
m an.na.i. u .a, xi.,or er ..i., e.no.ri..ni., oa

10 you have with regard to the performance ofyour
wooa.1, no. s.r 2 , 1 6, e , ocio, .s 2o:to ....

I1 employee involved in this incident. But also certainly
---

12 we'll be looking to hear if any corrective action or

13 what kind ofinvestigative activities you undertook toi oc mazas msm,

CaARLzs W. azEL, Director, Div. Nucl..r M.t.ri.1. s foty 14 look at this padicular event.
mamD x. sEnsur, cu.r, noe. notori.1. s.r.tr nr ca 2 15 So with that as a groundwork for
w u1= zontra, z.Suir., actin, a., ion.1 coon..t 16 where we're going today, let me go ahead and just I

suorra sousm, s.=ior :=rore -t sp.ci.u.s 17 introduce myself. Again im Charles Hehl. Um the
3aams sxzra, say. orrie or zatore.=.at <br phoa.> 18 Director, Division of Nuclear Materials Safety in
m ux cosrzz.to, r.chnic.1 A..i.t.nt

19 Region One.
tours w unzuo, a..ita eny.ici.t

20 MR. COSTELLO: Frank Costello.

21 rmatechnicalassistant.^'' "*"' ,

22 MS. ZOBLER: Marian Zobler, Acting )cruzucz sxx.m. s.nio, vie. ,,..ia.ot ia.i . , non
23 Regionalcounsel. |a. xzu m nu w en, z. Sun ., coon. 1 to, unos

24 MS. JOUSTRA: Judy Joustra, Senior
,PzrzR J. MAS, aSO, B..lth Phy.ici.t, NBCE

_ PAGE 2 _ PAGE 4

1 MR.HEHL: We can go ahead and get 1 Enforcement Specialist.
2 started. I think as we indicated in the letter that 2 MR. MANNING: Louis Manning,
3 was sent to you, this is an enforcement conference. 3 IIcalthPhysicist.
4 Whenever the Commission is faced with a decision 4 MR.IIUDNER: My name is Kennedy i

5 regarding enforcement on issues that have a potential 5 Hudner. rm an attomey with the hospital.
6 for what we refer to as escalated enforcement, we 6 MR. SILVIA: Clarence Silvia,
7 normally provide an opportunity for the licensee to 7 Senior Vice President of administration. |
8 come in, sit down with us and talk about the issues so 8 MR. MAS: Peter Mas, RSO and '

9 that we can get a Drsthand perspective on how you view 9 Health Physicist for the institution.
10 these issues. Certainly we're interested in corrective 10 DR.SHANBAKY: My name is Mohamed
11 actions that may have been put in place. I1 Shanbaky. rm a Branch Chief for Licensing and
12 In this particular case we're 12 Inspection, Region One.
13 dealing with issues having to do with falsification of 13 MR.HEHL: And Ithink we have Jim
14 records, and as indicated in the synopsis of the Office 14 Smith from our headquarters, OfGce of Nuclear
15 ofInvestigation Report that was generated based on the 15 Materials Safety and Safeguards.

16 investigation into these matters, it appears there was 16 MR. SMITH: Yes. rm the Regional
17 afalsiGcationofrecords. 17 Program Events Coordinator here at headquarters.
18 Even though it appears that the 18 MR. HEHL: We'll try to turn up
19 falsiDeation was done by an individual, the NRC has 19 the volume a little bit here, Jim.

20 looked very closely at the licensee as an entity to 20 MR. SMITH: Okay.
! 21 focus on what if any licensee culpability there was in 21 MR.HEHL: Let me add too that
!

22 the actions that were taken by the employee. And 22 this is an administrative process. This is not a
23 historically the Commission has held the licensee 23 hearing. If the NRC does impose some sort of an
24 responsible for the actions of the employee. 24 escalated sanction that would be issued, at least
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Enforcement Conference of Novernber 18,1996
SHEET 2 PAGE 5 PAGE 7 )

1 initially, ifit's a violation, as a proposed violation I here today to listen to you as to exactly what
*

)
2 you would have an opportunity at that time to respond 2 happened, when it happened, and what did you do. |'

3 in writing to that issue. And then, depending on your 3 So with this Iwould turnit over '

4 response, whether or not we decided to impose the 4 to you and listen to your understanding of what j
5 action subsequent to receiving your written response, 5 happened. |
6 at that point in time you would then have hearing 6 MR.SILVIA: Very good. Thank you |
7 rights in a more formalproceeding. 7 for the opportunity to present sort of the incident as
8 I think that's the way it works. 8 we understand it and the action that we did take 1

9 But let me go ahead and let I 9 related to it. l
10 think Dr. Shanbaky basically talk a little bit more 10 Just to give some background, j
l1 about the issues we're going to discuss. And then 11 Michael was an employee at New Britain General for 23
12 we'll tum it over to you for your comments. 12 years, and throughout his tenure at New Britain there
13 DR.SHANBAKY: Okay. Last week we 13 was no reason to suspect Michael as anything but a good
14 had the enforcement conference with your previous 14 employee. His performance reviews were always fine.
15 employee, Mr. Mike Muszynski, and we asked him about 15 There was no indication that we had a problem employee. l
16 what happened, and he gave us his perspective on what 16 What did occuris that the RSO,
17 had happened. And today we'll go over the apparent 17 Peter, Peter did his annual recalibration of the dose

18 findings here based on the OI investigation synopsis 18 calibrator. There was an entry made on the 29th and
19 that was sent to you. And we're very anxious to listen 19 Peter was in the department the following day and he
20 to your side of what actually happened, what took place 20 routinely checks the readings, the entries following
21 to help us make any future decision. 21 his calibration and saw that the reading was the same
22 As we were notified by E , Pete 22 as the day before, which alerted him to the fact that
23 Mas that certain records for the dose calibrator 23 there was a problem.
24 appeared to be falsified, the Office ofInvestigation 24 Peter sent a letter, faxed a

PAGE 6 _ PAGE 8

1 looked at the records and interviewed people, and they I letter to the physician in charge of the Nuclear
2 came up with the conclusion that it seems that the 2 Medicine Department on December 4th, and on December

;

3 records were falsified for the dose calibrator checks, 3 5th there was a meeting with Peter, the RSO, the !
4 particularlyon November 28th,1995- 4 physician in charge, and the respective managers and |
5 MR. HUDNER: 29th, sir. 5 directors of the Radiology and Nuclear Medicine |
6 DR.SHANBAKY: 29th,1995. 6 Department.
7 - and if this occurred, then the 7 At that point what occurred was,
8 individual would be in violation of10 CFR 30.10, 8 on December 7th, there was - the issue of the

,

9 because 10 CFR 30.10 requires that all employees of 9 falsification was brought up. Michael denied it. It '

10 licensee and contractors do theirjob in a way that 10 was felt on behalf of the hospital that, if there was
1I they would not cause the licensee to be in violation of 11 any question regarding the falsification of data, that
12 NRC regulations. If he falsified the records, then the 12 Michael should be removed from performing any NRC
13 records were falsified and you were in violation of 13 regulatory type activities. And as of December 7th,
14 certain NRC requirements and you can get cited for 14 from that point on, he no longer was performing NRC
15 that. 15 duties.
16 But from your side,also you are 16 It so happens that during this

17 required that all your records and information provided 17 time back in July, Michael was put on a probationary
18 to NRC has to be accurate in all material respects, and 18 period for not performing some of his administrative
19 the dose calibrator records for November 1995 were not 19 duties and that was going to be concluded in January.
20 accurate because they were falsified. That's your 20 And it was felt that, since he was removed from his NRC

21 involvementhere. 21 duties, we were going to let the probation period
22 We recognize that you identified 22 continue since it was the end of the month, and at that

23 the issue, you reported to the NRC, and you took some 23 pointMichaelwasterminated.
24 what appears to be administrative actions, and we are 24 DR. SHANBAKY: That's end ofJuly
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*

1 1996? 1 MR. MAS: Yes, Mark Young,
.

2 MR.SILVIA: The beginning of 2 correct.
'

3 January, January of'96. It was the 5th or 6th of 3 SoIadjusted the dose calibrator
4 Januarythathewasterminated. 4 calibration points for the cesium and for barium where !
5 DR.SIIANBAKY: Allright. 5 now they should be reading roughly about half a percent
6 MR. SILVIA: But during that time 6 higher than the decay calculated activity. So the
7 when the situation was evaluated and his probationary 7 morning of the 29th, Mike Muszynski is the morning
8 period was concluded, Michael was removed from all NRC 8 technologist, he's supposed to do the necessary QA
9 duties. And from that point on, from January on, 9 components.

10 Michael was no longer employed at New Britain General. 10 On the 30th I retumed to New
11 MR.IIEllL: Could I stop youjust a l1 Britain Generalllospital and I had gone to the hot lab
12 second and ask a question. 12 to look at the records to see how the dose calibrator
13 MR.SILVIA: Absolutely. 13 hadbeenperformingaftermyadjustments. AndI |

14 MR. IIEllL: You mentioned at the 14 noticed that the readings recorded for the morning of
15 beginning that you had identified the error, Mr. Mas. 15 the 29th were very much the same readings that had been
16 So you identified that with a review of the records and 16 recorded for the morning of the 28th, and the initials ~
17 then brought it to the attention of Mr. Muszynski? I 17 in the records were Mike Muezynski's.
18 guess - well, let me tell you. What we heard last 18 Mike Muszynskidid come into the
19 week was that Mr. Muszynski brought these issues to you 19 hot lab. lie had not telephoned me. lie did come into
20 on I guess the 29th- 20 the hot iab as I was going over these records. .And 1
21 MS. JOUSTRA: The 30th. 21 pointed out to him something to the effect: Did you
22 MR. IIElIL: On the 30th. 22 notice the difference in these readings?
23 MS.JOUSTRA: lie placed a phone 23 And he said,"Oh, yes. Richard,
24 call to you possibly to indicate there was a 24 the technologist, had told me you were here doing

PAGE lo PAGE 12

1 discrepancy in the dose calibrator constancy check? I testing on the dose calibrator."
2 MR. MAS: No. What had occurred 2 I said,"Yes,I did the yearly
3 was on the 28th ofNovember - was it November? Yes. 3 accuracy and they were adjusted." And I asked him then
4 I performed the yearly accuracy test on the dose 4 and there if he could explain why the readings of the
5 calibrator which consists of assaying the referenced 5 29th were almost identical to the day before when they
6 standards that are available to the department and 6 should have been reading what he had assayed that
7 making sure they're within the plus or minus 5 percent 7 morning of the 30th.
8 of the calibrated activity or calculated activity. 8 So Mike Muszynski again did the
9 OnceIdid the measurements,I saw 9 dose calibrator assay for the morning of the 30th and

10 that both standards were about 4 and a half percent too 10 saw the change, but on the morning of the 29th he did
11 low. So they were bordering on that 5 percent action 11 not do those assays. Ile recorded the numbers that had

12 level that's required for you to repair or adjust. And 12 beentherepreviously.
13 I made the adjustment. Now, this occurred around 4:00 13 MR. IIEllL: So you brought it to
14 in the aftemoon. 14 his attention that the numbers on the 29th appeared to
15 The personnelin attendance were 15 be in error and then he had no explanation at that
16 Richard Whitmore, a technologist; he was there and saw 16 point in time as to why?
17 the testing that I was doing. Of course I was present 17 MR. MAS: No.
18 and a new physicist that we want to get him on line as 18 MS.JOUSTRA: I think Imay have
19 as assistant RSO in the future. And I was going 19 missed something;I didn't hear. On the 30th when you
20 through this whole process as an education for him to 20 arrived, had he already performed the constancy checks
21 know what the requirements were for nuclear medicine. 21 forthatday?
22 Well,I adjusted the dose 22 MR. MAS: For the moming of the
23 calibrator- 23 30th,yes.
24 MR.IIEllL: This is Mr. Young? 24 MS.JOUSTRA: And 0en he

First Reporting & Vicleoconferencing Services
thm ceu h ohp4w, tsaK.

