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1 commissioNER:
Q. Please be seated. Mr. Coffey?
COFFEY, QC::
Q. Thank you, Commissioner. The next witnessis
Dr. Brendan Mullen, Registrar, please?
DR. BRENDAN MULLEN (SWORN ) EXAMINATION BY BERNARD COFFEY,

QC.

REGISTRAR:

© 00 N O o~ WDN

Q. Andwould you please state and spell your

=
o

complete name for the Commission?

[N
[N

REGISTRAR:

[EnY
N

Q. John BrendaMorris Mullen. All names or just
13 the last name?
14 recisTrAR:

15 Q. (Unintelligible ) names.

16 DR. MULLEN:

17 A. Brendan, B-r-en-d-an and last name is
18 Mullen, M-u-I-l-e-n.

19 recisTrRAR:

20 Q. Thank you.

21 correy,Qc:

22 Q. Commissioner, there are some new exhibits, I'm

23 going to ask they be entered, please? They
24 are Exhibits P-1770, 1771 and 1772. Then
25 1774, through, | believe, P-1840, inclusive.
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1 COMMISSIONER:
2 Q. That accordswith my list, yes.

3 COFFEY, Q.C.:

4 Q. Yes, thank you. I just want to make sure.

5 COMMISSIONER:

6 Q. Entered.

7 EXHIBITSP-1770 THROUGH P-1772, INCLUSIVE, ENTERED INTO
8 EVIDENCE.

9  EXHIBITSP-1774 THROUGH P-1840, INCLUSIVE, ENTERED

Page 5

Page 7
Hospital January 1st, 1986 where I’ ve been on
staff since.
COFFEY, Q.C.:

Q. Areyou affiliated with any medical schools?
DR. MULLEN:

A. Yes. I'man associate professor in the
Department of Pathobiology and Laboratory
Medicine at the University of Toronto.

COFFEY, Q.C.:

10 INTO EVIDENCE. 10 Q. Andyou’ve been, had that sort of appointment
11 COFFEY, Q.C. 11 since when?

12 Q. Thank you, Commissioner. Now, if we could, 12 DR. MULLEN:

13 please, Registrar, bring up Exhibit P-1770? 13 A. Initial appointment was at the--when |

14 Now, Dr. Mullen, | takeit that thisisyour 14 returned to Toronto in 1982, sorry,’84 |

15 curriculum vitae? 15 would have been an assistant professor and the
16 DR. MULLEN: 16 in 1993 | was promoted to associate professor.
17 A. Thatiscorrect. 17 And then if you noticein the cv, we changed
18 COFFEY, Q.C:: 18 the department’s name from Department of
19 Q. And- 19 Pathology to Department of Laboratory Medicine
20 DR. MULLEN: 20 and Pathobiology. | also have of note cross

21 A. Asof--preparation day was September 26th. 21 appointments in Department of Anaesthesia and
22 Thiswasin, before your interview in Toronto. 22 Department of Urology because of research
23 COFFEY, Q.C.: 23 interest.

24 Q. Yes. So September of 20077 24 COFFEY, Q.C..

25 DR. MULLEN: 25 Q. Now, Daoctor, just so the Commissioner kind of

Page 6 Page 8

1 A Yes 1 gets some sense of who you are and what you do
2 COFFEY, Q.C: 2 for aliving, okay, I'm goingto ask you to

3 Q. Itgoes onfor some, | believe, 20 pages, 3 describe for her, please, because you' ve been

4 Doctor. I'm not going to take you through all 4 at Mount Sinai, | takeit, for effectively two

5 20 pages. What | am going to ask you to do, 5 decades?

6 pleasg, is to outline for the Commissioner 6 DR. MULLEN:

7 your educational background and the highlights 7 A. Wetry not to remember that.

8 of your professional career? 8 COFFEY, Q.C.:

9 DR. MULLEN: 9 Q. Yes that'saboutit. So, Doctor, could you

10 A. | have an undergraduate degree from the 10 tell the Commissioner, please, because you
11 University of Ottawa in theoretical 11 refer to research?

12 mathematics. | graduated from therein 1973, 12 DR. MULLEN:

13 medical school in Ottawa and from 73 to’ 77 | 13 A. Yes

14 did arotating internship in Toronto at the 14 COFFEY, Q.C.:

15 Toronto East General Hospital in’ 77,78, and 15 Q. And| takeit aswell you do clinical work?

16 then aresidency in anatomic pathology at the 16 DR. MULLEN:

17 University of Toronto from '78 to 1982. 17 A. Yes

18 Following that | went to the University of 18 COFFEY, Q.C.:

19 British Columbiain the pulmonary researchlab |19 Q. How isthat structured?

20 to do further training inlung pathology, 20 DR. MULLEN:

21 particularly looking at structure function 21 A. Peoplewho are on staff in teaching hospitals
22 studies of lung disease. In "84 | returned to 22 at the University of Toronto havewhat are

23 Toronto and went on staff at the St. Michael’s 23 called academic appointments, so depending on
24 Hospital for a year and a half, about 15 24 the hospital it can range anywhere from 20
25 months, and then moved to the Mount Sinai 25 percent serviceto 80 percent research to
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Page 9 Page 11
1 basically 80 percent service, 20 percent 1 DR.MULLEN:
2 research. When | talk about research, I'm 2 A. And he may have explained his roles.
3 talking about protected time. Nominally | 3 Basically I--when heisaway, I’'min charge of
4 have an appointment that is 50/50, 50 percent 4 the department. | alsoin his presence, as
5 service, 50 percent research. Andin the 5 he’ s busy with other things, | look after some
6 service basically we're talking about 6 of the day-to-day operations, particularly of
7 diagnostic pathology where | would cover 7 the surgical pathology, cytopathology, autopsy
8 services such as surgical pathology, whichis 8 side.
9 the topic of interest today, | also cover the 9 COFFEY, Q.C.:
10 cytopathology service and | also cover some of 10 Q. Andyou’ve been deputy director for how long?
11 theclinical laboratories, I'min charge of 11 DR. MULLEN:
12 the andrology lab, which isinvestigation of 12 A. Let mecheck. Since 1998.
13 male infertility, then very small component of 13 COFFEY, Q.C.:
14 autopsy pathology. On the--so that would be 14 Q. So, Doctor, within, then, the department of
15 the service side. Then there's also 15 which you're the deputy director, so you
16 administration. 1I’'m the deputy director of 16 would, in the capacity, | takeit, as deputy
17 the department, so | have administrative 17 would report to Dr. Pritzker?
18 responsibilities, being director of the 18 DR. MULLEN:
19 andrology lab there are administrative 19 A. Yes
20 responsibilities. And then the theoretical 50 20 COFFEY, Q.C.:
21 percent research time or protectedtime is 21 Q. Inthat capacity?
22 when you' re not nominally on service, that you 22 DR.MULLEN:
23 havetime to do academic pursuits. And my 23  A. Yes
24 areas of interest through the cv are mainly 24 COFFEY, Q.C.
25 structure function studiesand quantitative 25 Q. Asaservice pathologist, inyour role asa
Page 10 Page 12
1 pathology, looking initially at lung 1 service provider, who do you report to?
2 pathology, mechanismsof lung injury, now 2 DR. MULLEN:
3 moving because of a changein interest and 3 A, Dr. Pritzker, ultimately. We have chiefs of
4 changein focus of the hospital into male 4 service, so we have a chief of surgica
5 infertility, diagnosis of trying to develop 5 pathology who is Dr. Kirsh, | would report to
6 laboratory tests for the investigation of male 6 him on surgical pathology issues.
7 infertility. The wholefocus has been on 7 COFFEY, Q.C.:
8 quantitation of disorders. 8 Q. Okay.
9 COFFEY, Q.C. 9 DR. MULLEN:
10 Q. | believeyouindicated you are an assistant 10 A. | haveahead of cytology, Dr. Colgan, | would
11 director, you said? 11 report to him on cytology issues. We havea
12 DR. MULLEN: 12 head of autopsy, I’ d report to him on autopsy
13 A. I’'mthedeputy director - 13 issues, mainly the professional issues there.
14 COFFEY, Q.C.: 14 Thetechnical issues, | would--or, sorry, we
15 Q. Deputy, | apologize. 15 also have adirector of immunohistochemistry,
16 DR. MULLEN: 16 Dr. Riddell, and | report to him issuesin
17 A. Deputy director. 17 immunohistochemistry. We have adirector of
18 COFFEY, Q.C.: 18 electron microscopy. All of the areas have
19 Q. And deputy director of the? 19 medical directors as well as technica
20 DR. MULLEN: 20 directors, so for the medical issues| would
21 A. Department of Pathology and Laboratory 21 report to the medical director, the technical
22 Medicine. | believe Dr. Pritzker was here 22 issues usually directly to the technologists
23 Monday afternoon. 23 but also to carbon copy the medical director.
24 COFFEY, Q.C.. 24 COFFEY, Q.C..
25 Q. Yes 25 Q. And Dr. Frances O'Malley was here earlier in
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1 the week. And | understand from what she told 1 A. Okay. TheER/PRservice, we provide service
2 the Commissioner that she would be, describe 2 to our hospitals, both inpatient and
3 herself as a pathologist with particular 3 outpatients. We also through contracts with
4 interest in breast pathology or a breast 4 other hospitals in the province provide ER/PR
5 pathologist. 5 service to them. Part of it is because of our
6 DR. MULLEN: 6 efficiency, part of itisour expertise and
7 A Yes 7 part of it isjust cost/benefit for the other
8 COFFEY, Q.C.: 8 hospitals. So we provide services to hospital
9 Q. Howisher rolestructuredin comparison to 9 groups within Toronto, the Humber River
10 yours, | mean, where in the lab? 10 Regional Hospital, which istwo sites, we also
11 DR. MULLEN: 11 provide service to the Greater Niagara Health
12 A. Dr.O'Malley joined us, | believe, in the late 12 System, which | believe has three or four
13 "90s. 13 sites, and they’'re southwest part of the
14 COFFEY, Q.C.: 14 province. And we also referral service for
15 Q. Yes 15 hospitals that are doing their ER/PRs and have
16 DR. MULLEN: 16 technical difficulties or interpretation
17 A. Atthat time she was doing essentially what | 17 difficulties, they’ll send usthecase. So
18 would have been doing but with special 18 and so and then--sorry, I'veforgotten the
19 emphasis on breast. At that time | would have 19 major source for meis Newfoundland. We do
20 been the special emphasis on lung. Over time 20 ER/PR for--and HER2 for Newfoundland.
21 her service has focused more on breast to now 21 COFFEY, Q.C.
22 that startingin July 1stthat she'll be 22 Q. Now, sir, intermsof doing ER and PR testing
23 exclusively breast. So she would beinvolved 23 and reporting and | take it HER2/neu as well
24 in the diagnosis of breast core biopsies, 24 for Newfoundland and Labrador, when did you,
25 breast surgical specimens. And also we do, 25 yourself, first get involved in that, from
Page 14 Page 16
1 we're a referral service for estrogen, 1 Newfoundland, like -
2 progesterone receptors and HER2 analysis for 2 DR. MULLEN:
3 certain areas of the province, and she would 3 A. Personaly or the hospital ?
4 be--she’sin charge of that service. 4 COFFEY, Q.C.:
5 COFFEY, Q.C.: 5 Q. Thehospital first of all.
6 Q. Andyou'vejust referred to areferral centre 6 DR. MULLEN:
7 for certain areasin the province. 7 A. Okay, okay. The hospital becameinvolved in
8 DR. MULLEN: 8 October of 1999. We were approached by
9 A. Yeah 9 Peninsulas Health Care in Carbonear to -
10 COFFEY, Q.C. 10 COFFEY, Q.C.
11 Q. Couldyou tell the Commissioner, please, how 11 Q. Actualy, that's-
12 that works within--in terms of Mount Sinai and 12 DR. MULLEN:
13 certain areas of the province, in particular 13 A. The Carbonear General Hospital in -
14 in relation to ER/PR, HER2/ney, if you would? 14 COFFEY, Q.C.:
15 That'swhat | - 15 Q. That would be Clarenville, actualy.
16 DR. MULLEN: 16 DR. MULLEN:
17 A. Canl focus mainly on the ER/PR? 17 A. Oh,isit?
18 COFFEY, Q.C. 18 COFFEY, Q.C.
19 Q. Yes. That'swhat I’'m interestedin. 19 Q. Ifit'sPeninsulas.
20 DR. MULLEN: 20 DR. MULLEN:
21 A. Okay. Estrogen--now, I’'mfine to say ER/PR, 21 A. Sorry, Peninsulas Health Care, sorry.
22 everybody knowswhat I'm - 22 COFFEY, Q.C.
23 COFFEY, Q.C.: 23 Q. Clarenville.
24 Q. Yes. 24 DR. MULLEN:
25 DR. MULLEN: 25 A. My apologies.
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1 COMMISSIONER: 1 COFFEY, Q.C.
2 Q. That'sall right, we don’'t expect you to know 2 Q. Yes, | appreciatethat and I'll come to that
3 the geography. 3 in amoment.
4 COFFEY, QC. 4 DR.MULLEN:
5 Q. No. 5 A. Okay, somy reportsaways goto St. Clare's
6 DR. MULLEN: 6 sothat'swhy | call it St. Clare’s.
7 A. Wdll, | send reportsto al these places, | 7 COFFEY, Q.C.:
8 should--and you keep changing the names, 8 Q. Yes Intermsof from your perspectivethis
9 unfortunately. Soit was, sorry, Peninsulas 9 isthe hospital facility you're getting it
10 Health Care. 10 from -
11 COFFEY, QC. 11 DR. MULLEN:
12 Q. Yes 12 A. Yes
13 DR. MULLEN: 13 COFFEY, Q.C.
14 A. In October of '99 we were approached by their 14 Q. - and wherever they get it from, they’ Il speak
15 pathologist to perform the ER and PR stains 15 to.
16 and to send the caseto the pathologist for 16 DR. MULLEN:
17 interpretation. We did not have any 17 A. Andthen so that was the prospective studies.
18 interpretative role. And that continued until 18 COFFEY, Q.C.:
19 we started to introduce HER2 analysis and 19 Q. Yes
20 because HER2 analysis requires the pathol ogist 20 DR. MULLEN:
21 toreflex, you haveto interpret the stains 21 A. We've also been doing quality assurance cases
22 and then if they’ re equivocal or there' s some 22 inwhich they would send ablock for usto
23 technical issue, you have to do what’s called 23 stain, | would interpret the slides and send
24 fluorescent in situ hybridization, whichisa 24 it back. That wasnot a report that went to
25 further analysis, and for time and basically 25 the patient’s chart, that was for their
Page 18 Page 20
1 expertise we decided that it would be better 1 quality control.
2 if 1 reported the cases and would reflex and 2 COFFEY, Q.C.:
3 then speed up and send the reports. So that 3 Q. I'msorry, Doctor, if you could just on that
4 started in September, | believe September of 4 point, could you just explain that again to
5 '05. And - 5 the Commissioner? Thisiswhat, thisiswhat
6 COFFEY, Q.C.: 6 kind of -
7 Q. That'sfor the Peninsulas? 7 DR. MULLEN:
8 DR. MULLEN: 8 A. Whenthey re-ingtituted ER/PR testing in March
9 A. That's Peninsulas. Then St. Clare's 9 of 07, I’'mnot sure of thetiming when we
10 approached usto go prospectively, | believe, 10 started the QA, that they wanted external
11 in August of '05 to do--when | talk about 11 validation that their stains were working, so
12 prospective cases, they’re current surgical 12 they would do the stains internally, report
13 material. And we did ER and PRfor St. 13 the case, they would then send us the block, |
14 Clare’' sfrom August 15th of ' 05 to March 13th 14 would independently stain--well, the lab would
15 of 07 and then we stopped and then in’08, 15 stain the case, stainthe didesand then |
16 March 7th of ' 08 we again started to do them. 16 would report the results on a spreadsheet and
17 I’m not sure wedid very many. And then | 17 send it back to them. So they could--looking
18 believe about a week or twoago we were 18 at the concordance, what their report was,
19 approached by St. Clare’sagain to do all of 19 what my report was.
20 the ER/PR. SO - 20 COFFEY, Q.C..
21 COFFEY, Q.C. 21 Q. Yes. For their own purposes?
22 Q. For what you described as St. Clare's - 22 DR. MULLEN:
23 DR. MULLEN: 23 A. Yes, forinternal purposes.
24 A. Yeah, the St Clare' ssite, Eastern Health. 24 COFFEY, Q.C.
25 Well, Eastern Health is multiple hospitals. 25 Q. Andthat began, you believe, after they began
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Page 21 Page 23
1 to do their own cases again? 1 Q. Mount Sinai, and Mount Sinai approached -
2 DR.MULLEN: 2 DR.MULLEN:
3 A Yes 3 A. Yes. | amnot the Mount Sinai Hospital.
4 COFFEY, QC. 4 COFFEY, QC.
5 Q. Whichwould be early, around March of '07? 5 Q. Yes
6 DR. MULLEN: 6 DR. MULLEN:
7 A. Yes, that'scorrect. The exact date, | would 7 A, Ultimately, but.
8 haveto look at one of my spreadsheets, but it 8 COFFEY, Q.C.:
9 would be after '07, March of ' 07. 9 Q. Butltakeittheslidesend up -
10 COFFEY, Q.C. 10 DR. MULLEN:
11 Q. And that has, | take it, continued 11 A. Yes, onmy desk.
12 periodically? 12 COFFEY, Q.C.:
13 DR. MULLEN: 13 Q. Onyour desk. Doctor, with respect to that
14 A. Yes 14 then and there were some cases, but the volume
15 COFFEY, Q.C.: 15 wasn't--was it significant beginning in March
16 Q. Upuntil recently, relatively recently? 16 or April, did you understand you were doing
17 DR. MULLEN: 17 them al or just some or you didn’t know?
18 A. Wewould get three or four cases at atime, | 18 DR. MULLEN:
19 can't say every month and I--in total we 19 A. Wdl, they started totrickle. 1 was doing
20 received 39 cases over that time period. 20 all of the HER2 cases, so every breast cancer
21 COFFEY, Q.C. 21 in Newfoundland--well, | can't, every, | can’t
22 Q. For thisQA purpose? 22 say it'severy breast cancer, but the majority
23 DR. MULLEN: 23 of breast cancer. | don't know if Eastern
24 A. QA pUrposes, yes. 24 Health was sending anywhere el se or anyone was
25 COFFEY, Q.C. 25 sending out, but every case we were doing HER2
Page 22 Page 24
1 Q. Andthen you believethat yourecall that 1 onand then we were asked tothendo some
2 March of thisyear? 2 ER/PR and then it started to increase in
3 DR. MULLEN: 3 number.
4 A. Yes 4 COFFEY, QC.
5 COFFEY, Q.C.: 5 Q. Andthen-
6 Q. March of 2008 you were approached about, 6 DR. MULLEN:
7 again, starting to do some ER and PR, not QA 7 A. ldon't have agraph that shows the increase
8 cases? 8 in numbers, but.
9 DR. MULLEN: 9 COFFEY, QC.
10 A. No. 10 Q. Andthen| takeit within the past week or so
11 COFFEY, Q.C.. 11 you indicated you understood that Mount Sinai
12 Q. Butactua current cases? 12 was approached?
13 DR. MULLEN: 13 DR. MULLEN:
14  A. Thediagnostic, yes. 14 A Yes
15 COFFEY, Q.C. 15 COFFEY, Q.C.
16 Q. Diagnostic casesfor St. Clare’sor - 16 Q. Totakeonthe St. Clare' s cases?
17 DR. MULLEN: 17 DR. MULLEN:
18 A. Eastern Health. 18 A. Yes
19 COFFEY, QC. 19 COFFEY, QC.
20 Q. What you refer to as St. Clare's, it's Eastern 20 Q. Atleast for aperiod of timenow, inread
21 Health. 21 time now as we speak?
22 DR. MULLEN: 22 DR. MULLEN:
23 A. Just to clarify, when you say you were 23 A. OnMonday | signed out 26 of them, so, yes.
24 approached, it's Mount Sinai was approached. 24 COFFEY, Q.C.
25 COFFEY, Q.C. 25 Q. Okay. That’'s Monday past?
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1 DR. MULLEN: 1 Eastern.
2 A. Yes. Sothereisasignificant number. 2 COFFEY, Q.C.:
3 COFFEY, Q.C. 3 Q Yes
4 Q. Doctor, okay, that’s--you say signed out, that 4 DR. MULLEN:
5 would be ER and PR? 5 A. Yes
6 DR. MULLEN: 6 COFFEY, Q.C.
7 A. Yeah, and HER2. 7 Q. Socould youtell the Commissioner, please,
8 COFFEY, Q.C.: 8 about Western, how that worked? Have you been
9 Q. AndHER2 9 doing any work for Western, do you know?
10 DR. MULLEN: 10 DR. MULLEN:
11 A. Wdl,it's interesting, some cases they’ll 11 A. Canl goto the next--the lettersthat | sent
12 send two blocks, one they want ER/PR, another 12 out?
13 onethey’ll want HER2 only andthen it'sa 13 COFFEY, Q.C.:
14 mixture of everything. But for every case 14 Q. Yes
15 it'll be aHER2 and now | understand it’ll be 15 DR. MULLEN:
16 an ER/PR, aswell. 16 A. Would that be appropriate?
17 COFFEY, QC. 17 COFFEY, Q.C.
18 Q. And, Doctor, in terms of that most recently 18 Q. Yeah, no, okay, what I'll do then isthis, so
19 coming to your attention within the past week, 19 I'll ask you this, soin order to actually get
20 how was that brought to your attention the 20 the dates and so on on that you would prefer
21 fact that you were going to be asked to do 21 to refer to the actual letters. And we'll be
22 this? 22 doing that.
23 DR. MULLEN: 23 DR. MULLEN:
24 A. |received an e-mail. 24 A. Okay.
25 COFFEY, Q.C.. 25 COFFEY, Q.C..
Page 26 Page 28
1 Q. Okay. 1 Q. Butinterms of the overall kind of general
2 DR. MULLEN: 2 scheme of things, have you been doing work for
3 A. Frommy boss, | think, or hetold me | was 3 Western?
4 doing it, whichever, I'm not quite sure. 4 DR. MULLEN:
5 COFFEY, Q.C.: 5 A. I've been doing, yes, Western, Central,
6 Q. Inthat context, your bossinthat context 6 Labrador Grenfell, Western, Central, Eastern -
7 would be? 7 COFFEY, Q.C.:
8 DR. MULLEN: 8 Q. AndI'll take you to those.
9 A. ISDr. Pritzker. 9 DR. MULLEN:
10 COFFEY, Q.C.: 10 A. Yes, I'mjust--so Corner Brook, James Paton -
11 Q. Dr. Pritzker. Sothat's St. Clare's, asit 11 COFFEY, Q.C.:
12 were, to use your, the term you understand it 12 Q. Andyou can usethe phrasesthat you're used
13 by. And you’'veindicated that that beganin a 13 to-
14 big way back in August of '05? 14 COMMISSIONER:
15 DR. MULLEN: 15 Q. Youcan tell uswhere you get them from.
16 A. Yes 16 DR. MULLEN:
17 COFFEY, Q.C. 17 A. Yes
18 Q. Inour world herel believethat would, we 18 COMMISSIONER:
19 would equate that with Eastern Health, 19 Q. We can make the connections.
20 generally. I'm goingto ask you then about 20 COFFEY, Q.C.
21 Western Health, the Western Regional 21 Q. Yes
22 Integrated Health Authority, | believeis the- 22 DR.MULLEN:
23 -it's Corner Brook. 23 A. I don't know if | brought my fax sheet. | fax
24 DR.MULLEN: 24 reportsto people, if | haveit, | cantell
25 A. Western, Central, Labrador Grenfell and 25 you. Okay, so | send to Carbonear, | send to
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1 Corner Brook, | sendto James Paton, isthat 1 Q. Their names kept changing on you.

2 an overlap? 2 DR. MULLEN:

3 COFFEY, Q.C. 3 A. Varioushospitalsinthat and so I’'m getting

4 Q. No,it'snot. 4 confused. | cantell you the names of the

5 DR. MULLEN: 5 pathologists, but | can’'t associate them with

6 A. Western Regional. 6 the hospitals.

7 COFFEY, QC. 7 COFFEY, QC.

8 Q Yes 8 Q. AndI will betaking you to the actual, some
9 DR. MULLEN: 9 of the lettersand e-mail exchanges that
10 A. St. Clare'sand Labrador Grenfell. Yeah, 10 could--are involved in that, but again for the
11 five. Am| missing one? 11 Commissioner kind of get a broad view of it,
12 COFFEY, Q.C.: 12 overview, | take it that your work then for
13 Q. So Carbonear, St. Anthony? 13 these other regions or other hospitals outside
14 DR. MULLEN: 14 St. John's, other than the peninsulas which
15 A. Yes 15 dates back to the late ’ 90s, they al began, |
16 COFFEY, Q.C.: 16 take it, around the sametime as -
17 Q. Corner Brook? 17 DR. MULLEN:
18 DR. MULLEN: 18 A. Early September. | think thefirst report |
19 A. Yes 19 had was September 2nd, ’ 05.
20 COFFEY, Q.C.. 20 COFFEY, Q.C..
21 Q. And- 21 Q. '05.
22 COMMISSIONER: 22 DR. MULLEN:
23 Q. Gander? 23 A. But that could have been the Peninsulas that |
24 COFFEY, Q.C. 24 switched over. So it would be September, mid,
25 Q. Gander? 25 sometime September, * 05, early October.

Page 30 Page 32

1 DR. MULLEN: 1 COFFEY, Q.C.

2 A, Gander, yes. 2 Q. Andin relation tothose other areas, the

3 COFFEY, Q.C.: 3 outside St. John's areas, what has been the

4 Q. Gander. 4 situation in relation to your, you on behalf

5 DR. MULLEN: 5 of Mount Sinai doingthe ER and PR and

6 A. Gander. AmI missing - 6 HER2/neu for those areas, how has that worked,
7 MR. SSIMMONS: 7 has that continued up until the present?

8 Q. Don'tforget Grand Falls. 8 DR. MULLEN:

9 COFFEY, Q.C.: 9 A. Yes, that has, tothe best of my knowledge,
10 Q. AndGrand Falls. 10 yes. Except one or two of the hospitals, |

11 COMMISSIONER: 11 believe in the spring had begun to split their
12 Q. Thank you. 12 casesthat | would do the HER2 and St. John
13 DR. MULLEN: 13 would do the ER/PR. They’d send one block to
14 A. Grand Falls, yes, sorry. 14 St. John to be interpreted and one block to
15 COFFEY, Q.C. 15 me.

16 Q. Thank you. Sointermsof - 16 COFFEY, Q.C.:

17 DR. MULLEN: 17 Q. Yeah.

18 A. Sorry, | - 18 DR. MULLEN:

19 COFFEY, Q.C.: 19 A. Andnow | would presume that starting we'll do
20 Q. No, no, no. 20 al of that.
21 DR. MULLEN: 21 COFFEY,Q.C.
22 A. And I haveto--and it started out very nicely 22 Q. Okay.
23 that there asa hospital attached, then it 23 DR. MULLEN:
24 moved to everybody was Eastern Health and - 24 A. They'll combineit again.
25 COMMISSIONER: 25 COFFEY, Q.C..
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1 Q. And that, your understanding then in the past 1 COFFEY, QC.
2 spring at least one or two hospitals within 2 Q. Sure
3 Newfoundland that had earlier been doing ER/PR | 3 DR MULLEN:
4 and HER2/neu for had at least started to send 4 A. And]I can divide through.
5 their ER and PR to St. John's, here. 5 COFFEY, Q.C.:
6 DR. MULLEN: 6 Q. Justtogive the Commissioner some sense of
7 A Yes 7 how much of thiswork you do?
8 COFFEY, Q.C. 8 DR. MULLEN:
9 Q. Andbut now you anticipate at least for the 9 A. Since’05to June, basicaly June 1st of this
10 foreseeable future, for alittle while, you're 10 year I’ve looked at 1439 cases, so 1439.
11 going to be doing them all again? 11 COFFEY,Q.C::
12 DR. MULLEN: 12 Q. Andthat would be estrogen cases?
13 A. Yes. | mean, the case number won't increase 13 DR. MULLEN:
14 because we're doing the HER2, but we'll have 14 A. ERPR
15 the two extrastains. The thing you have to 15 COFFEY, Q.C::
16 remember is| don’t know what the output isin 16 Q. ER/PR?
17 St. John, | know what we receive, | don't 17 DR. MULLEN:
18 know--I mean, in Newfoundland, | don’t know, | |18 A. Yes. Then | would have |looked--because the
19 mean, for al | know somebody could be sending |19 bulk of my work is Newfoundland, | would have
20 them to Montreal, | just don’t know. 20 |ooked at more cases that had HER2 but didn’t-
21 COFFEY, Q.C.: 21 -more breast cases but without the ER/PR, 0.
22 Q. Butintermsof you can--all you know iswhat 22 COFFEY, Q.C:
23 you get yourself? 23 Q. Now, before that, without getting into the
24 DR. MULLEN: 24 numbers, how much ErR/PRwork would you have
25 A. What | receive, yes. 25 done in the years before ' 05?
Page 34 Page 36
1 COFFEY, Q.C. 1 DR. MULLEN:
2 Q. Sure. Wdll, Doctor, interms of ER and PR and 2 A. Before’ 05 maybe, when I'mon service, if I'm
3 HER2/neu, well, I'll ask you about ER and PR 3 on service once aweek and depending on how
4 in particular, when did you first get 4 busy the breast serviceis, maybe two cases a
5 involved, I mean, looking back on it, in terms 5 week, so maybe 50 to 100 ayear.
6 of reporting ER and PR, not for Newfoundland 6 COFFEY, Q.C.:
7 and Labrador, butjust generaly in your 7 Q. Somewherein that?
8 career? 8 DR. MULLEN:
9 DR. MULLEN: 9 A. Yes
10 A. Basicaly the minute we started--we stopped 10 COFFEY, Q.C.:
11 doing the Ligand--the biochemical assay and 11 Q. And that would go back over the years, | take
12 started to do it in-house, which would have 12 it?
13 probably been in the late ' 90s. 13 DR. MULLEN:
14 COFFEY, Q.C.. 14 A. That would certainly go back over the years.
15 Q. Okay. And within your own organization, I'll 15 The hospital waxes and wainsin the number of
16 ask you about your own experience, ER and PR 16 cases that we do, whether we have one breast
17 reporting, for example, in the past year or so 17 surgeon, two breast surgeons, three breast
18 how many ER tests would you have interpreted? |18 surgeons and the commitment of the hospital to
19 Just to give some - 19 that service, so it would fluctuate year to
20 DR. MULLEN: 20 year, and then with cutbacks, how much
21 A. I'll haveto look at my little spreadsheet. 21 operating time.
22 COFFEY, Q.. 22 COFFEY,Q.C.
23 Q. Yes 23 Q. Now the numbers that you--of ER/PR cases that
24 DR.MULLEN: 24 you've looked at in the past couple of years,
25 A. Canl doit by since’05? 25 do that include the retrospective?
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1 DR. MULLEN: 1 Q. Yes And in termsof that, just so the
2 A. No, no. I've kept the retro and the 2 Commissioner again has some sense of at the
3 Commission review and the QA separate from 3 time for Newfoundland and Labrador the only
4 that. 4 work that you were doing on behalf of Eastern
5 COFFEY, Q.C.: 5 Health was in relation to the Peninsul as -
6 Q. Okay. 6 DR. MULLEN:
7 DR. MULLEN: 7 A. Yes. Thiswasthe technical work only until
8 A. Thosewereall diagnostic cases. When | say 8 the HER2, so it would be basically September
9 diagnostic, all prospective cases for which | 9 of '05 when the different stain--different
10 issued areport. 10 ancillary test was being done, then | would
11 COFFEY, Q.C.: 1 have issued reports.
12 Q. AndI'll betalking to you about this issuance 12 COFFEY, Q.C.:
13 of areport, per se. Now, we have not, | just 13 Q. Sobefore September, 05, so August, ' 05, even
14 now referred to the--I've used the word 14 amonth before, you were actually doing what
15 "retrospective”, and | gather in some of the 15 for Peninsulas then?
16 e-mailsthat that’'sthe way it’ s referred to. 16 DR. MULLEN:
17 DR. MULLEN: 17 A. Theonly thingwe would do, technically we
18 A. Yes 18 would stain the slides and send them to, send
19 COFFEY, Q.C.: 19 them to Newfoundland to be interpreted.
20 Q. Here, a retrospective study or analysis 20 COFFEY, Q.C.
21 involving Newfoundland and Labrador, in 21 Q. Soyouweren'tissuing areport?
22 particular, St. Clare's or Eastern Health. 22 DR.MULLEN:
23 Could you tell the Commissioner, please, what 23 A. No, no.
24 you recall about how you first got involved in 24 COFFEY, Q.C.
25 this? 25 Q. Okay.

Page 38 Page 40
1 DR. MULLEN: 1 DR. MULLEN:
2 A. | believe it was early August, '05 Dr. 2 A. No,| didn't actually seethe dides. My
3 Pritzker called me into his office, said he 3 secretary was in charge of returning them. So
4 had been approached by Eastern Health, St. 4 that was basically my contact. And then |
5 Clare' sto look at--to restain or review, ook 5 kept the numbers with Ms. Wegrynowski so we
6 at, however, | can’t remember the exact 6 could bill, directly bill them for them.
7 terminology, about 50 to 100 cases and would | 7 COFFEY, Q.C.:
8 doit, because | was back from holidaysand | 8 Q. Doctor, while I’'m on the topic of the
9 was available at thetime. Yes, we could do 9 Peninsulas, do you recall ever arriving at any
10 that, bring them, stain them, issue reports 10 understanding as to why Peninsulas was asking
11 and out. So my initial impression was either 11 Mount Sinai to create slides?
12 50 to 100. 12 DR. MULLEN:
13 COFFEY, Q.C.: 13 A. | had a conversation a the Ontario
14 Q. Andthat, Dr. Pritzker lured youinto his 14 Association of Pathologists meeting, | believe
15 office? 15 it was two years ago, with Dr. Yassa, whois
16 DR. MULLEN: 16 currently in Brockville, who was at
17 A. Yes 17 Peninsulas, and | asked him why he had started
18 COFFEY, Q.C.: 18 to send us--because! found out that he
19 Q. Andaskedyouto dothis. Andat thetime, 19 actually was a pathologist at the time,
20 anyway, in talking to him you understood that 20 because by the time | wasinvolved in this, it
21 thiswas, what - 21 was Dr. Khan and Dr. Anwas (phonetic), |
22 DR. MULLEN: 22 believe.
23 A. Verytimelimited, thiswas acommitment for 23 COFFEY, Q.C.:
24 100 cases. 24 Q. I’'msorry, Doctor?
25 COFFEY, Q.C.. 25 DR. MULLEN:
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1 A. Wasit Anwas? 1 Q. '067?

2 COFFEY, QC. 2 DR.MULLEN:

3 Q. Okay,yes. 3 A. The meeting of--'06 meeting.

4 DR.MULLEN: 4 COFFEY, QC.

5 A. Who were the pathologist | would send the 5 Q. Yeah.

6 reportsto. And his name never - 6 DR. MULLEN:

7 COFFEY, Q.C.: 7 A. ltwas in Huntsville, so I'mjust working
8 Q. InClarenville? 8 backward so it would be, yes, ' 06.

9 DR. MULLEN: 9 COFFEY, Q.C.

10 A. Yes. Hisname had never come--Dr. Yassa's 10 Q. ’'06. It wasactualy beforeyou actually
11 name had never come up. So | asked, and he 11 found out why Mount Sinai had been doing this
12 said that--so in *99 he had sent cases to St. 12 for five or six years at that point?

13 John, he wasn't happy with the results, there 13 DR. MULLEN:

14 was a delay orrefusal to send him the 14 A, Yes, yes. Oh,it was years and years,

15 controls, so he decided tolook elsewhere. 15 basically it would be six or seven years later
16 And | can't recall where all he had looked or 16 why we were doing it.

17 we were the first institution that he had 17 COFFEY, Q.C.:

18 approached, but he had spoke to Dr. Asa, who 18 Q. And Mount Sinai itself was not reporting the
19 was head of our immunohistochemistry at the 19 cases -
20 time, and she--or Doctor, | think it was Dr. 20 DR. MULLEN:
21 Asa, to--if we would undertake the work, and 21 A. Yesh.
22 it wasa minima amount of work so it would 22 COFFEY, Q.C.
23 have--there was no issue with doing it. 23 Q. - they were creating the dlides? No
24 COFFEY, Q.C. 24 (inaudible) -
25 Q. Andthat had been going on then since 19997 25 DR. MULLEN:

Page 42 Page 44

1 DR MULLEN: 1 A. Wehad no professional responsibility other
2 A Yes 2 than overseeing thetechnical issuein the

3 COFFEY, Q.C.: 3 lab. It was up to the doctorsat the health

4 Q. Andinto 2005, the middle of ' 05? 4 facility to report, interpret and report.

5 DR. MULLEN: 5 COFFEY, Q.C.

6 A. Yeah 6 Q. And as well, while we're at it, and |

7 COFFEY, Q.C. 7 appreciate that you' ve referred, occasionally,
8 Q. Sointermsthen of Newfoundland and Labrador, 8 and I'll just clarify this for the record now,

9 other than thefact you were awarein the 9 when you occasionaly refer to St. John,
10 period from'99 to’05 that Mount Sinai was 10 because you -

11 creating slides? 11 DR. MULLEN:

12 DR. MULLEN: 12 A. Oh,did| let dip there, okay?

13 A. Yes 13 COFFEY, Q.C.

14 COFFEY, Q.C. 14 Q. Yes. You will betaking about St. John's.
15 Q. That were being simply shipped to Peninsulas 15 St. John, New Brunswick has nothing to do with
16 for their interpretation? 16 anythingwe're -

17 DR MULLEN: 17 DR. MULLEN:

18 A. Yes 18 A. Sorry.

19 COFFEY, QC:: 19 COFFEY, QC.

20 Q. Andyouonly around that timeor even after 20 Q. No, no, just so we're clear, no, just--no, and
21 that first found out why that whole process 21 | appreciate that, Doctor.