)287-1111



- .

Enforcement Conference of November 18,1996,

_ SHEET 4 PAGE 13 PAGE 15
"

I acknowledged the fact that there was in fact a 1 implication." I said, "These numbers are not correct."
!

2 difference between the 29th and 30th? 2 But he had no reason forit. He'

3 MR. MAS: Yes. 3 did state, "I did the assay and those were the !4 MS.JOUSTRA: Ordid you have to 4 numbers." '

5 call it to his attention at that point? 5 MR.HEllL: Why don't you go ahead {6 MR. MAS: No. I called it to his 6 and go on.
7 attention. He indicated that there was a difTerence in 7 MS.JOUSTRA: Do you have a copy ;

8 the readings, and I said, "Yes, there is, and why 8 of that fax that you sent by any chance?
9 weren't these numbers seen the day before?" 9 MR. MAS: To Dr. Steer (ph),yes, I

10 MS.JOUSTRA: Okay. 10 the one that went out.
I1 MR.HEIIL: But he did not bring it 11 MR.HUDNER: My nameis Ken lludner
12 toyourattention- 12 speaking for the first time. This is two pages. He
13 MR. MAS: No. 13 first page indicates it's a fax sheet and the fax was

i 14 MR. HEHL: - that these numbers 14 sent Monday morning, December 4th; ahhough the letter
|15 weredifferent? 15 that's attached to it is dated December ist. !

16 MR. MAS: No. I brought it to his 16 MS.JOUSTRA: Hanks.
17 attention. 17 DR. SHANBAKY: Did you have any
18 DR. SHANBAKY: Can you tellus how 18 discussion with Mr. Muszynski as to the actual date of

' ;

19 this discussion started? I mean, did he come to you 19 the constancy calibration? Was it the 28th of November
'

20 and want to talk about the dose calibrator tests or you 20 or the 29th of November?
21 wenttohim? 21 MR. MAS: Yes. I did point out to,

22 MR. MAS: No. 22 him that I had done that work on the afternoon of the
23 DR. SHANBAKY: What actually 23 28th and that those numbers should havc been evident if
24 happened? 24 he had done the test on the morning of the 29th. And !

*

1 - PAGE 14 PAGE 16
1 MR. MAS: Let mejust open this b 1 the accuracy report was in the dose calibrator
2 up. So I'm in the hot lab looking at the records, the notebook.
3 dose calibrator, and Michael comes in. And im 3 DR. SHANBAKY: And what did he say
4 examining the numbers and he makes the comment, 4 to that?
5 " Richard had mentioned you were here earlier working on 5 MR. MAS: He had no reply, other
6 thedosecalibrator" 6 than he still stuck to his story that he had assayed
7 AndI said to my recollection, not 7 the sources, and the numbers he recorded were the ones

8 verbatim,but: Yes,Iwas. Ididtheyearlyaccuracy 8 he saw on the dose calibrator.
9 test. 9 MR.HUDNER: Dr.Shanbaky,Inote

10 And he says, "Oh"- well,I said, 10 that among the papers we gave to the investigator
11 "You'll notice that the assay of dis moming" - 11 Claudia Pietras were some papers that indicated, that
12 because I saw his record, his entry of the 30th "is 12 recorded ifyou will, the adjustment to the dose
13 different." 13 calibratoronNovember28th.
14 He said,"Yes. I meant to talk to 14 DR. SHANBAKY: We have those.
15 you about that." 15 But he never contested the fact
16 I said,"Well,I recalibrated the 16 that the calibration was performed on that 28th or the
17 instrument. So explain to me why these numbers don't 17 29th?
18 appear yesterday moming after I had recalibrated the 18 MR. MAS: Never.
19 instrument?" 19 DR.SHANBAKY: This is verbally or
20 MS.JOUSTRA: Andhesaid? 20 in writing to you?
21 MR. MAS: lie had no explanation. 21 MR. MAS: Correct. Not that I'm
22 He said something to the effect like I don't like the 22 aware of. He never contested the fact that it was done
23 implicationbehindthat. 23 the28th.
24 I said,"This isn't something of 24 MR. HUDNER: Peter, didn't he ever

First Reporting & Videoconferencing Services
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SHEET 5 PAGE 17 _ PAGE 19*

1 raise the issue of whether or not you had mixed up I calibrator quality control measures performed by
2 dates? 2 Mr. Muszynski in the past, before that?'

3 MR. MAS: I don't believe so. He 3 MR. MAS: Performed by him,
4 could ha /e mentioned that, but I don't recall him 4 nothing stood out that would indicate to me there was
5 mentioning it to me directly. 5 something incorrect with the numbers.
6 MR. HUDNER: I'll note that one of 6 MR. HEHL: So you haven't
7 Michael Muszynski's immediate supervisors, Lucy 7 identified any other problems with the dose calibrator
8 Doucette, has reported to Claudia Pietras that she 8 itself as far as drifting or..
9 recalls Michael questioning whether or not there could 9 MR. MAS: Not relating to this

10 have beenjust a mixup in dates that would have made 10 incident, no. We have in the past month, the nuclear
11 the entry of the 29th either accurate or an innocent 11 medicine technologist, the chief tech now, had asked me
12 mistake. And I know Claudia Pietras and myself have 12 to look at the technetium assay because she was getting
13 asked Peter Mas that question, and that's when he 13 some 10,12 percent lower assay than what the
14 produced the record to show that on the 28th in the 14 pharmaceutical supplier was providing us. I asked her
15 afternoon he and Dr. Young worked on the dose 15 to request a vial of technetium from a different vendor
16 calibrator. 16 just as a cross check, with the same results, some 10
17 MR. MAS: Mr. Young. 17 percentlower.
18 MR.HUDNER: Mr. Young. Sorry 18 At that point I went back to the
19 about that. I didn't mean to promote him. 19 institution to look at the dose calibrator, you know,
20 DR.SHANBAKY: Did you ever ask 20 from A to Z, all stations, and I even went so far as to
21 Mr. Muszynski why the records were not accurate? 21 contact Sun Nuclear Corporation in Florida, because
22 MR. MAS: No. Other than telling 22 they constructed, developed this device. And their
23 him that those numbers were incorrect, I took the 23 technologists, service techs indicated that if one

24 matter directly to the department physician director 24 assay station were off by 10 or 15 percent, across the

PAGE 18 PAGE 20
;

1 Dr. Steer. I board ever single station should be showing a 10,15 |
2 DR.SHANBAKY: Had Mr.Muszynski 2 percent error.
3 explained to anybody at the hospital as to why the 3 Well, based on that and knowing

|
4 figures were not accurate on the 29th? 4 that apparently we were getting some lower readings

.

5 MR.SILVIA: Allhehaseversaid 5 here but nowhere else, we took the measure of sending |

6 to us is that he took the measurement and that was the 6 it back to the company for review and inspection and
7 measurement. That is all he's ever said. 7 determiningwhetherornottherewasaproblem. And
8 DR.SHANBAKY: So he maintained 8 that was done I think in the last three weeks.
9 that he actually took the measurements on the 29th and 9 MR.HEHL: Have they gotten back

10 that's what he got? 10 to you on the problem?
I1 MR. SILVIA: That's correct. 11 MR. MAS: No, Biodex, the vendor
12 MR. MAS: That's correct. 12 of the unit in New York simply indicated it would take
13 DR. SHANBAKY: Is this possible 13 anywhere between four to six weeks to have the thing

: 14 that these numbers would look like the numbers he got? 14 sa:Tixd and shipped back. We procured a loaner

| 15 MR. MAS: No. Ifyou look at the 15 through them, the exact same unit which is this one

| 16 dose calibrator records for the month of November, if 16 here, the Atomlab 100. We went through the appropriate
| 17 you look at it for the next five or six months, you'll 17 QA. So we set it up. But we have no concrete reason

18 see that the numbers he recorded are never reproduced. 18 for why Tech is showing or purportedly showing 10
; 19 Even allowing for radioactive decay, the numbers he 19 percent less of an assay but no other station is

j 20 recorded that day aren't even close to what you'll see 20 showingit.

~

21 in the records in May of'96. 21 DR. SHANBAKY: How long usually;

22 DR.SHANBAKY: Have you ever 22 did it take Mr. Mcszynski to do the QC test, the daily
23 observed any discrepancy in the numbers, what appeared 23 QCtest?
24 to be accurate numbers in performance of the dose 24 MR. MAS: To go across this sheet

First Reportina & Viticoconferencing Services
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SHEET 6 PAGE 21 _ PAGE 23

I of paper, the most time-consuming period in filling out i potential legal ramifications from this.
'

2 this paper is probablyjust in the physical writing of 2 But with these numbers and*
; 3 the numbers. Because all you need to do is insert the 3 assurances from Mr. Mas and Mr. Young that you

4 barium source in the dose calibrator; punch the barium 4 shouldn't be getting those numbers, the hospital pretty
5 button. You'll get a display, a stable steady display 5 much felt that it had to take the action it took.
6 very quickly thereafter. You record the number. You 6 MR. IIEllL: We certainly don't want
7 take this out. 7 to imply any disagreement with any actions you've
8 You put in the cesium source. You 8 taken. Certainly it was a management decision on your
9 press the cesium button. You'll get a digital readout. 9 part how you treat that.

10 You record that number. And then you simply chose the 10 Do you typically -when you do a
l1 Tech, thallium, and all these other stations across the 11 change in calibration, do you leave any information for

i
12 board and record what the display is showing at each 12 thetechnicianstofollowi
13 one of those stations. So this process could be done 13 MR. MAS No. This seemed to be,

,

14 within three minutes from start to finish. 14 quite straightforward, and with the accuracy report and !
.

I 15 DR. SilANBAKY: Ifit is -that's 15 everything else documenting, it literally tests itself.
16 a little bit difficult here. Ifit takes that short of 16 MR.HEHL: Is this left then for
17 a time, why he would take a shortcut and not do the 17 the technicians so they have.. !

,

18 test,if this is true? 18 MR. MAS: That's in the dose
'

19 MR. MAS: I've asked myself the 19 calibrator notebook. So both that cover sheet, which
20 same question. Why take a shortcut on something so 20 is the yearly accuracy -- it shows the three sources

'

21 simple, as well as something so essential for the 21 measured - and this one which documents the readings,

22 workings of the department? In nuclear medicine you 22 at the different stations, both of those are in the

23 cannot progress with doing clinical studies until you 23 dosecalibratornotebook.
24 verify that your dose calibrator works. That is the 24 MR.HEHL: Sotheseareleftin

_ PAGE 22 _ PAGE 24

1 backbone to everything else you do during the day. I the notebook; on the 28th when you got finished with
2 DR.SHANBAKY: WhenIasked 2 the calibration, those were left then for the3

1 3 Mr. Muszynski last week as to how long it would take 3 techniciansinthenotebook?
,

4 him, he said it would take him a very short period of 4 MR. MAS: Correct.
'

5 time, a matter of seconds, and essentially he would not 5 MR. HEHL: Are there other
6 go through all this troublejust to save seconds. He 6 instances in the past where you've had to make
7 contends that he did the test and it was done in a very 7 adjustments on this dose calibrator, similar type of
8 short period of time; in the order ofless than a 8 calibrations?
9 minute or so. 9 MR. MAS: We did get a secondary

10 MR. HUDNER: Dr. Shanhaky, when 10 standard, an iodine 131 standard on loan to us from
|

11 Mr. Young was talking to Claudia Pietras, she asked him 11 Syncor because we wanted to verify that what they were
12 what the probability was of getting those numbers 12 assaying the iodine sources and what our dose

13 without falsification, ofjust getting a misreading if 13 calibrator was assaying at was in agreement.
14 you will. 14 So we did procure their secondary
15 Mr. Young did the numbers in his 15 standard, we went through a series of measurements, and

16 head, and I don't pretend to verify them, but his 16 1 believe the dose calibrator was adjusted upwards so
17 calculation was that getting those numbers on November 17 that it read some 2 or 3 percent more than what it was

18 29th represents a point five percent probability; 18 showingonthedisplayitself.
19 one-halfofonepercent. 19 MR. HEHL: When was that?
20 We tvould be delightedifwe could 20 MR. MAS: I don't recall but in
21 look at this and say that there was some apparent 21 the dose calibrator notebook there is a sheet that has
22 innocent explanation for having different numbers. 22 some annotations to those changes.

23 Hospitalsdon'troutinelyfire20-or23-yearemployees 23 MR.HEllL: Ijust wonderif
24 lightly. We've only begun to see the edges of the 24 perhaps when you go back if you want to take a look at
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1 that to say to see if there are any difficulties I was in the hot lab he was supposed to have been
*

2 associated with that occurrence. I don't know if 2 supervised by the other technologists, but he was not*
3 you've looked at that yourself, but you might want to 3 to be handling radioactive materials directly or making
4 think about doing that, because if there's somewhat 4 entries into a logbook without someone there to - the
5 similar type of circumstances that were generated, then 5 entries in the logbooks, someone had to verify those
6 you might want to take a look. 6 entries.
7 MR. SILVIA: I see what you're 7 MR.HUDNER: There was one
8 saying. 8 incident-
9 MR. MAS: See if there's any 9 Theiodine 131 decontamination

10 variations. 10 (ph)?
11 MR.IIEllL: Seeifthere'sanother 11 MR. MAS: That's correct.
12 indication of some lost data or incorrect data. 12 M.R. HUDNER: --that occurred
13 DR.SHANBAKY: Getting back to the 13 around December 12 or 13 or 13,14 in which he was4

j 14 July 7th meeting, after the July 7th meeting I 14 required to make data enuies I believe on both days.
15 understand that Mr. Muszynski was essentially barred 15 On both days either Dr. Steer or Peter Mas were in the
16 from performing any NRC activities? 16 room with him taking the readings and then dictating,

17 MR. HUDNER: December 7th. 17 the readings to him to be recorded.;

18 DR. SHANBAKY: December 7th,I'm 18 MS.JOUSTRA: Arewetalkingabout
19 sorry. And then in January, beginning ofJanuary,'96 19 decontamination of the room or are we talking assaying
20 there was some administrative action taken, that he was 20 of the dose?
21 let goin January? 21 MR. MAS: This was assaying of the
22 MR.SILVIA: Yes. 22 dose, initially the assaying of the dose, because he
23 DR.SHANBAKY: Okay. Is this 23 was the only technologist at that time which was very
24 action related to the issue of falsification of records 24 familiar with the hospital's process for therapeutic

*
PAGE 26 PAGE 28

1 or because of other performance problems that I uses ofiodine.
J 2 Mr.Muszynskihad at the hospital? 2 So Dr. Steer felt that he needed

3 MR.SILVIA: It was a combination 3 to rely on him and I told him it would be acceptable as
4 of the performance problems that he had had. He was 4 long as there could be direct supervision of his
5 under what the hospital calls a probationary period. 5 activities in the hot lab; anything he did we could
6 That is, they put a performance improvement plan in 6 vouch for the accuracy of the information recorded.
7 place for him and they did that six months ago. At the 7 Under those circumstances we allowed his participation

'

8 end ofJanuary is when that concluded. This incident 8 in that one patient therapy.

] 9 along with the other performance activities were part 9 MR.HEHL: But he was always under
10 ofhisterminationinJanuary. 10 the supervision ofyourselfor...,

11 MS.JOUSTRA: On 12/7 when he was 11 MR. SILVIA: Dr Steer.,

12 removed from NRC duties, could you be a little bit more 12 MR. MAS: Dr. Steer, the medical
"

13 specific? Whatdoesthatinclude? Didheactually 13 director.
14 handle any nuclear medicine type procedures at all? 14 DR. SHANBAKY: Was he involved in
15 Did he administer any doses at that time or was he out 15 the surveying and the decontamination of the patient's
16 of the records and documentation aspect - 16 room on December 14th?
17 MR. MAS: Yes, he was taken out of 17 MR. MAS: Yes. He was doing the~

18 the records and documentation. He was allowed to scan 18 patient surveys to determine that they were less than
19 patients. In other words, patients would be injected 19 30 millicuries activities. So I would come in in the
20 and he would bring them into the room and do what the 20 esening or later in the day, verify that the patient
21 scan or the study was required. 21 was less than 30 millicuries for their discharge. That,

22 MS.JOUSTRA: Did he assay doses 22 was the other action he had with those patients, doing
23 and administer that orjust scan? 23 the MR per hour radiation level surveys.
24 MR. MAS: Just scan. Anytime he 24 DR. SHANBAKY: How about the
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I release of the patient's room? 1 MR. HUDNER: Ifit's important,I |

2 MR. MAS: Release of the patient's 2 can give you how many hours he was on-site each day.*

3 room I believe for this case was done with Richard 3 MR.HElIL: Where does that come
4 Whitmore the technologist who was also upstairs doing 4 from?
5 decon with Mike Muszynski and myself. 5 MR.HUDNER: This is a note
6 DR. SHANBAKY: So you were there 6 Mr. Mas made for me. I asked him to tell me when he
7 on December 14th when there was.. 7 was on-site during 1995.
8 MR. MAS: A therapy case. 8 MR.HEllL: Okay.
9 DR. SHANBAKY: ..a hospitalized 9 MR.HUDNER: rm happy toleave

10 patient? 10 this with you, a copy.
I1 MR. MAS: Correct. 1I MR.HEHL: 1mean howis that
12 DR.SHANDAKY: Andyouhaveto 12 determined? Are there key card entries, a logbook?
13 release the room on that date. You observed the 13 Basicallyalogbook?
14 surveys performed by Mr. Muszynski? 14 MR. MAS: Exactly. Dependingon '

15 MR. MAS: No,I didn't observe 15 where I go, New Britain or Veterans Memorial Hospital,
'

16 them because I would be in Hartford Hospital, but I did 16 I enter the dates fm there and the time frame.
17 review his entries and I did confirm the patient was 17 MR.HEHL: Allright. Idon't '

18 lessthan30 millicuries. I8 know that we need that.
19 DR. SHANBAKY: How about the 19 MR. HUDNER: rm happy to..
20 contamination of the room, the wipe tests and removal 20 MR. HEHL: We can certainly make a
21 of all contaminated material from the patient's room on 21 copy and get it back to you.
22 the14th? 22 MR. HUDNER: This specifically
23 MR. MAS: Those were performed - 23 came up when i questioned Mr. Mas as to whether or not
24 I believe I was present with Mike Muszynski when we 24 he could have been wrong on the dates of November 28th !

_ PAGE 3 0 _ _ PAGE 32
I were cleaning up the room, removing articles that I and 29th and 30. In addition to giving me the report
2 needed to be placedinto storage. 2 he filled out on changing the calibration on November
3 MS.JOUSTRA: Who has the 3 28th, he also gave me a log of every day he was there.
4 authority to actually release the room? In this 4 MR. HEHL: Were you at some place
5 particular case who had the authority? 5 on the 29th?
6 MR. MAS: Ithink Michaeldid have 6 MR. MAS: Well,myprimary
7 the paperwork necessary to instruct the nurses that the 7 employer is Hartford Hospital and our medical-physics
8 room could be used, you know, released for their future 8 services are contracted to New Britain General
9 patientcare. 9 Hospital. Because it was in May of'94 that there RSO

10 MS.JOUSTRA: And he did in fact 10 and only physicist resigned from the institution. So
11 do it in this instance orjust have the paperwork? 11 as a gesture of good will between the two institutions,
12 MR. MAS: I can't recall. I do 12 we worked out an arrangement by which the
13 make entries into my logbooks. I can go back and check 13 medical-physics at Hartford would be contracted to

14 on them. Because when there are therapy patients at 14 provide coverage services and nuclear medicine

15 the hospital, I make sure that they're less than the 30 15 radiation safety in radiology as well as in medical

16 millicuries before they can leave, and we round up the 16 oncology; you know, radiation physics there. It turns
17 necessary materials and articles that need to be stored 17 out I guess we've been so good they've retained us.

18 ifthereisanycontamination. 18 MR.HEHL: But you were then at
19 MR.HUDNER: filjust note, 19 HartfordHospitalthe29th?
20 because some of the dates seem to be critical, that 20 MR. MAS: And am now, that's

21 Mr. Mas was on-site at the hospital on December 12,13, 21 right, a full-time employee of Hartford Hospital.
22 and 14, 22 DR.SHANBAKY: Doyou have any |
23 MR. MAS: For this patient's 23 patient administered doses on November 29, '957 J
24 visit, exactly. 24 MR. MAS: Patientadministered :
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*
I dosesofanypanicularagent? I millicuries, but it doesn't tell me whether was that ~

2 DR.SilANBAKY: Ofanything. 2 was 1 123 or technetium. At 4.8 millicuries, my guess*

3 MR. MAS: Oh, yeah. The 3 it would have been I 123.
4 department was open. 'Ile Department of Nuclear 4 DR. SHANBAKY: The barium channel
5 Medicinewasopen.

5 indication would be similar to the I-131? What channel |
6 DR. SHANBAKY: The depanmcat was 6 should be affected by the barium measurements?

:
7 openNovember29? 7 MR. MAS: Only that channel. This I

8 MR. MAS: Yes. 8 instrument has independent calibration controls for
9 DR.SilANBAKY: Can you share with 9 each station;ifI go here to Appendix D on this thing.