22 had started in the first place? 22 DR. MULLEN:

23 DR. MULLEN: 23 A. | should be aware of that, my wifeisfrom St.
24 A. Yes, would have been probably ' 06. 24 John, New Brunswick.

25 COFFEY, Q.C:: 25 COFFEY, Q.C..
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1 Q Sojustsowereclear. 1 mail from MariaMendes on the same day,
2 DR. MULLEN: 2 shortly thereafter, to yourself, "Alan, just
3 A Yes I'm--yes, St. John, sorry, | will plura 3 spoke with Dr. Mullen. The samplesyou have
4 that. 4 can go forward with as consults. Dr. Mullen
5 COFFEY, Q.C. 5 will call you." Signed, Maria. Now, Doctor,
6 Q. Everytimeyou say St. John, if you do dlip 6 I’m going to have you, for the Commissioner,
7 into it, we are referring to St. John's? 7 because there are certain names we' re going to
8 DR. MULLEN: 8 be dealing with in these correspondence and e-
9 A. Yes Soshouldl refer to - 9 mails and so on, have you just explain who's
10 COMMISSIONER: 10 who, asit were. Who's Alan Wolff?
11 Q. Except whenyou tak to your wife, thenyou 11 DR. MULLEN:
12 have to remember to St. John. 12 A. AlanWalff is the head of our pathologists
13 DR. MULLEN: 13 assistants. He is in charge of our
14 A, Wdl, when!| was- 14 accessioning area and our specimen preparation
15 COMMISSIONER: 15 area. Maria Mendes is incharge of our
16 Q. Very important when you come to either city. 16 research services, whichis anamefor the
17 DR. MULLEN: 17 part of thelaboratory that does technical
18 A. -atheairport, | looked at the board and, 18 work that is not patient--on either in-
19 oh, |1 missed my flight, and then--the sa 19 hospital or Ontario or out-of-province that's
20 versus sT. No, | will--yes, | apologize, so 20 billed through the medical system. Soiif it's
21 ' - 21 contracts, that type of thing, special work.
22 COFFEY, Q.C. 22 We do work for drug companies. We do work for
23 Q. No, no, no, noneed to apologize. Justin 23 researchers and we' |l do contract--the Eastern
24 terms of that just so there’ s no confusion on 24 Health contract would have been under her
25 it. 25 supervision.
Page 46 Page 48
1 DR. MULLEN: 1 COFFEY, Q.C.
2 A. Wealsodowork for St. John, New Brunswick. 2 Q. Now the referenceto theword accessioned,
3 COFFEY, Q.C.: 3 what isthat? What does that mean?
4 Q. Yeah, okay. Butinthiscontext here - 4 DR. MULLEN:
5 DR. MULLEN: 5 A. Whena specimenis removed from a patient,
6 A. No,it'sdl St. John's. 6 there is a requisition issued that has
7 COFFEY, Q.C.: 7 patient’ s demographics, name, address, type of
8 Q. St.John’s, Newfoundland. Doctor, you had 8 thing. The specimen type, where the specimen
9 beenin to Dr. Pritzker's officein early 9 isremoved, whether it wasabreast, lung,
10 August and spoken with him. If I could, 10 whatever, and then briefly aclinical history.
11 please, Exhibit P, Registrar, P-1772? That's 11 That'sfor an in-patient. That comes to the
12 it, Doctor, and it’ll be there on the screen, 12 pathology department with the patient specimen
13 aswell, in front of you, if youlike. This 13 and the container labelled with the same
14 isaseries of eemails on August 10th, 2005. 14 demographics. Atthat time, we issue a
15 The first of themis from Allan Wolff to 15 surgical number or here, sp refers to a
16 yourself at 5 p.m. and he writes, "I’ ve been 16 surgical pathology number and RS refersto a
17 asked to have these cases accessioned as both 17 research services number. Soit's aunique
18 spand RS. Do you want the RSto show up on 18 identifier that tagsthat specimento that
19 your pending list?' Signed, "Allan." And 19 patient. Now the sPisour routine clinical,
20 then half an hour later you responded to him 20 both in-hospital, out of hospital and out of
21 and copied Dr. Pritzker and Maria Mendes 21 hospital Ontario, out of hospital anywherein
22 saying, "Why are weissuing SPreports on 22 Canada, out of hospital and we get cases
23 these specimens? They become part of the 23 sometimes from outside the country, but those
24 patient’s chart, ie, legal document and much 24 are clinical specimens that are being reported
25 more work for me." And then, there'san e- 25 primarily for diagnosis. RS numbers are
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1 numbers that we give to specimens that are for 1 COFFEY, Q.C.
2 research or for "non-diagnostic" service. Non- 2 Q. Didyou have any understanding at the time as
3 diagnostic in the sense that a report will be 3 to whether these were current cases or old
4 issued and the patient will be--and the report 4 casesor -
5 will be acted on on the patient there. 5 DR. MULLEN:
6 They’ re more for research for contracts. 6 A. | believe at thetime, | understood that they
7 COFFEY, Q.C.: 7 were--it was aretrospective. They had been
8 Q. And- 8 slides or cases that had been--I didn’t know
9 DR. MULLEN: 9 thetime frame, but they weren't cases for
10 A. Sojust- 10 which areport had not been issued. So it was
11 COFFEY, Q.C.: 1 a review of dlides--well, not review of
12 Q. Sure. 12 dlides, areview of cases, new staining of old
13 DR. MULLEN: 13 cases.
14  A. Sofor every spthere will be aformal report 14 COFFEY, Q.C.:
15 issued. For every RS, there need not bea 15 Q. And-
16 formal report. There may not even be any 16 DR. MULLEN:
17 documentation of what was done--of what the 17 A. And my interpretation of the staining of the
18 resultswere. It may just bea technica 18 old case.
19 service that then the slideswould be given 19 COFFEY, Q.C.:
20 back to the hospital. That would--the type of 20 Q. - of thestaining created at Mount Sinai ?
21 service that wewere doing initialy for 21 DR. MULLEN:
22 Peninsulas, that would be under the RS 22 A. AtMount Sinal, yes.
23 umbrella, because at the end of the day, at 23 COFFEY, Q.C.:
24 the end of the year, we have to reconcile our 24 Q. Okay, Doctor, so that's your first
25 surgical numbers with reports, and if you have 25 introduction. Then what happened? Okay, you
Page 50 Page 52
1 asurgical number without a report, you have 1 were talking to Dr. Pritzker and what’s your
2 an open turnaround time and - 2 next memory then of this? What then happened?
3 COFFEY, QC. 3 DR. MULLEN:
4 Q. Andl'll beaskingyou abit further about 4 A. Then| was approached to do the prospective or
5 that, this morning, a bit more with you. Now, 5 we, | was, Mount Sinai was approached, and
6 Doctor, you had your initial conversation with 6 again -
7 Dr. Pritzker and you understood it was 50 to 7 COFFEY, Q.C.:
8 100 cases - 8 Q. Andthat wasfor Eastern Health, St. Clare’' s?
9 DR. MULLEN: 9 DR. MULLEN:
10 A. Yes 10 A. That wasfor the whole of the province.
11 COFFEY, QC. 11 COFFEY, QC.
12 Q. - that you would be--and you understood 12 Q. Thewhole of the province?
13 initially that this 50 to 100, there'd be 13 DR. MULLEN:
14 dides created - 14 A, Wdl, sorry, no, it was-—-it would have been
15 DR. MULLEN: 15 for Eastern Health. Y es, Eastern Health, that
16 A. Yes 16 was August of--August 15th, that was the first
17 COFFEY, Q.C.: 17 casethat wasaccessioned. August 15th of
18 Q. - atMount Sinai, and you'd be asked to 18 '05. So that would be my--I can't say
19 interpret them? 19 recollection, but going back and looking at
20 DR. MULLEN: 20 accessionings, it would have been August 15th
21 A. Yes 21 was the first case. So before that, we would
22 COFFEY, Q.C. 22 have agreed, we being the Mount Sinai
23 Q. And give whomever your interpretation? 23 Hospital, would have agreed to do the Eastern
24 DR. MULLEN: 24 Health work, and then | then received alist
25 A. Yes, that's correct. 25 of hospitals from Dr. Cook’s secretary, Judy
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1 Thomas, | believe she's his secretary, with a 1 the ER and PR, as well as HER2/neu, since St.
2 list of al the hospitalsand al of the fax 2 John’sis not providing this service. What |
3 numbers, etcetera, etcetera, addresses, chief 3 need to know iswho should | refer the
4 pathology for the rest of the province, and 4 consultsto? Dr. Mullen or Dr. O’ Maley.
5 then I--which we'll seethe exhibits later, 5 Thanks, Maria."
6 sent out the lettersthat yes, since Eastern 6 And then there's an e-mail on the same
7 Health had temporarily ceased to do ER/PR and 7 day from yourself to Maria Mendesand Dr.
8 HER?2, that we had agreed to do it and these 8 O'Malley at 3:10 p.m., copied to Dr. Pritzker
9 are how we would like material--what material 9 saying "how do they want these handled? Are
10 we'd like and how we would report it and how 10 they to bereported and billed to the MmcP,
11 wewould bill forit,and | believethey’'re 11 Newfoundland oHIP equivalent, or to be handled
12 there. 12 as the Peninsul as cases are presently where we
13 COFFEY, Q.C.: 13 stain and let them interpret the cases. That
14 Q. Now if wecould, please, Exhibit P-16997? 14 causesabit of adifficulty if theresults
15 Doctor, these are acouple of e-mails. This 15 are discordant. Also, do they want a specific
16 isatwo-page exhibit. Just goingto goto 16 HER2 stain? If they only want one stain, that
17 the bottom of thefirst page. August 26th, 17 will eliminate the discordant result issue.
18 2005, there’'s an e-mail sent from Doctor-- 18 We also have to speak to Peninsulas concerning
19 well, it'sa Paul name, it's Dr. Paul Neil, 19 their material, asthey arenow requesting
20 the pathologist, | understand, in Corner 20 HER2 on al cases."
21 Brook, to Maria Mendes at Mount Sinai, copied |21 So Doctor, | take it then that as of the
22 to Frank Holloway and the subject is ER/PR and 22 end of August 2005, thisindicatesthat in
23 HER2/neu for Corner Brook, Newfoundland, and |23 late August, Mount Sinai had been approached
24 Dr. Neil writes"Ms. Mendes, as per our 24 by Corner Brook?
25 conversation, we would appreciate ER/PR and 25 DR. MULLEN:
Page 54 Page 56
1 HER2/neu immunohistochemistry on our breast 1 A Yes
2 tissue cases from this hospital. Asyou are 2 COFFEY, Q.C.
3 aware, Dr. Cook in St. John's had been doing 3 Q. Dr. Nelil, to handle Corner Brook’s cases on a
4 these for us, but has suspended this 4 go-forward basis, current cases, and this
5 temporarily. Asyouwill bedoing his'--I'm 5 just, | takeit, reflects, and correct me if
6 sorry, this, I'm sorry, "as you will be doing 6 I’'mwrong, this just kind of reflects the
7 his," that would be St. John's, "we need to 7 internal handling within Mount Sinai as to how
8 send you ours as well. In 2004, we had 8 we're going to deal with this, financially and
9 approximately 40 cases. We anticipate that 9 otherwise?
10 2005 will be no different. However, our 10 DR. MULLEN:
11 oncol ogists want HER2/neu on all cases now, so 11 A. Yes, the implication here, billing the mcP,
12 we anticipate the same number of these. | 12 there would be no direct cost to the hospital
13 would appreciate more information on how to 13 other than the courier service. In Ontario,
14 submit these cases, aswell as costs, aswe 14 we have--well, in every province except
15 have to budget for the amount. | assume the 15 Quebec, there’ sreciprocal billing and we're
16 best mode of transport would be courier." And 16 able to bill our oHIP plan, which then
17 then he concludes with, "if thereisany more 17 recovers from the mcp for both the
18 information you require, please e-mail or 18 professional and technical costs.
19 call. Thank you, Paul Neil, MmD." 19 COFFEY, Q.C.:
20 And then Ms. Mendes, at--on August 31st, 20 Q. And-
21 2005 at 2:46 p.m. sent an e-mail to yourself 21 DR.MULLEN:
22 and Dr. Frances O’ Malley, the same subject, 22 A. Asopposed to direct billing the hospital.
23 saying "Hi, Dr. O’'Malley and Dr. Mullen. 23 COFFEY, Q.C.
24 Wanted tolet you know that | have been 24 Q. Now Doctor, looking at the e-mail from
25 contacted by Dr. Neil from Newfoundland to do 25 yourself at 3:10, at the top of the page there
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1 - 1 A. That's the American Society of Clinical
2 DR. MULLEN: 2 Oncology and the College of American
3 A Yes 3 Pathologists. They were published in January
4 COFFEY, Q.C. 4 of, I think it was 07 or ' 08.
5 Q. -that day, you refer to "that causes a bit of 5 THE COMMISSIONER:
6 adifficulty if the results are discordant.” 6 Q. Andreflex to FISH?
7 What are you referring to there? 7 DR.MULLEN:
8 DR. MULLEN: 8 A. Reflex meaning we have, | cannot sign this out
9 A. Mount Sinai Hospital performs two HER2 stains 9 as either positive or negative. | haveto do
10 per case. At that time, it was a cocktail of- 10 afurther test, and thisis fluorescent in
11 -the first onewas called A0485. The second 11 situ hybridization.
12 one was CB11 Tab250. Now we, being obsessive |12 THE COMMISSIONER:
13 compulsive, wanted to make sure that we 13 Q. Okay.
14 weren’'t over calling casesor under calling 14 DR. MULLEN:
15 cases. So both stains had to be positive for 15  A. Now, when I’'m doing immunohistochemistry, I'm
16 usto call, or negative for usto call acase 16 looking at protein.  When I'm doing
17 either positive or negative. Discordance - 17 fluorescent in situ hybridization, I'm looking
18 COFFEY, Q.C.: 18 not at the membrane of the cell, whichisfor
19 Q. Andthisisfor HER2neu? 19 HER2. With ER/PR we're looking at the
20 DR. MULLEN: 20 nucleus. What I’ m looking at is the number of
21 A. Yes, thisisHER2/neu. Discordant refersto 21 gene copies. So I’'m counting the number of
22 if one were positive and, at that time, it was 22 HER2 genes and usually that thereis a--and |
23 staining of greater than ten percent, 23 compare it to a housekeeper gene, so | can get
24 subsequently changedto 30. If one were 24 theratio. If the number is up, it would be
25 positiveand one were negative or one were 25 caled positive. And usually if it'sup, it's
Page 58 Page 60
1 equivocal, if they weren't either two 1 reflected in the protein being up as well.
2 positives or two negatives, wewould then 2 But because of the issues with fixation,
3 reflex to FISH andthat was what | was 3 processing, slide preparation, sometimes you
4 referring to about discordant, that we would 4 cannot be confident with your
5 then--we’ d then haveto go on to do areflex 5 immunohistochemistry for HER2 and so we have
6 testing. So to simplify things, it was--1 was 6 this--and so we have a test that’s basically
7 trying to ask, did they want us to deviate 7 the gold standard.  So if initialy
8 from our standard practice and give them one 8 positive/negative, no further. If it’sthat
9 stain or if they wanted the standard practice 9 grey area, difference between the two stains
10 of thetwo stains, then we would have to do 10 or technically I’mnot sureor there's not
11 the interpretation to reflex to FISH basically 11 enough on the dide, then I'll go to
12 for two reasons. One would be time. It 12 fluorescent in situ hybridization.
13 wouldn’t have to go back to Newfoundland to be |13 THE COMMISSIONER:
14 reinterpreted and then sent back to us, if we 14 Q. Sowhy wouldn’t you go there first?
15 were reporting them, and the other was, | 15 DR. MULLEN:
16 think, basically that we would have sufficient 16 A. Cost.
17 numbers to--they would not have enough 17 THE COMMISSIONER:
18 expertise. There' s certain requirements that 18 Q. Costissue?
19 have been set down inthe guidelinesin a 19 DR. MULLEN:
20 number of casesthat one should see ayear 20 A. Costissues. The cost of the reagents, the
21 before one either does them or interprets 21 cost of the technical expertise. | think it's
22 them. 22 inthe range of about $380 minimum for the
23 THE COMMISSIONER: 23 technical, by thetime you have the reagents
24 Q. And who sets those guidelines? 24 and then you haveto purchase the microscope
25 DR. MULLEN: 25 and not every hospital would have the quality
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1 of the microscope that you require. 1 Neil, that it would be sent to us directly.

2 THE COMMISSIONER: 2 COFFEY, QC.

3 Q. Okay. 3 Q. Andthe retrospect--becausethisis current

4 COFFEY, QC. 4 cases -

5 Q. Andthis isall--and that would be for the 5 DR. MULLEN:

6 FISH? 6 A. Yes

7 DR.MULLEN: 7 COFFEY, QC.

8 A. That'sfor, yes, HER2. 8 Q. -thatwould be. How about the retrospective
9 COFFEY, Q.C.: 9 study then, by the end of the summer, what was
10 Q. AndHER2neu? 10 the--do you recall kind of where that stood by
11 DR. MULLEN: 11 around Labour Day, the idea of -
12 A. Yes. Sothat was my question to them, because |12 DR. MULLEN:
13 they werereferring to us. It was, | asked 13 A. lthinkitwasstill 100. That waslike 100
14 the client what they would like, and then 14 and | was going to get them out by October,
15 trying to suggest that if we did it, that it 15 thank you.
16 would facilitate speed up. 16 COFFEY, Q.C.:
17 COFFEY, QC. 17 Q. That wasyour -
18 Q. Doctor, with respect to--because by the e-mail 18 DR. MULLEN:
19 we looked at, 1699, if we could, please, 19 A. That was my--and then in preparation for a
20 Registrar? Yes, it'sthere, particularly the 20 meeting that we had in December in Toronto
21 one from Dr. Neil, by that point in time, by 21 '07, I'd asked Dr. O'Malley what her
22 the end of August, | takeit you understood 22 recollection was and | believe shesaid we
23 that at least for aperiod of time into the 23 were--they had talked about 20 or 30. So from
24 future, you were now being--had been now 24 20 or 30in June or July, we' d moved to 100,
25 approached by Corner Brook to do their current |25 50 to 100.

Page 62 Page 64

1 cases? 1 COFFEY, Q.C.

2 DR. MULLEN: 2 Q. And Commissioner, there was a letter of July
3 A. Yes. 3 14th, | believe, | won't bring it up, ask that

4 COFFEY, Q.C.. 4 it be brought up on the screen, but there was

5 Q. Didyou haveany understanding that perhaps 5 a letter from Bev Carterto Dr. O'Malley

6 you would be approached by other health 6 referring to arelatively low number of cases

7 authorities as well within Newfoundland at the 7 that Dr. O'Malley hasreferred to here. So

8 time? 8 Doctor, and again, just to have the

9 DR. MULLEN: 9 Commissioner get some sense of kind of your
10 A. Atthat time, no. | mean, | was--no, | hadn’t 10 evolving understanding, if we could bring up,
11 thought of theissue. 11 please, Exhibit P-1700? Thisis--again these
12 COFFEY, Q.C.: 12 aretwo e-mails of September 1st, 2005. Oneis
13 Q. Okay. 13 from Beverley Stone.

14 DR. MULLEN: 14 DR. MULLEN:

15 A. Becauseat that time, | didn’t know how many-- |15 A. Yes.

16 | wasn't very aware of the Eastern, Central, 16 COFFEY, Q.C.:

17 Western and Labrador. | didn’t know the set 17 Q. Who's, | gather, a Peninsulas Heath

18 up, so | didn’'t know if everything was going 18 Authority, what was then still described as

19 to be funnelled into St. John’s and then sent 19 Peninsulas Health Authority, to yourself

20 to Toronto or as this e-mail and you know, the 20 involving the FISH confirmation as the

21 Peninsulas issue, would be sent to us 21 subject, and she writes"Dr. Mullen, all of

22 directly. | wasn't sureif they were going to 22 our breast cancer patients with invasive

23 keep their same referral pattern and then sort 23 disease now need to be tested upfront for