10 us what was the patient doses assayed by the pharmacy 10 So each preset station that has a labeled button on the
11 versus the values Mr. Muszynski got with the dose 11 instrument has its own preset calibration value. So I

12 calibrator? 12 they are adjusted or changed independently of each
13 MR. MAS: Mr. Silvia brought those 13 other. So any change made to barium and cesium or
14 materials for you, the radio-pharmaceutical... 14 cobalt or gallium would only be reflected at that
15 MS.JOUSTRA: llave you actually 15 station. j
16 performed - I guess on the 30th when you were aware of 16 DR.SHANBAKY: Okay. And theonly
17 the fact that there was a discrepancy of the 29th 17 two channels you changed on the 28th were the barium
18 readings, did you go back and take a look to find out a 18 channelandthecesiumchannel?
19 comparison between what was assayed on-site compared to 19 MR. MAS: Correct.

'

20 what was done at whatever the nuclear phannacy was? 20 DR.SHANBAKY: Nothing else?
.

21 MR. MAS: Well,thediscrepancyin 21 MR. MAS: Nothing else. I

22 the readings for cobalt - I'm sorry, for barium and 22 Do you care to see these? j
23 cesium are specific for barium and cesium. They 23 MR. HEHL: Why don't we go ahead
24 wouldn't carry through to technetium assays or any 24 and go on and let you continue with your prepared '

PAGE 34 _ PAGE 36

1 other gamma. They'rejust specific for the barium and I remarks, and then we'll take a few minutes' break a
2 cesium sources. 2 little bit later and maybe we can sit down and go
3 MS.JOUSTRA: But you did do an 3 through this in a little more detail, because we would
4 evaluation on the 30th to determine whether there was 4 like to give it back to you. It certainly contains
5 anything unusual in the actual dose assays performed at 5 patient information which would be private. So we'd

,

'

6 the site- 6 rather not retain it unless we need to.
7 MR. MAS: Andnothingseemedout 7 MR. SILVIA: I think that
8 oforder,no. 8 summarizes the incident, summarizes the action that we
9 DR. SHANBAKY: Did you have any 9 took. I think we'd just like to say sort of a couple

10 iodine samples for - iodine doses on the 29th? 10 things in conclusion, that, you know, we take the NRC
11 MR. MAS: No. Let me say no,in 11 regulations very seriously. Peter does an annual
12 greater than 30 millicurie quantities. I don't recall 12 review with all the technologists to review the
13 anything that might have been less than 30 millicuries. 13 imponance of NRC compliance and NRC regulations.
14 DR. SHANBAKY: In any dose. 14 Michael was at that annual refresher in April prior to

| 15 MR. MAS: A quick review of this 15 this incident happening. And Peter does a thorough
16 would tell us, but I don't believe I saw any. 16 annual training and refresher every year.
17 DR. SHANBAKY: I think we need to 17 We take the NRC regulations as
18 look at this when we have time (indicating). 18 significant, as imponant, and because of this Michael

'

19 MR. MAS: There will be a cover 19 is no longer here in our employ. And I think that what
20 sheet which indicates the type of study performed. 20 wejust want to say is that this was an incident that
21 Okay. So on the 27th they were 21 was discovered by the hospital. We discovered it. We
22 alltechnetium. 22 reported it to you. We have taken what we believe is
23 On Tuesday the 28th at 1:30 in the 23 very swift, decisive action to correct the problem

| 24 afternoon there's a thyroid uptake done with 4.8 24 because of the importance we place on the NRC
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*
I regulations. I technologists that were there after Michael's
2 We have done everything we can to 2 departure, this was not knowledge that they had, they,

3 fully comply and cooperate with the investigation that 3 were not aware that this was done, and had never known
'

4 the NRC undertook. And we'd be happy ifwe can answer 4 that there was any falsification.
5 any questions, provide any additional information to 5 MR. MAS: And as wellon their
6 you so that we can conclude Gis action. 6 behalfI'll say that I've not sensed or picked up
7 MS.JOUSTRA: De the hospital 7 anything from any of the technologists that would cue_

8 have any position as to why they think he may have done 8 me into something not being right in the affairs that
9 this possibly only on one occasion, what may have 9 they handle for the hospital. It'sjust unfortunate

10 provokedit? IknowPeterhadmentionedsomething 10 that I managed to find this one bad event.
)

11 briefly. lie had asked himself the same question but 11 DR.SilANBAKY: Aboutthestaffin 1

12 didn't have an answer for it. 12 nuclear medicine, can you describe for us whether you !
13 Does the hospitalhave anyinsight 13 are overstaffed or understaffed or what does it look

|

14 as to why he may have what appears to all of a sudden 14 likeinthatdepartment?
| 15 do something like this to, something that doesn't 15 MR.SILVIA: Petercommented. We

16 seem... 16 have a supervisor. We have replaced Michael and we've
17 MR.SILVIA: It's very difficult 17 got a supervisor who has a great deal of experience in
18 for us because here's an individual who has been an 18 nuclear medicine. There are three other technologists
19 employee of the institution for a long period of time 19 that work in the department. Most of them have been
20 and has never really had any problems related to his 20 thereforprobably-thenewestemployeeisthe
21 performance. 21 supervisor. Other than that, Lisa has probably been
22 It does tell us that within the 22 there for a year, year and a half.
23 last year of his employ there were some issues lie was 23 It's a department thatIthinkis
24 for the first time in his career put on a performance 24 probably adequately staffed. I think that we probably

| PAGE 38 PAGE 4o

1 plan because of some issues. Most of the issues had to I were - when we had one of the employees out on
2 do with him not following through properly on various 2 maternity leave, the staffing was tighter than it is

| 3 supervisory functions. 3 today, but today I think we're fully staffed and
4 Whether this was an indication 4 adequatelystaff.
5 that at some point during his career he either became 5 DR.SilANBAKY: Anybodyon
6 lackadaisical, and if this was the issue we don't know. 6 maternity leave back in November 1995?

7 What we do know is that we were within the last year 7 MR. SILVIA: I don't recall. When
8 having some problems. Peter was paying close attention 8 that happened, we had a temporary agency. We had an
9 to make sure that we were in compliance, and when this 9 employee from a temporary agency during that time.

,

10 did arise we took action. 10 DR. SIIANBAKY: Is that nuclear
| 11 We wish we had a better 11 medicine technologist assigned any other collateral

12 explanation as to why an individual would do such a 12 activities or collateral duties other than the
13 thing but we don't. 13 day-to-daynuclearmedicineprocedures?
14 MS.JOUSTRA: llaveyou obtained 1 14 MR.SILVIA: Just the bone
15 guess any perspective from other staff members as to 15 densitometry.
16 whether they would consider this an acceptable practice 16 M" MAS: There'sonlythebone
17 or any idea or indication from them that this has been 17 density room. iney operate the bone densitometer which
18 going on by... 18 again this is part of radiology. It's in a different I
19 MR. SILVIA: We asked and none of 19 section. So of the four full-time technologists, one |

5
20 them were aware that this took place. None of the 20 willbedoingbonedensitometry. Itmightbejusta |

: 21 people that we talked to felt that - had any knowledge 21 half day depending on the workload, but the other
'

22 that there were ever any falsifications made by any 22 technologists are handling the nuclear medicine events.

23 employeesdownthere. 23 DR.SilANBAKY: Aretheyusually-

24 When we talked to the twoprimary 24 called upon for other radiological procedures like
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1 x-ray? I have determined this occurred that you found this. {,

| 2 MR.SILVIA: No. 2 And I'd mention it to Mike,you
|

,

3 MR. SMITH: This is headquarters 3 know, you need to document this, this is what occurred, t

4 l'm going to have to drop offnow. 4 and put it in writing so that it can be reviewed and
5 MR.HEHL: Okay, Jim. 5 kept as an inspectionable record.
6 MR. SMITH: Bye-bye. 6 And it took him more than 30 days,
7 MR.HEHL: What has the hospital 7 but other than that, there really was no friction|

| 8 done to convince yourselves that this is an isolated 8 between our functions.

| 9 event? 9 DR.SHANBAKY: Did he have any
| 10 MR.SILVIA: What makes me believe 10 friction or conflicts with other people in that

i
l1 it's an isolated event is the audit that Peter performs 11 department?
12 routinely. Anytime after he does a calibration, he 12 MR.SILVIA: Not thatim aware
13 goes in to make sure that he sees what he should see. 13 of,no.
14 So if this had occurred the last time he had done it 14 MR.HUDNER: Is it fair to say
15 and there was a falsificat;on, it would have been 15 that one of the reasons why he was on probation was
16 picked up at that time. 16 because he was not adequately communicating what he was
17 So we feelcomfortable that Peter 17 and wasn't doing to Lucy Doucette? I'm not saying
18 does go in and he ensures the accuracy of the 18 that's friction, but you're asking a question -
19 information that's in the log after he does a 19 MR.SILVIA: That was with his I
20 calibration. He also monthly goes in and reviews all 20 supervisor, not with a technologist. There might have !
21 of the books, all of the records to see if there's 21 been some friction with his supervisor because he !
22 anythingoutofline. 22 wasn't following through on a number of his supervisory |
23 So we feel that with the audit 23 activities, but in terms of his relationship with the
24 that Peter provides that this was a one-time 24 technologists in the department, there were no issues

PAGE 42 _ PAGE 44

1 occurrence, that ifit had occurred before we would I that im aware of.
2 have picked it up before because we have the audits in 2 DR.SHANBAKY: How about the
3 place. 3 physiciansinthatdepartment?
4 MR.HEHL: Do you do a hundred 4 MR. SILVIA: No. The physicians
5 percent review of records in nuclear medicine monthly? 5 were very supposive of Michael; are to this day.
6 MR. MAS: I don't look at the 6 DR.SHANBAKY: So the only
7 patient records. I go through the hot lab and look at 7 difliculty he had was with the supervisor?
8 the documentation of surveys, materials received, 8 MR.SILVIA: Somedifficultywith
9 stored, etcetera. hseIreview. 9 the supervisor who had to put him on a probationary

10 MR.HEHL: Okay. 10 period.
11 DR. SHANBAKY: Can you 11 DR.SHANBAKY: Okay.
12 characterize your relationship with Mr. Muszynski 12 MR.HEHL: Let me get back to your
13 before this event? Was it a working relationship 13 audits injust a minute. In the audits that you
14 between you and him? 14 performed of the Nuclear Medicine Department in the
15 MR. MAS: It was an amicable 15 past, have you identified any other incidents of
16 workingrelationship. I'veviewedhimasa 16 records that appear to be inaccurate?
17 professional rendering a service, and I believe he 17 MR. MAS: In the audit log which

.