24 of bulk ship to usor ship as they received 24 HER2/neu by immunohistochemistry and all cases
25 through St. John’s or asthis one, from Dr. 25 scores' and she goesonto talk about that.
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1 "Can you do this at your lab or should we send 1 doctors are under what' s called cBs, which are
2 these cases elsewhere? We need FISH 2 unique identifiers. Newfoundland didn’t have
3 confirmation on a case we just got back from 3 that, so | did the last name and the first
4 you on" it's redacted, and she suggests"if 4 name. So ANWAS waswho | referredto Dr.
5 you have any questions, please cal Dr. 5 Anwar, not--hewasn’'t Dr. Anwas. It was Syed
6 Anwar." 6 Anwar. So that’swhat | meant earlier.
7 Andthen you internally, within Mount 7 COFFEY, Q.C.:
8 Sinai, that same day, e-mailed Maria Mendes 8 Q. Now if wecould, please, Exhibit P-1707?
9 saying "this is the clerical contact in 9 Doctor, this isan e-mail from Nancy Good,
10 Newfoundland. We should set up aconference |10 September 13th, 2005, at 3:10 p.m. to
11 call with Anwar next week asthisis getting 11 yourself. The subjectis ER/PRIist, and
12 out of hand. We will also need to speak to 12 there' s an attachment, and well, first of all,
13 O'Malley beforewe proceed.” So Doctor, in 13 who’s Nancy Good?
14 the beginning of September then, what was the 14 DR. MULLEN:
15 state of affairs, from your perspective, in 15  A. Nancy Good was atechnologist who wasin the
16 terms of - 16 research services area, who was responsible
17 DR. MULLEN: 17 for basically thetechnical, the receipt of
18 A. Wdl, thiswasthe trigger case for Peninsulas 18 the specimens, the opening of the packages,
19 that we would then start doing the HER2 and 19 the arranging for the cases to be accessioned,
20 reporting and they had one system of reporting 20 in other words, given aresearch services
21 there, two pluses--I forget what the, at that 21 number, and then organizing that they be
22 time. So basically, they were asking usto do 22 stained, and then developing the spreadsheet
23 something that we didn’t feel that had to be 23 for the reporting, putting in the demographics
24 confirmed. Soit was whose criteriawere we 24 and thefields that were required, and then
25 going to use? If they were sending to usasa 25 basically assisting mein the reporting. So
Page 66 Page 68
1 reference lab, if weissued the report, and 1 shewas, shal | say, thego-to person for
2 thiswas--we had the sameissuein Ontario 2 this project on the technical side. She didn’t
3 when we were doing reference, that the 3 do the staining, but she did all of the pre-
4 oncologists had one set of criteriaand it had 4 analytic, and some of the post-analytic.
5 been established with Cancer Care Ontario, 5 COFFEY, Q.C.:
6 which basically was the funding agent for 6 Q. Andwho actualy did the staining itself?
7 Herceptin, that if we said it was positive, it 7 DR. MULLEN:
8 was positive, and wedidn’'t haveto go any 8 A. Initidly it was done in our service
9 further, and now Peninsulas was asking usto 9 laboratory, under the direction of Ms.
10 do something that, first of all, was 10 Wegrynowski. Therewere some e-mailslater
11 expensive, second of all, was a resource 11 that we may touch upon. Wewere doing--
12 limited in our department at thetime, for 12 because it was--we thought it was time
13 casesthat, in Ontario, would havefit our 13 limited, we could put them there, but asthe
14 criteriafor treatment. 14 numbers started to increase, we found that we
15 COFFEY, Q.C.: 15 were working nights and weekends, overtaxing
16 Q. Andthisisin relation to HER2/neu? 16 the machines. So we couldn’t have the staff
17 DR. MULLEN: 17 and the machines--so it was moved over to the
18 A. Yes, this isHER2. Thishas nothing to do 18 research services area. Another technologist
19 with - 19 developed and did the staining.
20 COFFEY, Q.C.. 20 COFFEY, Q.C..
21 Q. TodowithER/PR. 21 Q. Andwho wasthat, do you recall?
22 DR.MULLEN: 22 DR. MULLEN:
23 A. And now the other--when | mentioned Anwas |23 A. Ryu, and it would be under his direction,
24 earlier, when | was setting up a reporting 24 under Ms. Mendes' direction.
25 system becausewe set upin Ontario, the 25 COFFEY, Q.C.
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1 Q. Okay. Now here, Doctor, againto givethe 1 page. There'sathird, a fourth, afifth, a
2 Commissioner some sense of how this was 2 sixth, a seventh, an eighth, aninth and a
3 developing in Mount Sinai, here Nancy Good has | 3 tenth page, and | takeit, Doctor, by then,
4 written, "Hi, Dr. Mullen. Here's thelist of 4 mid September or by September 13th, 2005 -
5 al the patients we have received blocks from 5 DR. MULLEN:
6 sofar. Theones highlighted in blue have 6 A. I'm just--this was dated, sorry, I've
7 been stained. Thanks, Nancy." And then, of 7 forgotten the -
8 course, when we looked at the e-mail itself, 8 COFFEY, Q.C.:
9 there' s an attachment, Drmullen.xls, which | 9 Q. This was dated, we'll go back up, it's
10 takeit is a spreadsheet? 10 September 13th, 2005.
11 DR. MULLEN: 11 DR. MULLEN:
12 A Yes 12 A. Okay, al right.
13 COFFEY, Q.C.: 13 COFFEY, Q.C.:
14 Q. I’'mjust goingto go on then here, of course 14 Q. Sojust get back right up there.
15 these have been redacted, RS numbers havebeen |15 DR. MULLEN:
16 redacted, patient names have been redacted. 16  A. Sorry, yes, okay.
17 Blocksreceived, and | takeit this isjust 17 COFFEY, Q.C.:
18 the block number? 18 Q. Andsol takeit then, and again, | -
19 DR. MULLEN: 19 DR. MULLEN:
20 A. That'sa block number, yes, and asyou go 20 A. Probably about 18th page.
21 down, 3-5 21 COFFEY, Q.C.
22 COFFEY, Q.C. 22 Q. Yes, actudly -
23 Q. 3-5-B-10-6 and so on. 23 DR. MULLEN:
24 DR. MULLEN: 24 A. Or20?
25 A. A3. N/A, if therewasno number associated 25 COFFEY, Q.C.:
Page 70 Page 72
1 with it, and | believe there’ s one hospital, 1 Q. 38actualy.
2 and I've forgotten which one, that uses 2 DR. MULLEN:
3 colors, and weweren't given their color 3 A. Oh, sorry, okay.
4 codes, so we didn’'t know what the block number | 4 COFFEY, Q.C.:
5 was, and if you look at halfway down, or no, 5 Q. There squite anumber of them.
6 two-thirds of the way down, in some cases we'd 6 DR. MULLEN:
7 get three blocks, 1D, 2, and 3. 7 A. Yes.
8 COFFEY, Q.C.: 8 COFFEY, Q.C.
9 Q Yes 9 Q. Bythispoint intime, whenyou just dothe
10 DR. MULLEN: 10 arithmetic, multipleit out.
11 A. And 1B, 1C, some cases that would be 99- 11 DR. MULLEN:
12 SU7788. 12  A. Yes.
13 COFFEY, Q.C.: 13 COFFEY, Q.C.:
14 Q. S099-su77ss 14 Q. Doctor, | takeit thenthat by the middle of
15 DR. MULLEN: 15 September, you would have realized that there
16 A. Withtwo blocks, 1B and - 16 are alot of cases herethat -
17 COFFEY, Q.C.: 17 DR. MULLEN:
18 Q. Yes, withablock 1B and 1C, and so on. So as 18 A. Yes
19 well, thisislabelled, all samplesreceived 19 COFFEY, Q.C.:
20 August 2005 from St. Clare’ s site, St. John's 20 Q. -you'rebeing asked to look at.
21 Hospitals for ER and PR receptors. 21 DR.MULLEN:
22 DR. MULLEN: 2 A Yes
23 A Yes 23 COFFEY, Q.C.:
24 COFFEY, Q.C. 24 Q. Now by then, you understood what about--did
25 Q. And going down through this, there’s a second 25 you have any understanding by that pointin
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1 time about the years involved, like the number 1 thisiswhat | expect for negative. So each
2 of yearsthat this number of cases came out 2 time, so | wastrying to--and | do positivity
3 of ? 3 rates, negativity rates for all of my cases
4 DR.MULLEN: 4 for ER/PRjust to make surethat I’m within
5 A. | mayhave, but | don't recall. In our 5 the gold standard, both the technical side and
6 conversations, | wasn't even aware of what the 6 the professiona interpretation or the
7 material was | wasreceiving. The key--I 7 suggested standards. Soin preparation for
8 didn’'t know if | was receiving all breast 8 the meeting, for the deposition, | wanted to
9 cases from Newfoundland from A to B time 9 see what my positivity rate, what my
10 period, whether | was receiving things that 10 negativity rate was, and they were dightly--
11 were positive, things that were negative, a 11 there was a deviation from what | would have
12 mix. | wasn't--1 did not know going into this 12 expected if | had gotten al of the cases from
13 project, and until we met, | really didn't 13 Newfoundland. It was much lower positivity
14 know what | had seen. 14 rate than | get internally, and that’sin the
15 COFFEY, Q.C.: 15 literature.
16 Q. Doctor, on that point, and when you say "we" 16 COFFEY, Q.C.
17 you're talking about yourself and myself and 17 Q. Sothat was-
18 Mr. Simmons? 18 DR. MULLEN:
19 DR. MULLEN: 19 A. That was abit upsetting to me.
20 A. Yes. 20 COFFEY, Q.C..
21 COFFEY,QC: 21 Q. Sojustintermsof that, the positivity rate
22 Q. AndMr. Simmonsand Mr. Simon Clements and 22 you'rereferring to hereis -
23 Sandra Chaytor and 1? 23 DR. MULLEN:
24 DR.MULLEN: 24 A. What| -
25 A. Yes, thiswastheinterview in Toronto. 25 COFFEY, Q.C.:
Page 74 Page 76
1 COFFEY, Q.C.: 1 Q. -on the1,000 blocks that you had done at
2 Q. InToronto in December of - 2 Mount Sinai -
3 DR. MULLEN: 3 DR. MULLEN:
4 A '07,yes. 4 A Yes, thestaining a Mount Sinai and the
5 COFFEY, Q.C.: 5 interpretation at Mount Sinai. So because we
6 Q. Couldyou justexplain tothe Commissioner 6 were reporting in spreadsheet, it’'s easy for
7 what you'rereferring to there, in terms of 7 me to go in and pull what the positivity rate
8 you didn’t know until you actually met with us 8 was, what the negativity rate, and |
9 what it was you--that had actually been sent 9 restricted it to cases of invasive tumor that
10 to you in the sense of the parameters used? 10 were primary to breast, not metastases and
11 DR. MULLEN: 11 then try to manipulate every combination and
12 A. | received--let mejust see. | need my little 12 permutationto see--try to explain why my--
13 cheat sheet, okay. By the time we had met, | 13 explainin my mind why | would be lower than
14 had received 997, ailmost 1,000 blocks, and in 14 what the rate was. So naively, | asked counsel
15 preparation for our meeting, | wastrying to 15 what had they sent me, and then they told me
16 determine whether--what the positivity rate, 16 what they had sent me. So my discrepancy,
17 what the negativity rate was in the cases and 17 from my positivity rate and what’sin the
18 because the material, and we'll discussthis 18 literature and what I’d get on my service
19 later, was not the quality that | was used to. 19 side, all prospective cases, it was easy to
20 So every time | was looking at a case--I 20 explain.
21 shouldn't say every time, | would say the 21 COFFEY, Q.C.
22 majority of the cases, the baseline kept 22 Q. Now couldyou just indicatethen, to the
23 changing. It wasn't something that I--that if 23 Commissioner, why, from your perspective then,
24 it wereinternal case from the Mount Sinai, 24 it was easy to explain?
25 thisiswhat | would expect for a positive, 25 DR. MULLEN:
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1 A. Becausel believe the conversation was that up 1 percentages, | was breaking them down asto
2 to acertain time, any case that would--now, 2 positive, anything over ten low positive, and
3 we're aways referring to ER, not the PR. ER 3 then combining everything.
4 positive less than 30 was sent to me and then 4 COFFEY, Q.C..
5 it was switched to less than ten, | believe. 5 Q. Doctor, in relation to the retrospective
6 So | was getting a mixture of what initialy 6 study, which isthe look back that was done,
7 had been called lessthan 30 and lessthan 7 you were involved in, involving the material
8 ten. Soin which | believe at one time, ER 8 from Newfoundland and L abrador, could you tell
9 less than 30 was considered negative here and 9 us, please, what your approach was in terms of
10 then switched toless than ten, so that 10 information gathering at thetime? How much
11 combination. So basically, | was getting what 11 did you, yourself, wantto know about the
12 initially had been called negative cases. 12 prior history of any one case?
13 COFFEY, QC. 13 DR MULLEN:
14 Q. And al negative--what initialy in 14 A, | wanted -
15 Newfoundland and Labrador had all been called |15 coFrey, Q.C.:
16 al negative? 16 Q. Andwhat your approach was and why you adopted
17 DR. MULLEN: 17 the approach you did?
18 A. Yes 18 DR. MULLEN:
19 COFFEY, Q.C. 19 A. | wanted to know nothing. | didn’t want to be
20 Q. Classified as negative cases, and it was only 20 biased. Basicaly what | wanted to do was
21 in December of '07 - 21 take each dideas | received it, make--as
22 DR. MULLEN: 22 though it were anew case at the Mount Sinai
23 A. Thatl,yes. 23 Hospital, that | would make the diagnosis of
24 COFFEY, Q.C. 24 the tumor type, presence or absence of tumor,
25 Q. -that youredlized that, okay, everything 25 and then | would interpret the ER, 1 would
Page 78 Page 80
1 that | have--that we've retested at Mount 1 interpret the PRand report, and because
2 Sinai for ER was originaly classified in 2 pathologists like to agree, some of us do, and
3 Newfoundland as a negative? 3 if 1 had looked at the report and found that
4 DR. MULLEN: 4 they had issued areport with such and such,
5 A Yes 5 consciously or subconsciously, | would have
6 COFFEY, Q.C.: 6 looked back or had been going forward, | would
7 Q. And so your positivity rate then made sensein 7 havetried to meet inthe middleor--so |
8 the sense of you were only re-examining 8 basically wanted to do, thisis untouched
9 within--re-examining at Mount Sinai, retesting 9 work. Thisiswhat | found, and then let them,
10 at Mount Sinai, what had originally been 10 them being Dr. Cook and associates, et them
11 classified in Newfoundland as negatives? 11 deal with the consequences or deal with the
12 DR. MULLEN: 12 report.
13 A. Negatives, yes, and just to clarify that we 13 COFFEY, Q.C.:
14 used different cut-off points. 14 Q. The report, so whatever--so from your
15 COFFEY, Q.C.: 15 perspective, in termsof doing--approaching
16 Q. Yes 16 the retrospective study, you understood that
17 DR. MULLEN: 17 these had all been interpreted at some--tested
18 A. Positive, we have positive as anything greater 18 and interpreted in Newfoundland.
19 than one percent and so alow positive would 19 DR. MULLEN:
20 beoneto ten basically. Anything over ten 20 A. Yes
21 would be a straight positive. 21 COFFEY, Q.C.
22 COFFEY, Q.C. 22 Q. Butwhether they were negatives, positives,
23 Q. Now, Doctor - 23 some combination thereof -
24 DR. MULLEN: 24 DR. MULLEN:
25 A. So then when | was giving--doing my 25 A. lhadno-
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1 COFFEY, QC.: 1 A. Yes.
2 Q. -you chose not--you didn’t want to know? 2 COFFEY, Q.C:
3 DR. MULLEN: 3 Q. Andreportitto St. John'sto Dr. Cook.
4 A. ldidn'twanttoknow at all. | didn’'t want 4 DR.MULLEN:
5 that bias. 5 A. Theprospective for St. John’s from August and
6 COFFEY, Q.C.: 6 therest of the province from September, |
7 Q. Yes andso, you understood that simply the 7 would issue areport using our criteria.
8 blocks, it ended up being almost 1,000 blocks. 8 COFFEY, Q.C.
9 DR. MULLEN: 9 Q. Yes.
10 A. Waell, at thevery end, 1160. 10 DR. MULLEN:
11 COFFEY,QC:: 11 A. Sothediagnosiswould be what the sample was,
12 Q. Itwasjust over - 12 what type of tumor.
13 DR. MULLEN: 13 COFFEY, Q.C.
14 A. Wewon't quibble. 14 Q. AndI'll be coming to that in a moment, okay.
15 COFFEY, Q.C. 15 DR. MULLEN:
16 Q. But approximately 1,000 blocks would have come 16 A. Okay.
17 into Mount Sinai. Mount Sinai’ s technologists 17 COFFEY, Q.C.
18 would have prepared slides for you to review? 18 Q. So to differentiate, but from the
19 DR. MULLEN: 19 retrospective study -
20 A. Yes. 20 DR. MULLEN:
21 COFFEY, Q.C. 21 A. | gave araw number, andit wasupto St
22 Q. Youwould review the slides, just knowing that 22 John’s to interpret however they wished.
23 Mount Sinai had created the dlides? 23 COFFEY, Q.C.:
24 DR. MULLEN: 24 Q. Wejust looked at, | think, 1707, whichis
25 A. Yes. 25 thereon thescreen. That'sa spreadsheet
Page 82 Page 84
1 COFFEY, Q.C. 1 attached to an e-mail, September 13th 2005.
2 Q. Would call them asyou saw them? 2 If we could bring up, please, Exhibit 1774,
3 DR. MULLEN: 3 please?
4 A Yes 4 Now Doctor, thisis an e-mail from Nancy
5 COFFEY, Q.C.: 5 Good, September 20th, 2005 at 10:12 am. to
6 Q. Ornot, asthe case might be. Y ou would call 6 yourself. The subject is—-if you look at i,
7 them asto, from your perspective, what type 7 it sdescribed asupdated ER/PRIist. The
8 of tumor it was, the diagnosis? 8 attachment is Dr.Mullen.xls and she writes,
9 DR. MULLEN: 9 "Hi, Dr. Mullen. Here' s an updated list of RS
10 A. Yes. 10 number for the ER/PR staining." Signed Nancy.
11 COFFEY, Q.C.: 11 And | takeit thisisjust an updated list.
12 Q. Intermsof everything from DcCISto ductal to 12 If we could bring up, please, Exhibit P-
13 lobular and so on. 13 1775? Thesearetwo e-mails. One isfrom
14 DR. MULLEN: 14 Nancy Good to Dr. Donald Cook, Wednesday
15 A. Yes. 15 September 21st, 2005, 5:13 p.m. Subjectis
16 COFFEY, Q.C. 16 ER/PR reports. Shewrites"Hi, Dr. Cook. |
17 Q. Andwell betalking about some of that. And 17 spoke to Dr. Mullenand he will read the
18 then, if it was possible, from your 18 slides on the weekend and have reports for you
19 perspective, you would give a percentage for 19 early next week. Bye for now, Nancy." And
20 ER and a percentage for PR? 20 then there’ s an internal e-mail within Eastern
21 DR. MULLEN: 21 Health. Dr. Cook isforwarding that to Dr.
2 A Yes 22 Williams.
23 COFFEY, Q.C. 23 So | take it then, Doctor, by September,
24 Q. Forthose cases. 24 Thursday September 22nd--1'm sorry, Wednesday,
25 DR. MULLEN: 25 September 21st, 2005, during that second last
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1 weekend or so, or last weekend of September of 1 DR.MULLEN:
2 2005, a batch of dlides was going to be ready 2 A Metastatic.
3 for you to review? 3 COFFEY, Q.C.:
4 DR. MULLEN: 4 Q. - metastatic cancer, CA. And then there’ ser
5 A Yes 5 percentage cells positive, PR percentage cells
6 COFFEY, Q.C.: 6 positive. Icfor internal controlswith P
7 Q. Andinterpret and report on. 7 meaning present but not stained, PS meaning
8 DR. MULLEN: 8 present and stained, PSwW meaning present and
9 A. That'scorrect. 9 stained weakly, and A meaning absent, and then
10 COFFEY, Q.C.. 10 F/P for fixation and processing with A meaning
11 Q. If we could, please, Registrar, bring up 11 adequate and P meaning poor, and then a
12 Exhibit P-0597? This is an e-mail from 12 threshold for positive ER/PR result, staining
13 yourself, Doctor, on Monday, September 26th 13 of any intensity in greater than one percent
14 2005, at 6:09 p.m. to Dr. Donald Cook. It's 14 invasive tumor cells, and then positive and
15 copied to Nancy Good and MariaMendes. The |15 negative laboratory external controls stained
16 subject is ER/PR results and the attachment is 16 appropriately. Sol take it that that’s an
17 |abelled resultsl.xls and an ER/PR co.doc. 17 explanation, akey, asit were?
18 There are two, obvioudy two attachments, and 18 DR. MULLEN:
19 you write "if you have any questions, please 19 A. Yes, and | think during the day we'll see more
20 do not hesitateto call me." Signed, Dr. 20 of these and as we went aong, the tumor type
21 Brendan Mullen. If we could just turnthe 21 would increase, you know, subclassification.
22 page there, Doctor, on pagetwo of this, it 22 As | saw more, I'd have to add. But
23 writes "attached"--you've written here, 23 everything else stayed the same, and
24 "attached please find the first set of ER/PR 24 basically, the last two columns were that the
25 results. Thecodel use isasfollows:" and 25 controls, those are standard in all our
Page 86 Page 88
1 then there's an RS number, our research 1 reports and that was a threshold | was using,
2 number, specimen number, your case number, 2 but I didn’t report whether it was positive or
3 patient name, which is obvioudy the patient’s 3 negative. And the fixation processing was
4 name, a block, whichis the block numbers 4 subjective. 1 would look and try to assess,
5 supplied, comments, discrepanciesand block 5 and the internal controls was objective,
6 information. So | take it that under that 6 whether they’re present or absent, and then
7 column, you would - 7 subjective, whether they stained or stained
8 DR. MULLEN: 8 weakly or didn’'t stain. | mean, these are--
9 A. Thesefirst five would have been identical to 9 the middle two, the internal control and
10 the spreadsheets we' ve seen. Nancy Good would |10 fixation processing are features that we ook
11 have prepared that. So the Rsnumber is our 11 at on each case in the block to make sure that
12 accession number and then the specimenwould |12 what we're getting is adequate.
13 have been the origina number from the 13 COFFEY, Q.C.:
14 referring hospital, patient name and block. 14 Q. AndI’'m going to be taking you through that,
15 COFFEY, Q.C.: 15 Doctor. So here, asof then, September,
16 Q. Andthen- 16 Monday, September 26th 2005, and | don’t know
17 DR. MULLEN: 17 whether the 6:09 p.m. islocal St. John'stime
18 A. Discrepancieswas acolumnif it’s adifferent 18 or -
19 number or something. 19 DR. MULLEN:
20 COFFEY, Q.C.: 20 A. Thisisthe same exhibit?
21 Q. Andthenthere's, you've written here, tumor 21 COFFEY, Q.C.
22 typewith D for ductal, DL for ductal with 22 Q. Yes, but it's printed off from Dr. Donald
23 lobular features, DT ductal with tubular 23 Cook, so--and nothing really falls on that.
24 features, L for lobular, paPfor papillary and 24 DR.MULLEN:
25 MCA for - 25 A. No, thesenttimeisall at my time, yes.
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1 COFFEY, Q.C: 1 COFFEY, Q.C.
2 Q. And from--the Commissioner's understanding 2 Q. One case withthat and three with DcCIS.
3 then, by the last Monday of September of 2005, 3 "ER/PR assessment is not valid in the
4 the first grouping or wave of reports on the 4 microinvasive component. Pleasereview the
5 retrospective study was sent by e-mail to St. 5 cases and then forward blocks with invasive
6 John’s, Newfoundland? 6 tumor." Signed Brendan Mullen. And thereis,
7 DR.MULLEN: 7 attached here there' s just again the RS number
8 A. Yes. |think the e-mail the previousweek 8 and the classification asto DCIS or DCISM
9 said I’d do it on the weekend and we did it on 9 which would be microinvasive, | takeit.
10 the weekend. 10 DR. MULLEN:
11 COFFEY,Q.C:: 11  A. Yes Yes, andthenif you go ER/PRICNF/PiS
12 Q. Now if wecould, please, Exhibit P-1783? 12 covered, those were the others.
13 Doctor, this isagain aseriesof e-mails. 13 COFFEY, Q.C.:
14 Thefirst of themintimeis- 14 Q. Because herewe'll be -
15 DR.MULLEN: 15 DR. MULLEN:
16 A. 28th? 16 A. Okay.
17 COFFEY, QC:: 17 COFFEY, Q.C.
18 Q. Yes, it's September 28th 2005, 11:47 am. 18 Q. - wego onto the page three of the exhibit,
19 It'sfrom Dr. Cook to yourself. The subject 19 in the middle code there, you’ ve now entered
20 is ER and Prsand the 28th would be a 20 in DCI, ductal carcinomain situ, and DCIS/M.
21 Wednesday or would have been a Wednesday. Dr. 21 DR. MULLEN:
22 Cook writes "Hi, Dr. Mullen. | received the 22 A. Yes, microinvasion, whichis defined in less
23 results of thefirst batch of ERs and PRs. 23 than one millimetre.
24 Could you let meknow how quickly we can 24 COFFEY, Q.C.
25 receive the results of the remaining cases? 25 Q. Now Doctor, why the different--why the
Page 90 Page 92
1 We would appreciate these results as soon as 1 singling out, | suppose, or identification of
2 possible. Thanksfor all your help. Regards, 2 those four particular cases? Can you explain
3 Dr. Cook." 3 that to the Commissioner?
4 And then you responded the same day, 1:19 4 DR. MULLEN:
5 p.m., saying "the dlidesare stained onthe 5 A. If I'mtoo basic, please -
6 weekends and | try to read them the following 6 COFFEY, Q.C.:
7 week. | have a second similar size batch that 7 Q. Never assume you're too basic, okay.
8 I will read tomorrow" and internally within 8 DR. MULLEN:
9 Eastern Health, Dr. Cook forwarded your 9 A. Hastheconcept of insitu carcinomaversus
10 response to Dr. Williams. 10 invasive carcinoma been explained to the
11 So if we could, please, Registrar, 11 Commission?
12 Exhibit P-1784? Now thisisan e-mail from 12 COFFEY, Q.C.:
13 yourself, Wednesday, September 28th, 2005, 13 Q. Perhapsyou could just -
14 3:39 p.m. to Dr. Cook, copied to Nancy Good 14 THE COMMISSIONER:
15 and Maria Mendes, and the attachment is 15 Q. Itwouldn't hurt to repeat it.
16 results2.xls and the ER/PR code, and you write 16 DR. MULLEN:
17 here "the four cases are DCIStimes three, and 17 A. All right, okay. In the spectrum of
18 DcCIS with 0.4 millimetres focus of 18 carcinomas, thereare carcinomas that are
19 microinvasion." | believethat’s - 19 called ductal carcinomain situor lobular
20 DR. MULLEN: 20 carcinomain situ, where one has malignant
21 A. One, timesone, 21 cells, but they haven’t broken through the
22 COFFEY, Q.C. 22 basement membrane, and the concept isthat if
23 Q. Timesone 23 they haven’t broken through or invaded the
24 DR.MULLEN: 24 adjacent stroma, then they will not
25 A. Soonecase. 25 metastasise. So basicaly, they're a
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1 carcinomain situ where cellsthat havethe 1 that | had, that there may have been invasive
2 features of carcinoma, but don't have the 2 tumor. So | want to make very clear that what
3 potential to metastasise, so therefore 3 I’m calling ductal carcinomain situ does not
4 excision or lessradical therapy is warranted. 4 necessarily mean that that was the fina
5 Then the next invasive cancer, there are 5 diagnosis. There may have been invasive
6 two types. Lobular, which constitutes about 6 carcinoma elsewherein that block that we
7 ten percent, and then ductal, and ductal would 7 didn’t get, basically, soif weget ablock
8 be the 90 percent in various subtypes, 8 like this, we're doing sections, and if this--
9 depending on how many pathologists, you'll get 9 or we'll call thewhite swan istheinvasive
10 different classifications, but the main is 10 portion, that St. John’smay have seen that,
11 ductal with no special features and not 11 but then when I--that was no longer--probably
12 otherwise specified. SotheDcIs, it's not 12 | would get something like that, and |
13 our policy, at Sinai, to report estrogen 13 wouldn’t haveit.
14 progesterone receptor values for ductal 14 COFFEY, Q.C.:
15 carcinomain situ. In the ductal carcinomain 15 Q. Youwouldn't get the slice with the invasive?
16 situ, or lobular carcinomain situ, there'sa 16 DR. MULLEN:
17 whole spectrum. The very high grade, it's 17 A. Yes,itwould beasamplingissue. |I'm not
18 easy to say thisisamalignant cell, thisis 18 suggesting, by any of--for any of these cases,
19 not, and you can do a percentage. In the 19 that it was adiagnostic issue. In my mind,
20 less, in the lower grades, it’s very difficult 20 it would have been either clerical, sending
21 to tell where an atypical cell becomes a 21 the wrong block, orit might have been a
22 malignant cell. Soit'sa-part of it isa 22 sampling issue.
23 recognition issue, but also, to the best of my 23 COFFEY, Q.C.
24 knowledge, there are no studies suggesting 24 Q. And so herethen, when you're asking "please
25 what the cut-off value or not just what the 25 review the cases," these four individual cases
Page 94 Page 96
1 cut-off value, what the incremental value of 1 you'veidentified here "and forward blocks
2 hormone therapy would be. Soit’s not our 2 with invasive tumor" -
3 policy unless directly requested by the 3 DR. MULLEN:
4 Commission to report these. 4 A. Yes, that's correct.
5 And then the microinvasiveissue isin 5 COFFEY, Q.C.:
6 this 0.4 millimetre, there may have been six 6 Q. Inother words, you're just saying "look, send
7 or eight cells. So it s very difficult to say 7 me--look for your--look amongst your blocks,
8 what the percentage is and plus, these cases, 8 find me one with -
9 the microinvasions, are essentially treated, 9 DR. MULLEN:
10 my understanding, oncologists correct me if 10 A. Invasive tumor.
11 I’m wrong, as equivalent to in situ. 11 COFFEY, Q.C..
12 COFFEY, Q.C.: 12 Q. -invasivetumor init and send it up.
13 Q. And Daoctor, here, you conclude by saying 13 DR. MULLEN:
14 "please review the casesand forward blocks 14 A. Unequivocal.
15 with invasive tumor." So - 15 COFFEY, Q.C.:
16 DR. MULLEN: 16 Q. Andwewill then processanew dide out of
17 A. Theonething that | want to make very clear 17 that block?
18 to the Commission isthat what | was seeing 18 DR. MULLEN:
19 was one slide prepared from one block that had 19 A. Yes
20 been selected by the St. John's. | did not 20 COFFEY, Q.C.
21 seethe original dides, did not receive all 21 Q. AndI will beableto do an ER and PR report
22 of the blocks, and so one of the issues that 22 on those?
23 if I’'m seeing ductal carcinomain situ, that’s 23 DR. MULLEN:
24 not to say that in another block, or evenin 24 A. Yes.
25 the original block, but not in the section 25 COFFEY, Q.C.:
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1 Q. Okay. Doctor, if we could, please, Exhibit P- 1 . Itwasn't hiding data. It wasfor technical
2 1785? And it’' s--the bottom e-mail, we' ve just 2 reasons, for clerical reasons more than
3 looked at. Thetop e-mail isoneat 4:01 p.m. 3 anything.
4 from yourself to Dr. Cook and you write "l 4 COFFEY, Q.C.
5 inadvertently sent you the file with the 5 Q. Andif we could, please, Exhibit P-17867 Now
6 "hidden’ data." What does that mean? 6 here, Dr. Mullen, again it’stwo e-mails. One
7 DR. MULLEN: 7 in particular in respect of yourself, you've
8 A. Do we have the spreadsheet? Okay. 8 sent one September 28th, 2005, that evening,
9 COFFEY, Q.C.: 9 7:18 p.m. to Dr. Cook, and the subject is
10 Q. Yes 10 ER/PR results, and you just simply write "one
11 DR. MULLEN: 11 half of the next batch." So | take it that--
12 A. If youlook at--what | wasinterested in was 12 and as well, there were results attached here.
13 the RS number and--because when | receive the 13 Thisisresults3.xls and the ER/PR code. So
14 dlide, it'slabelled with the RS number and 14 again, you're -
15 then the ER, whether it was ER or PR or 15 DR. MULLEN:
16 control. So to save me having to go through 16 A. What| wastrying todo, rather than wait
17 specimen number, patient number, block number, |17 until the very end, was to move them out as
18 etcetera, all of those, when | was reporting, 18 fast as| could. So we would do a--we would
19 | would collapse the spreadsheet down so | 19 do them in batches, and then | think | would
20 would have the RS number and then thetumor. | |20 cut and then send.
21 wasn't interested in discrepancies.  So 21 COFFEY, Q.C.
22 basically, it was | could go RS, tumor, ER/PR, 22 Q. And here, Exhibit P-1787.
23 ICFP. It was morefor clerical. So when | 23 DR. MULLEN:
24 sentitto him, | had sent it--those of you 24 A. Okay.
25 familiar with Excel, you can hide columns. So 25 COFFEY, Q.C.
Page 98 Page 100
1 that basically, so then, | unhid or revealed 1 Q. Now here, Doctor, again, | just--I can advise
2 the columns and sent it back. 2 the Commissioner, of course, thereis quite a
3 COFFEY, Q.C.: 3 number of other e-mails and stuff and I’'m not
4 Q. Andinterms of that, just to show one, | take 4 going to be going through every--or taking the
5 it, with the--Exhibit P-1784, page two, 5 witness through each individual e-mail or
6 please? Page two. 6 communication between Mount Sinai and Eastern
7 DR. MULLEN: 7 Health, but | refer to this here, Doctor, just
8 A. Yes, that'sthehidden. Soit waseasier for 8 to givethe Commissioner some sense of what
9 me to see the RS number and then--or Nancy, as 9 was kind of the nitty gritty of actually doing
10 she was entering them, to--rather than having 10 this at times. This is an e-mail from
11 to scroll across. 11 yourself, Thursday, September 29th, 2005 at
12 COFFEY, Q.C.: 12 7:06 p.m. to Dr. Cook. It's copied to Nancy
13 Q. Andthisnow, you were just sending back the 13 Good. The subject isarequest for additional
14 entire spreadsheet across here now, looking at 14 block, and there are numbers and | gather
15 1785, if we could, please? 15 probably names and so on redacted, but it says
16 DR. MULLEN: 16 "the block, which is a section of the nipple,
17 A. Yes. So columntwo, the specimen number, 17 doesnot contain tumor. Please submit an
18 commentswould be suppressed or hidden, and |18 appropriate block for ER/PR staining.”
19 then | would just look at RS, tumor, and then 19 DR. MULLEN:
20 do those. 20 A. Yes
21 COFFEY,Q.C. 21 COFFEY,Q.C.
22 Q. Agan, just to--I wanted to have that 22 Q. Soagain, | takeit -
23 explained to the Commissioner, like the 23 DR. MULLEN:
24 reference to hidden, that was all. 24 A. We'retrying to, once we identified that there
25 DR. MULLEN: 25 was no tumor, that we would say--we knew that
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1 that was adefinite, for want of a better 1 DR. MULLEN:
2 word, miss, that please send so we can get 2 A. Sorry, can-
3 going. The DCISissue was dlightly different 3 COFFEY, Q.C.
4 because that could have been what the tumor 4 Q. It's4:25p.m., Doctor.
5 was, and so that, they had to sort out. 5 DR. MULLEN:
6 COFFEY, Q.C. 6 A. Yes
7 Q. If wecould, Exhibit 1788, please? Thisisan 7 COFFEY, Q.C.:
8 e-mail of September 30th, 2005. That's a 8 Q. | don'tknow if you -
9 Friday, 4:25p.m. It's from Dr. Cook to 9 DR. MULLEN:
10 yourself. Subject isER/PRs and it says"Dr. 10 A. Yes, | saw that, and now -
1 Mullen, | havereceived theresultsof the 11 COFFEY, Q.C.:
12 second batch and the note regarding the DCIS's 12 Q. Andwhenwe look back at 1789, that same e-
13 and the block without the tumor,” which | 13 mail, the time frameis 2:55 p.m.
14 presume was the e-mail | just referred to? 14 DR. MULLEN:
15 DR. MULLEN: 15 A. Yes
16 A. Yes 16 COFFEY, Q.C.
17 COFFEY, Q.C.: 17 Q. Just so the Commissioner understands and in
18 Q. "Wewill be sending up more cases next week. 18 fact, yourself, if youlook atthese very
19 | would appreciate if these cases could be 19 closely, you can see actua differences in
20 handled as quickly as possible as this story 20 timeframes and itis an hour and a half
21 is breaking in the news and patients will be 21 difference, and | presume computer types could
22 asking questions on their ERand PR status. 22 explainwhy, and which clock is used on a
23 Regards, Dr. Cook." 23 print-out.
24 And thenif we could bring up, please, 24 DR.MULLEN:
25 Exhibit P-1789? Thisis, at the bottom of the 25 . It resets.
Page 102 Page 104
1 page there, Doctor, thisisthe - 1 COFFEY, Q.C.
2 DR. MULLEN: 2 Q. Buthere then, in particular here, Doctor,
3 A. My response. 3 looking at your e-mail from yourself, Friday,
4 COFFEY, Q.C.. 4 September 30th, 2005 at 10:54 p.m. to Dr. Cook
5 Q. -thisisyour response overal, at the top of 5 has results5.xls and you write "sorry | missed
6 the page. Atthe bottom of the page, of 6 your call today. | was at a biotech symposium
7 course, isthe - 7 outside the hospital. Wewill expedite the
8 DR. MULLEN: 8 cases as much as our capacity permits. | have
9 A. Theoriginal. 9 attached the results for two cases that | was
10 COFFEY, Q.C.: 10 missing the demographics for." Signed by
11 Q. -theorigina e-mail, and just on that point, 11 yourself.
12 and again, justfor the sakeof clarifying 12 So | take it then, Doctor, and I’'m going
13 this for you, Commissioner, when we look here, |13 to ask you about this, when you areinvolved
14 the time sent on Don Cook’ s e-mail of Friday, 14 in September--during September of 2005, did
15 September 30th, 2005, isindicated to be 2:55 15 you have any understanding at al asto what
16 p.m. to Brendan Mullen, and that’s 2:55 p.m., 16 the situation was in Newfoundland, in terms of
17 and we look at the text of that, thisisthe 17 whether the public was aware of this or not or
18 e-mail referring to "the story is breaking in 18 anything like that? Had anybody communicated
19 the news and patients will be asking questions 19 that to you?
20 ontheir ER and PR status.” If we could just 20 DR. MULLEN:
21 go back, please, to Exhibit P-1788, and that 21 A. No.
22 isthat same e-mail, except that here it's 22 COFFEY, Q.C:
23 indicated--because it’s from--it’sindicated 23 Q. Sointermsof -
24 tobe 4:25p.m., so there'sthehour and a 24 DR.MULLEN:
25 half difference. 25 A. My entire understanding of the situation,
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1 until it became a national story, was they 1 A. Andwhereisshe?
2 wanted toreview the staining and it was 2 COFFEY, Q.C.:
3 basically whether it was research or service 3 Q. Andsomebody might have said to you that she's
4 or however you want to phraseit. | didn’t 4 gone to Newfoundland?
5 know what the whole situation was. 5 DR. MULLEN:
6 COFFEY, Q.C.: 6 A. ToNewfoundland to review--whatever, they may
7 Q. Andthen here, on Friday, September 30th, when 7 have said to review or whatever she was doing.
8 Dr. Cook was e-mailing you and of course, you 8 Ms. Wegrynowski is a very highly regarded
9 did respond later, late that--or later on 9 technologist in the area of the
10 that, much later that evening with results5 - 10 immunohistochemistry, as well as
11 DR.MULLEN: 11 histopathology, and she provides technical
12 A. Yes 12 consultation to many hospitals within our
13 COFFEY,Q.C: 13 region. Some of the hospitals that refer to
14 Q. -whichyou'veindicated, asthe attachment, 14 us, she’s been there to help them.
15 when he wrote "l would appreciate if these 15 COFFEY,Q.C:
16 cases could be handled as quickly as possible, 16 Q. So at thetime, theideathat she was--if she
17 asthis story is breakingin the news and 17 was out of--if you were told at the time
18 patients will be asking questions on their ER 18 "she’ s gone to Newfoundland," it wouldn't have
19 and PR status," did you make any inquiries 19 -
20 about what that was about at the time? 20 DR.MULLEN:
21 DR. MULLEN: 21 . I would, for technical assistance probably.
22 A. lcan't remember. | mean, andto be quite 22 THE COMMISSIONER:
23 honest, it wouldn’t have made any difference 23 Q. Mr. Coffey, can you--two things.
24 tome. | mean, we were contracted to do ajob 24 COFFEY, Q.C.
25 and we weretrying todo it asquickly as 25 Q. Sure.
Page 106 Page 108
1 possible. 1 THE COMMISSIONER:
2 COFFEY, Q.C. 2 Q. Canweclarify the business of the knowledge
3 Q. Sure 3 of how many were coming and how that
4 DR.MULLEN: 4 progressed?
5 A. Andasquickly asour capacity permitted us. 5 COFFEY, Q.C.:
6 COFFEY, Q.C.: 6 Q. Wel, actualy, the next exhibit,
7 Q. Doctor, we understand from Trish Wegrynowski 7 Commissioner, actually will help, I think.
8 that she had been here aready by then. She 8 THE COMMISSIONER:
9 had been herein St. John's, you know, the 9 Q. Allright.
10 middle of September, September 20th or so, 10 COFFEY, Q.C.:
11 2005. Had you been aware that Ms. Wegrynowski 11 Q. Inthat regard.
12 had been asked to come here and review the lab 12 THE COMMISSIONER:
13 at that time, do you know? 13 Q. Okay, thank you.
14 DR. MULLEN: 14 COFFEY, Q.C.
15 A. | probably was, but | honestly can’t recall. 15 Q. Actualy, no.
16 COFFEY, Q.C. 16 THE COMMISSIONER:
17 Q. Andyouwould--if youwere aware of it, you 17 Q. Wdl, the one after.
18 would be aware why? Why would it come to your 18 COFFEY, Q.C.
19 attention? 19 Q. There'sonelater.
20 DR. MULLEN: 20 THE COMMISSIONER:
21  A. Because!’'minand out of her lab like three, 21 Q. Aslongasyou're getting to it.
22 four, five times aday. 22 COFFEY, Q.C.
23 COFFEY, Q.C.. 23 Q. Ohyes, | will be, Commissioner. If we could,
24 Q. Okay. 24 perhaps take the morning break? | believe
25 DR. MULLEN: 25 it's-
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1 THE COMMISSIONER: 1 look at.
2 Q. Yes, it'sabout that time, if you wish to do 2 DR. MULLEN:
3 S0, sure. 3 A. Yes
4 COFFEY, Q.C.. 4 COFFEY, Q.C.
5 Q. -it'sabout that time, and | want to take up 5 Q. This reference to 16 complete cases, the
6 then October of ' 05. 6 machine can handle 48 samples, and | take it
7 THE COMMISSIONER: 7 three times 16 is 48, 16 complete cases. Can
8 Q. Mr. Pike seemsto be on thisfeet. 8 you tell us, please, about that? What is
9 MR. PIKE: 9 involved in a physical way?
10 Q. Sorry, Commissioner, there was amatter | 10 DR. MULLEN:
11 should have attended to earlier, but | was 11 A. Themachine that we're referring to is our--at
12 late coming inthismorning. With methis 12 this time, was our DAKO autostainer, which is
13 morning is Mr. Christian Hurley, who's a 13 arobotic system for immunohistochemistry, and
14 student at law with our law firm, and | wanted 14 ithas48 dots. It hasacapacity for 48
15 to introduce you to him, and have him sit up 15 dides. Physicaly, the capacity is 48
16 with me for the balance of the day, with your 16 dlides. Soit would run the 16 cases and
17 permission. 17 there' satime for--there’'s a--I won’t be able
18 THE COMMISSIONER: 18 to tell you the exact number of hours that are
19 Q. Indeed. Welcome, Mr. Hurley. 19 required, but there's an extensive time period
20 MR. PIKE: 20 that it'sbeing stained, washed, and then
21 Q. Thank you. 21 counterstained. So that was our capacity on
22 THE COMMISSIONER: 22 that one machine. At thetime, we had three
23 Q. We'll take the morning break. 23 machines in the department and one was
24 (RECESS) 24 dedicated to ER/PR because we had validated
25 THE COMMISSIONER: 25 every position on the autostainer for ER and
Page 110 Page 112
1 Q. Pleasebeseated. Mr. Coffey. 1 PR.
2 COFFEY, Q.C. 2 COFFEY, Q.C.
3 Q. Thank you, Commissioner. Registrar, could we 3 Q. Now the positive controls, where would they
4 bring up, please, Exhibit P-0592? Now Doctor, 4 be?
5 again, thisis a couple of different e-mails, 5 DR. MULLEN:
6 but I'm goingto refer you toit and then 6 A. Thepositive-
7 perhaps have you utilize it to explain 7 COFFEY, Q.C:
8 something to the Commissioner. There'san e- 8 Q. Now thissays negative control. Wasthat -
9 mail of September 9th, 2005 from Nancy Good to 9 DR. MULLEN:
10 Dr. Cook. 10 A. I’'msorry, the four other dots, | believe,
11 DR. MULLEN: 11 that would--no, that | can’t answer, sorry.
12 A. Yes 12 COFFEY, Q.C..
13 COFFEY, Q.C:: 13 Q. Okay, that's fine, and I'll--thething is,
14 Q. At4:54 p.m., subject is ER/PR staining, and 14 from your perspective though, you understood
15 shewrites"Hi, Dr. Cook. | just wanted to 15 at the time you were getting an ERdlide, a
16 let you know that we have started cutting the 16 PR slide and what else?
17 blocksand staining will begin next week." 17 DR. MULLEN:
18 Now thiswould be, as| indicated, at the end 18 A. And anegative control for each case, plusa
19 of thefirst full week of September of ’05. 19 positive control for the run.
20 "The machine can handle 48 samples, whichis 20 COFFEY, Q.C.
21 16 complete cases ER/PR and negative control, 21 Q. Fortherun. And -
22 and will be run after hours. We will keep you 22 DR. MULLEN:
23 posted on the progress. Thanks, Nancy." And 23 A. For both positive ER, positive PR, SO yes, two
24 | gather that by the end of September, they 24 dides.
25 had the first grouping of slidesfor youto 25 COFFEY, Q.C.
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1 Q. Andagain, thisis not copied to you, this e- 1 internal control. 1 would go back to--or at
2 mail. | just bring it up, whetherit's 16 2 the same time| was doing the HNE, 1 would
3 times three or 15 times three, plus some other 3 ook at the block and decide whether there was
4 dlides, | can take up with someone else, but 4 an internal control.
5 from your perspective at thetime, and | 5 Now by theterm "internal control” I’'m
6 guess, just for the Commissioner, because | 6 referring to the presence of benign
7 want to get some--take you through them and 7 epithelium. So benign breast tissue, either
8 kind of have some sense of what it wasyou 8 within the tumor or adjacent to the tumor, and
9 were getting to examine in September. 9 then | would comment whether it was present or
10 DR. MULLEN: 10 absent and if it was present, whether it
11  A. Sothe- 11 stained or stained weakly. That was the PSw
12 COFFEY, Q.C.: 12 or A. And then thefinal thing that | did was
13 Q. Forany onecase then, one patient or one 13 very subjective interpretation of the quality
14 block, what would happen, intermsof what 14 of the material, whether it was adequate or
15 would you--what would come to you? 15 poor, and adequate, essentially by the--after
16 DR. MULLEN: 16 one or two cases or one or two runs was there
17 A. | would receivetheroutine dide, which was 17 atumor that | could assess. That’sbasically
18 called ahaematoxylin and eosin stain slide, 18 what it boiled down to at thevery end. It
19 and HNE dlide, which is our standard 19 wasn't avery strict criteria. Whether there
20 diagnostic dlide, and accompanying it would be |20 was tumor on the dideand | could assessiit,
21 the estrogen stained dlide--receptor stained 21 then it was adequate.
22 dlide, the progesterone stained slide, and 22 COFFEY, Q.C.
23 then the negative control, and for that run, 23 Q. Andthisisfor the retrospective?
24 that group of 15 or 16 cases, there would also 24 DR.MULLEN:
25 be a positive control that the lab would have 25 A. Yes, that's retrospective. That was the
Page 114 Page 116
1 had. 1 spreadsheet, those broad categories.
2 COFFEY, QC. 2 COFFEY, QC.
3 Q. AndtheHNEdidethat would come forward, | 3 Q. Andthis, and you say after two or three runs,
4 take it that would be in relation to a 4 and what are you referring to there?
5 particular block? 5 DR. MULLEN:
6 DR. MULLEN: 6 A. Twoor three. | sat down with aseries of
7 A. Itwould be the block that matched the ER and 7 cases, | can't tell you how many, and | went
8 PR. If yourecall either the spreadsheet or 8 through them and went--trying to get a
9 the code, when | said tumor, the tumor would 9 baseline, what | was going to have to
10 be diagnosed on the HNE. That’'s the gold-- 10 evaluate.
11 what | use and what every pathologist uses to 11 COFFEY, Q.C..
12 make the diagnosis and that's the 12 Q. And theseare cases, thedides had been
13 interpretation of the tumor, whether it was 13 prepared by Mount Sinai from the blocks from
14 present or absent and if it was present, 14 Newfoundland?
15 whether it wasin situ or invasive and then if 15 DR. MULLEN:
16 it was invasive, what type of invasive tumor, 16 A. Yes, this would have beenthefirst, we'll
17 and they were broad categories. | wasn't 17 say, maybeten or so. Don't quote me on the
18 micro diagnosing. It was--I shouldn’'t say 18 exact number, but whenever you're doing, for
19 micro diagnosing. | wasn't micro classifying. 19 want of abetter term, research project or
20 | was trying to do broad categories. And then 20 project, you want to see what the rangeis
21 inthe next column would be the ER, which 21 going to be. Sowhat isit that I’'m going to
22 would be the next dide, and then the PR, 22 haveto assess. So what are the adequacies
23 which would be the subsequent dlide. It was 23 and what are sort of therange, and sol'd
24 awaysin that sequence, ER, PR, and then if 24 look at them and try to figure out what would
25 you recall from the spreadsheet, there was the 25 be the easiest and best way to assess them and
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1 what criterial should use. So | did that and 1 they may not have been inthat order, that
2 then | went back asecond time and then just 2 sequence, but everything was--and they would
3 to reconfirm that, you know, that would be 3 be reported independently. So if one case was
4 adequate for me, and | think for the patient, 4 no tumor, and so nothing was reported, and
5 and then the question, | think, to put to 5 then the next block had tumor, it would be
6 Eastern Health or St. John’swas whether a 6 reported independently.
7 spreadsheet would be adequate, and they were 7 THE COMMISSIONER:
8 in agreement and those criteria were adequate 8 Q. Okay.
9 for them, and so then, | did the actual 9 DR. MULLEN:
10 interpretation. So two times, sort of to 10 A. Soyouwould get--you could get, and often,
11 familiarize myself with the quality of the 11 and | would be surprised if you ever got the
12 material, the staining, the range of the 12 same result, unless it was completely absent,
13 staining, aswell as one can with ten slides 13 youwould get different ER and PR results
14 or ten cases, | should say. 14 because of the heterogeneity, both within one
15 COFFEY, Q.C.: 15 section and between sections.
16 Q. Doctor, if we could, Exhibit P-17767? 16 COFFEY, Q.C.:
17 THE COMMISSIONER: 17 Q. | will be getting to that.
18 Q. Sorry, before we leave that, just to make sure 18 THE COMMISSIONER:
19 I'm not missing something here or 19 Q. Okay, thank you. Anddol takeit then, in
20 misinterpreting what you're saying. Justin 20 fact, there are three dlides created for every
21 terms of the process you went through. So do 21 block?
22 | take it that for some casesyou got one 22 DR.MULLEN:
23 block, some cases you got two or - 23 A. Four, one would be theroutine, the H--the
24 DR. MULLEN: 24 routine is done on a different machine.
25 A. Three, yes. 25 THE COMMISSIONER:
Page 118 Page 120
1 THE COMMISSIONER: 1 Q. Okay.
2 Q. -orthreeblocks? 2 DR. MULLEN:
3 DR. MULLEN: 3 A. Becauseit’s not immunohistochemistry, it's
4 A Yes 4 routine histochemistry.
5 THE COMMISSIONER: 5 THE COMMISSIONER:
6 Q. Wouldyou cut your slides from each of the 6 Q. Andthat’stheoneyou used to determinethe
7 blocks you got? 7 diagnosis?
8 DR. MULLEN: 8 DR. MULLEN:
9 A. Yes. 9 A. Yes, that's correct, and what area | should
10 THE COMMISSIONER: 10 assess.
11 Q. Soif you got a case with two blocks, in fact, 11 THE COMMISSIONER:
12 you would run two - 12 Q. Okay, and then the other three -
13 DR. MULLEN: 13 DR. MULLEN:
14 A. Wewoulddo a- 14 A. Yes
15 THE COMMISSIONER: 15 THE COMMISSIONER:
16 Q. -what | would call arun, based on each of 16 Q. - would beyour ER, your PR and your negative
17 those blocks? 17 dide?
18 DR. MULLEN: 18 DR. MULLEN:
19 A. Wewould--depending on the number of blocks, [19 A. Yes.
20 we would do--we would replicate the staining, 20 THE COMMISSIONER:
21 everything. The interpretation would--it would 21 Q. All of which are done on the same machine?
22 al be done independently. Sol would have 22 DR.MULLEN:
23 one block, | would report that. 1I’d move on 23 A. Yes.
24 to the next, whether | recalled it wasthe 24 THE COMMISSIONER:
25 same case or you know, matched, it would--and (25 Q. Andcan youtell meagain the business of
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1 checking for the normal tissue near your 1 THE COMMISSIONER:
2 tumor? 2 Q. Okay.
3 DR. MULLEN: 3 DR. MULLEN:
4 A. Okay. Doyou want meto do that now or are 4 A. So what | want--the external control is
5 you going to - 5 basically for did our process work? Yes, it
6 COFFEY, Q.C.: 6 did. But the actual--1 would not--I couldn’t
7 Q. Yes. No, you go ahead and do it now. 7 useour external control as acontrol for
8 DR. MULLEN: 8 assessing the breast cancer cases. | knew
9 A. Sorry, | didn't mean to--because - 9 that stained, but what we would call a
10 THE COMMISSIONER: 10 positive would be much stronger than any of
11 Q. No, no. Yes, sometimes Mr. Coffey has grand 11 the cases that | ever saw from Newfoundland,
12 planswhich | don’t know about. | only see 12 because of the processing and fixation issues.
13 them later, so--and | have atendency to jump 13 THE COMMISSIONER:
14 in. 14 Q. Okay, which wewill cometo.
15 DR. MULLEN: 15 DR. MULLEN:
16 A. Allright. One of the--the major issuein all 16 A. And | have--l think later,| have dlides
17 of diagnosticpathologyor 17 demonstrating that issue.
18 immunohistochemistry isthe processing and 18 THE COMMISSIONER:
19 fixation of--fixation first, processing of 19 Q. Okay.
20 tissue. So you'retrying to base the reaction 20 DR. MULLEN:
21 in the tumor to what actually goeson inthe 21 A. Graphicaly, it's much easier than verbally.
22 normal. Sonormal in patient women in the 22 THE COMMISSIONER:
23 breast, patients who have breast cancer, if 23 Q. Okay, thank you.
24 they’re pre-menopausal, about 80 percent of 24 COFFEY, Q.C.
25 their epithelium or 80 percent of women will 25 Q. Andso the Commissioner is aware, so that
Page 122 Page 124
1 have positive estrogen receptor in the benign 1 you'd have a particular patient--well, a
2 epithelium. Sothat | use asan internal 2 particular identified with an RS number and an
3 control. Inwomen, post-menopausal who have 3 SP number, | believe -
4 malignancy, it's up to 88 percent. Soyou 4 DR. MULLEN:
5 know, in almost 90 percent and 80 percent of 5 A. No, itwas-for the retrospective, it was
6 women, there isa built--there should be a 6 awaysRsS.
7 built-in interna control, and the standard 7 COFFEY, Q.C.:
8 for aninternal control, the study that I'm 8 Q. Rsnumbers, internally for yourselves?
9 quoting the 80 and 90 percentis they just 9 DR. MULLEN:
10 required one percent to be positive. 10 A. Yes
11 THE COMMISSIONER: 11 COFFEY, QC.
12 Q. Okay. 12 Q. Okay, whatever the number Newfoundland
13 DR. MULLEN: 13 assigned to them, you had your own numbers.
14 A. Sothat--so it's avery low standard, but 14 The RSnumber, and that RS number, as we
15 thereisthat built-in safety net for me. Now 15 looked at some of the spreadsheets earlier--
16 if you havea second piece of--you have a 16 I'll just perhaps go back to--put one up here,
17 tumor you'reusing asa control, whether you 17 just to illustrate the point maybe.
18 use tumor or you use normal endometrium or 18 THE COMMISSIONER:
19 endocervix which we use as acontral, if you 19 Q. |takeit from this, the choice of blocksis
20 haven’t processed it at the sametime asyou 20 also fairly critical in this process?
21 process thetissue or if that tissue hasn’t 21 DR.MULLEN:
22 been processed and fixed the sameway, you 22 A. Yes. The Mount Sinai cases| have complete
23 have no idea--you can have an external control 23 control over the selection of the block, |
24 that reacts quitenicely, but it has no 24 make the diagnosis and | always try to ensure,
25 relevance to what you' re actually looking at. 25 it's not always possible, it's not 100
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1 percent, | always try to ensurethat | have 1 DR. MULLEN:
2 benign breast tissue within the block. 2 A. Now, herel would have not because | didn't
3 Ideally it’' s within the tumor, but it can be 3 want to know the source of material. This
4 adjacent to or even on the block, that | can 4 could have been aright breast, |eft breast,
5 use astheinternal control. So in 90 percent 5 it could have been two different tumors within
6 of the cases postmenopausal, 80 percent of 6 the breast, two different operations the same
7 premenopausal | have that built-in internal 7 time. So |l really, what | was presented with,
8 control. 8 stained and reported.
9 COMMISSIONER: 9 COMMISSIONER:
10 Q. Okay. 10 Q. Allright. Thank you.
11 COFFEY,Q.C:: 11 COFFEY, Q.C..
12 Q. Andhere, for example, if we could bring up 12 Q. Andso forany oneblock, whether it came
13 again Exhibit P-1707? And this is that 13 from--and whether you had multiple blocks from
14 September 13th, 2005 e-mail from Nancy Good to 14 the same patient or not, for any one block
15 yourself, Doctor, we've looked at earlier. 15 that Mount Sinai received and did this--was
16 I'mjust going togo to,if I could, the 16 involved in this retrospective analysis or
17 spreadsheet attached. And in looking at this 17 study, any one block you would have received a
18 earlier, for example, it's an Rs number that's 18 HNE slide, HNE stain, slide -
19 been redacted here, but the specimen number, 19 DR. MULLEN:
20 which would be, | takeit, the - 20 A. Prepared at -
21 DR.MULLEN: 21 COFFEY, Q.C.
22 A. The submitting hospital. 22 Q. Prepared a Mount Sinai?
23 COFFEY, Q.C: 23 DR. MULLEN:
24 Q. Submitting hospital issu number. And for 24 A, Yes
25 example, here, the oneswe looked at below, 25 COFFEY, Q.C.
Page 126 Page 128
1 earlier - 1 Q. Andlooked at that and made your diagnosis?
2 DR. MULLEN: 2 DR. MULLEN:
3 A. 997806 would have three cases. 3 A Yes
4 COFFEY, Q.C.. 4 COFFEY, Q.C.
5 Q. Yes 7806 would actually have three blocks? 5 Q. Andrecordedit?
6 DR. MULLEN: 6 DR. MULLEN:
7 A. Three, yes. 7 A. Yeah, that would have been the column that had
8 COFFEY, Q.C.: 8 the tumor type, ductal, the majority would be
9 Q. Associated, Mount Sinai would have received 9 ductal. | mean, | can give you the breakdown.
10 block label 1D, block label 2 and a block 10 Invasive tumor we had 997 of them and the
11 labelled 3? 11 majority of those would be ductal.
12 DR. MULLEN: 12 COFFEY, Q.C..
13 A. Yes 13 Q. Andyou, aswadll, though, indicated to the
14 COMMISSIONER: 14 Commissioner that in looking at the HNE slide
15 Q. Andinthis case you would have run all three 15 you would utilize what you saw to determine
16 blocks? 16 what else? You said areato examine in
17 DR. MULLEN: 17 particular?
18 A. Yes 18 DR. MULLEN:
19 COMMISSIONER: 19 A. Yes
20 Q. Asopposed to choosing the particular block 20 COFFEY, Q.C.
21 because you might do - 21 Q. Couldyou explain that?
22 DR.MULLEN: 22 DR.MULLEN:
23 A. They would have gotten three results. 23 A. AndIl believeyou'll be leading me to this
24 COMMISSIONER: 24 later, one of the major issues that | had in
25 Q. Yes 25 reviewing the material was the issue of the ER
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1 and the PR stain material not adhering to the 1 some of this in temporal context, this isa
2 dlide. So basically, and | have picturesto 2 letter of September 26th, 2005. It's from
3 show later what we call exploding sections or 3 yourself, copied to Dr. Donald Cook. It's
4 the section would not stain--it would not stay 4 addressed to Dr. Maurice Dalton, Central
5 onthedide. Because of the preprocessing 5 Newfoundland Regional Health Centre, Grand
6 required for ER and PR staining it requires 6 Falls-Windsor. You write, it's"Re: ER/PR
7 heating in an acid solution, the tissue would 7 HER2/neu assessment.” And you write, "Dr. Dr.
8 just, if it’snot properly processed, would 8 Dalton, At therequest of Dr. Donald Cook,
9 basically blow apart and you would end up with 9 Clinical Chief, Laboratory Medicine Program,
10 either alittle bit and in some cases nothing 10 St. John's, Eastern Health, the Department of
11 onthedide. Sothese, if you--some of the 11 Pathology and Laboratory Medicineat Mount
12 e-mailsthat we'll seethat we kept repeating 12 Sinai Hospital is providing temporary coverage
13 to try to get them to stay on. | mean, there 13 for the performance and interpretation of ER
14 aretricks in processing, or tricksin--but 14 and PR receptors and HER2/neu assessment. To
15 ultimately it's the quality of the material 15 refer acase, please sendto my attention a
16 that you put onthe didethat whenyou're 16 paraffin block, preferably including normal
17 going through antigen retrieval dictates 17 breast tissue with the accompanying pathology
18 whether there’ s anything left. 18 report and a covering letter to include the
19 COFFEY, Q.C.: 19 patient’ s name, MCP number and date of birth.
20 Q. Bythetimetheantigen retrieval processis 20 The ER/PR in immunohistochemical HER2/neu
21 over? 21 assessment will be billed using the mcp
22 DR.MULLEN: 22 number. For cases requiring FISH assessment
23 A. Yes. So theHNE, by andlarge, not in 100 23 of the HER2/neu status. The hospital will be
24 percent of cases, but by and large, was 24 billed $400. Based on our experience, less
25 adequate to read, so | would look--1 would--to 25 than 20 percent of cases require a FISH
Page 130 Page 132
1 see where the tumor was so that when | went to 1 confirmation. To expedite the reporting of
2 assesswhat percentage was positive, | knew 2 cases please provide the fax number for your
3 what part of the dideto look at. And then 3 facility. If you have any questions please do
4 in some casesthe internal control and not 4 not hesitate to contact me. Y ours sincerely,
5 unexpectedly may be just one duct. | wanted 5 Brendan Mullen." And I’m just going to--if we
6 to seewhere | should look for on the slide. 6 could bring up, please, then, Exhibit P-17777?
7 But that didn’t - 7 Thisis, | gather, Doctor, in effect, the same
8 COFFEY, Q.C.: 8 |etter, it's the same date -
9 Q. Oh, theerdlide- 9 DR. MULLEN:
10 DR. MULLEN: 10 A. Thesame, yes, it sthe same letter.
11 A. Yes, | wouldtry to match. Now, theissue 11 COFFEY, Q.C.
12 became sometimes, if you remember my example 12 Q. - sametext, to Dr. B. Gallagher, that would
13 of the Kleenex box, not every section has the 13 beBarry Gallagher at James Paton Memoria
14 same material and so some things may pop up in 14 Hospital. Exhibit P-1778? That'sagain the
15 the ER dlide that wasn't in the HNE, so | may 15 same text, same date, except this one is
16 end up with an internal control that was there 16 addressed to Dr. G. Baker at Carbonear General
17 but wasn’t in the HNE. So basically the last 17 Hospital. Exhibit P-1779? And thisisagan
18 two--the column ontheinternal control was 18 aletter of ssme date, sametext, | believe,
19 the combination of the HNE and the estrogen 19 to Dr. K. Dankwa at the CharlesS. Curtis
20 and progesterone. And if the estrogen--it was 20 Memorial Hospital and this is Labrador
21 either one or the other was positive. 21 Grenfell in St. Anthony. And finally, Exhibit
22 COFFEY, Q.C:: 22 P-1780? This isaletter of the same date,
23 Q. And I will be exploring some of thisin more 23 again, same text, addressed by yourself to Dr.
24 detail with you later. Exhibit P-1776? 24 Paul Neil at Western Memorial in Corner Brook.
25 Doctor, again, to help the Commissioner to put 25 I’m sorry, and there’ s one other. | said the
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1 final and, of course, the final is Exhibit P- 1 A Yes
2 1781. 2 COFFEY, QC.
3 DR. MULLEN: 3 Q. That'sthe point?
4 A. Yes 4 DR.MULLEN:
5 COFFEY, Q.C. 5 A. Yes
6 Q. Thisisat letter dated - 6 COFFEY, Q.C.:
7 DR. MULLEN: 7 Q. But as well you're looking here for the
8 A. -(inaudible), yes. 8 accompanying pathology report and covering
9 COFFEY, Q.C.: 9 letter toinclude the patient’sname, MCP
10 Q. - September 26th, 2005, same date, same text, 10 number and date of birth?
11 but thisoneisaddressed to Dr. S. Anwar at 11 DR. MULLEN:
12 the Peninsulas Health Care Corporation. So | 12 A. Yes
13 takeit, Doctor, that all of those letters, in 13 COFFEY, Q.C.:
14 effect, were confirming that as of September 14 Q. Sohere asopposed to the retrospective study
15 26th, 2005 Mount Sinai was going to report 15 where, | gather, you were not looking at the
16 current cases on ago-forward basis for ER/PR 16 pathology reports and so on, could you explain
17 and HER2/neu for, well, what we understand 17 why the different approach?
18 would be Newfoundland? 18 DR. MULLEN:
19 DR. MULLEN: 19 A. Would it possible for you to pull up and
20 A. Yes 20 exhibit of one of my reports? | believe -
21 COFFEY,Q.C. 21 COFFEY,Q.C.
22 Q. Period? 22 Q. | certainly can.
23 DR. MULLEN: 23 DR. MULLEN:
24 A. Yes, that's my understanding. Thiswas my 24 A. It'snotin my package, but | believe you have
25 request to please look at the slide before you 25 acopy. And I'll step you through it.
Page 134 Page 136
1 send it so I’d have an internal control. 1 COFFEY, Q.C.:
2 COFFEY,Q.C.: 2 Q. Sure. If wecould, please, and | would point
3 Q. Yes 3 out, Commissioner, this isone of those C
4 DR.MULLEN: 4 exhibits.
5 A. Andjust to tell them what we were going to-- 5 COMMISSIONER:
6 how we were going to process and proceed. 6 Q. Yes
7 COFFEY, QC. 7 COFFEY, Q.C.
8 Q. I'mgoingto use Exhibit P-1781, the text of 8 Q. | haveanumber of them, actually, but onein
9 it, because the text of the others |’ ve looked 9 particular I'll just ask the Registrar to
10 at isthe same. 10 bring up C-0057, please?
11 DR. MULLEN: 11 COMMISSIONER:
12 A. Okay. 12 Q. Inour coding, Doctor, the C exhibits are -
13 COFFEY, QC. 13 DR. MULLEN:
14 Q. The body of the text. Here, Doctor, in 14 A. Confidential.
15 respect of the current caseson akind of a 15 COFFEY, Q.C.:
16 go-forward basis. 16 Q. Confidential. Now, Doctor, here this
17 DR. MULLEN: 17 particular exhibit, would you just take us
18 A. The prospective cases, okay. 18 through the form? Well, first of all, thisis
19 COFFEY, Q.C.: 19 on Mount Sinai Hospital letterhead?
20 Q. Here, though, you are actually looking for and 20 DR. MULLEN:
21 reguesting not only, of course, the paraffin 21 A. Yes
22 block and as you point out, preferably 22 COFFEY, Q.C.
23 including normal breast tissue which allows or 23 Q. Andjust kind of take us down through the form
24 provides an internal control, | gather? 24 and what the various listings mean?
25 DR. MULLEN: 25 DR. MULLEN:
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1 A, Firstof al, thisreport wasdated 2006, 1 be what number we were up to on March 17th.
2 March 17th it wasreceived, St. Patrick’s Day. 2 Then if wego down the left-hand side, the
3 Okay. So thiswasthe form that we had at 3 copiesto, if there was copy, thisis more for
4 that time. We've changed our logo because 4 internal, if another clinician or another
5 we've had a major donor, sowe now have 5 physician, clinician or cancer centre required
6 changed basically the name of the hospital. | 6 acopy, we'd send it to them and it would be
7 have to put that plug in. So if you look at 7 indicated there. Then theclinical history,
8 the top, part of the College of American 8 thisisfor--thisis my template for the ER/PR
9 Pathol ogists Ontario lab accreditation is that 9 HER2 from Newfoundland, for clinical history
10 you require contact numbers, so who we are, 10 if they wanted ER/PR, if they wanted HER2,
11 Mount Sinai Hospital on the upper left, 11 whatever it was, | would put in that comment
12 Pathology Laboratory Medicine, our address, 12 ER/PR, HER2 assessment.  And then the gross
13 both a telephone number and afax number. 13 description basically is my standard received
14 Location, we, for our cases that are referred 14 from Department of Pathology, St. Clare' s site
15 in, we usethe term "Pathology referred in 15 isa paraffin block labelled, and that was
16 specimen.” If it were aoutpatient, it would 16 their number, sS,ssand sus, I’'m not sure
17 be whatever the--it would be Pop. If it were 17 which site here useswhich. 62--su might be
18 inpatient, whether it was from the OR, it'd be 18 university and ss might be St. Clare's.
19 operating room or something likethat. The 19 S$6242-01-2L, SO theyear. Sotheir SSis
20 room number isthe patient’s room. The 20 their hospital indicator; 6242 would be their
21 physician isthe referring physician. In this 21 accession number; 01 would be their year. So
22 caseat thetimeall casesfrom St. John's 22 thiswas, in fact, aretrospective that was
23 were sent to--were referred to me under Dr. 23 coming after the fact--well, | shouldn’t say
24 Carter’sname. The date of the procedureis 24 retrospective, but a casefrom’01, dash 2L
25 the next column, that’ s the date, in this case 25 would be second specimen and L would bethe
Page 138 Page 140
1 it's the date wereceived it. And the 1 number of the block that they were sending to
2 accession date, in the hospital, the date of 2 me. So from each specimenyou can have
3 procedure, the time the operation would be, 3 anywhere from one block to basically
4 we'll say it was 17th, if we received it the 4 unlimited. If it'sa large tumor, you can
5 same day, it would be the 17th, received it 5 have 40, 50 blocks. So that’ s that indicator.
6 the next day would be the 18th or whatever, in 6 And from a breast specimen, typeand site
7 over the weekend. You can tell the time from 7 unspecified. St. Clare’'sor when| say St.
8 the procedure--the date of the procedure to 8 Clare's, St. John’'s, when they send me
9 the time we' ve actually accessioned it. And 9 material, just send me a sheet with the
10 then the date and time of the final report, 10 patient’ s name, MCP, | think date of birth and
11 again the date and the actual time. If we go 11 then the block number. They don’t indicate
12 down the next side on theright-hand side, 12 whether it'sright or left or whatever. So
13 medical record number is a unique identifier. 13 that’ sthere. And if it were coming from one
14 Visit isfor when wesend it toour lab 14 of the other sitesthat | had a path report,
15 information system, it hasto have aunique 15 it would say from a right breast specimen or
16 visit number so it would be accessible. 16 left breast specimen. So I--okay. So then
17 Patient’ s last name, first name, date of birth 17 the microscopic description, this is a
18 and sex. And then below the line the title of 18 template we use: estrogen receptor protein;
19 the report is the final surgical pathology and 19 percent positive cells, 95. The antibody used
20 that's we havefinals. We have another 20 inthiscaseis, and it’s the antibody we use
21 category, if | haveto change something, it 21 for al of our cases is 6F11 and the
22 will be caled revised final surgica 22 procedure, Linked Striped Avidin Biotin
23 pathology report. Then it has our hospital 23 procedure, they’re multiple procedures.
24 unique surgical pathology humber, sPmeaning 24 Progesterone receptor protein, percentage
25 surgical pathology, ' 06, the year, 4713 would 25 positive cells, antibody--inthiscase it's
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1 less than one. PGR1294 is the antibody we use 1 normal breast tissue there, you wouldn’t

2 for progesterone. Line Striped Avidin Biotin 2 expect to haveit. Soit’stumor to bone,

3 procedure. HER2/neu protein, here percentage 3 tumor to lung, tumor to brain, that type of

4 positive cells. And the requirements for HER2 4 thing. And then the next page, thisiswhy |

5 protein require that we give the percentage 5 really wanted the -

6 and the staining intensity, absent or not 6 COFFEY, Q.C.:

7 applicable depending on what you want to say, 7 Q. Yeah, beforewego on.

8 weak, moderate or strong. So less than one, 8 DR. MULLEN:

9 weak. And then the antibody used, as | 9 A. Sorry.

10 mentioned, the A0485, thisLSAB procedure. 10 COFFEY, Q.C.:

11 Percentage positive cells, again, less than 11 Q. There sanote hereat the bottom left-hand
12 one, staining intensity weak, antibody used, 12 side, | take it, printed in 2006/03/20 at

13 TAB250 CD11, that’s a cocktail, and LSAB, 13 17:52 hours, so it actually keepstrack of -

14 procedure. And thenthisis the, what--not 14 DR. MULLEN:

15 everybody isfamiliar with our threshold, so 15 A. Yes

16 we aways state what our threshold is, 16 COFFEY, Q.C.:

17 threshold for positive ER/PR result, staining 17 Q. -whenit'sprinted, yes. Go ahead, Sir.

18 of any intensity greater than one percent of 18 DR. MULLEN:

19 invasive tumor cells. So you have more than 19 A. Andthen areference -
20 one percent, one in 100 cells that stain 20 COFFEY, Q.C.:
21 weakly, we call that positive. We may call it 21 Q. Page2.
22 low--we'll call it low positive if it'sless 22 DR.MULLEN:
23 than 10, but if it's over 10 percent, it's-- 23 A. Thisisthe referencewe had in’06--sorry.
24 both for al intents and purposes are 24 Yes, in’06. Our subsequent reports now also
25 positive, oneislow, oneisnormal positive. 25 include the HER2 and the--don’t know why |

Page 142 Page 144

1 And we can discuss the clinical significance 1 didn’'t include it there, but the HER2 and new

2 of that later, if required. Then the 2 Asco guidelines, the reference isthere. And
3 threshold for HER2 result, moderate to strong, 3 so my diagnosis--and thisis critical for me

4 complete membrane--now, this is what was 4 keeping track of what | do, the breast, and |

5 applicablein ’06. It'schanged dlightly in 5 like to tell which breast it is because if we

6 '07, to strong, complete membrane staining in 6 get two blocks and one isright, one is left,

7 greater than 10 percent of invasive tumor 7 we--and they may be separate. Specimen type
8 cells. Now it'sgreater than 30 percent, 8 and--in this casefrom St. Clare’'s| never

9 strong, is the cutoff. Positive and negative 9 know which--whether it's mastectomy,
10 laboratory external control  stained 10 lumpectomy, whatever, so it always goes--and |
11 appropriately. And then the normal breast 11 don’'t know the side, so it hasthat default.

12 tissue reacted appropriately with estrogen and 12 And here | made a diagnosis, invasive ductal
13 progesterone stains. Now, | would modify that 13 carcinoma, no special type, which isthe vast
14 statement in metastatic tumorsto state and 14 majority of the tumorswe see. And | state
15 tumors that, the cases that did not have 15 "Positive for estrogen receptor protein”

16 internal controls to state normal breast 16 because it was greater than one. Negative for
17 tissue is not present, just to indicate to the 17 progesterone receptor, which is because it was
18 clinician and tothe pathologist that if 18 lessthan one. And negative for HER2/neu
19 you' re worried, send me something else. But 19 protein be over expression because it was, |
20 in this case we know that the estrogen 20 believe, less than onein both cases. Sorry,

21 receptors is positive so that would have been- 21 | didn't realize | control this. Sothat's

22 -wouldn’t have necessarily flagged them to do 22 theformat. And the reason | wanted, as|

23 anything. And when | mention metastatic, 23 mentioned, to see the report, wasto be able
24 those are tumors that have--not in breast but 24 totell the Commission if it'sright side,

25 outside of breast, so they wouldn’t have 25 left side, that type of thing. It's more for
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1 completeness. 1 block number they want done immediately or
2 COFFEY, Q.C.: 2 done stat, so or they’d want aHER2 onit,
3 Q. Now, Doctor, now this particular exhibit, C- 3 HER2 analysis, and that wasn't part of the
4 0057, it's, the date of your report is March 4 retro, so we would take--remove the block or
5 20th, 20067 5 the case from the retro study and move it into
6 DR. MULLEN: 6 our surgical, soit would get priority, it
7 A Yes 7 would be done immediately, both ER/PR and HER2
8 COFFEY, Q.C.: 8 within thelab. So you can see hereit came
9 Q. Andthis would not be areport for surgery 9 on the 17th and so accession, it would be cut
10 done within Mount Sinai? 10 probably the 18th and stained the 19th and |
11 DR. MULLEN: 11 would report out the 20th, sotried to, we
12 A. No. 12 tried to expedite, unless, I’m not sure if
13 COFFEY, Q.C.: 13 that was a weekend, but that type, within a
14 Q. It'sisprobably, looking at the number here, 14 day or two, at most.
15 SS6242-01, it’ s probably a 2001 case? 15 COFFEY, Q.C.:
16 DR. MULLEN: 16 Q. Interms of that, if wecould, Registrar,
17 A. Yes 17 Exhibit C-0073? Now, Doctor, this isagain
18 COFFEY, Q.C.: 18 one of those, | will refer to it as a consult
19 Q. And so the date of procedure here and 19 report.
20 accession date of March 17th, 2006, | take it, 20 DR. MULLEN:
21 would be - 21 A. Yes
22 DR. MULLEN: 22 COFFEY, Q..
23 A. They'readl internal. 23 Q. This particular patient has, in fact,
24 COFFEY, Q.C. 24 testified here before the Commissioner. And
25 Q. For Mount Sinai, Mount Sinai is dealing with a 25 this, the Commissioner has heard evidence that
Page 146 Page 148
1 - 1 this particular patient, infact, had, if |
2 DR. MULLEN: 2 recall it correctly, metastasis and while she
3 A Yes 3 was being treated for a complication or a
4 COFFEY, Q.C.. 4 symptom related to that there was arequest
5 Q. - block which probably dates back to 20017? 5 made to have her test result expedited.
6 DR. MULLEN: 6 DR. MULLEN:
7 A Yes 7 A. Okay.
8 COFFEY, Q.C. 8 COFFEY, Q.C.
9 Q. Surgery. Now, Doctor, on that point, if | 9 Q. Herretest, I'm sorry, theretest resultin
10 could ask you, because you, of course, | 10 the retrospective. So this-
11 gather wereinvolved in aretrospective study, 11 DR. MULLEN:
12 were there ever situations where blocks were 12  A. Andto add, | believe hereto add HER2, as
13 sent up as part of the retrospective study, 13 well.
14 but they ended up being dealt with as consults 14 COFFEY, Q.C.:
15 with individual reports such as, for example, 15 Q. Yes, as well, and HER2 was added, aswell,
16 this particular one? 16 here. Soif during the retrospective analysis
17 DR. MULLEN: 17 areguest was done for HER2/neu in respect of
18 A. Yes 18 any oneof those particular patients that
19 COFFEY, Q.C.: 19 would otherwise be in the retrospective study
20 Q. Didthat ever happen, and if so, how did it 20 -
21 come about? 21 DR. MULLEN:
22 DR. MULLEN: 22 A. Retrospective.
23 A. | believe Dr. Cook or somebody from St. 23 COFFEY, Q.C.:
24 Clare' swould contact either Maria Mendes or 24 Q. -they got pulled out -
25 Nancy Good and state that this case with this 25 DR. MULLEN:
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1 A Yes 1 Q. Yeah
2 COFFEY, QC. 2 COMMISSIONER:
3 Q. -they were dedt with asaconsult, reported 3 Q. Whenyou say accompanying pathology report,
4 separately ER/PR and HER2/neu? 4 are you referring to the kind of things that
5 DR. MULLEN: 5 are noted onthe--aside from, | presume,
6 A. Yes 6 whether it was right breast or |eft breast,
7 COFFEY, Q.C.: 7 for the kind of thing that they see?
8 Q. Oreven without, perhaps, HER2/neu, even if 8 DR. MULLEN:
9 there was just some urgency - 9 A. No, | would--that would be the requisition.
10 DR. MULLEN: 10 COMMISSIONER:
1  A. Yes 11 Q. Okay.
12 COFFEY, Q.C. 12 DR. MULLEN:
13 Q. -they would be- 13 A. The pathology report would be the final report
14 DR. MULLEN: 14 where the--do you have an example of one of
15 A. Unlessl--if it wereready, if it were ready 15 those from, it would be easy to pull up? You
16 to bereported on the spreadsheet, it might 16 don’t have one of mine.
17 have beenthat way, but for most of them 17 COMMISSIONER:
18 weren't ready so they’d be pulled out and 18 Q. Wadll, yes, okay. Butwe're dealing with
19 done. | think you would have the final 19 current, are we not?
20 number, but 1--it wasa limited number, | 20 DR.MULLEN:
21 think 12 or 15, at most. 21 A. Yes.
22 COFFEY,Q.C. 22 COMMISSIONER:
23 Q. That kind of got pulled out, asit were? 23 Q. Okay. With the accompanying pathology report.
24 DR. MULLEN: 24 And I’'m just wondering what one would expect
25 A. Yes, out of the 11, so less than one percent. 25 to see in an accompanying pathology report on
Page 150 Page 152
1 COFFEY, Q.C.: 1 acurrent case?
2 Q. And, now, Dactor, with respect to, if we just 2 DR. MULLEN:
3 go back thento Exhibit P-1781, please, P- 3 A lwould expectto seetheclinical history
4 17817 Andthisis that kind of--it appears, 4 with--basically if you go back to my--can we
5 in effect, it's form letter for this 5 pull up one of my previous?
6 particular purpose, to Dr. Anwar. Hereyou 6 COMMISSIONER:
7 had requested certain things for the ongoing 7 Q. Yes
8 consults, the current consult cases be sent to 8 COFFEY, Q.C.:
9 you. The accompanying pathology report, | 9 Q. Yes Perhapswe'll use, if I could, please,
10 believe you indicated that in respect of the 10 Exhibit C-0073?
11 material coming from St. John’son current 11 COMMISSIONER:
12 caseswould you get, for the current cases, 12 Q. Clinical history.
13 that pathology report? 13 DR. MULLEN:
14 DR. MULLEN: 14  A. Sotheclinical history there would be breast
15 A. No, | didnot. As | mentioned, | request 15 cancer, breast mass, whatever, not stated.
16 whatever the appropriate--whatever the stain 16 Most of the clinicians don’t state. The
17 was, whether ER/PR or HER2, combination HER2, |17 specimen would be whether it was alumpectomy,
18 ER/PR, | would receive basically a table, 18 mastectomy or core biopsy and might indicate
19 patient’ s name, MCP, date of birth and then 19 side and if you're very lucky might indicate
20 block number. 20 the quadrant.
21 COFFEY,Q.C. 21 COMMISSIONER:
22 Q. Andthat was for the current cases? 22 Q. Okay.
23 DR. MULLEN: 23 DR. MULLEN:
24 A. Yes, that was all prospective cases. 24 A. And the gross description would be the
25 COFFEY, Q.C. 25 description of the specimen that was received
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1 in pathology. So our standard would, and this 1 inthe equivalent for the primary would be
2 would be doneby the pathologist or the 2 breast, whatever the specimen was, invasive
3 pathologist assistant. So basically it would 3 ductal carcinoma. You would comment on
4 state something to the effect, specimen 4 resection margins or any other findings. So
5 container is labelled the patient’s 5 it would be thisformat, but much more text
6 identification and as, whatever the specimen 6 and much more descriptive than | have.
7 was and contains a portion of breast tissue, 7 COMMISSIONER:
8 you give the measurements. 8 Q. Allright. Thank you.
9 COMMISSIONER: 9 DR. MULLEN:
10 Q. Um-hm. 10 A. Andl wasusingthat basicaly so I'd know--
11 DR. MULLEN: 11 for completely, whether one tumour, two
12 A. Whether--then you describe the skin, if 12 tumours, that type of thing.
13 there' s skin present. Then you make serial 13 COFFEY, Q.C::
14 sections through it and describe if there’ sa 14 Q. If wecould, please, Exhibit P-1790, doctor,
15 tumor. And then you--so basically for all 15 thisis an e-mail of October 3, 2005, at 3: 59
16 intents and purposes breast cancer is presence 16 P.M. to yourself and Dr. Cook. The subject is
17 of a sphere within a sphere. So you're trying 17 ER/PR and he writes, "Hi, Dr. Mullen, could
18 to, on your gross description isto indicate 18 you follow up on Rs' - and a particular number
19 the size of the tumor. 19 and the su number is there- "which was
20 COMMISSIONER: 20 reported in the first half of the second batch
21 Q. Um-hm. 21 asER zero percent and PR zero percent of
22 DR. MULLEN: 22 Block B, Tumour D on September 28th. The same
23 A. Firstof al thesize of the specimen, the 23 case was reported in the remaining cases of
24 size of thetumor and then the relationship 24 the same batch, Line Number 10, asER 50
25 of thetumor to the margins because that 25 percent and PR zero percent, Block B, Tumour C
Page 154 Page 156
1 becomes very important for the surgeon and the 1 on, September 29th. The patient’s nameis" -
2 radiotherapist to know whether they're 2 and we've redacted it. "Regards, Don Cook."
3 completely excised. 3 DR. MULLEN:
4 COMMISSIONER: 4 A lwas-
5 Q. Um-hm. 5 COFFEY, Q.C.:
6 DR. MULLEN: 6 Q Yes?
7 A. Sothat would bethat. And then you would-- 7 DR. MULLEN:
8 the next would be the table of the sections. 8 A. If youpull upthe original spreadsheet, I'm
9 So we have standard margins that we take, so-- 9 sure one of those had two blocks, and as| was
10 and then sections of the tumor. And then you 10 going through that was theissue. | put the
11 also want to sample the normal breast tissue 11 wrong humber in.
12 as independents to see if there's other 12 COFFEY, Q.C.:
13 coexistent diseases. And then that would be 13 Q. Yes, and again in respect of this, you
14 what would be under the gross description. 14 responded at 6:04 that sameday and this
15 And then microscopic description weat the 15 relates to attachments as results.
16 moment use synoptic reports for breast cancer 16 DR. MULLEN:
17 so there are College of American Pathologist 17  A. Yeah
18 have aform that basically--there are multiple 18 COFFEY, Q.C.:
19 criteriathat you fill in, soit’'sto ensure 19 Q. Eight by this point. "I transposed our 528 on
20 completeness of the report and so they’'re 20 one of my 536. The correct interpretation is
21 basically the microscopic findings and then in 21 appended.”
22 our hospital we would add the estrogen, 22 DR.MULLEN:
23 progesterone and HER2. And then finally you 23  A. Yeah.
24 would have a--then your references and then 24 COFFEY, Q.C.
25 you would have a diagnosis. And the diagnosis 25 Q. Andthatis at asecond page of this. So,
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1 doctor, | takeitthen -and| just ssimply 1 one of my caseswhere | had no tumour, and
2 referred to it - because, | take it, that at 2 just to ensure - this one would not have had
3 times just because of the sheer amount of data 3 DcIs either because | would have stopped if it
4 involved here that it was possible to at times 4 had pcis and it had no tumour. Basically
5 transpose things. 5 stepped through the block again - again my
6 DR. MULLEN: 6 white swan analogy - stepped through to see if
7 A. Yes. Yes, by thistime--1 don’t know if this 7 | could come up with something. If | could
8 time or shortly thereafter, but probably at 8 come up with something, then | would go
9 thistime | would have my--Nancy Good - | 9 forward and do the ER/PR.
10 would be interpreting the slide. She would 10 COFFEY, QC::
11 havethe spreadsheet open. Wewould have 11 Q. And Exhibit P-1792, please. Thisis an e-mail
12 collapsed it or had the hidden columns. | 12 of October 4, 2005, 3:02 P.M., from Nancy Good
13 would go across. She would enter the data. 13 toDr. Cook. It's copiedto MariaMendes.
14 She would either repeat or | would repeat just 14 The subject is an updated ER/PR list, and the
15 to make double sure that we had the same. It 15 attachments are drmullenxls  and
16 was trying to minimize any clerical errors. 16 stclaressitexls and she writes, "Hi, Dr.
17 COFFEY, Q.C. 17 Cook, please find attached the list of blocks
18 Q. And to illustrate something for the 18 cut and stained so far. | have also attached
19 Commissioner, Exhibit P-1791 - now thisis an 19 alist of al the blocks we have received so
20 e-mail of the same day, Monday, October 30, 20 far. (There are no envelopes left to open)” -
21 2005, 12:34 P.M., from yourself to Dr. Cook. 21 and that’sin brackets. "Thelist is divided
22 This particular attachment is Result 6. "Two 22 into years. | hope this helps. Thanks,
23 more cases. One needed to be re"-- 23 Nancy." And againthere are as part of the
24 DR. MULLEN: 24 attachment aseries of aspreadsheet, two
25 A. Coverdlipped. 25 spreadsheetsin effect - and "we'll hold a
Page 158 Page 160
1 COFFEY, Q.C.: 1 series of RS numbers, specimen numbers,
2 Q. "--coverdipped. The other needed further 2 patient names, blocks received, comments and -
3 sections. No tumour left in the block in the 3 DR. MULLEN:
4 end.” Two points - one is what is 4 A. "Reporting.”
5 recoverslipped? What isthat? 5 COFFEY, Q.C.:
6 DR. MULLEN: 6 Q. "Reporting last" - there’'s a text here,
7 A. Inthe preparation of adlide, the material-- 7 "Reported the last number of stain, the last
8 or thesectioniscut. It's put on adlide. 8 number cut,” and, sorry, it just goeson for a
9 It's either stained with immunohistochemistry 9 number of pages.
10 or stained with the routine chemistry. It's 10 DR. MULLEN:
11 taken through a series of stains and then at 11 A. Uh-hm. If you go back - just asyou clicked,
12 the end--first of all to preserve but second 12 you'll see anote, request for HER2 block,
13 of all because of the optics, you haveto use 13 given to immuno, no RS given.
14 an imbedding medium on top of the tissue, and 14 COFFEY, Q.C.:
15 then you put a piece of glassontop that 15 Q. That's at Page 8 of the exhibit, for the
16 coversthe entire slide--or section rather, 16 record, Commissioner, 995G4055.
17 and then you look at with your microscope. So 17 DR. MULLEN:
18 inthisone, it would have--because possibly 18 A. Yes. That would have indicated that that
19 problems with our coverdipper or because the 19 would have been taken out and done as one of
20 section was very thick or irregular, air would 20 the consults that we showed.
21 have gotten underneath it. | would have had 21 THE COMMISSIONER:
22 to take it off, recoverslip so | could 22 Q. Okay.
23 interpret it because you have to--if you have 23 DR. MULLEN:
24 air trapped underneath, you just can’t see the 24  A. Becausethey asked for HER2, and then the
25 the material. And the other would have been 25 other in here, if you look at - whereisit,
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1 the comment sMms pe3 - those are stains that 1 through thisfirst grouping, there's a mixture
2 would have been done to differentiate whether 2 of specimen numbers in terms of years.
3 therewasinvasion or not invasion. In some 3 DR. MULLEN:
4 cases that | - they're ancillary tests, 4 A Yes
5 immunohistochemical tests that help me assess 5 COFFEY, Q.C.:
6 whether there’s invasion or not invasion - 6 Q. If wecould go, please, to exhibit--1'm sorry,
7 again, the issue of whether it' s bcis or not. 7 the same exhibit, Page 10, and here then when
8 COFFEY, Q.C. 8 we're looking under specimen numbers- and
9 Q. Can wego for example to Page7 in the 9 again thelabel here is"Samples received
10 exhibit. 10 August 2005 from St. Clare' s site, St. John's
11 DR. MULLEN: 11 hospitals, for ERand PR receptors,” and
12 A. Sorry. 12 there’'san actual--under specimen number in
13 COFFEY, Q.C.: 13 bold print, 1997.
14 Q. Uh-hm. 14 DR. MULLEN:
15 DR. MULLEN: 15 A. Yeah
16  A. Andjust here again under the comments column, 16 COFFEY, Q.C.
17 the third-last entry under--well, third-last 17 Q. Andthereare aseriesof - there’'snothing
18 entry for aspecimen number, it'sthe only 18 there, and then there's 99, series of numbers,
19 entry in the comments column here. "* Two 19 and then 2000 and a whole series of specimen
20 blocks received, one block not labelled." 20 numbers with 1000, and then we go on to Page
21 DR.MULLEN: 21 14. It saseries of ssnumbers beginning 01.
22 A. Now that would--doesn’t refer to the 99ss1628. 22 DR. MULLEN:
23 It would have referred to the fact that one 23 A. Uh-hm.
24 block would say that number -2 and the other 24 COFFEY, Q.C.
25 one would have not had anumber. It was not 25 Q. Sothisappearsthen, at this point - some of
Page 162 Page 164
1 uncommon - and | can’'t speak for the rest of 1 thisat least anyway isordered in terms of
2 the country - it was not uncommon in those 2 the years.
3 daysthat the first block of any case was left 3 DR. MULLEN:
4 as ablank becausethe vast magjority - | 4 A. | happento noticethat one casewe were
5 shouldn’t say "the vast mgjority” - alarge 5 referring to previously, 1D, 2 and 3 -
6 number of casesin pathology are biopsies and 6 COFFEY, Q.C.:
7 they don’t go beyond azeroor a-1, soyou 7 Q. Yes
8 wouldn’t--rather than putting -1 - if you saw 8 DR. MULLEN:
9 a-1, you'd expect thereto be -2. They were 9 A. |think thisisjust a spreadsheet set up by
10 at those days |eft asa plain number or zero 10 year.
1 so that’ s what that’ s referring to, not that 11 COFFEY, Q.C.:
12 it wasn't labelled with the year or the 12 Q. Yes. Shedidindicatein the e-mail that this
13 surgical number. 13 isdivided into years.
14 COFFEY, QC. 14 DR. MULLEN:
15 Q. And hereif we could look, please, at - just 15 A. Yes. And it's notin numerical sequence
16 see, say Page 2 of the exhibit, and all this 16 either. It'sjust withinthe year because
17 here--the specimen numberson thefirst of 17 it'svery difficult to order an su and ss, and
18 them is 00ss5977. 18 the different ways of doing things, so thisis
19 DR. MULLEN: 19 al by year.
20 A. Yes 20 COFFEY, Q.C..
21 COFFEY, Q.C. 21 Q. Andl raisethat, Commissioner - just from
22 Q. Andthen it goeson for a number of 00’'sand 22 your own perspectiveand looking at this
23 then we go to a--begins a series of 99'sand 23 you'll be able to tell, asof that pointin
24 then we go back to 0's, and then at the bottom 24 time, the slidesor specimensthat were at
25 of the page there’'sa 02 and whenyou go 25 Mount Sinai in terms of the kind of mixture of
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1 years asindicated from the St. Clare’ssite 1 A. Thedribsand drabs, if you want to call them

2 August 2005 and the different years reflected 2 that.

3 there. Exhibit, please, P-1793. 3 COFFEY, Q.C.:

4 THE COMMISSIONER: 4 Q. Yes, but some of them were significant, |

5 Q. I'msorry, Mr. Coffey, just before you leave 5 think fairly significant numbers.

6 that last--can we go back to the- that's 6 DR. MULLEN:

7 1792, to the e-mail from Nancy Good. 7 A. Yes.