18 viewed me the exact same way. There was no animosity, 18 was given to Claudia Pietras, I believe there's an
'

19 no friction between us. 19 entry around the beginning of June which indicates that
20 There were occasions when Imay 20 two weeks ofinformation were missing from a xenon -
21 have requested documentation like reports regarding 21 the xenon trap QA or such. So I made a note to myself
22 recordable events where we had a technologist not 22 that when I went to inspect there was that data

23 documenting fully the use ofiodines. And so according 23 missing. At my next arrival, which I guess was a week
24 to the regulations, it's 30 days from the day that you 24 later at the institution, that data had been completed;
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| 1 in other words, the blanks in the record had been 1 on that?
2 filledin. 2 MR. MAS: To be very honest with,

| 3 At the time I didn't know what to 3 you I do not know because I don't have a license

| 4 make ofit, whether or not Michael might have had this 4 application. That was submitted by the previous
5 data, because again it was his initials; whether he 5 physicist.
6 might have had this data in his pocket or, you know, on 6 MS.JOUSTRA: But internally you,

'

7 his desk, work space, someplace. So Ijust made a note 7 require this to be performed weekly?
8 to be a little more watchful and wary oflog entries. 8 MR. MAS: Yes.
9 DR.SHANBAKY: Those are the dose 9 MS.JOUSTRA: So you were missing

, 10 measurements from the xenon trap? 10 twoweeks?
l 11 MR. MAS: Yeah. I believe that 11 MR, MAS: Two weeks. fd go back
| 12 was the xenon monitor or the xenon trap QA for leakage. 12 the following week and that information had been !

13 In July Michaelhad been given a 13 completedintherecord. !
14 three-week vacation period, and when I looked at the 14 MS.JOUSTRA: So at that point did I

15 area survey records, they were blank for a five-week 15 you realize or know when or why it was now filled in?
16 stretch of time. So I crossed out those five weeks and 16 MR. MAS: No. I made it a point
17 wrote into the record " failed to perform" and signed 17 to just - assuming that Michael may have had this data
18 them off. 18 on the desk, in his pocket somewhere, I simply made it
19 What occurred thereafter was that 19 a point to myself to be a little more wary and cautious
20 Michael was asked, you know, what exactly led to this 20 as to the record keeping that was being done within the
21 series oflapses, and he mentioned that, number one, he 21 department.
22 was on vacation; number two, the technologist had not 22 MS. JOUSTRA: So we still don't

123 been given any instructions to follow up on his QA 23 know as of today whether or not this test was actually
24 tasks and the materials that he normally - the records 24 performedornot?

_ PAGE 46 PAGE 4 8

1 that he normally would be completing. 1 MR. MAS: True.
2 The response from the-rather 2 MS. JOUSTRA: Where do the other
3 the conective action from the administration was to 3 fiveweekscomein?
4 have Michael delineate his tasks and his functions so 4 MR. MAS: Well,in answer to his

|5 that they could be presented to any other technologist 5 question-
6 in the case he were absent to make sure they were 6 MR.HEHL: Before we leave the
7 completed. 7 xenon, has anybody addressed to Mr. Muszynski this
8 MS.JOUSTRA: Let me understand 8 issue of the xenon event?
9 correctly. There were five weeks in which within those 9 MR.SILVIA: No. Wewerenever

10 five weeks a trap check should have been performed 10 informed of the xenon incident. That was something
11 once? 11 that Peter took note of and what Peter informed to me,

12 MR. MAS: No. The trap check was 12 afterwards. In fact I only knew about this when he
13 the first item that occurred around June. This was in 13 wrote this information in the log to Claudia Pietras.
14 August. This was I believe the contamination surveys, 14 This was something that Peter

15 the wipe test for the department. So the wipe test 15 noted and he felt that he was going to keep a closer

16 record was blank for a five-week period of time. 16 eye on Michael as a result of that. The institution

17 MS.JOUSTRA: Now im really 17 was not aware of that, and that has never been

| 18 confused. You mentioned with xenon first and you said 18 presented to Michael since he was terminated based upon
'

19 that in fact the monthly QA check on the xenon trap had 19 his performance and falsification.
'

20 notbeencompleted. 20 MS.JOUSTRA: How were the checks
21 MR. MAS: Actuallyitwasweekly; 21 after that point since you were a keeping a closer eye

22 two weeks ofxenon QA check. 22 onhim? Okay?

| 23 MS.JOUSTRA: Is that alicensed 23 MR. MAS: Well, with regard to
24 condition that you've tied yourself to, to weekly check 24 that weekly xenon alert check, yes, they were complete.
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1 But in August when I reviewed the weekly wipe test, I important because they constitute regulatory
2 there was a five-week stretch there ofnothing. 2 requirements and we'll get you a copy of this if you* j
3 MR.IIElIL: And thisis wipes for 3 are not sure whether you have it or not.
4 the Nuclear Medicine Department? 4 MR. MAS: Ihave been running the
5 MR. MAS: Yes. So the week prior 5 radiation safety functions very much to the compliance
6 to his three-week vacation and the week after. 6 of10.8 Revision Il to make sure that they're currently |
7 MS.JOUSTRA: Okay. 7 performing whatever tests are required through 10.8 j
8 MR. MAS: So I,you know, X'd out 8 Revision II, and much of the documentation which was in i
9 the log during those five weeks, indicated failed to 9 place when I came on seemed to be in agreement with

{10 perform, and I brought it to the attention of the 10 10.8 Revision 11. 1

1I supervisors. I1 MR. IIEliL: But you can't be sure
12 MR. IIUDNER: One of the 12 that you're auditing against your license unless you
13 supervisors, Tom Saldino, then asked Michael to write 13 know what yourlicense requires.
14 down every test that he performs, how it's performed, 14 MS.JOUSTRA: 10.8 Ibelieve
15 how often it's supposed to be performed, certain time 15 requires a monthly xenon trap. If you want to be more
16 of day so that there would be a written documentation, 16 restrictive and do more than that, that's fine.
17 so that when he was on vacation again, there wouldn't 17 MR. IIElIL: We'll make arrangements
18 be that kind ofgap. 18 to get you this information.
19 MS.JOUSTRA: So now this 19 MR. MAS: Perfect.
20 live-week period with the surveys of the room, the 20 MR. HEHL: Because it's very
21 wipes of the room, we don't have the same problem here 21 important that you hold yourself to your license, not
22 with eventually the data being placed into the record; 22 just the reg guide.
23 that always remained incomplete? 23 MS.JOUSTRA: Especiallyifthey
24 MR. MAS: Correct. 24 may conflict with each other; you've got a problem.

PAGE So PAGE 52
1 MS. JOUS ' RA: That was my 1 MR. MAS: Yes.
2 confusion. 2 MS.JOUSTRA: I'm kind of curious
3 MR. HUDNER: I've seen the record. 3 as to why you don't have it. Maybe somebody could
4 Ontherecordyouactually-it'sactuallycrossed 4 elaborate on that a little bit. How come that document
5 out. 5 isn'tavailable?
6 MR.HEHL: Before weleave this 6 MR. MAS: Well,ifImight,the
7 area, do you have any reason to believe that the data 7 hospital had had a consultant physicist I don't know I

8 that was subsequently put into the log on the xenon 8 for how long; you know, starting what year and
9 trap leak QA that that information was inaccurate or 9 extending through when. That consultant physicist...

10 incorrect? 10 (Mr.Costello exited the
11 MR. MAS: No. I1 conference room at this time.)
12 DR.SHANBAKY: Getting back to 12 MR. MAS: Ithink is i

13 your answer to Judy's question about a minute ago, you 13 relationship ended in the winter or spring of 1992 when |
14 said you don't have a copy of what was submitted to the 14 the quality management program came into efTect, came
15 NRCwiththelicense,yourtie-downconditions? 15 into being, because I have seen or rather I have found

16 MR. MAS: I don't have alicense 16 the QM plan prepared by this consultant and ;t had been

17 application. Wedohaveinthehospitalamanual 17 mailed to Region 1 signed off by the consultant, and of

18 called the Radiation Safety Manual where there appear 18 course by the institution as well. !

19 to be documents or sections of documents that were 19 It was in the spring when Amecca |

20 submitted in the license application. But a binder 20 Azundo (ph), a physicist, a master of science physicist i

21 that I could, you know, pick up and say this must be 21 took over as the radiation oncology physicist and ;
22 what was submitted by person such and such, you know, 22 apparently also took over the radiation safety tasks.
23 no. 23 So the consultant must have produced the license
24 DR.SHANBAKY: Ithink those are 24 application. Amecca took over the radiation safety |
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*
1 office and the medical-physics functions and the 1 MR.HEHL: You did an inquiryinto
2 diagnostic imaging functions. He basically did 2 thisevent?;

*
| 3 everything. He was covering everything in the 3 MR.HUDNER: Yes.
| 4 hospital. 4 MR. HEHL: You didn't expand that
| 5 When we came to the institution in 5 independently to go back and look at other records?
| 6 May of'94, the only binder that I could find with 6 MR. SILVIA: 1 think,you know,
| 7 components that seem to be what the license application 7 what we had in talking with Peter, his review after he
| 8 was about was this red binder called Radiation Safety 8 does the calibrations, plus his monthly audit, Peter
i 9 Manual that had sections taken out and copied and 9 felt very comfortable that this was an isolated event.

10 distributed to the various departments according to 10 So I really didn't think that doing any further
11 what their regulatory standards would be, you know, for 11 investigation was warranted because he had been
12 thatlicensedduration. 12 auditing this as a routine process.

| 13 So where exactlyis the entire 13 MR.HEHL: So your feelingis that
j 14 complete license application? I mean, I searched the 14 the audits would have iden'ified any other shortcuts

15 files and the file cabinets and I did not find anything 15 that the individual might have taken in other
| 16 that I could lay my hands on and say this must be the 16 activities that they performed-
! 17 document that went out. So between the consultants and 17 MR. MAS: Correct.

18 the other physicists, I can't say I know what exactly 18 MR. HEHL: - across the spectrum
19 occurred. 19 oflicensed activities that he performs?
20 MR. HEHL: We'll make arrangements 20 MR. MAS: Yes.

| 21 to get you that information, but I'm sure you 21 MR. HEHL: And you think you've
| 22 understand that there is some variation license to 22 covered the whole spectrum of activities that are

23 license- 23 performed by this individual?
24 MR. MAS: Absolutely. 24 MR. MAS: Yes.