8 COFFEY, Q.C. 8 COFFEY, Q.C.

9 Q. Yesit'sPagel,yes. 9 Q. Inthefirst couple of groupings. Exhibit P-
10 THE COMMISSIONER: 10 1793 - I'mjust goingto goto, well, the
11 Q. Yes. Shesays"| have also attached the list 11 bottom of the pagefirst. The first page,
12 of all blocks we havereceived so far," and 12 there's an e-mail from Dr. Cook, September 21,
13 then she says, "There are no envelopes left to 13 2005, 8:02 A.M., to Nancy Good, and he had
14 open. The list is divided into years, 14 written back then, "Could you please advise me
15 etcetera” When she says "There is no 15 on the status of the ER and PR slides and when
16 envel opes | eft to open,” does that mean you’'ve 16 we can expect some reports in regardsto Dr.
17 done everything that you then had, or what 17 Cook," and on September 21 she had forwarded
18 does that mean? 18 that. Ms. Good had forwarded to you asking
19 DR. MULLEN: 19 "What should | reply to Dr. Cook?," and you
20 A. Basicaly, we had accessioned everything. 20 had indicated to Ms. Good "Early next week,
21 THE COMMISSIONER: 21 I’m going to do it on the weekend," and then,
22 Q. Okay. 22 | takeit, again that’' s that stream of e-mails
23 DR. MULLEN: 23 we had looked at earlier and you had already
24 A. Yes, we had accessioned everything. Wehadn't |24 reported by then.
25 cut. We hadn't necessarily cut and stained, 25 DR. MULLEN:

Page 166 Page 168

1 but everything had been opened, sorted and put 1 A Yeah

2 in a spreadsheet and the process was - 2 COFFEY, Q.C.

3 THE COMMISSIONER: 3 Q. SoMs. Goodthen, by October 5, isletting

4 Q. Ongoing. 4 Maria Mendes know that that's a -

5 DR. MULLEN: 5 DR. MULLEN:

6 A. Yes 6 A. Yes

7 THE COMMISSIONER: 7 COFFEY, Q.C.

8 Q. All right, thank you. 8 Q. That--oh, just forwarding that for FyI.

9 COFFEY, Q.C. 9 DR. MULLEN:
10 Q. Ithad been entered into your Mount Sinai’s 10 A. What had happened.
11 record-keeping, sort of? 11 COFFEY, Q.C..
12 DR. MULLEN: 12 Q. If we could, please, Registrar, Exhibit P-
13 A. Yes 13 1794, and the second e-mail was one of October
14 COFFEY, Q.C.: 14 5,2005. That'sthe one at thetop of the
15 Q. Yes in terms of identification. By that 15 page from Nancy Good to Maria Mendes and the
16 point in time - and we looked at some of the 16 attachment, Results 1. She apparently was
17 earlier e-mailsthis morning - you had aready 17 here forwarding the e-mail we looked at
18 reported certain batches. 18 earlier that you had sent September 26, 2005,
19 DR. MULLEN: 19 to Dr. Cook saying, "If you have any
20 A. Yeah. But you know that some of those--the 20 questions, please do not hesitate to call me,"
21 batches | was reporting were one or two cases 21 and this was where you were forwarding Results
22 SO - 22 1, thefirst of the spreadsheets. And to give
23 COFFEY, Q.C.: 23 the Commissioner some sense of this, Page 2 of
24 Q. Yes, some were batches and some were - 24 thisand 3 are a spreadsheet with a number of
25 DR. MULLEN: 25 specimens with RS numbers. Patient names, of
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1 course, are redacted. The block asidentified 1 A. Canbe used tointerpret the spreadsheet.
2 - there’ s a comment section space. There'sa 2 COFFEY, Q.C.:
3 tumour, any of which are labelled "D", which | 3 Q. Yes
4 gather isductal. 4 DR.MULLEN:
5 DR. MULLEN: 5 A. Andwe saw one subsequently--whereas it kept
6 A. Ductal. 6 growing as the types of the tumours | saw kept
7 COFFEY, Q.C.: 7 growing.
8 Q. Andthen there’sacolumn for ER which, | take 8 COFFEY, Q.C.:
9 it, isyour - 9 Q. Please, Registrar, Exhibit P-1796, and this
10 DR. MULLEN: 10 exhibit istwo e-mails. Thefirst of themis
11 A. My interpretation. 11 from Dr. Cook, October 9, 2005, 10:06 A.M., to
12 COFFEY, Q.C. 12 yourself. The subject isER S/PR'S, and he
13 Q. Interpretation of the ER status-or 13 writes, "Hi, Dr. Mullen, could you follow up
14 percentage, I'm sorry. 14 and comment on RS'- and the number is
15 DR. MULLEN: 15 redacted - andit’s "03ss9561," | take it,
16 A. Uh-hm. 16 it'sasurgica number - name redacted - "this
17 COFFEY, Q.C. 17 casewas sent up as aconsultation in mid-
18 Q. PR, thepercentage for PR andIc, to be 18 August 2005 and reported as ER 1to 5 percent,
19 internal control and - 19 PRIessthan 1 percent on Block 2E, Report,
20 DR. MULLEN: 20 SP0512331. On the retro-master list, sheis
21 A. Presence and absence - present stained, 21 reported as ER 20 percent, PR2 percent on
22 present stained weekly. 22 Block 2F. She has been told that she has not
23 COFFEY, Q.C. 23 converted onrepeat testing, based on the
24 Q. Andthenthere'safina column. 24 results of sP0512331, which is the results ER
25 DR. MULLEN: 25 hereindicated, ER1t0 5 percent, PRIess
Page 170 Page 172
1 A. Theadequacy fixation processing - adequate, 1 than 1 percent. Thanks, regards, Dr. Cook."
2 inadequate. 2 And then in the same exhibit there's an e-mail
3 COFFEY, Q.C. 3 from your yourself Tuesday, October 11, 2005,
4 Q. Now that would refer to, | take it, the 4 at 10:51 A.M.,to Dr. Cook, and you write,
5 adequacy of what had been donein respect of 5 "Dr. Cook, SP05-12331 - there are large areas
6 the fixation of the tissue before they even 6 that poorly fixed/processed in the center of
7 made it into being a block. 7 the dlide and the staining reflects this with
8 DR. MULLEN: 8 the ERand PR positive cells present at the
9 A. Yes. Basicaly, when | receive - my 9 periphery. ER was greater than 1 percent and
10 assessment of the sides were prepared in 10 is considered positive as stated in the
11 Mount Sinai Hospital asareflection of the 11 report. RS' - blank, redacted - "this dlide
12 fixation processing issue. | didn’t have the 12 appears better fixed/processed with the ER and
13 original slides from Newfoundland to assess. 13 PR positive cells present throughout the
14 Basicaly, it was my interpretation based on 14 dlide, although again amajority are at the
15 what | was seeing that we had stained and cut. 15 periphery. Both dides are positive for ER
16 COFFEY, Q.C.: 16 and RS - number redacted - is positive for PR.
17 Q. Okay. Intermsof that in relation to that, 17 Thanks, Brendan Mullen." So, doctor, what was
18 if 1 could- I’'mjust going to, well, the 18 this about?
19 fourth page of this exhibit, 794, that’sthe 19 DR. MULLEN:
20 code. 20 A. Thisisareflection of the fact that - well,
21 DR.MULLEN: 21 the question was--I had reported one slide--
22 A. Yes 22 one block or one block from the same surgical
23 COFFEY, Q.C: 23 specimen. So they set up two slides - we'll
24 Q. Which- 24 say Block 1 and Block 2 for want of a better
25 DR. MULLEN: 25 term. In Block 1, basically all | had that
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1 was valuable--that | was able to evaluate, was 1 the people, who actually grow specimens or
2 very periphery. It'sbasically what we call a 2 prepare the specimens, have a way of getting
3 doughnut effect. The center was not 3 around that issue of penetration.
4 interpretable because it was pretty fixed. It 4 COFFEY, Q.C.
5 may have fallenout or it was necrotic. 5 Q. Andwhat you found here and reported on here
6 Nothing stained, and you knew that it wasn’t 6 on October 11, 2005, | take it, it'sfair to
7 staining because of the biology, thefact it 7 say that you wouldn’t find it surprising that
8 was an ER/PR. It’sthe fact that cellswere 8 there might be a difference between one block
9 necrotic. It wasjust dead, poorly fixed, and 9 and another.
10 so | was left with arim at the periphery. In 10 DR. MULLEN:
11 the other block that he sent up, some of the 11 A. No, not at all.
12 cellswithin the center were viable and they 12 COFFEY, Q.C.:
13 stained. So the percentages varied between 13 Q. Evenfrom the same surgical specimen?
14 thetwo. Now in breast cancer, both within 14 DR. MULLEN:
15 the same block, within the same section, 15 A. Nope, not at al, not at all.
16 there’ s heterogeneity. It's not auniform-- 16 COFFEY, Q.C.:
17 areas can be poorly--can be negative. Other 17 Q. Andl takeit, would that be particularly so
18 areas can be positive. Cells side by side - 18 if there were fixation problems?
19 one can be positive, one can be negative. 19 DR. MULLEN:
20 Thisreflects the percentagesthat we give. 20 . It might magnify it, yes. | would be--unless
21 And then between blocks, Block 1 and Block 2, 21 they were all positiveor all negative, |
22 you would not expect necessarily to havethe 22 would be very surprised that you would have
23 sameresult, so there's heterogeneity both 23 from areato area, that you' d have the same -
24 within and between blocks. 24 COFFEY, Q.C.:
25 COFFEY, Q.C.. 25 Q. Sameresult.
Page 174 Page 176
1 Q. Andwhat about the matter of even fixation of 1 DR. MULLEN:
2 the tissue even within the same block? Can 2 A. Yes, same result.
3 that vary? 3 COFFEY, Q.C.:
4 DR. MULLEN: 4 Q. If wecould, please, Exhibit P-1797. Perhaps
5 A. Now if you recall my analogy that atumour is 5 | could bring up instead, Exhibit P-1798
6 a sphere within a sphere, that if the tissue - 6 becauseit’sgo that one and more. Doctor,
7 think of apeach - if the peach isthe outer 7 thisis aseriesof e-mailson October 17,
8 side--if the peach is the lumpectomy, the pit 8 2005. Thefirst of them isfrom Doctor Cook
9 isthe tumour. If you put the whole peach 9 toyourself at 7:40 am., statusof ER/PR
10 into a fixative, formalin penetrates at the 10 reports. He says, "Hi Doctor Mullen, | wonder
11 rate of one millimetre per hour. Now 11 if you could advise me of the status of our
12 depending on how big the tumour - and I'll be 12 repeat ERS and PRs and when we can expect
13 showing that in alittle presentation sometime 13 additional report. We certainly appreciate
14 later. Depending on how thick the section is- 14 al your efforts inthis situation. Many
15 -this is the specimen penetrating one 15 thanks, regards, Doctor Cook". And you
16 millimetre an hour and the tumour is that size 16 responded later the same day, "I’ m out of the
17 you will not get well-fixed tissue, and if you 17 city, I'm sorry, except for brief stop
18 take the outside of the tumour it will be 18 tomorrow until Saturday. | will do what is
19 better fixed than theinside of the tumour. 19 available on Sunday". And then that same day,
20 Soto get around that issue, it's standard 20 Maria Mendes e-mailed you saying, "Hi Doctor
21 procedureto serially section the specimen, 21 Mullen"--I"'m sorry, the name is pronounced?
22 put paper towelsinto alow the formalin to 22 DR.MULLEN:
23 penetrate to keep the sections aside, alow 23 A. Ruoyu and Muntgjib.
24 the formalin to penetrate and get fixation 24 COFFEY, Q.C.
25 that way. So there are ways of working that 25 Q. "Re-ran the negatives you and | had picked and

Discoveries Unlimited Inc., Ph: (709)437-5028

Page 173 - Page 176




June 26, 2008

Multi-Page™

Inquiry on Hormone Receptor Testing

Page 177 Page 179
1 isready for youtolook at and | have asked 1 if | had normal breast tissuethat stained
2 Muntajib"? 2 strongly, | was happy that the case had
3 DR. MULLEN: 3 stained and the biology would be adequate to
4 A. Muntgib. 4 assess. Theones| was very concerned about
5 COFFEY, Q.C.: 5 were the negatives or, | should say, and then
6 Q. Muntgib, sorry--"to put the first and second 6 if thetumor was positive, that was fine as
7 slide together so that you can compare the two 7 well. Theones| wasvery concerned about
8 dides. From what Ruoyu can see, one caseis 8 were the cases that were negative and when |
9 now positive where it was previously negative. 9 use the term negative, it's 0 or less than one
10 Also, at the moment we have not stained any 10 percent, that had no internal control or the
11 further cases since we are now down to one 11 control didn’t--did have an internal control
12 staining machine because the other instrument 12 and did stain or stained very weakly. | was
13 is non-operational. Signed, Maria’. And 13 trying to make sure that there was something
14 again, to put that in perspective, while we're 14 in our--that there was nothing in our stainer
15 onit, P-1799. Thisan e-mail, the bottom of 15 that was causing them to be negative. So, |
16 the page, Doctor, the same day, October 17, 16 asked them to be repeated. | just wanted to
17 2005, 11:03 am. to Doctor Cook to yourself, 17 make sure that our technique was going to pick
18 follow up on Rs and the numbers redacted. "Hi 18 up al of the positives, that we weren’t going
19 Doctor Mullen, could you follow up and comment 19 to call negatives because of the issues of the
20 on redacted" particular sP reported asER 70 20 internal control.
21 percent, PR less than two percent, Block G and 21 COFFEY, Q.C.
22 retro number”--there' s an Rs number there--"ER 22 Q. Onthat point and I just ask you to elaborate
23 less than one percent, PR less than one 23 on something you referred to earlier and you
24 percent, Block C. Our numbering is'--there’'s 24 just referredto it again. The external
25 asurgica number there--"many thanks, Don 25 control which would, Mount Sinai would run
Page 178 Page 180
1 Cook". And then the same day at 9:54 p.m. you 1 with -
2 sent Doctor Cook an e-mail, the subject isthe 2 DR. MULLEN:
3 follow-up on that, "l will look at the case 3 A. Everyrun.
4 tomorrow to ensure that our negatives are true 4 COFFEY, QC.
5 negatives. Will also repeat all casesthat 5 Q. -withthis, eachtimeERsand PRS wererun
6 are negative (0 or less that one percent) with 6 here, you said that it would indicate, well,
7 no internal control and internal control that 7 it stained.
8 did not stain or stain weakly. We will never 8 DR. MULLEN:
9 be able to eliminate the fixation problem, but 9 A. Yes.
10 this double check should minimize any staining |10 COFFEY, Q.C.:
11 anomalies. Signed, Brendan". So, Doctor, a 11 Q. -ie, thestainer isworking in the sense of
12 couple of different questions| havethenin 12 for our external control.
13 relation to those series of e-mails, I’ll deal 13 DR. MULLEN:
14 with P-1799 first. Could you explain then 14 A. Forour external control. First of all, it
15 what was going on in your reply here to Doctor 15 indicated the stainer was working, that we're
16 Cook on October 17, what's that about? 16 using the right antibody, you know, al of
17 DR. MULLEN: 17 those issues that we were dispensing,
18 A. | wasvery concerned about the quality of the 18 theoretically--we were dispensing the right
19 material that | was looking at. As | 19 antibody.
20 mentioned earlier, the issue of external 20 COFFEY, Q.C.:
21 control is really not a valid--well, the 21 Q. Now, Doctor, with respect to that though, |
22 external controls showed that we stained, but 22 believe earlier you referred to the fact that
23 | couldn’'t usethat as abaseline for the 23 your own external control wasfixed in a
24 material | was reviewing. So, | wastrying to 24 particular manner -
25 use the internal control as my baseline, that 25 DR. MULLEN:
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1 A Yes 1 section it to allow the formalin to penetrate.
2 COFFEY, Q.C. 2 So, if you have apoorly fixed specimen, if
3 Q. - you would know, but this tissue from 3 you' re processing which refers to taking the
4 Newfoundland, would you have any way of 4 fixed specimen through to a dlide, is perfect,
5 knowing how that was fixed, what process was 5 you cannot retrieve--you can’t undo the poor
6 used? 6 fixation. But on the other hand, if you have
7 DR. MULLEN: 7 good fixation, poor processing, the two will
8 A. Foreach specific, no, but ingeneral, we 8 end up with a bad slide. So, you need good
9 would assume that the fixative was neutral 9 fixation/good processing or excellent
10 buffered formalin, that tended to be the 10 fixation/excellent processing to end up with
11 standard fixative. But you would have to ask 11 material that you can go forward with.
12 each individual hospital what fixative they 12 COFFEY, Q.C.:
13 used. And as | mentioned, the sectioning--how 13 Q. Andthat's-
14 they process the specimen before it was even 14 DR. MULLEN:
15 put through any of our tissue analyzers. In 15 A. Otherwiseyou're working at a disadvantage.
16 other words, did they cut--did they alow the 16 COFFEY, Q.C.:
17 fixative for theright requisite amount of 17 Q. And that would be--the processingin this
18 time, all of thoseissues arevery critical. 18 context would be processing the tissue into a
19 I mean, you have to ensure that the material, 19 block?
20 after it's removed from the patient, before 20 DR. MULLEN:
21 it’'s processed--I mean, it’s fine we have all 21 A. Yes. So, did somebody explain that process?
22 our fancy stainers, but if that’s not working, 22 COFFEY, Q.C.
23 there' s nothing you can do after the fact to 23 Q. Perhapsif you could again, it can't hurt
24 retrieve the material. And that’swhat | was 24 here.
25 tryingto get at, that | wastryingto be 25 DR. MULLEN:

Page 182 Page 184
1 extremely careful that | wasn't under calling 1 A. So,wehaveour peach. We ve section it and
2 cases because of the issue of the poor 2 we'll assume that we can cut the pit. So, the
3 fixation, processing. 3 pitissectioned. We take material, two to
4 COFFEY, Q.C.. 4 three millimetres in thickness, they’ re placed
5 Q. Andthispoor fixation, | takeit, would have 5 in what is caled a cassette which is
6 occurred--if it occurred, would have occurred 6 basically aholder and this--when we talk
7 before the block was made? 7 about block numbers, this is ultimately what
8 DR. MULLEN: 8 we do. And we take them through graded series
9 A Yes yes. 9 of alcohol. Wedehydrate them. We then
10 COFFEY, Q.C.: 10 change from alcohol into other chemicals and
11 Q. In Newfoundland or wherever the block was 11 at the end of the day, we have apiece of
12 made. 12 tissuethat’s impregnated with paraffin and
13 DR. MULLEN: 13 makes asolid block. That isthe bedrock of
14 A. luse theterm fixation, processing almost 14 diagnostic pathology throughout the world.
15 interchangeably, but they’re really not. 15 And from that block, we cut section which
16 Fixation refersto the presence of formalin, 16 refer to the five micron sections, basically
17 theten percent neutral buffered formalin. 17 the thickness of ahair, put them on slides
18 Small specimens can be placed directly into 18 and then stain them, in this case, for
19 the formalin because again the penetration 19 hematoxylineosin in aroutine histochemical
20 because if you have a core biopsy, they’ re one 20 lab. Then take a section for estrogen
21 or two millimetres. So, it will penetrate 21 receptor, a section for progesterone receptor
22 very quickly. If you have alarge specimen, a 22 and then HER2 as well and they’redone in
23 large breast specimen, they’re fatty, the 23 immunohistochemistry. So, unless everything
24 tumor is--for the surgeon, is within the 24 is done properly, fixation, processing to the
25 tumor, is not on the surface. So, you have to 25 timeit's received in immunohistochemistry,
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1 then you have great difficulty in analyzing 1 peach--if we haven’t processed it properly, if
2 and being confident in your results unless 2 we haven’t sectioned it to allow the formalin
3 you--I mean, all of the steps haveto be 3 in, if you takethetip, you know, skim the
4 safeguarded. 4 tip of the pit, that would be hopefully better
5 COFFEY, Q.C.: 5 fixed. And then as you moved in the centre, it
6 Q. If we could go back, please, to Exhibit P- 6 would be lesswell fixed because it's a
7 1798. Now, there' s areference hereto, "aso 7 further distance fromthe edge. And again
8 at the moment, we have not stained any further 8 formalin, one millimetre per hour.
9 cases since we are down to one staining 9 COFFEY, Q.C.:
10 machine because the other instrument is non- 10 Q. Andjust thenin answering you said "if we",
11 operational”. So, | take it, what had 11 inthis context, it would actualy be "if
12 happened then in the middle of October of * 05, 12 Newfoundland" -
13 that therewas aproblem with oneof the 13 DR. MULLEN:
14 machines? 14 A. Wdl, we, pathology in general.
15 DR. MULLEN: 15 COFFEY, Q.C.
16 A. Yes. Wehave--I think at that time we had 16 Q. Pathology in general andin this particular
17 three DAKO machinesand we were running, | 17 case it would be someone in Newfoundland.
18 believe, ER/PRs on two of them, one for some 18 DR. MULLEN:
19 reason broke or we weren’'t confident that it 19 A. Yes
20 was dispensing properly. So, it was taken out 20 COFFEY, Q.C.
21 of operation. So, we were down to one 21 Q. If we could please, Exhibit P-1708. Here,
22 machine. So, we were limited to 48 slides per 22 Doctor, there's an e-mail from Nancy Good,
23 day. 23 October 20, 2005, 10:07 am. to Doctor Cook,
24 COFFEY, Q.C. 24 it's copied to yourself and othersincluding
25 Q. Theexhibit 1800, P-1800, please. Now, this 25 Doctor Pritzker, the attachments are, referred
Page 186 Page 188
1 again is an exchange of e-mails between 1 to, are labelled block discrepancies.xls. And
2 yourself and Doctor Cook. Doctor Cook wrote 2 Nancy writes, "Hi Doctor Cook, Maria would
3 toyou on October 17, 2005 at 11:03 am., 3 like to know if we will be receiving any more
4 referring to or asking you to follow up and 4 blocks for retesting and if so, approximately
5 comment on aparticular result, reported at 5 how many more. Everythingisbeing logged
6 ER, 70 percent; PR lessthan 2 percent on 6 into our database (we have approximately 547
7 Block G and the retro number, hegivesit ER 7 patients), although somedon’'t have a RS
8 less that one percent, PR less than one 8 number yet. Please find the attached list of
9 percent, Block C and he refersto their own 9 block discrepancies and other notes. I you
10 surgical number. Many thanks. And then you 10 have any questions, please giveme acall".
11 respond the next day at 12:57 p.m. saying, 11 And if we could just look at the spreadsheet
12 "thisisthe sameissue asthe previous case 12 attached. It’slabelled block discrepancies.
13 review. There' sadisparity in the degree of 13 And | take it, after identifying the
14 fixation/processing with the G block having 14 particular patient, specimen number and block
15 approximately 50 percent of the service 15 number, there are just various comments,
16 showing adequate fixation/processing and this 16 trying to clarify, | take it, certain things
17 isthe areawiththe ERreactivity. TheC 17 about particular blocks.
18 block is a rim that shows adequate 18 DR. MULLEN:
19 fixation/processing and this again, is the 19 A. Yes. The pathology report may have been a--or
20 area with ER reactivity. Based on 20 the accompanying letter said we were sending
21 fixation/processing present, | would trust the 21 in--sorry, I'm just trying to find an example.
22 resultsin G over theresultsinC". So, | 22 COFFEY, Q.C:
23 takeit again thisis one of those - 23 Q. Herewould be an example.
24 DR. MULLEN: 24 DR. MULLEN:
25 A. Waell,if you--and again, going back to my
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1 A. Thesecond case, it had ' 01, the year was’'01, 1 internal control and internal control that did
2 01sss4s9, Block J. 2 not stain or stain weakly) which were repeated
3 COFFEY, Q.C. 3 to ensure that we did not miss any positives.
4 Q. Yes 4 They should be available early next week.
5 DR. MULLEN: 5 Signed, Brendan Mullen”.
6 A. Butitwas actually ss848903, so it wasthe 6 So, as of the end of October then,
7 wrong year. So, we wanted to make very sure-- 7 Doctor, looking at what we've just reviewed
8 | shouldn’'t say it’s unlikely, butit'd be 8 thismorning, what status wasthisat that
9 unlikely unless this was a hospital that only 9 point in time overall? Do you recall--in the
10 did breast, that the same case number and two 10 sense of, like, so much had been reported.
11 different years would both be breast, but we 11 There were blocksto be stained. From you
12 want that clarified. And then this one, the 12 perspective at the time, by late October, what
13 next case would have gone to, was taken out 13 was the situation?
14 for HER2. And then the--it’ s not very clear, 14 DR. MULLEN:
15 S18 - 15 A. | think one of my previous e-mails, or Nancy’s
16 COFFEY, Q.C.: 16 e-mails, we had 547.
17 Q. There’'sone here, S1602-03, the third entry. 17 COFFEY, Q.C.
18 The block number is 2. 18 Q. Yes, | believe around that.
19 DR. MULLEN: 19 DR. MULLEN:
20 A. Yes. Hereit'swrittenat 1661. So, before 20 A. Well, | redly can’t answer.
21 we go forward, which is the correct? 21 COFFEY, Q.C.
22 COFFEY, Q.C. 22 Q. Youdactually haveto look at the spreadsheet
23 Q. So, generaly dealing with clerical, potential 23 and add them up and -
24 clerical errorsor to indicate to St. John's 24 DR.MULLEN:
25 that some of these had been pulled out for 25 A. Yes
Page 190 Page 192
1 HER2/neu. 1 DR. MULLEN:
2 DR. MULLEN: 2 A. -kind of see where you were. What I’m asking
3 A Yes yes, inthiscasethereisone. 3 you is more, not so much in particular,
4 COFFEY, Q.C.: 4 Doctor, it'skind of overall, intermsof at
5 Q. Okay, this particular instance. 5 that point, in terms of your own expectation
6 DR. MULLEN: 6 or view asto when you might be able to get
7 A. Andthen spelling, those types of things. 7 through it all, that was at that point, at the
8 COFFEY, Q.C.: 8 end of October.
9 Q. Exhibit P-1801. Thisisan e-mail, October 9 DR. MULLEN:
10 25, 2005, 10:12 am to yourself, status of ER 10 A. Wdl, theissue was pointed out in one of the
11 and PR review and Doctor Cook has e-mailed you |11 previous e-mails was capacity. It wasn't--
12 saying, "Hi Brendan, I’'m wondering how it's 12 well, part of it was my capacity to read them
13 going with the review and when we can expect |13 because | was doing serviceand doing other
14 some more results. | can appreciate that 14 things, but the main was capacity on the
15 Mount Sinai is probably at capacity levels, 15 machines and when one went down, | think we
16 could you update me. Regards, Don Cook". And |16 made a decision around--should say, Doctor
17 then, if we could please, Exhibit P-1802. 17 Pritzker and Ms. Mendes made adecision to
18 It's an e-mail from yourself, October 27, 2005 18 purchase a machine, that subsequently, |
19 at 1:29 p.m. to Doctor Cook, the attachment is 19 believe, was mid November, it wasinstalled
20 results 9. You write, "this isthe next set 20 and then we had to go through the process of
21 of results. | am waiting for the blocks which 21 validating. And that doubled our capacity
22 have been cut to be stained. | will read them 22 from 48, shouldn’t say doubled, but when from
23 as soon asthey are available. The only other 23 48 to 84. Instead of 48 dlides, it had 84 and
24 material | haveto review arethe previous 24 if youdo your math, which I’'mtrying to do
25 negatives (0 or less than one percent with no 25 now, 28, theoretically 28 spots. Yes, that’s
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1 correct. So, part of it was, the hold up was 1 see the case until it had been stained. So,
2 the technical and then | must admit, part was 2 if | had--with the HNE, I'd make sure there
3 probably me not being available, but we tried 3 was tumor and then clarify whether there was
4 to as soon asthey came out. And | honestly 4 internal control or not. 1'd look at the ER.
5 cannot recall what | knew, where we were 5 If the ER was positive, | would be comfortable
6 going, whether--if yourecall it was50 to 6 reporting it. If the PR was positive, I'd be
7 100. 7 comfortable reporting it. The issue became if
8 COFFEY, Q.C.: 8 they were negative, | couldn’t be sure that it
9 Q. Yes now - 9 was a true negative and not afalse negative
10 DR. MULLEN: 10 because | didn’'t have a control that | could
11 A. Now, we'reupto547 - 11 be comfortable with. | had my external, as|
12 COFFEY, Q.C.: 12 mentioned, it’ s not terribly relevant to how |
13 Q. Andclimbing? 13 was interpreting this. | knew there was
14 DR. MULLEN: 14 stain, but | just wanted to make sure. So, |
15 A. - and climbing. 15 left it up--1 didn’t request--the first, |
16 COFFEY, Q.C.: 16 believein the first 500 or so, we repeated
17 Q. Doctor, interms of that the andthis is 17 those cases. | believe | became comfortable
18 really what--1 take it though from your 18 with thefact that they were true negatives
19 perspective at the time, as your time was 19 and didn’t pursue it beyond that, didn’'t keep
20 available, | takeit, you would read what was 20 repeating.
21 availableto you? That was as your time was 21 COFFEY, Q.C.
22 available. 22 Q. Butinitialy, certainly for the first 500 and
23 DR. MULLEN: 23 some odd -
24 A. | would clear aday within one or two days of 24 DR.MULLEN:
25 getting it, would sit down with Ms. Good, we 25 A. Yes
Page 194 Page 196
1 would read what we could. 1 DR. MULLEN:
2 COFFEY, Q.C: 2 A. -thatyou, asyou've indicated here, if--at
3 Q. Andhere andif | could - 3 least on your first pass through it, the ER
4 DR. MULLEN: 4 was negative or the PRwas negative or both
5 A. Sorry, andthen, aswe hear, where results, 5 certainly, if both were negative, you were
6 dash 9 (phonetic) some of these were, aswe' ve 6 looking for internal controls.
7 seenin two or three cases, you know, that 7 DR. MULLEN:
8 they had re-stained or done something separate 8 A Yes
9 and they would go off and--but the mgjority of 9 COFFEY, Q.C.:
10 those were fairly large batches. 10 Q. Iftherewas nointernal control, you would
11 COFFEY, Q.C.: 1 re-run it.
12 Q. And herethereferenceto, in the e-mail here, 12 DR. MULLEN:
13 to "the only other material | have to review 13 A. Yes
14 are the previous negatives, O or less than one 14 COFFEY, Q.C.:
15 percent with no internal control”. If you had 15 Q. Thealternative you would just simply--the
16 ablock or were given, had been sent a block 16 only alternative would be the ask St. John's
17 and there wasno internal control when you 17 for another block inthe same surgery, same
18 looked at the dide, what asthe practical 18 patient, same surgery.
19 matter wereyou then faced with? If St. 19 DR. MULLEN:
20 John’s had sent you a block that had no 20 A. Yes
21 internal control, tissue in it, what 21 COFFEY, Q.C.
22 practically were your choices? 22 Q. Andonethat might have an internal control
23 DR. MULLEN: 23 tissuein it, available.
24 A. | canask them for another block; that’s one 24 DR. MULLEN:
25 possibility. Well, first of all | would not 25 A. Yes. And even based on if the tissue had been
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1 processed and fixed properly, it'snot 100 1 report or a consult.
2 percent that you have an internal control, as 2 DR. MULLEN:
3 | mentioned, pre-menopausal about 80 percent; 3 A, Yes, asopposed to the spreadshest.
4 post-menopausal is 90 percent. So, it's not 4 COFFEY, Q.C.
5 an absolute, but it’s better than nothing. 5 Q. Commissioner, that would be great. Thank you
6 COFFEY, Q.C.: 6 very much.
7 Q. Andjust againtogive onesome sense, the 7 THE COMMISSIONER:
8 Commissioner, some sense at thetime, pagetwo | 8 Q. Allright. We'll taketheluncheon break.
9 of thisparticular exhibit, P-1802. That 9 WEe'll meet again at ten after two.
10 would be theresults 9, asit turns out, | 10 (LUNCH BREAK)
11 believe there's about ten blocks being 11 THE COMMISSIONER:
12 reported there and results 9. You've 12 Q. Pleasebeseated. Mr. Coffey.
13 indicated sometimes the results were two or 13 COFFEY, Q.C.:
14 three--the spreadsheet had two or three 14 Q. Thank you, Commissioner. If we could please,
15 entries and sometimes quite a number of 15 just to carry oninthe chronology, Doctor,
16 entries. 16 exhibit, Registrar, P-1804? Doctor, in this
17 DR. MULLEN: 17 particular exhibit, the e-mail toward the
18 A. Yes 18 bottom of the page we looked at before the
19 THE COMMISSIONER: 19 lunch break, it'sone from yourself to Dr.
20 Q. Mr. Coffey, wherever you can find a spot, 20 Cook on October 27th, 1:29 p.m., referring to-
21 we'll break for lunch. 21 -or saying thisisthe next set of results and
22 COFFEY, Q.C. 22 you are then referring to the "only other
23 Q. Thankyou. If wecould, please, Exhibit P- 23 material | haveto review arethe previous
24 1803. Here, and again, thisisillustrative-- 24 negatives."
25 perhaps this e-mail at the bottom of the page 25 DR. MULLEN:
Page 198 Page 200
1 here, October 28, 2005. It's 3:01 p.m. from 1 A Yes
2 Doctor Cook to Nancy Good, subject isin bold 2 COFFEY, Q.C::
3 print, sorry, capital letters anyway, "URGENT 3 Q. Andthen, Doctor, at 11:47 am. on October
4 REQUEST FOR ER AND PR RESULT". He writes, "Hi 4 30th, 2005, Maria Mendes sent an e-mail to you
5 Nancy, we have aregquest for an urgent result 5 saying, "Hi, Dr. Mullen. We shall be starting
6 on" blank "a Grand Falls case. There aretwo 6 to stainthe next batchesand will start
7 blocks sent up on her aspart of the ER/PR 7 bringing them to you as they become ready for
8 review. They are" and she specifies the 8 reading. Also the RPT are ready for you, let
9 surgery number, Doctor Cook specifies the 9 me know when you want me to bring them over."
10 surgical numbers. 1t would be appreciated if 10 Well first of all, what's RPT?
11 these could be processed and interpreted as an 11 DR.MULLEN:
12 urgent case". And then Ms. Good, on the same 12 A. A repeat.
13 day, matter of minutes later, sends you an e- 13 COFFEY,Q.C:
14 mail saying "I’'m going to ook for these two 14 Q. Repeats?
15 blockstoday" and no RSnumber given, "yet, 15 DR.MULLEN:
16 I'll cut them on Monday and givethem to 16 A. Yes
17 immuno on Tuesday, if that’s okay with you", 17 COFFEY,Q.C:
18 she' sasking you. So, | take it that would be 18 Q. Andthey would be those -
19 an example of one of those where it’s kind of 19 DR.MULLEN:
20 pulled out of the - 20 A. Thosewerethe casesthat | asked to be, the
21 DR. MULLEN: 21 onesthat were either completely negative,
22 A. Yes, and put through the routine lab, given 22 zero or had staining less than, what |
23 priority. 23 interpreted as one percent, with no internal
24 COFFEY, Q.C. 24 control, the internal control which stained
25 Q. Anditwould bereported then as an individual 25 weakly or did not stain.
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1 COFFEY, Q.C. 1 2005, by Carolyn Stokes and just in the
2 Q. Asreferedtointhat earlier eemail? 2 beginning of it, it says "There was no
3 DR. MULLEN: 3 mistake, new sophisticated technology became
4 A Yes theoneat 1:29 p.m. 4 available and produced more accurate results,
5 COFFEY, Q.C.: 5 that’ s basically Eastern Health’ s explanation
6 Q. Sure. Andtheideathat we'll be starting to 6 for why they are retesting 8 years work of
7 stain the next batches and will start bringing 7 breast cancer samplestaken from patientsin
8 them to you as they become ready for reading, 8 this province. It's caled the
9 thisisthe end of October, 2005, | takeit 9 estrogen/progesterone receptor test and it
10 then that as they--as we referred to earlier, 10 doesn't affect breast cancer diagnosis, but it
11 as they became available, they’ d be brought to 11 does influence treatment. The result is
12 you to, for your interpretation? 12 either negative or positive but there were
13 DR. MULLEN: 13 some 'false’ negatives discovered." And the
14 A. Yes they’d besentin batches, yes. Except 14 story goes on from there. Now here, this
15 we made reference earlier to the ones that had 15 accompanies an e-mail of October 17th, 2005 to
16 to berecover dipped, but this would be 16 public relations, | gather this is, and then
17 substantial amounts, | believe. 17 there's an e-mail, thetext is "It has cometo
18 COFFEY, Q.C.: 18 my attention that the same diagnostic machine
19 Q. Again,if wecould please, exhibit P-1709? 19 isused in"--blank, redacted--"and of course
20 Now, Doctor, hereat the first of thesein 20 isawoman that has a negative response to a
21 time, isan e-mail of November 1st, 2005 from 21 breast biopsy. | have great concerns, would
22 Nancy Good to Dr. Cook. The subject isan 22 you please verify the NTV news headline from
23 updated list of ER/PR and she writes, "Thisis 23 the Province of Newfoundland and tell one, is
24 the updated list of all specimenswe have 24 thisindeed the same procedure that is used
25 received so far, including the few received 25 in"--redacted--"if so, what isthe hospital
Page 202 Page 204
1 yesterday. Thelist also includes which 1 doing to ensurethat false negatives are
2 blocks have been reported, which have been 2 caught before women"--and it just endsit with
3 staining, which have been cut so far, the 3 aquestion mark. "Thank you." And then that
4 specimens for *blank’ will be stained today" 4 e-mail is forwarded onto Dr. O'Malley on
5 and there are particul ar--the surgical number 5 November 2nd, 2005 at 3:03 p.m. and the text
6 isreferred to there. And then, so | takeit 6 to Dr. O'Malley, hesays, "Please see the
7 then it would have been your understanding at 7 enclosed e-mail we have received from a
8 the beginning of November that Ms. Good was 8 patient. | presume thisis for ERand PR
9 keeping Dr. Cook apprised from time to time as 9 tests which were done previously
10 to what the status was? 10 biochemically. Asper thispatient, these
11 DR. MULLEN: 11 results are being repeated by Mount Sinai
12 A. Yes, he contacted with Ms. Mendes or Ms. Good 12 Hospital. | would greatly appreciate
13 directly, because as | mentioned earlier, Ms. 13 receiving some information regarding this
14 Good was the point person on this project. 14 matter. Y ourstruly"--and the senders nameis
15 COFFEY, Q.C:: 15 there. Andthen Dr. O’ Malley, the same day at
16 Q. Now if wecould please, exhibit P-1704? Now 16 3:10 p.m. wrote an e-mail to yourself and Dr.
17 here, Doctor, thisisa series of e-mailson 17 Pritzker. The subject is estrogen and
18 November 2nd, 2005. The second page of the 18 progesterone receptor test and she says "Fy1",
19 exhibit there isan excerpt--well not an 19 for your information, "I haven't responded
20 excerpt, I'm sorry, it'sa copy of astory 20 yet, what' s the party line?' Signed Frances.
21 from the NTV News Headlines, | gather probably 21 And then we have here an e-mail at 10 p.m.
22 taken from the internet, but maybe not. In 22 that evening from Dr. Pritzker to Dr. O’ Malley
23 any case, it refers to NTV News Headlines, 23 and yourself and Dr. Pritzker writes"Asfar
24 "Eastern Headlth retests breast cancer 24 as we know, the Newfoundland problem is
25 samples." It's astory file, October 13, 25 special to Newfoundland." And then on
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1 November 2nd, 2005, at 11:16 p.m., you sent an 1 progesterone--or reacted appropriately with
2 e-mail to Dr. Pritzker and Dr. O'Malley 2 the estrogren and progesterone, so that was, |
3 saying, "l don’t know if thisisamachine or 3 think it’sreferring to that. So my response
4 lab specific problem in Newfoundland, so 4 to Dr. O'Malley and Dr. Pritzker was, possibly
5 cannot comment on relevance to"--redacted-- 5 machine based on what we gleaned from
6 "Newfoundland and Labrador technical people 6 conversations and then possibly the lab
7 seem surprised at the concept of internal 7 specific problems because of theissue of
8 controls, so | think it isabit of both." 8 knowing about the concept of internal control.
9 And it’syour own e-mail. Now, Dactor, | take 9 COFFEY, Q.C.:
10 it thiswas a concern raised by a patient and 10 Q. Or relatively not knowing or apparently -
11 brought to the attention of Mount Sinai about 11 DR. MULLEN:
12 whether or not Newfoundland' s situation could 12 A. Yes, knowing about the concept, so--or not
13 beat al relevant in your institution or an 13 knowing about the concept, well -
14 ingtitution in Ontario, anyway. 14 COFFEY, Q.C.:
15 DR. MULLEN: 15 Q. And, Doctor, interms of thisyou’ ve indicated
16 A. Canl goback tothe letter to the patient-- 16 that Ms. Wegrynowski in your normal work day
17 letter from the patient to Public Relations? 17 you might runinto her a number of times,
18 That was interpreted by the next pathol ogist 18 being in and out of the lab where sheis.
19 when she talked about the, let’s see "did the 19 DR. MULLEN:
20 same procedures as used in"--because they were (20 A. Yes, | think shetries to restrict my access
21 talking about a previous, | believe the 21 every now and then.
22 pathologist, Dr. Elavathil interpreted that as 22 COFFEY, Q.C.
23 ligand binding assay, rather thanthe DAKO 23 Q. Yes. Didyou know she had actually prepared a
24 cytomation (phonetic), just to clarify that, 24 report in relation to what review she had done
25 when we're talking biochemical, we're talking 25 in Newfoundland in September, 2005?
Page 206 Page 208
1 pre 1998, okay, so that wasthat. So then my 1 DR.MULLEN:
2 understanding, when we started this project 2 A, Atthistime?
3 that it was an issue with the machinery. | 3 COFFEY, Q.C.:
4 don’'t have a specific email, whether it was 4 Q. Yes.
5 through conversationswith Dr. O'Malley, Dr. 5 DR. MULLEN:
6 Pritzker or with Dr. Cook on the occasions | 6 A. No, | did not know.
7 did speak to him, that it waspossibly a 7 COFFEY, Q.C.:
8 machine specific, the DAKO autostainer, but 8 Q. Whendidyou first learn that?
9 then sometime between we starting this project 9 DR. MULLEN:
10 and obviously November 2nd, wereceived a 10 A. When--I believe it would have been probably
11 telephone call, we, meaning the Mount Sinai 11 2006 or--late 2006, early 2007, certainly
12 Hospital laboratory asking about the concept 12 learned about the report whenit hit the
13 of internal controls. | can’'t state 13 papers, but we knew that she was in
14 specificaly who called, but they did speak to 14 Newfoundland, wedidn't know what she was
15 someone in the laboratory who then passed the 15 doing in Newfoundland.
16 message on to me, not through e-mail so we 16 COFFEY, Q.C..
17 don't havea papertrail, but spoke to me 17 Q. And haveyou ever actually seen areport sheet
18 directly and said they called about internal 18 prepared?
19 controls and they weren’'t sure what we were 19 DR. MULLEN:
20 referring to and when did we start to report 20 A. Yes, onceit was posted on your website -
21 them. Now, if you recall the surgical 21 COFFEY, Q.C.
22 pathology consult sheetsthat we have seen, 22 Q. Onthe Commission’swebsite.
23 that were shown for the patients, states 23 DR. MULLEN:
24 specifically normal breast tissue was 24 A. Sorry, the Commission’s website, yes.
25 available to assess the estrogen and 25 COFFEY, Q.C.:
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1 Q. That'swhenyou first saw it. 1 Agency, he aso usedto be head of the
2 DR. MULLEN: 2 pathology department at the Princess Margaret
3 A Yes, late 2006, early 2007, we knew there was 3 Hospital, Toronto.
4 areport, we never asked her about the report, 4 COFFEY, Q.C.
5 she never told us about the report because of 5 Q. Andat that point intime, in November of
6 the confidentiality issue. It wasonly once 6 2005, did you have any knowledge that he had
7 it became public knowledge then, wetook a 7 been asked to come to St. John's in September
8 look at what type of areport she prepared. 8 of 2005 to conduct areview?
9 COFFEY, Q.C.. 9 DR. MULLEN:
10 Q. Sointerms of the matter of or the subject 10 A. Nonewhatsoever, none whatsoever.
1 matter of whether it wasa machine or lab 11 COFFEY, Q.C.:
12 specific problem--now lab specific problem 12 Q. Now, Doctor, as of November 2, 2005, | take it
13 would mean what in this context? 13 by thispoint in time you would have had an
14 DR. MULLEN: 14 opportunity at least to review a number of the
15 A. Everything that--other than the machine 15 retest slides? The dlides produced for
16 actually doing itsjob, moving the dispenser 16 retesting of the -
17 across, dispensing the correct amount, was it 17 DR. MULLEN:
18 something to do with the preanalyt (phonetic), 18 A. Yes, theretrospective study, yes.
19 was it something to do with the preparation of 19 COFFEY, Q.C.:
20 the tissue, was it something to do with the-- 20 Q. Theretrospective study. And in some of the
21 so we're talking about the portion where we go 21 e-mails welooked at involving particular
22 from the gross specimen to the block. Wasit 22 slides this morning, you referred to fixation
23 something, the fixation processing or was it 23 issues that were apparent on particular
24 once it had been cut and put on the machine, 24 dides.
25 were they giving--had they titrated the 25 DR. MULLEN:
Page 210 Page 212
1 antibodies, had they used the right buffers, 1 A Yes
2 had they used the right pH, all of those sorts 2 COFFEY, Q.C::
3 of things. So all the technical issues 3 Q. By November of 2005, had you reached any
4 specifically related to the process, but not 4 conclusionsor drawn, at least tentatively
5 the fact the machine wasn't dispensing 5 reach any conclusions about whether or not
6 properly, that’swhat | was separating from a 6 fixation could have played apartin this?
7 machine specific to alab specific. 7 Fixation issues?
8 COFFEY, Q.C.: 8 DR. MULLEN:
9 Q. Andinterms of events, soin saying you think 9 A. Fixation/processing, we use fixation for both
10 itwasa bit of both, did you actualy have 10 parts, yes, avery major -
11 any actual evidence asto what it was at the 11 COFFEY, Q.C.
12 time? 12 Q. Evenby thispointintime?
13 DR. MULLEN: 13 DR. MULLEN:
14  A. Nonewhatsoever, none whatsoever. Putting 14 A. Yes ohyes, | mean-
15 together sort of, two conversationsor two 15 COFFEY, Q.C.
16 recollections of conversations, one being the 16 Q. Andwhen | say fixation, | mean -
17 machine, being told that this was why we were 17 DR.MULLEN:
18 getting it and then the concept of knowing 18 A. Beforetheblock is prepared and sent to the
19 about internal controls, so trying to put the 19 slide--sent to immunohistochemistry, yes, all
20 two together. 20 of that as amajor, major player.
21 COFFEY, Q.C: 21 COFFEY, Q.C:
22 Q. Now, Dr. Diponkar Banerjee, doyou know Dr. 22 Q. And by November, 2005, would you have had any
23 Banerjee? 23 reason to believe that perhaps whatever caused
24 DR. MULLEN: 24 those problems, fixation/processing problems
25 A. Yes, he'sa pathologist inthe BCc Cancer 25 that you were seeing in these slides that were
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1 now being produced in the retrospective study, 1 the--well the delay or the time it was taking
2 would you have thought that they might have 2 me to report--well, me, the Mount Sinai
3 had anything to do with the problem in 3 Hospital to report three casesto them. So
4 Newfoundland or contributed to the problemin 4 basically what they were doing was triaging--
5 Newfoundland, that aspect of it? 5 my understanding was they were triaging the
6 DR. MULLEN: 6 specimens so that we would focus on the
7 A. Yes, yes, that would fall under the lab 7 patients who were alive and potentially could
8 specific issueas well asthe concept of 8 have change in therapy, as opposed to the
9 internal controls. 9 patients who had died and therapy--a change in
10 COFFEY, Q.C. 10 therapy wouldn't be relevant and they could,
11 Q. Ifwe could, please, Registrar, Exhibit P- 11 for statistical reasons and information to the
12 1805? And, now here, Doctor, there's a series 12 family, possibly be done later, it wasn’t the
13 of e-mails of November 2nd and 3rd, 2005. The |13 same priority.
14 firstisfrom yourself, November 2ndat 9: 24 |14 cOFFEY,QcC:
15 am. to Dr. Cook. "Alternate for ERs and PRS' 15 Q. If | could, please, look at Exhibit P-1807?
16 and you say "we'll doacctoyou" and then 16 Now this is an e-mail from Dr. Cook,
17 from Dr. Cook, the sameday, 4:13 p.m. to 17 Wednesday, November 16th, 2005 at 9:44 am. to
18 Heather Predham, "Alternate for ERs and PRS" 18 yourself, it's follow up on Rs and the number
19 and then one on November 3rd, 2005 at2: 34 (19 isredacted. Hewrites, "Hi Brendan, could
20 p.m., the same subject matter "Alternate for 20 you and Bev Carter follow up on Rs'--number
21 ERs and PRS' and she writes, "Upon Dr. Cook’s 21 and he refers to the surgical number and block
22 and Dr. Williams' request, | have reviewed 22 A, "blank, reported as ER zero percent, PR
23 your list and highlighted inyellow all of 23 zero percent.  Shewas alsosent up as a
24 those individuals that are now deceased. 24 consult in late October and reported as ER 60
25 Although we do intend to have these 25 percent, PR 10 percent on block C." And the
Page 214 Page 216
1 individuals retested, it may be helpful at 1 surgical number isthere. "Bev may also want
2 this time to be able to leave those specimens 2 to seethe dides. | do hope Bev istreating
3 to alater date. If you have any questions, 3 al of you well and using her people skills at
4 please do not hesitate to contact me, thanks, 4 an optimal level. Many thanks, Don Cook." |
5 Heather Predham.”" And thise-mail had been 5 wanted to ask you about, because this seemsto
6 sent to Dr. Cook, Maria Mendes and yourself. 6 indicate that Dr. Carter is in fact in
7 DR.MULLEN: 7 Toronto.
8 A Yes 8 DR. MULLEN:
9 COFFEY, Q.C.: 9 A Yes
10 Q. Doyou see that? So, Doctor, what wasthis 10 COFFEY, Q.C.:
11 about at this point in time, in early 11 Q. Okay, could you tell the Commissioner about
12 November? 12 that?
13 DR. MULLEN: 13 DR. MULLEN:
14 A. | believethe alternate at the bottom was Dr. 14 A. I'mtrying to recall--Dr. Carter | believe was
15 Cook was goingto be away and | was to send 15 in Toronto either--she was there for aweek,
16 the reportsto Dr. Williams. 16 whether she wrote a chapter in a textbook that
17 COFFEY, Q.C.: 17 Francis O'Malley published on breast
18 Q. Yes 18 pathology, she may have been therefor that,
19 DR. MULLEN: 19 but shewas also in Toronto, | believe, for
20 A. Andthenthat's- 20 social and spent some time with us, that was
21 COFFEY, Q.C. 21 the primary reason. And we took the
22 Q. Andaswell then, they'retalking about the 22 opportunity--1 took the opportunity at that
23 deceased? 23 time to sit down with her and discuss some of
24 DR.MULLEN: 24 the issuesthat | was having in, not the
25 A. Yes. Atthat timethere was aconcern about 25 retrospective, but the prospective cases.
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1 Again, the fixation processing issue, and how- 1 I make referenceto "I'd please like to
2 -there wasone case in particular that | 2 discuss the'--basically saying the same issues
3 wanted some explanation on. It was awoman 3 that | saw inthe retrospective are inthe
4 who had had breast surgery, bilateral breast 4 prospective material, and -
5 surgery on the same day and one specimen was 5 COFFEY, Q.C.:
6 adequate for assessment and the other one, it 6 Q. I'll betalking to you about that.
7 was beyond--basically aimost beyond assessing 7 DR. MULLEN:
8 it. The two were asthough they were--they 8 A. Okay.
9 had come from different worlds. One | could-- 9 COFFEY, Q.C.:
10 was adequate and the other one was--it was as 10 Q. Sothat-
11 though they had done something to it. | 11 DR. MULLEN:
12 didn’t know what it was and | tried to get her 12 A. Now, | don'tthink | spoketo him directly
13 to explainto me why two specimens, same 13 about it.
14 patient, same day, would be diametrically 14 COFFEY, Q.C.:
15 opposed in quality. 15 Q. Andwell gettothat. But at thispointin
16 COFFEY, Q.C.: 16 time when Dr. Carter was in Toronto in
17 Q. From one patient - 17 November 2005, you recall at least broaching
18 DR. MULLEN: 18 the subject with her?
19 A. One breast and the other breast, yes, why one 19 DR. MULLEN:
20 side would be adequate and the other side was 20 A. Yes. | took the opportunity, | can’t tell you
21 totally inadequate. 21 the number of cases or the range of the cases,
22 COFFEY, Q.C. 22 but | took the opportunity to go over cases
23 Q. Was therean explanation provided, do you 23 with her, specifically the HER2 cases, telling
24 recall? 24 her that--or showing her, you know, the
25 DR. MULLEN: 25 difficulties we were having because of
Page 218 Page 220
1 A. Shecouldn't speak to the specific case. 1 fixation that we had to reflex a large
2 COFFEY, Q.C: 2 proportion to the FISH because of the
3 Q And- 3 disparity in theresults and we attributed
4 DR. MULLEN: 4 that to atechnical rather than abiological
5 A. Wadll, it was more--okay, so I’m getting this, 5 variability, and the fact that we were
6 I’m getting these sortsof issuesall the 6 getting--then when we went to FIsH, the
7 time. What--canyou explain what or do 7 fluorescent in situ hybridization, we weren't
8 something to prevent it. 8 able to see much nuclear detail, which again
9 COFFEY, Q.C: 9 isareflection of fixation and processing.
10 Q. Sointerms of the then prospective or current 10 COFFEY,Q.C::
11 cases, like current in the sense of people who 11 Q. Problems?
12 just had surgery, there were--you were still 12 DR. MULLEN:
13 noticing or you were seeing problems related 13 A. Yes,yes. So itwas-part of it was, you
14 to possibly fixation or processing in relation 14 could say, venting and part of it was "here,
15 to them? 15 can we do something?"
16 DR. MULLEN: 16 COFFEY, Q.C::
17 A. Yes, maor, mgor issues. 17 Q. Exhibit P-1808? Now Doctor, | show you this
18 COFFEY, Q.C. 18 because perhaps it'll help the Commissioner
19 Q. Andyou communicated that, you believe, to Dr. |19 put some of this in a tempora context.
20 Carter. Didyou tell anyone else, do you 20 There'san e-mail from Dr. Cook, November 16th
21 know? 21 2005 at 3:32 p.m. to Dr. Pritzker, Ken
22 DR. MULLEN: 22 Pritzker, the subject is ER/PRS, and he writes
23 A. | believe there san e-mail in oneof the 23 "Hi, Ken. | would like to thank you and your
24 later exhibits where |--1 think at the very 24 department for your ongoing effortsin helping
25 end, | send the final resultsto Dr. Cook and 25 usdeal withthisvery difficult situation.
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1 We are getting alot of pressure for faster 1 haveto think about. So we basically had to
2 reporting of the retro cases. ' In speaking to 2 duplicate the validation of what we'd done
3 the powers that be’" and he's got that in 3 initially for the ER/PR on the DAKO stainer on
4 quotes, "I repeated to them that Mount Sinai 4 this stainer and make sure that we had
5 is operating at full capacity and that 5 concordance with the results that we were
6 resources are limited. This appears to be the 6 getting on the DAKO, and that took, | believe,
7 general state of laboratory medicine today in 7 two weeks.
8 Canada, and that there" should be "thereis 8 COFFEY, Q.C.:
9 very little flexibility in the system, 9 Q. Doctor -
10 especially whenit comes to our pathology 10 DR. MULLEN:
11 manpower situation and the shortages we are 11 A. Sothen, sowe'renow beginning of December,
12 experiencing. If thereisany way Mount Sinai 12 and then | believe early -
13 can speed up the reporting, | would certainly 13 COFFEY, Q.C.:
14 appreciate it. In the meantime, the issue of 14 Q. I'll be showing you some e-mails now -
15 "national standards for immunohistochemistry 15 DR. MULLEN:
16 testing’ will be on the agendafor our next 16 A. Okay.
17 executive meeting of the Canadian Association 17 COFFEY, Q.C.:
18 of Pathologistsin late November. There may 18 Q. -that are going to capture what | understand
19 be a good opportunity to make this a national 19 probably happened there. If we could please
20 issue and to bring to the Federal Minister of 20 look, Registrar, at Exhibit P-1710, in
21 Health along with the need for additional 21 particular page two? Okay, and Doctor, this
22 human and financial resources for our labs, 22 isan e-mail from Dr. Pritzker, November 24th
23 issues surrounding patient safety and national 23 2005, 11:55 a.m. to Dr. Cook and he's copied
24 standards for all aspects of laboratory 24 oneto himsalf, sent one to himself aswell,
25 medicine. | will keep you posted on any 25 the same e-mail, and Dr. Robert Williams. He
Page 222 Page 224
1 developments. Many thanks, Don Cook." 1 writes "Don, we are now completing validation
2 And then Dr. Pritzker, on the same day, 2 studies with the batch autostainer equipment.
3 at 5:24 p.m., responded to Dr. Cook, but he 3 If there isno hitch, then we can--then we
4 copied yourself and Maria Mendes, saying "Don, | 4 start in production mode for ER/PR for
5 we have done 200 with 500 to go. Aswe were 5 Newfoundland on Monday." Signed, Ken. Inthe
6 capacity, we have just received a batch 6 context here, he was responding to an e-mail
7 stainer, which I’'m told can go live next week. 7 of the same date from Dr. Cook who was--who
8 Then the pressures will be on us for 8 had explained to Dr. Pritzker that Dr.
9 interpretation. We'll try to get this stuff 9 Williams had asked Dr. Cook to contact Dr.
10 out as soon aswe can. Had agood chat with 10 Pritzker for an update onthe operational
11 Bev earlier in the afternoon. Cheers, Ken." 11 status of the batch stainer. So by the end of
12 So Doctor, as of mid November 2005, would 12 November -
13 that, from your recollection, generally 13 DR. MULLEN:
14 capture the state of affairs at the time? 14 A. Yes, | believethevalidation started on the
15 DR. MULLEN: 15 14th and ended on the 30th. | gave the go
16 A. Yes. | believe--let mejust, the exact date, 16 ahead to put it into production.
17 | think it was November 14th, we installed the 17 COFFEY, Q.C.:
18 stainer | mentioned that had 84 dots for 18 Q. If wecould, please, Exhibit P-1341? Now here
19 staining. The issuethere, it hadto be 19 there' saseries of emails, and I’ll goto
20 validated. You can't just take a machine out 20 the firstin time. On pagetwo of the
21 of abox, put it on the table and expect it to 21 exhibit, there's one from Donald Cook,
22 run. You have tovalidateit. You haveto 22 December 19th, 2005 at 8:28 am. to Dr.
23 compare its runs with the established and it 23 Pritzker and he says "Dr. Williams has asked
24 was being--it was placed in a different room, 24 me to follow up with you on the status of ER
25 so there are all environmental issues that you 25 and PRs and the review process. | understand
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1 that we could push on this after Christmas 1 you'll get roughly 861 in total.
2 with aview to completion at the end of 2 DR. MULLEN:
3 January 2006. | am assuming this targetis 3 A. Okay, because of the cases. | wastrying to
4 dtill inplace. | would appreciate your 4 do cut and stain, so it’s actually--okay.
5 comments,”" and then Dr. Pritzker asked for an 5 COFFEY, Q.C.:
6 update, please, and thenis told by Maria 6 Q. Andtherewould be some -
7 Mendes, who sends an e-mail to Nancy Good on | 7 DR. MULLEN:
8 December 19th at 8:31 am. Shesays "Hi, 8 A. Yes, 225, 3--the relevant numbers are 225, 398
9 Nancy, would you please let me know. Of the 9 and 182, | think.
10 total we have received, 864, how many havewe |10 COFFEY, Q.C.:
11 stained and how many have wereported?’ And |11 Q. Yes.
12 then there’ s a message from Nancy Good onthe |12 DR. MULLEN:
13 same day to MariaMendes saying "hereisthe 13 A. Okay.
14 breakdown of cases as of December 19th. 861 14 COFFEY, Q.C.:
15 cases received (934 blocks)." Sol takeit 15 Q. Then atthe top of the page herein the
16 that that would indicate for some patients 16 exhibit, Nancy Good notes "a correction,
17 more than one block? 17 Maria. It lookslike 530 sides have been
18 DR. MULLEN: 18 stained.” So Doctor, coming theninto the
19 A. Again,if you recall thecase, wehad 1D, 2 19 holiday season in 2005, Christmas holidays,
20 and 3, that--yes. 20 what then happened?
21 COFFEY,Q.C. 21 DR. MULLEN:
22 Q. As of that pointthen, 12 caseswent for 22 A. | took ashort break. | wasaway from Boxing
23 consult (HER2/neu) ER/PRequals 13 blocks. 23 Day to, | believe, the 2nd or 3rd after--2nd
24 That would be ones for which, in the 24 or 3rd of January. They continued to do the
25 retrospective, there wereat least 13 that 25 staining, cutting and staining, and | believe
Page 226 Page 228
1 were done that they asked for HER2/neu? 1 on January 10th, if I’m not mistaken, January
2 DR. MULLEN: 2 10th was the last day anything was stained,
3 A Yes 12 cases. One case, | think, had two 3 and basically upon my return until--you'll
4 blocks. So those, we pulled out and did as a 4 have the exact date, basically towards the end
5 rush. 5 of January, non-stop reporting of these cases.
6 COFFEY, Q.C. 6 COFFEY, Q.C.
7 Q. 225 casesreported by BM,which would be 7 Q. If wecould, please, Exhibit P-1342? Doctor,
8 Brendan Mullen? 8 thisis--at the top of the page, there isa
9 DR. MULLEN: 9 response from Dr. Pritzker to Dr. Cook on
10 A. Yes, that's correct. 10 December 20th 2005 at 5:00 p.m. He copiesit
11 COFFEY, Q.C.. 11 to anumber of individualsincluding yourself.
12 Q. Uptothat pointintime. 398 cases stained, 12 He says"Don, as of today, everything is
13 679 cases cut, and 182 casesto be cut. So 13 tracking towards successful completion at the
14 that would be kind of just before Christmas of 14 end of January 2006. All the best for the
15 2005, that would be the - 15 holidays and the new year." Signed Ken.
16 DR. MULLEN: 16 So by, | take it, five or so days before
17 A. Yes. Yes, that'scorrect. Seemslikea- 17 Christmasin 2005, | take it some calculation
18 COFFEY, Q.C.: 18 had been done roughly as to when you might
19 Q. Anditwould add upto morethan 861 because |19 finally get this done?
20 some of them would be over, presumably 20 DR. MULLEN:
21 overlapped. 21 A. Yes. Part of it wasthe technical. Again, as
22 DR. MULLEN: 22 | mentioned on November 30th, the validation
23  A. Yes 23 of the new machine, so the capacity was
24 COFFEY, Q.C. 24 increased and the staff was going to work
25 Q. | believe, Doctor, if you add up 679 and 182, 25 through the holidays to--and then upon my
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1 return, I'd basically sit down and, when | 1 institute the ER/PR/HER2 assessment for the

2 wasn't on service, and sign these out or 2 current cases?' So | takeit you're saying

3 report them rather. 3 "look, we will have it done by theend of

4 COFFEY, Q.C.. 4 January." Thereference to "when do you plan

5 Q. Exhibit P-1809? This, Doctor, is a series of 5 to re-institute the ER/PR/HER2 assessment for

6 e-mails. Thefirst of themintimeis January 6 the current cases?' okay, what are you asking

7 4th, 2006, now in the New Y ear, at 3:05 p.m. 7 about there and why?

8 from Dr. Cook to Dr. Pritzker. He says"Dr. 8 DR. MULLEN:

9 Williamsis asking for an update on ER and PRS 9 A. Wadll, if youremember my earlier testimony, |
10 in regard to the progress in staining and how 10 basically agreed to 50 to 100 cases, and we're
11 soon we can expect to receive further results 11 now up to, you have thefinal number, 9 or
12 in thereview process. Looking forward to 12 1100 cases.

13 hearing from you. All the best for the New 13 COFFEY, Q.C.:

14 Y ear," signed Don Cook. 14 Q. Itendsupbeing11. It'sabout 850 or 60 at

15 Andthen Dr. Pritzker sent that on to 15 that point.

16 Maria Mendes and yourself, and then you, 16 DR. MULLEN:

17 January 5th, at 2:45 p.m., responded saying 17 A. Yes. Sol’'mreviewing those. I'm also doing

18 "update on ER/PRS" and you indicated here "by 18 al of the prospective ER/PR/HER2 from

19 the end of next week." So | take it that - 19 Newfoundland that I'm aware of and basically |

20 DR. MULLEN: 20 was asking "when isyour laboratory going to

21 A. I’'mtrying - 21 be up to speed to repatriate this?' It was an

22 COFFEY, Q.C. 22 awful lot of work and it was getting sort of

23 Q. Pardon? 23 overwhelming at that time because of the push.

24 DR.MULLEN: 24 | forget how many cases, we had 400 or so

25 A. I’'mjusttryingto see--let’s see. Sowe're 25 cases| had tolook at that month, plusthe
Page 230 Page 232

1 on the 4th, the 5th. So we thought we would 1 current, and | couldn’'t tell you off the top

2 be--the end of next week was referring to the 2 of my head, but it would be ten, maybe ten

3 staining. So we would complete the staining, 3 cases aweek on top of that and so plusthe

4 which | believe we did on January 10th, and 4 routine service | was doing. It was just sort

5 then the reporting--1'm not sure if | was 5 of when--you' ve had, what, six months now, at

6 doing reporting that week or would start when 6 least six months. We could get a--in the back

7 everything was ready. 7 of my mind, we could get amachineup and

8 COFFEY, Q.C.: 8 validated in twoweeks. You've had six

9 Q. If we could, Exhibit, please, 1075? Here, 9 months. So basically my little nudge to
10 Doctor, thefirst of thee-mails in this 10 please repatriate this.

11 exhibitsis January 9th at 2:55 p.m. from Dr. 11 COFFEY, Q.C..

12 Cook to yourself and he says"Hi, Brendan. 12 Q. Now Dactor, did you, by that point intime,
13 Dr. Williamsiswondering when we can expect |13 did you have any understanding as to what the
14 to receive further results on the review/retro 14 nature of the actual problem was, or problems
15 cases. Itisour impression that all of these 15 had been?

16 will be completed at the end of January 2006. 16 DR. MULLEN:

17 | am assuming thistarget is till in place?" 17 A. No, not other than the machine and the
18 and that’ s a question mark. 18 technical. That was still the working

19 DR. MULLEN: 19 hypothesis.

20 A. Yes 20 COFFEY, Q.C..

21 COFFEY, Q.C. 21 Q. | take it no one from Newfoundland had
22 Q. "Regards, Donald Cook," and then onthesame |22 contacted you to let you know what the basic
23 day, at 4:30 p.m., you responded to him 23 reason for the delay in repatriation, as you

24 writing "yes, they will al be reported by the 24 put it, was?