PAGE 54 PAGE 56
1 MR. HEHL: -depending on what 1 MR. HUDNER: That is, sir,in
2 the commitments were in the licensing process which, 2 essence, a record audit, and that's what Mr. Mas has

3 once they're confirmed in the license, they becomejust 3 been doing on a continuous basis. When we asked him

4 as binding as the other regulations. So I would highly 4 whether there were other issues involving Mr. Muszynski
5 recommend that you get very intimate with that license 5 specifically, we came up with a weekly wipe test
6 and the conditions and make sure that the program 6 incident, a question with regard to the xenon alert
7 that's being implemented is consistent with that. 7 instrument. But in terms ofidentifying previous
8 ThenIguessjust to summarize 8 falsehoods, there wasn't anything we could find.
9 what I think I heard with regard to New Britain's 9 MR.HEHL: Have you taken any

10 activities to put some boundaries or bounding aspects 10 other action with regard to the other employees there?
11 of this event, based on the monthly audits that were 11 Aside from the personnel action that you took against
12 performed prior to this event, your feeling is that 12 Mr. Muszynski in January, were there any other training
13 thisisanisolatedcase? 13 or any other activities that were put in place?
14 MR.SILVIA: Yes. 14 MR. MAS: Well,I've not wanted to

| 15 MR. MAS: Yes. 15 discuss the events regarding Mike Muszynski's no longer

| 16 MR. HEHL: You didn't do an 16 working at the institution because of the legal
17 independent investigation, though, of this event? Or 17 concems. Michael did appeal this and I didn't feel it
18 did you do any kind ofindependent investigation of 18 was my place to inform the technologists as to what was
19 thisevent? 19 occurring. But in in-services and training I do
20 MR. HUDNER: I'm not sure what 20 emphasize the value of maintaining accurate records,
21 you're asking. If you're asking did we make an 21 you know, without going back to "this is what happened

4 22 inquiry, the answer is yes. And that's what led 22 to Mike" or something of the source, without trying to
23 directly to the suspension and ultimate termination of 23 makethoseconnections.-

24 Mr.Muszynski. 24 MR. HEHL: Did any in-services
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*

1 occur subsequent to the 30th of February? I When we wereinterviewing various
2 MR. MAS: I have in-serviced a few 2 employees as part of your wrap-up and then getting! *

3 personnel in Nuclear Medicine since this, yes, and also 3 together with Claudia Pietras, employees were quite
4 personnelin Radiation Oncology. 4 vocal on the whole series of events from December 7th

r

5 MR.HEHL: Allthetechnicians 5 onward. People understood what had happened to,

6 havebeenin-serviced? 6 Mr. Muszynski and they understood why they agreed or
7 MR. MAS: I believeI'm missing 7 disagreed, depending on the individual and what they
8 one which is a per diem, someone that they're hiring on 8 thoughtofMr.Muszynski.
9 a per day event. 9 But it's not like people didn't

10 MR. HEHL: When do those 10 understand that some very significant corrective action
'

,

,

l

11 in-servicesoccur? I1 had been taken.
12 MR. MAS: I have them on a QA 12 MR.HEHL: But nobody discussed
13 schedule calendar so that they're done at least once a 13 with the members of the department any reinforcement |
14 year. The radiation oncology QA schedule and the 14 untilthenextroutinelyscheduledin-service?
15 nuclear medicine QA schedule are two different ones. 15 MR. SILVIA: Ithink that when
16 MR. HEHL: So approximately when 16 you've terminated an individual for falsification,1
17 did your in-service occur following the November 30th 17 think that's considerable reinforcement about the need
18 time frame,1995? I8 foraccuracyofrecords.
19 MR. MAS: I might have a few 19 MR. HEllL: Was that advertised
20 documents here. So I have one for September 12th of 20 that he was terminated? i

21 '95, in radiation oncology, radiation oncology occurred 21 MR.SILVIA: Andthenew
22 also Aprilof'95. 22 supervisor who was brought in was told that there was
23 MS. JOUSTRA: Has any training 23 an investigation and action regarding falsification of
24 been given since this event up the until now which 24 data. And so they were made well aware of the fact

_ PAGE 58 _ PAGE 60
I would- 1 that -

{
2 MR. MAS: Yes,I believe I have. 2 MR HEHL: Thenewsupervisor.
3 1 don't have this here. I'd expect to find it in my 3 Howabouttheothertechnicians?
4 logbooks. 4 MR. SILVIA: Yes, they all knew.
5 MS.JOUSTRA: And that would have 5 MR. MAS: I believe they were also
6 covered again accuracy ofrecords? 6 made available to Ms. Pietras at the time of her
7 MR. MAS: Yes. You know, the NRC 7 investigation, so they understood why.
8 Form 3, the map of the United States, you know, go 8 MS.ZOBLER: Did the other
9 through this. It has several questions and answers. 9 employees seem to think that this was an overreaction,

10 It emphasizes the accuracy of records maintained and 10 theothertechnicians?
11 the issues of deliberate misconduct which, you know, no 11 MR. MAS: Not the nuclear medicine
12 employee is desired to be in or found in rather. Then 12 employees. We're talking about radiology..
13 we go through the regulatory guides, the 10 CFR 19,20, 13 MR SILVIA: Whenwetalkedto
14 35, the components of risks from radiation exposure and 14 them, it was very clear that all of them knew how wrong
15 prenatalexposure. 15 it would be to have any falsification and how important
16 MR.HUDNER: IfI may,you have to 16 the NRC requirements are. I mean, that was voiced over
17 remember this is a small hospital and a small nuclear 17 and over to us by the technologist.

18 medicine staff. When Mr. Muszynski was disciplined and 18 MS.JOUSTRA: How about the other
19 removed from NRC duties as of December 7th, it's not 19 way around? You know, I'm looking for something that
20 like this was a secret within the department. I mean 20 says management actually went to the staff and said:

21 everybody knew about this. He was a popular employee. 21 Here is what is expected ofyou. Rather than them
22 This became a very hot topic of discussion. When he 22 coming to you and say, gee, we know he did wrong, do
23 was then let go in January, this was a big event within 23 they understand what's right, what should be done, what
24 the department. 24 makesitright?
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1 MR.SILVIA: You know,Ithink i exactdates.

*

2 that, one, we have the annual review that we do. We 2 MR. HEHL: Who looked into it? {*
3 have employees coming to us, that is, giving us back. 3 MR. SILVIA: Myself and our j
4 I think if anything is an indication of how well your 4 hospitalattomey. 1

5 training is it's your employees telling you that they 5 MR. HUDNER: There are actually
'

6 have understood what we have told them at the annual 6 two attomeys involved here. The hospital has an
7 training; that the NRC requirements are important. 7 in-staff attomey named Elizabeth Schlaff, who was

)|
8 They mention to us that they do get to review every 8 initially involved, and then I became involved at the

9 year and how important it is for accuracy for filling 9 end of March, early April. And part of what I did in
10 thoselogsout. 10 trying to get my own facts in hand was spend some time
11 SoIhave to say that I think the 11 with Mr. Mas discussing, A, how he constructed the

;

12 sessions that we've had was reinforcement, absolutely. 12 events of November 28th and 29th and 30, but also is !

13 MS.JOUSTRA: And we think one of 13 there something we should have spotted with this guy?
14 those sessions occurred after the event? 14 That obviously is ofimportance to you folks and thus
15 MR.SILVIA: They alldo, because 15 becomes very important to us.
16 we met with them. 16 That is,in essence, a record
17 MS. JOUSTRA: I mean, the initial 17 audit, which didn't turn up anything, and questioning !
18 training where they got the original understanding of 18 other employees. Is there something you know about
19 what is acceptable. 19 that we should have known about or that you reported to
20 MR. SILVIA: Before that, sure. 20 us and we didn't act on? And all those questionsi

21 MS.JOUSTRA: So we have nothing 21 tumed up negative.
22 sincetheevent? 22 MR. HEHL: So as part ofyour ;

23 MR. SILVIA: We've met with all of 23 follow-up, the hospital's follow-up with this event, |
24 them since the event. 24 you met with the other members of the Nuclear Medicine 1

PAGE G2 _ PAGE 64

1 MR. MAS: As far as training. I'd I and Radiology departments--
2 have to go back to my logs to see if there's something 2 MR.SILVIA: NuclearMedicine,not
3 I missed there. But I do believe that we have had 3 Radiology.
4 in-services since then. 4 MR.HEHL: Okay. AndIguess
5 MS.JOUSTRA: Could you give that 5 reviewed or I guess how would you characterize those
6 informationtoLouis. 6 meetings then with them? Was it a one-on-one?
7 MR. MAS: Yes. 7 MR. HUDNER It was a one-on-one.
8 MR.HEHL: When did these meetings 8 1 mean, in my own terminology, it would be an
9 occur, and I guess what was the topic of the 9 investigation. I was essentially trying to recreate

10 discussions you had with the employees? 10 what happened, what led up to it, what if anything we
11 MR.SILVIA: The meetings 11 had screwed up.
12 occurred -I'd have to get my book out because I don't 12 MR. HEHL: The originalone that
13 have the exact dates, but they centered around the 13 occurredwiththein-houseattomey? You'retalking
14 falsification that was being investigated by the NRC, 14 aboutyour April-
15 what we were looking to find out in our investigation, 15 MR. HUDNER: I'm talking about,
16 whether they had any knowledge that there was 16 yes,mine.

| 17 falsification, whether they were aware of it, whether 17 MR.HEHL: But the originalone

| 18 it had ever occurred before - those were the topics - 18 occurred, what, shortly after the event?

! 19 and how important it was that we comply with the NRC 19 MR. SILVIA: No,I don't believe
20 regulations. 20 so. I think the investigation that we had is when we
21 MR.HEHL: Andyourinvestigation 21 brought Ken in, and Ken and I did those meetings with

22 you say took place when? I mean was there - you say 22 theemployees.
23 youlookedintothisissue. 23 MR. HEHL: I'm sorry. I
24 MR. SILVIA: I don't have the 24 misunderstood. So that was April time frame?
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1 MR. IIUDNER: Yes. Late March, 1 MR.SILVIA: He was no longer able
*

2 early April. 2 to..
'

3 MR. HEHL: What prompted that, 3 MR. HEHL: Okay. But did the
4 just your coming on board to look at the event? 4 hospitaltalktotheemployees?
5 MR.HUDNER: Atthispointthis 5 MR. SILVIA: rd have to ask the
6 gets a little more involved from the human resources 6 supervisers.
7 side. 7 MR. HEHL: Did they address the
8 MR. SILVIA: Maybe I could -- 8 issue? He was stillin a supervisory role?