25 end of January. When doyou planto re- 25 DR. MULLEN:
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1 A. No,no. Ther€ll be somee-mails further 1 And then you responded to Mr. D’ Mello saying
2 about they plan on repatriating. 2 "before responding, | need to know numbers and
3 COFFEY, Q.C.: 3 timelines."
4 Q. Exhibit P-1076? This an e-mail of January 4 DR. MULLEN:
5 9th, 2006, at 5:28 p.m. to yourself from Dr. 5 A. Yes.
6 Cook. The subject isre-ingtitution date for 6 COFFEY, Q.C.:
7 ER/PR/HER2, and Dr. Cook writes "Hi, Brendan. 7 Q. Sol takeit that you wanted to have some idea
8 In regards to the start-up date for resumption 8 of how much might--how much work might be
9 of testing onour current cases, we are 9 involved here?
10 looking at around March 31, 2006. We will, of 10 DR. MULLEN:
11 course, will try for an earlier start-up date 11 A. Yes, yes, becauseif you recall, January 17th,
12 depending on the implementation on the various |12 | was at the final push for theretrosand |
13 recommendations. Regards, Don Cook." So this |13 also had the current prospectives.
14 is the response to your question. 14 COFFEY, Q.C.:
15 DR. MULLEN: 15 Q. Andthat’'ll be apparent in the next exhibit,
16 A. Topacify me. 16 Exhibit P-1348. And Doctor, thisis two e-
17 COFFEY, Q.C.: 17 mails of January 19th, 2006, onefrom Dr.
18 Q. Andyou're beingtold, at least as of that 18 Cook, the first of them from Dr. Cook at 11:12
19 time, that it'll be about three months time. 19 am. to Dr. Pritzker. It's copiedto Dr.
20 | gather it ended up being quite a bit longer. 20 Williams and yourself. Hewrites "Hi, Ken.
21 DR. MULLEN: 21 Dr. Williams hasto give areport to our Board
22  A. 15months, if not mistaken. | believe March 22 of Directorsat Eastern Health early next
23 of '07 isthefinal date. 23 week. As tothe status of ERsand PRS, we
24 COFFEY, Q.C. 24 know that these cases will be completed by the
25 Q. If wecould, please, Exhibit P-1810? Thisis 25 end of January 2006. However, Dr. Williams
Page 234 Page 236
1 several emailsof January 17th, 2006. The 1 would like an updated report as to the
2 first of themisat 9:28 am. from Barry Dyer 2 progress of staining and interpretation,
3 to Vince D’Mello? 3 etcetera. Thisinformation would be greatly
4 DR. MULLEN: 4 appreciated. Thanks, Don Cook." And then the
5 A. D'Mdlo, yes, that's correct. 5 sameday at 12:45 p.m. you responded to Dr.
6 COFFEY, Q.C.: 6 Cook saying, "We are currently reviewing and
7 Q. WhoisVince D'Méllo? 7 entering the technical repeats. The completed
8 DR. MULLEN: 8 spreadsheet will be sent to you on Monday."
9 A. He'sthelaboratory manager. He'sin charge 9 Andwhat is atechnical repeat here, do you
10 of all technical servicesin the department. 10 recall?
11 COFFEY, QC. 11 DR. MULLEN:
12 Q. Andhesays, Mr. Dyer writes "Hi, Vince. How |12 A. | think it was probably--I don’t recall. If
13 are things? Would it be possible for your lab 13 we had the spreadsheet, | might look at it.
14 to review some ER/PR sides for us? They come 14 But | think it was again the same issues, the
15 from agrid of procedures and require agrade 15 internal controls absent, the negativeswith
16 for our in-house purpose only, not for 16 internal control absent, that group of cases,
17 diagnostic purposes. We would be glad to pay 17 but I’'m not 100 percent sure.
18 for thisservice. If you can, Mary brought 18 COFFEY, Q.C.:
19 them with her. If not, pleaselet her know. 19 Q. Ifwe could, please, Exhibit P-1811? Now,
20 Thanks, Barry." And then the same day, Mr. 20 here, Doctor, is an e-mail from yourself,
21 D’Méllo forwards that to yourself, that e- 21 Friday, January 20th, 2006 at 8:20 am. to Dr.
22 mail. "Thisisarequest from our friendsin 22 Cook, copied to Dr. Pritzker, Maria Mendes and
23 Newfoundland. Can you help? Charges 23 Nancy Good. The subject is ER/PRdata. The
24 involved?' and that's a question mark. "No 24 attachments are labelled "ER/PR codg," I'm
25 idea how many slidesinvolved." Signed Vince. 25 sorry, "complete ER/PR XLS' that should be a
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1 spreadsheet. "Revised ER/PR XLS." And three 1 Q. Didyou ever hear from Dr. Cook about that?
2 attachments. And you write, "Attached please 2 DR. MULLEN:
3 find ER/PR results for the Newfoundland and 3 A. No, no, | didn't.
4 Labrador retrospective review. The initial 4 COFFEY, Q.C.:
5 report of the ER/PR resultsis being reviewed 5 Q. Did youever hear from anybody about it,
6 for seven cases due torestaining of the 6 anybody in Newfoundland and Labrador that you
7 material when the initial specimen was 7 can recall?
8 negative and the internal controls were either 8 DR. MULLEN:
9 negative or absent. The cases are" and 9 A. Other than my conversation with Bev, no, no.
10 they’'re spelled out there, they’re redacted 10 COFFEY, Q.C.:
11 here. "When you have had an opportunity to 11 Q. Which had been back in November?
12 review the results, | would like to discuss 12 DR. MULLEN:
13 some of the technica difficulties we 13  A. Back in November, no.
14 encountered with processing and staining the 14 COFFEY, Q.C.:
15 specimens.  Some of the same issues are 15 Q. But other than that -
16 present in the current Newfoundland and 16 DR. MULLEN:
17 Labrador material." Andthat’s, | takeit, 17 A. No.
18 the reference that you - 18 COFFEY, Q.C.:
19 DR. MULLEN: 19 Q. - uptothisday, up until aswe are here now,
20 A. Inthefirst - 20 has anyone ever, to your knowledge, attempted
21 COFFEY, Q.C. 21 to speak to you or communicate with you from
22 Q. -referredto earlier? 22 Eastern Health about such things as technical
23 DR. MULLEN: 23 difficulties that we, Mount Sinal,
24  A. Yes. Thefirst paragraph refersto what | had 24 encountered?
25 spelled out in the previous e-mails, negative 25 DR. MULLEN:
Page 238 Page 240
1 with absent interna control or interna 1 A. No, no, other than, as| said, my conversation
2 control, internal control didn't stain or 2 with Bev, that wasit. And that’s Dr. Carter.
3 stained weakly. 3 COFFEY, Q.C.:
4 COFFEY, QC. 4 Q. Yes
5 Q. Andthe- 5 DR. MULLEN:
6 DR. MULLEN: 6 A. Sorry, Dr. Carter.
7 A. And then the second paragraph was basicaly a 7 COFFEY, Q.C.:
8 reiteration of what |I'd said to Bev, that now 8 Q. Sohere, Doctor, if we could, I’'m just going
9 we'reinto the end of January, we'd gone from 9 to--1 takeit thenthis redly is, and |
10 November to January, we were still having the 10 appreciate, and | understand that there were
11 same issues. 11 some subsequent cases involving St. Anthony?
12 COFFEY, Q.C. 12 DR. MULLEN:
13 Q. Andthat would beon your current cases, | 13  A. Yes
14 tekeit? 14 COFFEY, Q.C.:
15 DR. MULLEN: 15 Q. Another batch of casesthat camein. And |
16 A. Yes. This wasthe, the second paragraphis 16 understand that in 2007, I’ll be asking about
17 the prospective of, yes, some of the 17 this, you were askedto review or do a
18 technicals we encountered with the 18 retrospective review for deceased patients,
19 prospective--okay. Some of the same issues 19 some deceased patients?
20 are present in the current NL material. So 20 DR. MULLEN:
21 that wasthe prospective. Theissues | had 21 A. Yes. | wasn't--I'mnot sureif | knew that
22 with theretro were still present in the 22 they were deceased at the time.
23 prospective and | wanted to draw it to his 23 COFFEY, Q.C.
24 attention. | had drawn it to Bev’ s attention. 24 Q. Okay.
25 COFFEY, Q.C.. 25 DR. MULLEN:
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1 A. Butthat- 1 Q. Encysted, | apologize.

2 COFFEY, QC. 2 DR.MULLEN:

3 Q. That comesup - 3 A Sorry.

4 DR.MULLEN: 4 COFFEY, QC.

5 A. I'mnot sureif that, the email that, fromis 5 Q. Papillary in situ carcinoma, DA for ductal

6 it Ms. Predham? 6 carcinomawith -

7 COFFEY, QC. 7 DR.MULLEN:

8 Q. Yes 8 A. Epicrinefeatures.

9 DR. MULLEN: 9 COFFEY, Q.C.
10 A. |l don't know if that's, she was--that'swhat 10 Q. Epicrine features. "EIC, extensive, DCIS
11 shewasreferring to or if when | completed 11 (greater than 25 percent)." M for metaplastic
12 everything, they were also, that group of 12 carcinoma, Ac for, and perhaps you can?
13 patients was included in theinitial, I’ m not 13 DR. MULLEN:
14 sure the detail s there. 14 A. Adenoid cystic carcinoma
15 COFFEY, Q.C. 15 COFFEY, Q.C.
16 Q. Butl takeit, though, other than the deceased 16 Q. CANosfor unclassified carcinoma, and pu for
17 patients who, | gather, in 2007 you - 17 pick up with tumor adherent to tissue and NT
18 DR. MULLEN: 18 for no tumor?
19 A. That separate batch, yes. 19 DR. MULLEN:
20 COFFEY, Q.C.. 20 A. Yes
21 Q. - separate group and St. Anthony cases, in the 21 COFFEY, Q.C.
22 main by January 20th, 2006 was this 22 Q. So | take it theclass, various possible
23 spreadsheet the results of your retrospective 23 classifications of what you'd seen for these
24 review? 24 tumors had grown?
25 DR. MULLEN: 25 DR. MULLEN:

Page 242 Page 244

1 A. Yes, yes, | believe so. 1 A. Yes If you--I think in thefirst e-mall it

2 COFFEY, Q.C.: 2 wastwo linesor the first--it'sgrown. And

3 Q. If wecould, please, now page 2 of the exhibit 3 the mgjority of theseaswhen| wastalking

4 isthe code, and you say "The codel used is 4 earlier, the majority of theseare ductal.

5 asfollows." 5 And these arevery rarebirds, sorry, very

6 DR. MULLEN: 6 rare cases. Inthe, | think the no tumor with

7 A Yes 7 the--sorry, | just check what [--no tumor

8 COFFEY, Q.C.: 8 there are 21 blocks, two were pick up, and

9 Q. Andfirst five entries are the same as the one 9 then metastatic CA there were 26 of them and
10 we looked earlier thismorning. But then by 10 ductal carcinomain situ there were 60. And
11 now you’ ve got tumor type, my tumor type was D 11 then the other 997 out of my--the blocks were
12 ductal, oL ductal, lobular features, DT ductal 12 invasive tumor. And the majority would be the
13 with tubular features, L for lobular, PAP, 13 ductal, the smaller proportion would be the
14 papillary, bcisand ductal carcinomain situ, 14 other types.
15 DCIS/M, ductal carcinomain situ with micro 15 COFFEY, Q.C.:
16 invasion, less than one millimetre. C for 16 Q. And here looking at page 3 of the exhibit,
17 colloid, am | correct? 17 here there' s a--well, the box number, there's-
18 DR. MULLEN: 18 -see that?
19 A. Yes, that'scorrect. 19 DR. MULLEN:
20 COFFEY, Q.C.: 20 A. Yes
21 Q. Tfor tubular. mca for metastatic cancer, 21 COFFEY, Q.C.:
22 erPAP for encysted? 22 Q. Thebox number of one. Andthen thefirst
23 DR. MULLEN: 23 column. And then we get partway down there,
24 A. Encysted papillary. 24 we got two.
25 COFFEY, Q.C:: 25 DR. MULLEN:
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1 A. Boxtwo,yes. 1 DR. MULLEN:
2 COFFEY, Q.C.: 2 A. Yes, that's our research service number.
3 Q. Andthen it goeson then, three, four, we can 3 COFFEY, Q.C.:
4 look on through. What does that - 4 Q. The specimen number would be the number
5 DR. MULLEN: 5 utilized -
6 A. Now, just before we go. 6 DR. MULLEN:
7 COFFEY, Q.C. 7  A. By whichever hospital had referred the case to
8 Q. Sure 8 us.
9 DR. MULLEN: 9 COFFEY, Q.C.:
10 A. Okay. Thebox one, these are dlide transport 10 Q. Theredbea listing of patients hames were
11 boxes that we were shipping things back to. 11 are all redacted here?
12 So when Newfoundland received them, they would 12 DR. MULLEN:
13 know block one would contain these cases. It 13 A, Um.
14 wasn’'t a hunt and search process. 14 COFFEY, Q.C.
15 COFFEY, Q.C.: 15 Q. The blocks column would be -
16 Q. Boxonewould - 16 DR. MULLEN:
17 DR.MULLEN: 17 A. That wasthe block number, so that would--the
18 A. Box one, box two would then--now, if you look 18 first case welook at that it was a specimen
19 inthe specimen number, if you recall--oh, 19 from year 2000. The initiating hospital Ss, |
20 there'sour favourite case. Box two, S-- 20 think, would probably be St. Clare's. 5977,
21 99su7806 1D, two and three, there's the two 21 block three. The next case would be 5710
22 ditto marks underneath. So each block was 22 would have been block five. And you notice
23 reported separately, if you recall. So if you 23 some hospitals use numerical, others use alpha
24 go across, su1iDtwo and three, they're dll 24 and others use apha numerical.
25 lobular, 90, 90, 70, 20, 30, 10, you can see 25 COFFEY, Q.C.
Page 246 Page 248
1 the variability there. 1I'm just--so - 1 Q. Andthenunder "Comments/site” | take it this
2 COFFEY, Q.C.: 2 is-
3 Q. Thevariability is90, 20 for ER/PR? 3 DR. MULLEN:
4 DR. MULLEN: 4  A. Which, who wasthe initiating -
5 A. Sorry, 90, 90 and then it drops to 70in one 5 COFFEY, Q.C.:
6 block. 6 Q. Institution?
7 COFFEY, Q.C.: 7 DR. MULLEN:
8 Q. Yes 8 A. If yougotopage5, you can seethat we now
9 DR. MULLEN: 9 go where the comments are beside, most were
10 A. PRis20, 30, 10. 10 St. John's. Andif | keep--sorry, if | just
11 COFFEY, Q.C.: 11 scroll down.
12 Q. Yes 12 COFFEY, Q.C.:
13 DR. MULLEN: 13 Q. Sure
14 A. And then--so andthen the processing was 14 DR. MULLEN:
15 fairly stable. 15 A. Okay. St John's, we're now on page 9, we
16 COFFEY, Q.C.: 16 move to Carbonear, Gander, Gander, Carbonear.
17 Q. Sojust again I’m going to take you then, if | 17 So we tried to--it was from the site.
18 could, across the top of the page here, the 18 COFFEY, Q.C.:
19 box number isthere. The results, the RS 19 Q. And then aswe go on through Gander and we go
20 number? 20 down further onto page 10, we're into Grand
21 DR. MULLEN: 21 Falls, some of them are indicated to be, some
2 A Yes 22 are James Paton.
23 COFFEY, Q.C. 23 DR. MULLEN:
24 Q. |take itwould bethe number assigned by 24 A. Yes. Weraninto acouple of difficulties, we
25 Mount Sinai? 25 weren't sure what the name of the hospital--
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1 there were, | forget, one or two places we had 1 A, Um-hm.
2 no idea where they were. 2 COFFEY, Q.C.:
3 COFFEY, Q.C.: 3 Q. And here under the column "ER" there's the
4 Q. Andthenwegetinto page, for example, page 4 number zero, which would signify what?
5 15. Let's go. We havethe beginning of a 5 DR. MULLEN:
6 large group of Western Memorial. 6 A. |didn't see any positive cells.
7 DR.MULLEN: 7 COFFEY, QC.
8 A. Oh,yes, that wasit. Western Memorial path 8 Q. Inthetumor itsdlf?
9 report says Sir, it’snot here but there was 9 DR. MULLEN:
10 the name of another hospital. 10 A. Inthetumor, in the tumor, yes.
11 MR. BROWNE: 11 COFFEY, QC.
12 Q. Thomas Roddick. 12 Q. And-
13 DR. MULLEN: 13 DR. MULLEN:
14 A. Yes, thank you. 14  A. Sorry, theER and PRrefer to the malignant
15 COFFEY, Q.C.: 15 cellsin the invasive component.
16 Q. Thank you, sir, Mr. Browne. Soand then 16 COFFEY, Q.C.:
17 looking again at the headings here, I’'m just 17 Q. AndthePr isindicated for this particular
18 on, for the record, Commissioner, page 15. 18 block to b zero. And if we can go on further
19 Y ou again got a heading, or a column entitled 19 down, the next particular block, the entries
20 "Tumor". 20 are for ER 50, which would be 50 percent?
21 DR. MULLEN: 21 DR. MULLEN:
22 A Yes 22 A. Yes, that's correct.
23 COFFEY, Q.C. 23 COFFEY, Q.C.
24 Q. Which| take itisthat listing of whatever 24 Q. AndPRis 70 percent and so on and so forth?
25 type of tumor you classified? 25 DR. MULLEN:
Page 250 Page 252
1 DR. MULLEN: 1 A Yes Andthe-
2 A. Yes 2 COFFEY, QC.
3 COFFEY, Q.C. 3 Q. Wall, whenyou look at this, I’'m going to take
4 Q. Itas Thisparticular one at page 15, "NT" 4 you down to a couple of others, see, partway
5 means no tumor? 5 down the page here, there'sanother entry
6 DR. MULLEN: 6 toward, it's about nine up from the bottom,
7 A. Notumor. 7 Western Memoria, an NT, which would be no
8 COFFEY, Q.C.: 8 tumor again?
9 Q. Inthat block. And for that situation then 9 DR. MULLEN:
10 the ER/PR, the internal control and the 10 A. That's correct.
1 indication of status of fixation - 11 COFFEY, Q.C.:
12 DR. MULLEN: 12 Q. No entriesin the subsequent columns. But and
13 A. | didn't complete it because it wasn't 13 there’'sone here, see, | count it up, about
14 terribly relevant. 14 six rows above that for Western Memorial,
15 COFFEY, Q.C. 15 DCIS?
16 Q. Fixation processing. So it wouldn't be 16 DR. MULLEN:
17 relevant to a no tumor situation? 17  A. Yes
18 DR. MULLEN: 18 COFFEY, Q.C.
19 A. No. 19 Q. Andhereas welook out through the columns
20 COFFEY, Q.C.: 20 there are no entries?
21 Q. Andthen for the next entry herejust on page 21 DR.MULLEN:
22 15, the second row, it’ sthefirst item in box 22  A. Yes, that'scorrect.
23 21, apparently, it'sindicated to be from St. 23 COFFEY, Q.C.
24 John’s. Thetumor isaD for ductal? 24 Q. Andwhy isthat?
25 DR. MULLEN: 25 DR. MULLEN:
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1 A. | believel mentioned this morning that it's 1 Q. Thenthere'san"A", absent?
2 not our policy to report ductal carcinomain-- 2 DR.MULLEN:
3 the ER and PR results for ductal carcinomain 3 A Um-hm.
4 situ. Wewill doit if specifically asked by 4 COFFEY,Q.C::
5 the clinician. We are not sure, we meaning 5 Q. Whichwould mean on that block there was no
6 the Mount Sinai or myself and Dr. O’ Malley, of 6 internal control tissue?
7 the biological significance and the cut points 7 DR.MULLEN:
8 that are appropriate for reporting. So when 8 A. That'scorrect.
9 we do report it, we will just say that there 9 COFFEY, Q.C.:
10 was 60 percent were positive or 30 percent 10 Q. And then we get some more, a number of pss and
11 were positive. We will make no interpretation 11 then we come across, encounter another block
12 of the biological behaviour, the significance 12 which isindicated to be A for absent?
13 of it. 13 DR. MULLEN:
14 COFFEY, QC. 14 A. Um-hm.
15 Q. Doctor, I'mjust goingto go back and if we 15 COFFEY, Q.C::
16 could, Commissioner, to page 3 of the exhibit, 16 Q. Andthey're either, on that pagetheir all
17 just because | want to be able to go back and 17 either Ps, present, stained, or A for absent?
18 forth to page 2, which isthe code. For the 18 DR. MULLEN:
19 columns now, column entitled or head "IC", 19 A, Um-hm.
20 that would be the internal control? 20 COFFEY, Q.C.:
21 DR. MULLEN: 21 Q. If wecould, just, I'm going, yes, to the next
22 A. Um-hm. 22 page, Doctor, page 4.
23 COFFEY, Q.C. 23 DR. MULLEN:
24 Q. And that would be you observation of the 24 A. Um-hm.
25 internal control tissuethat you were seeing 25 COFFEY, Q.C.:
Page 254 Page 256
1 on the slide produced at Mount Sinai? 1 Q. AndI'm just goingto pick one here coming
2 DR.MULLEN: 2 down that column.
3 A. Yes, that's correct. 3 DR. MULLEN:
4 COFFEY, QC. 4 A. Yes
5 Q. Okay. Now, herethere are various possible-- 5 COFFEY, Q.C.:
6 if we look back at the code, you have here for 6 Q. The firstentry that containsthe letters
7 IC, internal controls, the various possible 7 "Psw" which would be, | takeit, present,
8 entries listed here are P for present, but not 8 stained weakly?
9 stained; PSfor present and stained; Psw for 9 DR. MULLEN:
10 present and stained weakly; and A for absent? 10 A. Stained weskly, yes.
11 DR. MULLEN: 11 COFFEY, QC.
12 A. Um-hm. 12 Q. Andtheentries for ER and PR are lessthan
13 COFFEY, Q.C.: 13 one and less than one?
14 Q. Sol takeit the best possible scenario isPs, 14 DR. MULLEN:
15 present and stained? 15 A Um-hm.
16 DR. MULLEN: 16 COFFEY, Q.C.
17 A. That’s correct. 17 Q. Sowould that bethe sort of case you were
18 COFFEY, Q.C.: 18 talking about?
19 Q. Soif we couldjust goback thento that 19 DR. MULLEN:
20 column entitled "I1Cc" we see, | think, the 20 A. Yes, that would be the type of case.
21 first five entriesare "ps" present and 21 COFFEY, Q.C.
22 stained? 22 Q. That would be -
23 DR. MULLEN: 23 DR. MULLEN:
24 A. Yes. 24 A. Yes, yes.
25 COFFEY, Q.C.. 25 COFFEY, Q.C..
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1 Q. - had been repeated? 1 COFFEY, Q.C.:
2 DR. MULLEN: 2 Q. Yes. Andwe talked about that earlier.
3 A, Um-hm. And thenjust for clarification, if 3 DR. MULLEN:
4 you move down to the next--oh, no, sorry. The 4 A. Yes
5 next, not the one two below, but the next case 5 COFFEY, Q.C.:
6 that says"A", estrogen receptor ductal, it's 6 Q. From the same surgical specimen?
7 zero 2ss2504, € block, St. John's, ductal 10, 7 DR.MULLEN:

8 less than one, A and poor. That case | would 8 A. Goingforward for my in-house cases, as |
9 not repeat because estrogen receptor was 9 mentioned, | may have mentioned or--I try to
10 positive. So it wasonly in those cases where 10 choose, | endeavour to choose a block that has
11 either--where ER was less--was zero or less 11 benign ductal epithelium to use as an internal
12 than one, theinternal control was absent or 12 control. You can only deal with what’s given
13 present stained weakly. So those are the ones 13 toyou fromthe outside, somebody else has
14 that | reflex to repeat. 14 selected, so you're at--you can’t manipulate

15 COFFEY, Q.C.: 15 what’ s there, which block you choose.
16 Q. Andin repeating them, how often did you then 16 COFFEY, Q.C.:
17 report them if you repeated, what would you 17 Q. Now, Doctor, what sort of situation--I"Il just
18 report when you repeated it? 18 bring up one, page 7, please? Thank you,
19 DR. MULLEN: 19 Registrar. Because one of the possible codes
20 A. lwould, | believeinthelast email | had 20 isaP, inthethird entry -
21 that there were seven and two changed. I've 21 DR. MULLEN:
22 forgotten. | would change the spreadsheet and 22 A. Yes
23 tell them that | changed it. 23 COFFEY, Q.C.:
24 COFFEY, Q.C. 24 Q. I’'msorry, the second entry hereis-
25 Q. And, Doctor, and I’'m not goingto takethe 25 DR. MULLEN:
Page 258 Page 260
1 Commissioner through, you know, each of those | 1 A. That'stheinternal control was present but it
2 pages as it goes on indefinitely. 2 did not stain.
3 DR. MULLEN: 3 COFFEY, QC.
4 A. I'd be morethan happy - 4 Q. Okay. And hereit’sindicated ER zero and PR
5 COFFEY, Q.C.: 5 zero. What would be done in that sort of
6 Q. Atleastforthe- 6 situation when you encounter -
7 DR.MULLEN: 7 DR.MULLEN:
8 A. -tosit down withthedidesif you'd like to 8 A. That| wouldrepeat. Again, that fit the
9 look at them with meif you have ayear. 9 criteria zero or less than one, internal
10 COMMISSIONER: 10 control that was present didn’'t stain or
11 Q. I don't have ayear. 11 present stained weakly.
12 COFFEY, Q.C. 12 COFFEY, QC.
13 Q. Thecolumn entitled--and just whilel’'m on 13 Q. Andin-
14 that, before | leave the ic column, Doctor, 14 DR. MULLEN:
15 bearing in mind that that's a particular 15 A. Whileinthe one below, zero, zero present and
16 block, whatever theblock is, a particular 16 stain, | would not repeat, wouldn't repeat.
17 surgical number and block, isthere any way if 17 Although | had the same results, it was
18 there' s no interna control tissue, isthere 18 because of the presence or absence of the
19 any way of you putting any there? | mean, | 19 internal control, that dictated whether |
20 takeit if it’'s not there, it’s not there? 20 would repeat it or not.
21 DR. MULLEN: 21 COFFEY,Q.C.
22 A. No. No, no, no, no. Theonly thing you can 22 Q. Andif the internal control was present and
23 do--you can't put benign breast epithelium in 23 stained and the result was zero and zero, you
24 asection. Theonly thingyou cando is 24 would be satisfied -
25 check--try another block. 25 DR. MULLEN:
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1 A. Because--that'sright - 1 was basically there was nothing left. | mean,
2 COFFEY, Q.C.: 2 therewere a few cells or it wasjust so
3 Q. - becausetheinterna control stained - 3 poorly fixed that | couldn’t make anything out
4 DR.MULLEN: 4 of it.
5 A. Yes 5 COFFEY, Q.C.
6 COFFEY, Q.C.: 6 Q. Okay.
7 Q. | canrely upon the zero and zero asis? 7 DR. MULLEN:
8 DR. MULLEN: 8 A. | didn't feel comfortable making anything out
9 A Yes yes. 9 of it.
10 COFFEY, Q.C. 10 COFFEY, Q.C.
11 Q. But wheretheinterna control was present and 11 Q. Now here, for example, here, Doctor, on that
12 did not stain - 12 point, go downto about the--let’s see, at
13 DR. MULLEN: 13 page 3, | believe -
14  A. That would reflex - 14 DR. MULLEN:
15 COFFEY, Q.C.: 15 A. Yes, | can seethat one.
16 Q. Reflex - 16 COFFEY, Q.C.:
17 DR. MULLEN: 17 Q. About ten -
18 A. -and if yougo down, you keep going down, 18 DR. MULLEN:
19 there' s another--let’s see, it’'s 1D, if you go 19 A. Yeah, tenlessthan one, PSP.
20 down the block, it's1D?there's zero, zero 20 COFFEY, Q.C.:
21 present, that would have been reflexed. But 21 Q. Yes. So | takeit theinternal control was
22 the one--the two below, zero, zero PS, zero, 22 present and stained?
23 zero PsSwould not be reflexed. 23 DR. MULLEN:
24 COFFEY,Q.C.. 24 A, Yes.
25 Q. Yes. It'sdown inthis areahere? 25 COFFEY, Q.C.:

Page 262 Page 264
1 DR. MULLEN: 1 Q. Youreported it as ER 10 and PR less than one?
2 A. Yes. Sorry, it's-yeah, it, yeah. 2 DR. MULLEN:
3 COFFEY, Q.C.: 3 A. Um-hm.
4 Q. Okay. Now, Doctor, thefina column here, 4 COFFEY, Q.C.:
5 the--just go back to, apologize, page 2, 5 Q. Andyou classified the fixation/processing as
6 looking at our code, is the F/Pwhich is 6 pP?
7 fixation and processing. And the possibly 7 DR. MULLEN:
8 entries there were adequate or poor, A for 8 A Yes
9 adequate or P for poor. I’'m just going to go 9 COFFEY, Q.C.:
10 now to that particular column on page 3. And 10 Q. Sohereyou did report this?
11 here what does "A" for adequate signify and 11 DR. MULLEN:
12 what does"P" for poor signify as you use them 12 A. Oh,yes. No, I--it wasreported but with a
13 here? 13 caveat. Therewasn't-- mean, in no case did
14 DR. MULLEN: 14 | not report what wasthere. | mean, I'm
15 A. If yourecal at the beginning | mentioned | 15 talking about--1 can’t speak to the specific
16 looked at the specimens twice to get the range 16 dlide because | don't haveit. But--and when
17 of what | wasto expect, you know, basically 17 I go through my little show and tell, I'll
18 the first ten cases | looked at, sat down and 18 show you the, what basically the issue is that
19 looked at them again trying to establish 19 it'seither crumpled, it's fallen off, but
20 criteria. Intheend "A" basically meant if 20 there are some cellsthat you can make a
21 | had some tumor on the slide, it wasan A. | 21 interpretation of, but | didn’t want them--
22 mean, if | felt that | was comfortable 22 didn’t want to leave the impression that these
23 interpreting that there wastumor and there 23 were fabulous dlides. There wasan issue
24 was some there, that was A. It was the lowest 24 here.
25 of the low standards for an adequate. "P" it 25 COFFEY, Q.C.:
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1 Q. Yeah. And| takeit that there was, from your 1 Q. Okay.
2 perspective looking at this and looking at--or 2 DR. MULLEN:
3 looking at these dlides, did you have any 3 A If thiswere material that was presenting in
4 understanding as to whether or not Mount Sinai 4 the Mount Sinai laboratory in patients
5 could really produce, bearing in mind what 5 undergoing operations in the Mount Sinai
6 they were given in the block, could they do 6 laboratory, | might tolerate--if we go back to
7 anything better or any more with it, for you? 7 thefirst page, | might tolerate the first
8 DR. MULLEN: 8 one. The second one, get very, very--and the
9 A. Wdl, someof the--l think some of the ones 9 third one all, sorry, expression, al hell
10 that kept falling off we repeated. We 10 would break loose. Thisis not acceptable.
11 repeated and we--some of them upto three 11 That -
12 timestotry to get something. 1 mean, you 12 COFFEY, Q.C.:
13 can’'t make an adequate slide out of material 13 Q. Thissort of fixation processing would not -
14 that’s either raw, not fixed or just not 14 DR. MULLEN:
15 processed properly.  You're asking an 15 A. Yes. Wehaveto revisit al our processes.
16 impossibility. 16 COFFEY, Q.C.:
17 COFFEY, Q.C.: 17 Q. From that perspective by the second or third
18 Q. Soinrespect, thisisall, all these comments 18 you're redlize there' s something going wrong?
19 are certainly here at this point in respect of 19 DR. MULLEN:
20 the retrospective study? 20 A. Yes
21 DR. MULLEN: 21 COFFEY,Q.C.
22 A. Yes 22 Q. Further outinthelab or upstairs somewhere
23 COFFEY, Q.C.: 23 or wherever the ORs are?
24 Q. Theretests going back, we understand, covers 24 DR.MULLEN:
25 about a seven-year period. So, Doctor, can | 25 A. Yes, yes. Fromthe time the specimen is
Page 266 Page 268
1 draw from what you just told us then that you 1 removed to thetimeit hitsthelab tothe
2 were doing what you could to give an 2 time basically a section ismade, there's
3 interpretation based upon what was available 3 something going--there’'s something seriously
4 to you? 4 wrong with the process. So that then we would
5 DR. MULLEN: 5 haveto sit down and go through, revisit all
6 A. Yes. 6 our processes, see what's, you know, were
7 COFFEY, Q.C.: 7 these aberrant cases or were they--isthis the
8 Q. Andwithal of the- 8 norm. And the other thing to remember is that
9 DR. MULLEN: 9 what’s affecting breast tissue is also
10 A. I mean, | haveto make a--thisis all we had. 10 affecting al the other specimensthat are
11 Y ou cannot go back and there’ sno fresh tumor, |11 being received, so thisis not something that
12 it hasn't just been removed from the patient. 12 you would seeinisolation.
13 We didn’'t have any fresh samplesthat we could |13 COFFEY, Q.C.:
14 process properly. Y ou cannot reprocess tissue 14 Q. Doctor, do you--can you think of any reason
15 that’ s been in a-you can, but you have no 15 why, because apparently you can even look at
16 ideawhat it’s going to do to the antigens or 16 the surgical numbers, you can tell it covers
17 tothe proteins, so it's-that would add a 17 quite a number of years?
18 whole other level of complexity. Thisiswhat 18 DR. MULLEN:
19 we had, these were the drawbacksto what we 19 A. Yes
20 did, these are the criteria that we used, and 20 COFFEY, Q.C.:
21 thisis how we reported it. If this were 21 Q. Coversquite anumber of ingtitutions?
22 coming--we' re talking - 22 DR.MULLEN:
23 COFFEY, Q.C. 23 A, Um-hm.
24 Q. Okay. 24 COFFEY, Q.C..
25 COMMISSIONER: 25 Q. Okay. Areyou abletothink of or offer any
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1 possible explanation asto why it had gone on 1 the retrospective study.” And signed, "Dr.
2 so long, this sort of problem, becauseitis 2 Brendan Mullen." And there's attached here
3 apparent to you there were problems with 3 and Excel spreadsheet, and it’'s entitled
4 fixation and processing now looking at this? 4 "ER/PR received from St. Anthony site, January
5 DR. MULLEN: 5 24th, '06." Andthere are a number of
6 A. Yes Therearevery few pathologists who've 6 surgical numbers, block numbers, patient names
7 had the opportunity to review the number of 7 areredacted. They’'real commentsfrom St.
8 cases I've reviewed, both prospective, 8 Anthony. There are columns here for tumor,
9 retrospective and so what is inherently 9 ER/PRresults, IC, internal controls and -
10 obviousto me, if you'relooking at it for the 10 DR. MULLEN:
11 first time or you see one case amonth, it may 11 A. Thesame.
12 not be obvious. It's sort of the cumulation 12 COFFEY, Q.C.:
13 or the--the total amount of material that | 13 Q. - fixation/processing, the same sort of
14 was seeing and | could pick out issues because 14 format. Sol takeit, then, Doctor, that
15 | was seeing them repeatedly, not only day 15 Mount Sinai then on or about January 24th, 06
16 after day but within the same day, so you're 16 received some cases involving St. Anthony,
17 much more attune to what the issues are. But 17 Newfoundland?
18 if | were seeing onecase, if | were on 18 DR. MULLEN:
19 routine service and | was seeing one breast 19 A. Yes Basedon-
20 case amonth, I may not pick up theissue. 20 COFFEY, Q.C.
21 COFFEY,Q.C. 21 Q. Apparently?
22 Q. Andif we could, please, Exhibit P-1812? Yes. 22 DR. MULLEN:
23 And, Doctor, this istwo e-mails of January 23 A. Based on the spreadshet, yes.
24 23rd, 2006, the first from Dr. Cook at 9:09 24 COFFEY, Q.C.:
25 am. to yourself. He asks, "Can you recheck" 25 Q. Andyou were asked to -

Page 270 Page 272
1 aparticular Rs number and a particular block. 1 DR.MULLEN:
2 "The spreadsheet | received in early October 2 A. Dothesame.
3 reported an ER of five percent. The 3 COFFEY, Q.C.
4 spreadsheet received on January 20th reports 4 Q. Review those. And thiswould be the results?
5 an ER of 65 percent on the same block. 5 DR. MULLEN:
6 Thanks, Donald Cook." And then on the same 6 A. And reported, yes, the 14th.
7 day at 10:53 a.m. you responded saying, "This 7 COFFEY, Q.C.:
8 was a restain because of absent internd 8 Q. That would be the?
9 controls. Therepeat was stronger so | 9 DR. MULLEN:
10 reported the second stronger inthe fina 10 A. Of February.
11 spreadsheet.” Andthat’san example, | take 11 COFFEY, Q.C..
12 it, of - 12 Q. February. Exhibit P-1814? Again, there are
13 DR. MULLEN: 13 two e-mails here, one of February 20th, 2006,
14 A. Yes 14 754 am., it's from Dr. Cook to yourself
15 COFFEY, Q.C.: 15 regarding a particular Rsnumber. And he
16 Q. - of one of those that - 16 writes, "Brendan, our tumor board committee
17 DR. MULLEN: 17 reviewing the ER/PR cases wishes you to
18 A. That was, yes. 18 reconfirm that the ER result initidly
19 COFFEY, Q.C.: 19 reported in October, 2005" on a particular
20 Q. If wecould, please, Exhibit P-1813? Thisis, 20 patient, block number and so on, "asER five
21 well, it's two e-mails, but the one in 21 percent is revised to ER 65 percent on the
22 particular involving yourself of February 22 same block. The committee wantsto know if
23 14th, 2006, you e-mail, 11:26 am. e-mail Dr. 23 the second result isthe oneto go by." And
24 Cook. The subject is"St. Anthony’ s results’ 24 then the same day at 9:55 am. you responded,
25 and you write here, "The last, hopefully, of 25 "Yes, to the best of my recollection." You
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1 say then, "The slides were sent to St. John's 1 the arrangement was, whether we were going to
2 on January 30th so | am not able to recheck. 2 keep everything or they wanted usto keep
3 Hope that helps." Signed, "Dr. Mullen." Can 3 everything to the end rather than sending it

4 you tell us, please, about the--so these 4 to them -

5 slides would be which slides? 5 COFFEY, Q.C.:

6 DR. MULLEN: 6 Q. Piecemed, | takeit?

7 A. Thesewere our restains. Now, if you recall, 7 DR. MULLEN:

8 the large spreadsheet where it had box one and 8 A. Yes. Andtheother--I mean, when wefirst
9 the results, those when we finished, we put 9 started this, | thought, well, we can stain

10 the dlides into those boxesin consecutive 10 them and let them interpret them, but they
11 order and then we shipped everything to St. 11 didn’t seem to want to do that, they wanted us
12 John’swhere they--1 mean, | it was my--| 12 todoit. That was another -

13 would have expected they would havereviewed |13 COFFEY, Q.C.:

14 the cases that |--and confirmed what | had 14 Q. That was another what?

15 said. I'd hope they would. 15 DR. MULLEN:

16 COFFEY, Q.C.: 16 A. WHl, it could have saved mealot of work,
17 Q. Now, on that point, Doctor, confirm what you 17 but that was another--that had never been
18 said inthis individual case of confirmed 18 clarified.

19 overal, could you tell the Commissioner about 19 COMMISSIONER:
20 that? What was your expectation at the time, 20 Q. Mr. Coffey, when you can find a space, we'll
21 Doctor, asto what happened? 21 take the afternoon break.
22 DR. MULLEN: 22 COFFEY, Q..
23 A. | would have--well, | would have reviewed, 23 Q. Thank you. That'll be great, actually,
24 before | issued areport over my name - 24 Commissioner, because I'm going to go on now
25 COFFEY, Q.C.: 25 to the--get into later on 2006 and ' 07.

Page 274 Page 276

1 Q. Thatwould bein St. John's, | takeiit, if you 1 COMMISSIONER:

2 werein St. John's? 2 Q. Afternoon break, then.

3 DR. MULLEN: 3 (RECESS)

4 A. OrintheSinai, | mean, if I--1 mean, | send 4 COMMISSIONER:

5 out cases or cases we have, there are certain 5 Q. Pleasebeseated. Mr. Coffey.

6 areas of pathology, lots of areas of pathology 6 COFFEY, Q.C.:

7 that I'mnot an expert inand there are 7 Q. Thank you, Commissioner. Exhibit P-1815,
8 expertsin thecity or inthe province. | 8 please, Registrar? Here, Doctor, there's,

9 send out, | get their opinion, then | look at 9 well, there are two e-mails, but one from

10 the case again when they send it back and 10 yourself April 5th, 2006 at 11:20 a.m. to Dr.
11 before | issue the report that so and so had 11 Cook and the subject is"Last six results.”