;

9 there's a couple things here. One is that, when we 9 MR.SILVIA: I would have to ask |

10 terminated Michael, he appealed it or aggrieved it, and 10 his supervisor who took part in removing him from the I

11 the hospital has son of a peer review of any 11 NRC duties.
12 termination or disciplinary action. And that process 12 MR. MAS: His title was still
13 goes on for a considerable length of time. It went on 13 supervisor. His activities pretty much had been
14 for several months where they do interviews, they do 14 relegated to something shon of buck private, where he !
15 investigations. It's peers, employees and some 15 could not be in the hot lab unless he was supervised.
16 management that are on this group. 16 He could not make entries into records unless those
17 And the group felt in reviewing it 17 entries had been verified by some other individual in
18 that the hospital did not follow through on the 18 the Nuclear Medicine Department. ;

19 performance improvement plan that they had set in and 19 MR. HUDNER: Tm not sure if, as |

20 said that Michael should be reinstated. At that point 20 you sit here wearing your NRC caps, you fully
21 we did a more thorough discussion with Peter to make 21 appreciate what it was the hospital did in March after
22 sure that we were on very sound ground in terminating 22 the internal review panel said we think there may have |
23 Michael because of the falsification. We felt we were, 23 been inadequate procedure; we want this man reinstated.
24 and so that's the action that we took there. 24 At that point Elizabeth Lynch of

_ _ PAGE 66 _ PAGE 68
1 So he was terminated in January as 1 Human Resources met with Dr. Steer, with Peter Mas and
2 a result of the performance improvement plan, together 2 said, you know, if we don't reinstate this guy, we are
3 with the NRC violation. When this group voted to bring 3 almost certainly subject to a lawsuit. And I have to
4 him back in, the hospital then subsequently terminated 4 learn from both ofyou now whether you are convinced
5 him based upon this falsification. 5 beyond a shadow of a doubt that there was a problem.
6 MR.HEHL: So the hospital really 6 They both were. They both told
7 didn't look into this event until March / April time 7 her in no uncertain terms that he should not come back.
8 frame. 8 The hospital confirmed his firing, the grounds given to
9 MR. SILVIA: That's not true. The 9 him were, in addition to the problems with you as a

10 hospital looked into it right then. The hospital took 10 supervisor, interacting with other supervisors, let's
11 action immediately when we were notified. We suspended 11 make it clear: You're out of here because of
12 him from action, and he was terminated in January. He 12 falsification.
13 never from the date that we - from then on took part 13 1 don't know ifyou guys have the
14 in any NRC regulatory activities. 14 type of employment problems or employment relations
15 MR.HEHL: As far as addressing 15 problems that other institutions have, but should he

16 the issue with other employees and meeting with other 16 sue the hospital, it was going to be for wrongful
17 employees, that didn't occur until March / April; is that 17 discharge, slander and any number of other things. At
18 right? 18 that point in March the hospital essentially stuck its
19 MR.SILVIA: The employees knew 19 neck out and said: Based on this one line ofdata that
20 when he was suspended from those duties back in 20 we think was false, you're out of here for all time.
21 December that there was an issue regarding the 21 MR.HEHL: And I think we
22 falsification. 22 appreciate the concem that this must have generated.
23 MR. HEHL: And that was as a 23 We'rejust trying to get as complete a picture as we
24 result --they knew as a result of? 24 can to know exactly what took place. We're not trying
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1 to provide anyjudgment on what you did,just trying to I a ten-minute break. We wanted to review and make sure

'

;
2 get a picture. 2 we went over and clearly understood the pharmaceutical i

*

3 MR. MAS: For the management as 3 records. And then why don't we reconvene in about ten '

4 well as the administrators and the department directors 4 minutes and I think we'll we're pretty close to being
5 and myself, there's a certain amount of walking on eggs 5 done. Maybe we'lljust take ten minutes to do that. i

6 and being circumspect about.what has occurred because 6 MR. SILVIA: If there's any-if ;
7 you do have still this legal arena out there that has 7 you could give us like a list of any other information j
8 to be dealt with. So we cannot parade up and down the 8 you want from us.

|
9 halls with placards saying Mike was fired for fraud 9 MR.HEHL: Certainly. We'lljust

10 because it's not - it would not be seen well, in 10 kind of break off the record.
I 1 addition to realizing that this other legal environment 1I (Recess taken at 11:40 a.m.;

,

12 is stillyet to be approached. 12 reconvened at 11:45 a.m.) |
13 But you can be circumspect about 13 MR. HEHL: We've had a chance to

'

14 it and speak with people on a one-on-one and they have 14 look over the dose information provided by the
15 an understanding of what has occurred and the reasons 15 radio-pharmacy slips and we have a couple questions.
16 forit. 16 DR. SHANBAKY: Ithink I'd like to
17 MR.HEHL: I guessjust 17 look at - wejust took a quick sample of the patient
18 editorially, and I understand what you're saying, but i 18 dose assayed on the 29th,28th, and 27th, and I'm not

19 guess certainly there would have been an opportunity to 19 sure ifI am reading this data correctly, but on the
20 go ir, and since you now have an employee that after 23 20 29th I got patient the dose that was done by
21 yecs of faithful employment makes a decision for 21 Mr. Muszynski- that's MM -lot number 152333. He
22 whatever reason to shortcut a procedure and something 22 assayed the dose at 8:00,8:10 a.m. in the moming and
23 that appears to be very out of character you would 1 23 he came up with 17.6 millicuries.
24 guess want to assure yourselves tl.a!, not only that it 24 MR. MAS: Correct.

PAGE 70 _ PAGE 72

1 occurred but also to make sure that there weren't other 1 DR. SHANBAKY: The pharmacy sends
2 environmental factors or whatever that may or may not 2 this dose at 20.4 millicuries and assayed for 8:00 in
3 have contributed to that decision to take that 3 the morning. So I did not correct for any decay here
4 shortcet. 4 because ten minutes is no big deal. So with this there
5 AndI guess personallyI would 5 is a difference of about 14 percent between what the
6 have seen an opportunity to re-educate perhaps the rest 6 pharmacy is telling and what the technologist assayed
7 of the staff as to their responsibilities. 7 here. Is this true?
8 MR. SILVIA: That's an excellent 8 MR. MAS: Yes. Ifyou did the
9 point. 9 math, I believe you, that there would be 14 percent

10 MR.HEllL: Anyotherquestions? 10 difference.
I1 MR. MANNING: I have a question. I1 MR. HUDNER: Can youjust show me
12 Mr. Mas,you mentioned that on the 12 which of the slips you're working from.
13 date of the 28th that Mr. Whitmore actually physically 13 MR. MAS: He's looking at the one
14 saw you do the dose calibrator check? 14 that's stamped prescription 152333.
15 MR. MAS: Correct. 15 MR. HUDNER: Thank you.
16 MR. MANNING: Andthattherecord 16 DR. SHANBAKY: I'mjust going to

| 17 that you - the entry for the accuracy test that you 17 do the math again quickly.
| 18 performed for the dose calibrator, that you may have 18 MR. HEHL: Well,I guess the point
l

19 left that record there the same night or after you 19 being that if it varies by that much, the expectation
20 finished the test on the 28th you left the record there 20 would be that some determination would be made, right,!

21 forthetechnologist? 21 as to why the significant difference? What would your
22 MR. MAS: Correct. 22 expectationbe?
23 MR. MANNING: Thank you. 23 MR. MAS: Well,if the pharmacy
24 MR. HEHL: Okay. We'll take maybe 24 shows 20.4 millicuries dispensed as of 8:00 a.m., they
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* I pt ce this in the morning. They ship it to you 1 your - if you don't know what the procedure says, then
d

2 prmlibrated. So they did not assay this at 8:00 2 what would your expectation be if the dose calibrator
'

3 a.m. They assayed this at some other time and just 3 is 15 percent off for technetium?
4 provided it to the institution indicating that they 4 MR. MAS: Much like what we
5 estimated the activity would be 20.4 millicuries. 5 discussed before. That I didn't fmd when I assessed
6 DR.SilANBAKY: At 8:00? 6 the dose calibrator recently that we found a 10,12
7 MR. MAS: At 8:00. Now, that the 7 percent error or rather what's presumed to be an error
8 assay reported here of 17.6 versus 20.4 is off by 14 8 like about 12 percent in the technetium setting. We
9 percent,15 percent may be correct. But the dose is 9 looked at the dose calibrator at all stations and only

10 stillin a range that the physician would find 10 the Tech station was off by some amount.
3

I1 acceptable to use on the patient. I1 The supplierindicated that ifone

.

12 DR.SHANBAKY: Okay. Solooking 12 station in that unit were off by 15 percent, across the'
13 at it that there's no deviation from what the pharmacy 13 board each and every station should be off by 15
14 assayed, looking at from it whether the dose was in the 14 percent, which is not the case. Our dose calibrator

15 range, how about the accuracy of the assay itself? I 15 reference sources, the barium and cesium, are still

16 mean the 17 or the 20 may be within the range of this 16 reading in the middle of their plus-minus five percent
17 procedures, but how about the accuracy of the test 17 range.
18 itself? Do you have any cutoffpoint,like, you don't 18 MR.HEHL: What would your
19 administer the dose ifit's different from the pharmacy 19 expectation be of the nuclear medicine techs I guess if
20 bywhateverpercent? 20 presented with this data?
21 MR. MAS: Ithink the standard is 21 THE WITNESS: Ifit's brought to
22 that it cannot be different by 50 percent for a 22 myattention,wellthen-
23 diagnostic dose and no greater than 10 percent 23 MR. HEHL: You don't train the
24 difference for a therapeutic dose. So this falls 24 nuclear medicine techs to make any kind of comparison,

_ PAGE 74 PAGE 76

1 within that plus or minus 50 percent limit for 1 to do a qualitative check on the dose calibrator?
2 radio-pharmaceuticaldoses. 2 MR. MAS: Other than if they sense ;

3 DR.SHANBAKY: Soyourdifference 3 that the doses they've assayed is significantly off. I

4 is 50 percent for diagnostic procedures? 4 And again we go back to that plus or minus 50 percent
5 MR. MAS: Ibelieve on a 5 issue.
6 regulatory basis it cannot be greater than 50 percent 6 MR. HEHL: So when you train,when
7 error. 7 you in-service the techs, you tell them 50 percent is
8 DR. SHANBAKY: I'm taking about 8 the closest you need to get?
9 yourprocedures. 9 MR. MAS: They are aware that 50

10 MR. MAS: Oh,I don't know if 10 percent is the limit for the assay error in a graded

11 there is a procedure within the department that says 11 pharmaceutical dose. Now,in-house,if the check
12 you can only use doses as long as they assay within XYZ 12 technologist desires to impose a much tighter limit,
13 of a calibrated activity. That would require that the 13 well definitely that's his or her call.

14 techs not only assay but take this stated assay from 14 MR. HEHL: You're not involved in
15 the manufacturer and then make a correction for it as 15 that as the RS0?
16 the time goes on. They don't do that, no. 16 MR. MAS: No. Idon't stipulate
17 They assay the dose. Ifit is a

'

17 what are acceptable doses. That's the physician's

18 clinical agent and it can be used and the physician is 18 call, if they see --if the tech walks up to him and
19 in agreement with it, it's used on the patient. 19 says, well, they said we got a hundred but really I'm
20 MR. HEHL: Would this raise some 20 assaying 85,it's the physician's determination.
21 question as to the accuracy of the dose calibrator? 21 Now,they may have ask me would
22 MR. MAS: Only for technetium, 22 you please check into this and see whether or not we

23 because each station is independently calibrated. 23 have a problem with our assays.
24 MR. HEHL: I guess what would 24 DR. SHANBAKY: The difficulty
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*

I here, it's either the pharmacy's assay is off or your 1 MR. MAS: No. The only time we '

2 assay is off. That's the issue. As to the dose, 2 had an issue raised, it centered on the iodine 131'

3 you're right. The physician will determine the dose, 3 assays, and because of the discrepancy, we were reading
4 but we need - what we would like to understand here 4 lower than what the manufacturer supplied, we
5 is, when you start suspecting your dose calibrator is 5 received - we requested the secondary standard NIST
6 working right or not, and if you're getting an assay of 6 standard from the pharmaceutical supplier so that we
7 doses different by 14 percent,15 percent from the 7 could perform or own assays, our own calibrations on
8 pharmacy, I don't know. rm not saying that you're 8 the dose calibrator, and an adjustment to the dose
9 wrong. Maybe the pharmacy is wrong. 9 calibrator was necessary. I said it was I think some

10 MR. IIEHL: Is that the only case? 10 fourorfivepercent.
I1 DR. SHANBAKY: No, we have another 11 DR. SHANBAKY: When was that?
12 case on the 27th very similar and that's lot number 12 MR. MAS: It's written in the dose
13 151631 that was done by Muszynski also on the 27th, 13 calibratorbook.
14 11/27, and he assayed the dose at 18 millicuries and 14 DR. SHANBAKY: Is this this year?
15 receNed 20.8 millicuries. 15 MR. MAS: No. I believe it was
16 MR.HUDNER: Dr.Shanbaky,which 16 last year. I believe it was last year.
17 number was that, please? 17 DR. SIIANBAKY: The last one hereI
18 DR. SHANBAKY: You're looking at 18 have is on the 28th. That was a study, I believe a
19 27. And the lot numberis 151631. 19 bone study on the 28th, and this is lot number 152119,
20 MR.IIUDNER: Okay. 20 looks like muga scan.
21 DR.SHANBAKY: He assayed the dose 21 MR. MAS: It sounds like for muga.
22 at 10:15 according to these records, and the pharmacy 22 DR.SHANBAKY: AndIlookedatthe
23 assayed the dose here at 10:00; so very similar, 23 assay here. Looks like..
24 projected. The pharmacy's value at 10:00 is 20.8 24 MR. MAS: Yeah, technetium. I
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I millicuries. Mr.Muszynskigot 18.0 millicuries. And I believe that's the one right down there (indicating).
2 that's again close to 14 percent error. 2 DR.SHANBAKY: Again they said
3 MR. MAS: rd like to refer to it 3 that the amount sent to the hospital,25.1 millicuries,
4 as a 14 percent disagreement, because we -- 4 at 9:30 in the morning and the assay showed 18.7 at
5 DR.SHANBAKY: Yeah, disagreement 5 11:00,11:12.
6 between you and the pharmacy. I don't know whose 6 The difficultyI have with this
7 fault. 7 one is that the pharmacy claimed that the total volume
8 MR. MAS: Because we sent out the 8 they sent to the hospital is three quarter of a mill,
9 dose calibrator to verify whether or not there is an 9 .75 mill. Where the technician got the .847

10 error in measurement. 10 MR. MAS: I don't know. Because
11 DR.SHANBAKY: So this is the same 11 the information is right there on the slip.
12 thing? Wouldthetechnologist recognizethattheyare 12 DR.SHANBAKY: Ifit is .84 and he
13 getting different values from the pharmacy? That's one 13 or she got 18.7, that would be way way offin terms of
14 step, that you don't recognize it. 14 your agreement with the pharmacy. That would be in
15 MR. MAS: The technologist, yes, 15 very clear disagreement with the pharmacy.
16 they would recognize that they r.re - 1 mean especially 16 MR. HUDNER: Peter,let me ask you
17 in these cases where the time of projected assay versus 17 a question. This is marked as .84 CC.

18 the time that they are doing the actual assay is so 18 MR. MAS: Correct.
19 close. And this was the chief technologist himself 19 MR.HUDNER: Andthepharmacyhas
20 performing the assay. But at no time during this week 20 point.75 ML.
21 or any other were the tecnetium assays called in 21 MR. HEHL: What number was that
22 question. 22 again?
23 MR. HEHL: So the issue wasn't 23 DR. SHANBAKY: That's 152119 on
24 raised as a result of these things? 24 the 28th. This is at 11:12.
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1 MR.IIUDNER: Arewemeasuring 1 sametime.
2 apples to apples here? 2 MR. HEHL: I think-and I'm not*
3 MR. MAS: Yes. Rat entry should 3 sure where we're going with this other than just to
4 show .84 just as the pharmaceutical slip shows - 4 indicate that there appears to be some inconsistencies.
5 rather should show .75 just as the pharmaceutical slip 5 What that means, we'll have to try to decipher that.
6 shows.75. 6 Are there any other questions?
7 DR. SilANBAKY: I'm not sure where 7 (No response)
8 they got the.84 then. 8 MR.HEIIL: Anythingelseyou'd
9 MR. HEHL: Okay. 9 like to add? '

10 DR.SHANBAKY: Andthereasonis 10 MR.HUDNER: No.
I1 not because of the .84 or.75. Ifit is .84, then 11 MR.HEHL: Certainly if there are ,

12 there'would be very big difference between the same 12 any thoughts or information that you'd like to add in
13 results the hospital had and the pharmacy. Hat's the 13 the near future, we'll certainly be happy to entertain
14 coi.cem here. 14 that.
15 MR. MAS: We've gone recently away 15 Judi, why don't you go ahead.
16 from handwritten records to a nuclear medicine 16 MR. MANNING: Could youjust fax
17 information system manager. So that a lot of the 17 the xenon stuff? Does it cover the same period of time
18 information which is presented here, it is bar coded 18 here?
19 and entered directly onto computer. So that human 19 MR. MAS: Yes.
20 errors, in case this were an example ofjust plain 20 MS.JOUSTRA: Just to briefly
21 human error, would be avoided. But they still do have 21 summarize some of the enforcement sanctions available
22 to enter the assay of the pharmaceutical dose before 22 to the NRC, keep in mind again that the investigation

| 23 it'sinjected. 23 report indicated that there was a falsified record
24 MR. MANNING: Ihave a quick 24 which in turn would then place the hospital in

PAGE 82 PAGE 84

1 question. The same one the 28th. There are several 1 non-compliance as well. And Mr. HehlI know briefly {
2 xenon slips that came in for patients for ventilation 2 described that in the beginning of the conference, so

'

3 studies. Does the fact that there aren't any xenon 3 keep that in mind.
4 doses indicated on the log an indication that there 4 One of the sanctions available to ;

5 weren't any xenon studies performed that day -- 5 the NRC would be to issue a notice of violation that |
6 MR. MAS: Correct. 6 would indicate the violatior. and a respective severity
7 MR. MANNING: -or was there 7 level would be assigned to that violation. De notice

i 8 another log that keeps track of the xenon studi:s? 8 would also require that you respond with corrective
'

9 MR. MAS: Ibelieve they do 9 actions and basically give a date ofcompliance.
10 include xenons on these, but they will order xenon and 10 Another option or sanction
11 stock them through the week. Should they get any 11 available to the NRC would be to issue a notice of |

12 late-in-the-day emergency xenon studies, they have a 12 violation, a proposed imposition of a civil penalty,
j 13 fewvialshandy. 13 Againthepaperworkisprimarilythesame. The |
| 14 MR. MANNING: If they had a xenon 14 violation would be indicated as well as the respective l

15 study for the 28th, it would be entered on this patient 15 severity level, and there would be a proposed civil i

16 doselog? 16 penaltyattachedtothat.
17 MR. MAS: Yes. And actually now 17 Another sanction would be to issue
18 that you bring that up, let me double check, because I 18 basically an order to show cause why the license j

19 think there is another notebook, the one that has xenon 19 shouldn't be modified, revoked or suspended.
20 on the face. I don't know ifit's referring to the 20 If the NRC were to choose either,

'

21 trap and monitor QA or ifit also serves as a xenon 21 of those last two sanctions, you'd be notified prior to
4 22 patient log. But I do notice through here when they 22 it being released. And also there would be a press

23 show a lunge profusion study, usually you're doing two 23 release for that, and you'd be notified of the contents

24 things. You're doing ventilation and profusion at the 24 of that prior to that occurring. ;
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. 1 Again we take into consideration 1 MR. HEIIL: We try to get these
2 all the information that was obtained here today, as 2 things resolved, recognizing that the investigative,

3 well as information obtained during the investigation 3 activities take a little bit longer. But we try to get
4 itself. And again you know that we had the conference 4 them resolved in about 30 days.
5 with Mr. Muszynski last week as well and we're weighing 5 Now,in this case tied with it of
6 all the information from those two meetings. 6 course is the potential for action against an
7 Ifyou have any questions-I 7 individual and that may delay things a little bit
8 would likejust to briefly, before we go any further 8 longer because we really focus very very hard on those
9 with it, before we actually close this meeting, ifin 9 types ofcases.

i

10 fact we determine that the hospital was in violation of 10 Unless there's any other
11 30.9, would you admit or deny that violation? We need 11 questions,I think we're through. We certainly do
12 to know that before you leave today. I don't know if 12 appreciate your coming in. I think the information you
13 you've had a chance to see what that actually entails. 13 provided has helped us to try to put things in
14 MR. HEllL: I think we sentyou a 14 perspective a little bit. We recognize it's certainly
15 copy of the portion.. 15 always a difficult situation when you're talking about
16 DR. SHANBAKY: Here's the 16 the actions of a specific employee.
17 regulation on 30.9. You can read it. It's very very 17 One thing we'llmention and we did
18 short, very concise and very short on 30.9 delineating 18 mention to Mr. Muszynski when he was in, he asked for a !
19 hospitalresponsibilities. 19 copy of the transcript, and we indicated to him as |

20 MS.JOUSTRA: Andifit's 20 we'll indicate to you that we can make a copy ofit
21 Mr. Muszynskis actions which in tum caused the 21 available. What happens is normally we would keep the
22 hospital to be in violation of one ofour regulations, 22 transcript until- we would not typically put that in
23 again we would hold the hospital responsible for the 23 the public documents in our document room here in your
24 licensee's actions. 24 folder unless two things occurred. I guess when the

PAGE 86 PAGE 88
1 (Pause in proceedings) I case is finally - when a decision is made, then it
2 DR. SHANBAKY: Can you show on the 2 would go in there as part of the decision record.
3 record that I provided them with 30.9 requirements in 3 Ifyou want a copy, we can
4 the regulation,10 CFR 30.9. 4 cenainly get you a copy, but at the time that we would
5 MR. HUDNER: The answer is -- and 5 give it to you, then we would also put it into the
6 this is no surprise given the posture of this entire 6 docket. Sojust essentially there is a time difference
7 situation - is that the hospital does confirm that 7 I think between when it finally goes in there -
8 there was a misrepresentation in the records of the 8 MS. JOUSTRA: I'm not sure ifit's
9 dose calibrator for November 29,1995. 9 a time difference or ifit just doesn't go in there at

10 MR.HEHL: Agreed. AndIthink 10 all ifyou don't request it. I'm not sure.
I1 that's all-- that's certainly what we perceive from 11 MR.HEHL: I think it has to be
12 the records, and we wanted to verify that and make sure 12 part of the record, but we'll take a look at that.
13 you're seeing the same thing. What that translates to 13 Certainly if you decide you'd like a copy of this,
14 we'll have to make a determination. 14 we'll make arrangements. You don't necessarily have to
15 MR. HUDNER: As we've said, we 15 decide today. You can let us know.
16 would have been delighted from the outset if we could 16 If there's nothing else I think
17 have found some way to explain this away as an incident 17 we're done. Thank you.
I8 mishap. We have been unable to do that. 18 (Proceedings were concluded at 12:10 p.m.)
19 MS.JOUSTRA: And then from here 19 ---

20 on, we'll take the information into consideration and 20

'l you'll receive something from us probably in writing 21

' 22 within, say,30 days or so, as well as a summaiy of the 22

23 enforcement conference; either they may come together 23

24 or in separate Documents. 24
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