12 said such, I'd look at it and | agree or | 12 And| takeand the attachment was |abelled
13 disagree, whatever, however you want to 13 just that, "Last six.XLS." And here on page 2
14 expressit. Butif I'm outsourcing or not 14 of the exhibit there are six such results, the

15 outsourcing, having somebody restain and 15 redacted results, but there, nevertheless.

16 interpret who they’ve never met, they've 16 So, Doctor, | takeit then by the beginning

17 never, we've sat down other than Bev very 17 of, at least asof April 5ththat was, you

18 quickly, before | issue areport, | would like 18 thought, it?

19 tolook at, if I'm changing anything, | would 19 DR. MULLEN:

20 like to, was heright, we hewrong, was his 20 A. Yes,yes. Andl can’'t speak to these cases,
21 interpretation correct. Those are the sorts, 21 whether they were add ons or something we
22 you know, the--1 feel very uncomfortable, | 22 missed. | have--I cannot speak to that. |

23 would feel very uncomfortable just taking the 23 thought that was--but, mind you, | said "last"
24 spreadsheet and acting on it without actually 24 afew times.

25 looking at the report. And I’m not sure what 25 COFFEY, Q.C.
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1 Q. Yes. If wecould, Exhibit P-1816? Thisisan 1 RS that's redacted, a particular surgical
2 e-mail--the e-mail we just looked at was April 2 number and block, "A for PR only" and he goes
3 5th. Thisisan e-mail from Dr. Cook, April 3 on to refer to another surgical number and a
4 7th, 2006, 9:17 am. to Maria Mendes, copied 4 different block "for PR only as we are
5 toyourself and Ms. Good. Dr. Cook writes, 5 observing significant nuclear staining on our
6 "Hi Maria, We are rechecking our master list 6 original slides." Signed, "Don Cook.” And
7 and have come across some patients that did 7 then you responded on May 16th, 2006 at 3:03
8 not come up ontheinitial computer screen. 8 p.m.to himindicating "Re: repeat staining
9 Theremay be15to 20 such cases. We are 9 on" two different Rsnumbers. And for the
10 sending up six of these within the next few 10 first of them, the PR repeat was five percent
11 days. These can be entered as retro cases and 11 and the second the PRrepeat is 60 percent.
12 given Rsnumbers. | am also sending up cases 12 So do you recall what this was about or just -
13 that require another block. These are the 13 DR. MULLEN:
14 NT," which would beno tumor cases, "that 14 A. No, I -
15 could not bereported. Wewill be sending 15 COFFEY, Q.C.:
16 these up over the next week." Sol takeit 16 Q. - arequest he asked and you did?
17 then that at the end of thefirst week of 17 DR. MULLEN:
18 April of 2006 Dr. Cook was advising you that 18 A. I'd haveto check the original spreadsheet to
19 intermsof - 19 seewhat | had reported them at, and without
20 DR. MULLEN: 20 the dlides, | really can’t comment on this.
21 A. Yes 21 COFFEY,Q.C.
22 COFFEY, Q.C. 22 Q. Andl refer toit just simply because you're
23 Q. -there'd be15to 20, at least 15 to 20 other 23 still somewhat involved in a --
24 cases coming along as retro cases? 24 DR.MULLEN:
25 DR. MULLEN: 25  A. | think they were doing what | would like them
Page 278 Page 280
1 A Yes 1 to have done, to go through everything, make
2 COFFEY, Q.C.: 2 surethat it fit and then -- it’ sinteresting
3 Q. That’'swhat he wanted them described as? 3 that he didn’t look at the original slides and
4 DR. MULLEN: 4 make his own interpretation of it.
5 A. Yes 5 COFFEY, Q.C.
6 COFFEY, Q.C.: 6 Q. Didyou haveany sense of whether or not a
7 Q. Exhibit P-1818? These are two e-mails, one, 7 pathologist in St. John's before sending the
8 thefirstin time, May 1st, 2006, 5:56 p.m. 8 blocks to Mount Sinai had offered the
9 from Dr. Cook to yourself. He writes, 9 retrospective study, had ever looked at the
10 "Brendan, can you forward methe ERresult on” |10 original slides? Wereyou ever told whether
11 and the information there is redacted. 11 they had looked at the original slides or not,
12 "Thanks, Don Cook." And then the next day at 12 the original St. John's slides?
13 8:48 am.you send an e-mail to Dr. Cook 13 DR. MULLEN:
14 saying, "ERequals zero. | will send an 14 A. The case would have been reported, so a
15 updated spreadsheet when we have completed the |15 pathologist would, yes. 1t would have been
16 stragglers.” So | take that by this point in 16 reported then, | believe, through conversation
17 time, early in May you'retrying to - 17 with Dr. Carter. | can't state specifically
18 DR. MULLEN: 18 when | had that conversation that she had
19 A. Whatever theresidua cases were. 19 started areview of a select set of cases. |
20 COFFEY, Q.C.: 20 don’t know the extent, don’t know thetime,
21 Q. -finishthem. Exhibit P-1819. | apologize. 21 and don’t know the results of that.
22 | can accomplish the samething, 1820, | 22 COFFEY, Q.C.
23 apologize. Here, Dr. Donald Cook on May 4, 23 Q. And in terms of the approximately 1,000
24 2006 at 1:37 p.m. emailed you saying 24 retrospective cases that -- or blocks that you
25 "Brendan, could you repeat the staining on 25 looked at, thousand or so blocks --
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1 DR. MULLEN:

A. Yes

COFFEY, Q.C.:

Q. Fall within the retrospective study or review.
In terms of whether or not when those blocks
were being selected, located, selected, and
then being, you know, packaged to be sent to
Mount Sinai, whether or not at that point just
before they came to Mount Sinai, any

© 00 N O ok~ WODN P

Page 283

A. Yes
COFFEY, Q.C.:
Q. Friday, May 19, 2006, 11:21, to yourself. The

subject is "Re; Testing ER/PR", and he writes,
"Hi Dr. Mullen, | am anew clinician chief of
the laboratory medicine program, Eastern
Health. Recently Dr. Cook stepped down from
this position. | will be taking over some of

the issuesrelated to ER and PR. | would like

10 pathologist had actually looked at the 10 to thank you for your efforts and all the work
11 original dlidesin the sense of the origina 11 that you've put in regardsto ER/PR. We are
12 ER/PR dlides? 12 expecting to resolve all the issues very soon.
13 DR. MULLEN: 13 However, | still haveto ask you for another
14 A. | have no knowledge of that. 14 favour (probably the last one) if you can
15 COFFEY, Q.C.: 15 retest the group of seven patients who turned
16 Q. Noknowledge of that? 16 outto beretro converted. Wewould like
17 DR. MULLEN: 17 first to deal withthis group of patients
18 A. No knowledge whatsoever. 18 since the therapy might not be appropriate.
19 COFFEY, Q.C.: 19 Thelist of the patientsisenclosed”, and
20 Q. Ifwecould, please Exhibit P-01821. Here, 20 then there is down below here a retro
21 Doctor, the first e-mail here at the bottom of 21 list.xLs. "I would appreciate it if you can
22 the exhibit, it'sone from yourself to Dr. 22 provide us with the requested test as soon as
23 Cook, Tuesday, May 16, 2006, at 3:09 p.m. The |23 possible. Sincerely, Nash Denic".
24 subject is "Complete and updated ER/PR fil€", 24 DR.MULLEN:
25 and you write here, "Thisiseverything we 25 . | send off the --
Page 282 Page 284
1 haveto date", and the attachment you can see 1 COFFEY, Q.C.:
2 aboveislabelled NL May 16.XLs. | takeit 2 Q. Yes and youthenon thesameday at 11:40
3 you were then sending out an -- 3 forwarded that e-mail to Nancy Good, and you
4 DR. MULLEN: 4 write succinctly "more work". When we look
5 A. That waseverything that | knew about in the 5 then at the redacted Excel spreadsheet
6 retro study. 6 attached on page two, it would be, | takeit,
7 COFFEY, Q.C.: 7 probably the -- we understand the retro
8 Q. Exhibit P-01822. Now had you ever met Dr. 8 converterslist that was sent here.
9 Cook? 9 DR. MULLEN:
10 DR. MULLEN: 10 A. Yes
11 A. No. 11 COFFEY, QC.
12 COFFEY, Q.C.: 12 Q. Orretro list sent here. Exhibit P-01130.
13 Q. Haveyou ever met him? 13 Here you did something other than forward the
14 DR. MULLEN: 14 list to Nancy Good because on the same day --
15  A. | beg your pardon? 15 you seeat the bottom of the page here,
16 COFFEY, Q.C.: 16 Doctor, that’s Dr. Denic's e-mail of May 19th
17 Q. Haveyou ever met him? 17 toyou. Onthe sameday at 1:09 p.m. you
18 DR. MULLEN: 18 responded to him saying, "I will have our
19 A. I'venever met Dr. Cook. 19 technologist stain the cases next week. My
20 COFFEY, Q.C. 20 question about repatriation of the work isan
21 Q. Now hereisagaintwo e-mails. Thefirst of 21 issue of scheduling for us. | currently
22 them at the bottom of the page here is from -- 22 segregate the Newfoundland and Labrador
23 well, | refer to him asDr. Nash Denic, 23 material from our routine ER/PR HER2 service,
24 because he goes by the name Nash. 24 and with summer holidays upon us, | would like
25 DR. MULLEN: 25 to finalize our reporting protocol for these
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1 cases. If you havea timeframefor meto 1 to 2. Okay, that would have -- guessing, that

2 work with, that would be very helpful. 2 would have been the Gander case where there

3 Thanks, Brendan Mullen". | takeit then, 3 was no -- internal control was present, so it

4 Doctor, you were attempting hereto kind of 4 would have been restained. | think that would

5 plan your -- 5 be one --

6 DR. MULLEN: 6 COFFEY, Q.C.

7 A. The-- we, asthe e-mail says, segregated the 7 Q. It'spresent and not stained here, | takeit.

8 ER/PR and HER2 from Newfoundland. Basically | 8 DR. MULLEN:

9 did theretrosand | did the prospective and 9 A. Yes present and not stained. So that’swhy
10 the QAs, and we'll hear tomorrow the review, 10 it would have gone through my protocol to --
11 and | occasionally take holidays, so | wanted 11 and less than 1, so it would have been
12 to -- especialy in the summer, | try to take 12 repeated. So onthe repeat, morethan 1
13 two weeks at atime, and the person who was 13 percent, if it's 2 percent basicaly. So
14 going to take over signing them out if we did 14 that’s -- | mean, that was always the concern.
15 have to sign them out, you know, that we were 15 | would report the -- | think they knew that |
16 still going to continue -- hopefully through 16 would -- of al those cases, I'd reflex, and
17 thise-mail | wastrying to say please hurry 17 not to delay the results, that there may be a
18 up and take it back, but then we set up on our 18 slight change every now and then.

19 schedule about who would fax the reportsto 19 COFFEY, Q.C.:

20 the appropriate -- there's sort of a minor 20 Q. Now, Doctor, intermsof that, and I'll just

21 hand off of the material just to make sure 21 usethis-- Mount Sinai itself was, to your

22 that they were reported timely and they were 22 understanding, using what sort of number --
23 faxed to the appropriate person. It was more 23 what percentage would fall into the positive
24 logistics with the undertone or the under 24 category, weak positive or positive category?
25 "please take this back”. 25 DR. MULLEN:

Page 286 Page 288

1 COFFEY, Q.C. 1 A. Anything greater than 1 percent. One percent

2 Q. Take itback in the senseof resume the 2 to 10 percent was our low positive. Anything

3 testing in St. John’ s? 3 above 10 percent was -- | shouldn’t say strong

4 DR. MULLEN: 4 positive, but positive.

5 A. Yes 5 COFFEY, Q.C.

6 COFFEY, Q.C.: 6 Q. Didyouever become aware of whether or not

7 Q. Repatriated. 7 St. John’swas utilizing 10 percent at that

8 DR. MULLEN: 8 point, still utilizing 10 percent?

9 A. Becauseif you recall, you showed me an e-mail 9 DR. MULLEN:

10 that it was going to be done by the end of 10 A. No,no. Theonly -- | was aware of their cut
11 March 31st, 2006, and we're now into May. 11 points when | did the review of the origina
12 That's probably seven/eight -- 10 weeks. 12 material.

13 COFFEY, QC. 13 COFFEY, Q.C.

14 Q. If we could, please, Exhibit P-01825. Now 14 Q. In20087?

15 thisisan e-mail, Doctor, from yourself, June 15 DR. MULLEN:

16 1st, 2006, to Dr. Cook. The subject is 16 A. In 2008, and | looked at the reportsto try to
17 "repeats’, and the attachment is "Repeat. XLS", 17 see.

18 and you note here there wasa change in 18 COFFEY, Q.C.:

19 [blank] results or redacted results for the ER 19 Q. Butthat'sin’08?

20 changing from lessthan 1 to 2, and the PR 20 DR. MULLEN:

21 changing from 5to 30, and then there isa 21 A. Yes, '08.

22 spreadsheet attached with some handwritingon |22 COFFEY, Q.C.:

23 it. 23 Q. I'll betaking to you about that, and I'll

24 DR.MULLEN: 24 have you explain that to the Commissioner, but
25 A. I’'mjust trying to think -- from lessthan 1 25 back at thistimein’'05/'06 --
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1 DR. MULLEN: 1 has been told that she isnot converted on
2 A. No. 2 repeat testing based on the results of
3 COFFEY, Q.C.: 3 SF0512331", which would be the earlier report
4 Q. Theideathat they had been utilizing -- what 4 of --
5 cut off point they were still utilizingin St. 5 DR. MULLEN:
6 John’sin’067? 6 A. Yes
7 DR.MULLEN: 7 COFFEY, QC.
8 A. ldidn't know, but someof thee-mails -- 8 Q. ER,1to5 percent; PR, lessthan 1 percent.
9 there was one e-mail, | believe, where | said, 9 DR. MULLEN:
10 you know, if you read between the lines, well, 10 A. That would have been probably
11 they were both positive, one was slightly more 11 November/December on our prospective, yes.
12 than theother, but in our hands in our 12 COFFEY, Q.C.:
13 institution, greater than 1 percent is 13 Q. Andthen what happened isthat on October 11th
14 considered positive, and based on studies we 14 you responded and referenced first of all
15 can think about or Frances may have spoken 15 SP0512331, and you described there, I’ ve taken
16 about, what constitutes positive -- or Dr. 16 you through it earlier, the observationsyou
17 O’'Malley rather. 17 made about poor fixation --
18 COFFEY, Q.C. 18 DR. MULLEN:
19 Q. Just one moment, Commissioner. If we could, 19 A. Yes
20 please, Exhibit P-01796. Now this is an 20 COFFEY, Q.C.:
21 exchange of e-mails on October 9th and 11th, 21 Q. Processed in the centre of the dlide, and what
22 2005, between yourself and Dr. Cook. | take 22 you -- you explained the ER/PR resullt.
23 it that’ s what you just had in mind then when 23 DR. MULLEN:
24 you were referring to e-mails and -- 24 A. Thise-malil, it twigged me that they weren't
25 DR. MULLEN: 25 using the same cut off points.
Page 290 Page 292
1 A. Yes, but there was one specifically wherel 1 COFFEY, Q.C.
2 gave numbers. 2 Q. Yes, because here you conclude by saying,
3 COFFEY, Q.C.: 3 "Both dlides are positivefor ERand RS, in
4 Q. Okay. 4 particular, dideis positive for PR".
5 DR. MULLEN: 5 DR. MULLEN:
6 A. Thismay be theone. Oh, yes, here itis, 6 A. Yes.
7 down on the bottom, sorry. Hetold me what | 7 COFFEY, Q.C.:
8 reported, yes. Thisiswhat I'm referring to. 8 Q So--
9 COFFEY, Q.C. 9 DR. MULLEN:
10 Q. Here hehad written on October 9th to you -- 10 A. Yes andif you -- | mean, do you remember one
11 that’s Dr. Cook had. 11 of the WordPerfect -- or all the WordPerfects
12 DR. MULLEN: 12 with the codes. There isa linethat we
13 A. Yes 13 consider greater than 1 percent positive.
14 COFFEY, QC. 14 COFFEY, QC.
15 Q. Hewanted you tofollow up and comment ona (15 Q. Yes.
16 particular case, and he said thiscase was 16 DR. MULLEN:
17 sent up as a consult patient in mid August ' 05 17 A. Sothat was alwaysin my code.
18 and reported as ER, 1t0 5 percent, and PR, 18 COFFEY, Q.C.:
19 less than 1 percent on block 2E and there's a 19 Q. Andherethen -- in effect, | takeit, asof
20 report number. 20 October 9th, Dr. Cook, to your understanding,
21 DR.MULLEN: 21 was conveying to you, look, this patient was
22 A. Yes 22 told sometimein the late summer as aresult
23 COFFEY, Q.C.: 23 of a consult that she had not converted on
24 Q. "Ontheretro master list, sheisreported as 24 repeat testing as aconsult, and now you've
25 ER, 20 percent; PR, 2 percent, Block 2F. She 25 sent us along a spreadsheet and reported it on
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1 block 2F, and you'retelling usshe' sER, 20 1 Q. Andwell belooking at that shortly. If we
2 percent; PR, 2 percent? 2 could, please, look at Exhibit P-01829.
3 DR. MULLEN: 3 DR. MULLEN:
4 A Yes 4 A Yes
5 COFFEY, Q.C. 5 COFFEY, Q.C.
6 Q. And,in effect, did you understand that here 6 Q. Here, Doctor, the first email here isJune
7 he was asking you which isit, Dr. Cook -- 7 13th, 2006, at 10:45 a.m. It'sfrom Dr. Cook
8 DR. MULLEN: 8 to yourself and the subject is --it's a
9 A. Yes andl explained what it was, and | also 9 particular block or surgical number, it's
10 essentially said it didn’t matter as both were 10 redacted, and he writes, "Hi, Brendan; Could
11 positive. 11 you review", and it's redacted, "Western
12 COFFEY, Q.C.: 12 Memorial Slide I1X reported as DCIS. Both
13 Q. Yes 13 myself and Bev Carter reviewed the slide this
14 DR. MULLEN: 14 morning and it looks like an infiltrating
15 A. That'sbasicaly -- in my hands, those were 15 ductal carcinomawith LIv", which is?
16 both reported as positive. I'm not trying to 16 DR. MULLEN:
17 minimize the fact that there were differences 17 A. Lympho vascular invasion.
18 in the values. | explained the differencesin 18 COFFEY, Q.C.:
19 the values based onthe material that was 19 Q. Okay. "If thereisinfiltration, could you
20 provided, but the interpretation in Mount 20 repeat the ER and PGR. If not, we will have
21 Sinai hands would have been positive in both 21 to send up another block. Signed, Don Cook™,
22 cases. 22 and then you responded on June 19th to him
23 COFFEY, Q.C. 23 saying, "l reviewed the case with P63/sMMsS
24 Q. And-- 24 stains. Thereis LIV, but the invasive
25 DR. MULLEN: 25 component is not present in thisblock. |
Page 294 Page 296
1 A. Low positivein thefirst, but the other -- 1 would prefer to report the invasive component
2 and positive in the second. 2 as| amunsure of the relationship of the
3 COFFEY, Q.C. 3 ER/PR response of the LIV component to the
4 Q. Wdl,intermsof PR, it would be no positive. 4 invasive component”. So what was this about,
5 DR. MULLEN: 5 doctor?
6 A. No. 6 DR. MULLEN:
7 COFFEY, Q.C.: 7 A. Weare going tothe minutiaof pathology.
8 Q. Not positivein one, but positive in the other 8 Thisisacase in which the dlide -- there was
9 for PR? 9 tumor present in the slide, but it was present
10 DR. MULLEN: 10 invessels, and I’'m not sure if there's -- |
11 A. Yes 11 remember the case now. | can’t remember if
12 COFFEY, Q.C.: 12 there' s also co-existent ductal carcinomain
13 Q. ERbeing positivein both? 13 situ.  There was no classic invasive
14 DR. MULLEN: 14 carcinoma, the type that was present in all of
15 A. Yes 15 the other invasive tumor blocks. So the
16 COFFEY, Q.C.. 16 questionin my mind was, was thisa carry
17 Q. Different vaues, and these are different 17 over, wasthisaducta carcinomain situ that
18 blocks? 18 had popped out of the duct and ended up, which
19 DR. MULLEN: 19 is not unknown in avessel, or was thisthe
20 A. Yes, again different blocks. The quality of 20 true thing. Then the next question became if
21 the blocks, one was -- et me see, what did | 21 | did an ER/PR, how valid those cells were to
22 say. ER/PR, the periphery, the donut 22 thetumor. So | really wanted to see the
23 (phonetic) effect. The other one was slightly 23 invasive component to do the ER/PR on invasive
24 better with more going through. 24 component. We'reinto minutia here.
25 COFFEY, Q.C.. 25 COFFEY, Q.C..
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1 Q. Yes. Doctor, | --infact, in terms of that, 1 where you've delving into aparticular case.
2 and | don't want -- | don't from my 2 In terms of the overall matter involving DCIS,
3 perspective find it necessary to actually 3 were you involved further?
4 delve into particular cases. 4 DR. MULLEN:
5 DR. MULLEN: 5 A. Therewas one-- therewere two cases. |
6 A. Yes 6 reported the DCIS, and | think I’vetried to
7 COFFEY, Q.C.: 7 explain that they may have had invasive tumor
8 Q. Whatl'm getting at in termsof this isto 8 elsawhere. | didn’'t haveit in that block, or
9 have you -- thisiswhy | brought it up. At 9 it may have been in that block, but the
10 times if you were asked to delve into 10 sectionsthat | had did not haveit. Then
11 particular cases and respond to this, thisis 11 there were two cases. Onewas from Western
12 an example of one such case? 12 Memorial, | believe. There were three blocks.
13 DR. MULLEN: 13 Two blocks-- | don’t think it's our famous
14 A. Thisisan example, and the stains -- the P63. 14 1D, 2 and 3, but two blocks had ductd
15 Yes, now the P63 sMsstain -- okay, | -- | 15 carcinoma in situ, and a third block |
16 wish | had my original spreadsheet. | think 16 reported as invasive carcinoma, and last
17 this case of DCIS, ductal carcinomain situ, 17 December, Dr. Denic asked -- they had reviewed
18 it had tumor invessels in didn’t see in 18 the case, they were splitin the Department
19 invasive components. So the issue was, wasit 19 whether it wasor wasn't invasive, so they
20 DCISas they were cutting it, which isnot 20 sent it to me and asked meto review it. |
21 unknown, popped out of that areaand endedup |21 did the specia stains-- because when | had
22 inthe vessal. You have to be a pathologist 22 first gone around, yes, fine, it’'sinvasive,
23 to understand the subtleties of this, but -- 23 done. | did the special stains, showed it to
24 sothat wasmy issue and | wasn't going to 24 colleagues, do you agree, disagree, what do
25 report thetumor that waspresent in the 25 you think this is; we all agreed it was
Page 298 Page 300
1 vessel in the absence of an invasive 1 invasive based on -- they basically supported
2 component, but every time -- just a broader 2 my diagnosis and went. There was another case
3 review, any time | was asked to review a case 3 of what | call bcis. Now basically when | was
4 and explain it, we certainly did it. If they 4 going through, this was not areview of the
5 asked usto restain, we restained. There was 5 preneoplastic abnormalities. If it was
6 no hesitation whatsoever. 6 atypical -- sorry, if it was completely
7 COFFEY, Q.C.: 7 benign, it wasbasically no tumor. If there
8 Q. If we could, please, Registrar, Exhibit P- 8 was severe enough atypia, just classified as
9 01830. Doctor, beforewe get into this, in 9 DcIsand went on. | wasasked to review a
10 2006, and that particular e-mail we' ve been 10 case-- | think there were four blocksthey
11 just looking at, the initial communication to 11 sent up, and it waswhat we call atypical
12 you is about you reported it asaDCIS? 12 ductal hyperplasia, but it was -- you know, my
13 DR. MULLEN: 13 classification was just generally it went into
14 A Yes 14 that, they weren't to act on what | call the
15 COFFEY, Q.C.: 15 DCIS. That was the sort of the classification
16 Q. | takeit then, if we look back at the 16 when wereviewed that. The other cases, if
17 January, for example, January 20th, 2006 17 they reviewed the blocks or reviewed the case,
18 spreadsheet, there are a number of DCIS cases? 18 were comfortable that there was invasive
19 DR. MULLEN: 19 component, they’d send me another block. If
20 A. Yes 20 they reviewed the case and comfortable it was
21 COFFEY, Q.C. 21 just DCIS, it went no further.
22 Q. That you reported in your spreadsheet. What, 22 THE COMMISSIONER:
23 if any, involvement did you then havein the 23 Q. Justto makesure | understand this, as |
24 whole Dcis matter? You'd reported what you'd |24 understand it when you -- what you' re saying
25 seen, and | takeit that’sone example here 25 isthat when you returned your work, if you
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listed something as DcIS, they would then puill
the --

DR. MULLEN:

A. Ifitwas-- | think if it was discrepant with
what their initial diagnosis was. If they had
adiagnosis of invasive carcinoma, they would
pull, but if it was ductal carcinomain situ,
and | agreed, they wouldn’t.

THE COMMISSIONER:

1 COFFEY, Q.C.:

© 00 N O o~ WODN

Q. Youwould do the ER/PR anyway?

DR. MULLEN:

A. Yes. | don't believe there were any for them.
In the four or five years we' ve been doing --
I mean, in the masses, |1’ve had two requests
in-house and onerequest from a peripheral
hospital in Ontario to do it. 1t's extremely
rare that they ask this. It's one of the sort

10 Q. So,ineffect, if your view that it was DCIS 10 of -- aspecific clinician may want it, either
11 varied with theirs, they would pull. 11 for atria or they’ ve read somewhere that it
12 DR. MULLEN: 12 might be useful, but it’s not widely accepted.
13  A. Yes 13 COFFEY, Q.C.
14 THE COMMISSIONER: 14 Q. Ifwe could, please, Exhibit P-1830. Now
15 Q. And then you between you would try to resolve |15 we'reup to -- thisisan e-mail from Maria
16 what it was by their sending something back. 16 Mendes, April 20th, 2007, to yourself and
17 DR. MULLEN: 17 others, and there are certain attachments |
18 A. Wdl,if they weren't convinced that -- if 18 want to take you through, but, Doctor, aswe
19 they thought | had overcalled something, they 19 are now up to the spring of 2007 -- we' ve been
20 would send it back to me, and that was the one 20 looking at a series of e-mailsthat took us up
21 case from Western Memorial. 21 to June of ' 06, do you recall that?
22 THE COMMISSIONER: 22 DR. MULLEN:
23 Q. Uh-hm. 23 A. Sowe skipped ayear -- yeah, sorry.
24 DR. MULLEN: 24 COFFEY, Q.C..
25 A. Theother cases-- it wasn't that | was having 25 Q. Sowhat had happened inthe meantime then?
Page 302 Page 304
1 aback and forth with them. They would on 1 From June of ' 06 really onward, do you recall
2 their own, | think, decide it was another 2 anything stand out in relation to this, and |
3 block that had invasive tumor and would send 3 appreciate you were doing the current cases?
4 it to me. 4 DR.MULLEN:
5 THE COMMISSIONER: 5 A. Okay, the current caseswere continuing. We
6 Q. Okay, dl right, for your opinion on the other 6 instituted quality assurance which would be
7 block? 7 two to three to four slides amonth or so, and
8 DR. MULLEN: 8 | don't -- we'vedone 39to date, so-- |
9 A. Todothe ER/PRoON the other block, yes, to 9 don’'t know if that would have overlapped with
10 give them results. 10 that period. 1I'm trying to think '07. There
11 COFFEY, Q.C.: 1 was another batch of 120. | can’'t remember
12 Q. Withtheinvasive component? 12 when they came, but they have --
13 DR. MULLEN: 13 COFFEY, Q.C.
14 A. Yes. | mean, also any of the prospectives that 14 Q. Okay,well, intermsof that, if | can assist
15 were called DcIs, | basically said it was DCIS 15 you, you've indicated already this morning
16 and didn’t do the ER/PR on those. 16 that St. John’s began at least to do the St.
17 COFFEY, Q.C.: 17 John's cases, | believe, in March of ' 07.
18 Q. Andif -- interms of the prospective cases, 18 DR. MULLEN:
19 if then St. John’ s wanted to send you another 19 A. Yes dlright. SoMarch 13th was thelast
20 block, adifferent block, they could request 20 case we received from St. John's for ER/PR, SO
21 that, and | think you' ve told the Commissioner 21 we continued to do HER2for them. We were
22 that even if on aDcCIS casg, if the requested 22 doing ER/PRand HER2for the rest of the
23 it -- 23 province or the people who were sending to us,
24 DR.MULLEN: 24 | can't say that we did everything, and then
25 A. lwoulddoit. 25 March of 08, March 7th of * 08, we started to
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1 receive cases again from St. John’sfor ER/PR. 1 COFFEY, Q.C.
2 COFFEY, Q.C. 2 Q. Okay, just--you’ve checked since, and that’s
3 Q. I'll cometo that in amoment if | could. 3 the last time -
4 DR.MULLEN: 4 DR.MULLEN:
5 A Yes 5 A. Yes yes. | went through and then it started
6 COFFEY, Q.C.: 6 again March 7th of *08.
7 Q. Soaswe get into the late winter of '07 -- we 7 COFFEY, Q.C.:
8 passed through 06 and we're into ' 07. 8 Q. Now withrespect to the periods, the months
9 DR. MULLEN: 9 after March of 07, St. John' s stops sending
10 A. Okay. 10 their blocks looking for ER/PR tests, the rest
11 COFFEY, Q.C.: 1 of Newfoundland and Labrador, and certainly
12 Q. Other than reporting the prospective cases, 12 you understood you weredoing them for at
13 after we get into the fall of '06, you just 13 least some other centresin Newfoundland, but
14 continued to report and you've indicated at 14 did you ever make any inquiries of these other
15 some point there were some QA cases. 15 centres asto what their future planswere?
16 DR. MULLEN: 16 Like Corner Brook and Grand Falls and Gander.
17 A. Yes 17 DR. MULLEN:
18 COFFEY, Q.C.: 18 A. No. | wasacting under the assumption that
19 Q. Twoor three amonth would come upto be 19 once St. John's resumed that if they were
20 looked at. 20 mandated to or they could continue to send to
21 DR. MULLEN: 21 us. It really--they were not asignificant
22  A. Yes. 22 burden on us, and so it was--you know, it was
23 COFFEY, Q.C. 23 very happy--1 shouldn’t say very happy to do,
24 Q. Orto be processed and -- 24 but therewas noissuein capacity for usto
25 DR. MULLEN: 25 do their work.
Page 306 Page 308
1 A. Andtherewere also afew that were lumped -- 1 COFFEY, Q.C.
2 afew casesthat we lumped -- | believe we 2 Q. Andthatis onthecurrent, the prospective
3 lumped them as retrospective. They were, | 3 cases?
4 believe, patientswho had previously been 4 DR.MULLEN:
5 reported as positivein St. John's, and they 5 A. Yes, andif they were happy with our service
6 had the option of having it repeated. There 6 and wanted to continue, more than happy to do
7 weren't alarge number of those, and | can’t 7 it.
8 give you the exact number, but | do have the 8 COFFEY, Q.C.:
9 spreadsheet, | can getit thisevening -- 9 Q. Now looking at this exhibit of April 20th, Ms.
10 there weren't a large number, but they were 10 Mendes writes "Hi, Dr. Mullen. This isthe
11 lumped under theretro category. So there 11 information | had sent Newfoundland on a
12 were those patients. 12 previous occasion. Gordanawill add the clone
13 COFFEY, Q.C.: 13 number to the sop. | have also attached the
14 Q. Andin March of 2007 with respect to the last 14 Excel sheet showing all your results aswell
15 case sent, | believe you'veindicated, March 15 as which instrument was used and which
16 13th, 2007, the last case from St. John' s for 16 dilutions, since there were some adjustments
17 this period of time, last ER/PR case, were you 17 made when we changed instruments. Let me know
18 advised that they were repatriating? Were you 18 if thislooks okay. | will sendit tothe
19 being actually advised, Dr. Mullen, we are 19 person requesting the information." Signed
20 repatriating, or did they just stop sending 20 Maria.
21 them or what do you recall? 21 DR.MULLEN:
22 DR. MULLEN: 22 A. Um-hm.
23 A. If youlook a thee-mail sequences, I'm 23 COFFEY, Q.C:
24 usually the last to hear. Soit’s usually Dr. 24 Q. Andthen thisthen -
25 Pritzker, Ms. Mendes, and so, no, I--no. 25 DR. MULLEN:
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Page 309
A. Go through everything.
COFFEY, Q.C.:
Q. - iISER/PRIHC standard operating procedure,
and there’ s atable of contents, aflow chart,
and so on. So what isthis, do you recall?
DR. MULLEN:
A. Every time we undertake a project, there's a--
if 1 could just go back to thetitle of this.
COFFEY, Q.C.:

Page 311

institution and the machineand in the area
where it’ s operating.
COFFEY, Q.C.:

Q. Didyou have any understanding of why St.
John’ s wanted these or why it had been sent?
Because she indicates here "this is the
information | had sent Newfoundland"--1I"'m
sorry, I'll just go back to -

DR. MULLEN:

10 Q. Sure, goright ahead. 10 A. In’0--let’'ssee, we'retalking -

11 DR. MULLEN: 11 COFFEY, QC.

12 A. There€'s basicaly a standard operating 12 Q. Thisis’07.

13 procedure. When we were doing the--initially 13 DR. MULLEN:

14 when we were doing the ER and PR in the main 14 A. It may have been just to complete the circle,

15 laboratory in Ms. Wegrynowski’ s area, we would |15 that we' ve given you the results, now here's

16 have used their standard operating procedure. 16 how we proceeded, the protocols. | mean, it’s

17 But whenwe moved the system to research 17 good for our--it'sgood PRoON our part to

18 services area and especialy after we 18 provide al of thisinformation, as well as

19 instituted the LabVision autostainer and 19 it's necessary for them if they’retrying to

20 validated it, etcetera, the standard operating 20 report it.

21 procedure, which basically isthe cookbook, 21 COFFEY, Q.C.

22 had to be rewritten. So on this machine, we 22 Q. Andif we could, please, Exhibit P-1831? This

23 do this, thisand this. On this machine, we 23 isan e-mail of April 30th, 2007 from Ms.

24 do this, thisand this. Although they may be 24 Mendesto Barry Dyer. It's copiedto Dr.

25 the same machine, functionally there are 25 Pritzker and yourself and Vince D’Mello. The
Page 310 Page 312

1 differences, and you have to optimize the 1 subject is ER/PR sops and there are

2 procedure for the machine and that’s what was 2 attachments. She writes"Hi, Barry. Vince

3 donein November, the 14thto the 30th, | 3 let me know that you required the sopsthat

4 believe of ' 05, and then this reflects what 4 were used for the ER/PR cases. Attached is

5 was--basically what we did and how to doit. 5 theinformation. Please let me know if you

6 Theideais that if you are familiar with a 6 will be requiring any further information" and

7 laboratory, you can walk in, read the manual 7 then there are a number of attachments.

8 and do the test. 8 DR. MULLEN:

9 COFFEY, Q.C.: 9 A. Sothesebasicaly refer to what we had done

10 Q. Now - 10 in the previous exhibit? Y eah.

11 THE COMMISSIONER: 11 COFFEY, QC.

12 Q. Wdl, aslong asyou do it on that machine? 12 Q. Andthere's an sop for ER/PR retrospective

13 DR. MULLEN: 13 study. There's, if | could, at page six of

14  A. Yes, onthe--it's onthat machine. So each 14 the exhibit, there's ER/PR IHC standard

15 machine has the--or each area of the 15 operating procedure and this particular oneis

16 laboratory has standard operating procedure. 16 specia histology hard tissue procedure

17 So it’slaboratory specific and, so if | move 17 manual, project specific protocol, version

18 from the Mount Sinai across the street to the 18 number two. And thenif you goto page 13,

19 Hospital for Sick Children, although the 19 there' s an ER/PR SOP for ER/PR retrospective

20 standard operating procedures may be, in 20 study, special histology hard tissue procedure

21 general, the same, they have to be rewritten 21 manual, project specific protocol, and there's

22 for that department. So becausethere are 22 no--there’ snot aversion two here. Thisis

23 sitevariations in the buffers and al of 23 just without version two label on it.

24 those sorts of things. Everything--all of 24 DR.MULLEN:

25 these procedures are optimized for the 25 A. Yes. Canl just -
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1 COFFEY, Q.C. 1 samples are not really part of this QA
2 Q. Yes yougo right ahead, sir. 2 program. Y our samples have gone through and
3 DR. MULLEN: 3 Dr. Mullen will be looking at them. On ago-
4 A I'm tryingto figure--okay. Okay, and I'm 4 forward basis, you can keep sending the
5 trying to think if the--okay, sothis isa 5 samples tome and | will forwardthem as
6 retrospective study. | think the sopwould-- 6 research samples." Signed Maria. So thisis
7 okay, so this is specific for the 7 around in the spring of ' 07, after St. John's
8 retrospective. Soif you go to the specimen 8 had re-ingtituted ER/PR itself for itself?
9 receiving, while the other one would have been 9 DR. MULLEN:
10 for any ER/PR coming in new, this was specific 10 A. Yes, | believe Dr. Pritzker had mentioned that
11 to the Newfoundland situation, because it’'s 11 they wanted to be part of our QA program, so
12 "specimens were accessioned, given an RS 12 if they ended in March, the first month,
13 number indicating the research"--so basically 13 applicable month would be April and our QA
14 explains exactly how we did it. 14 program is, | think--I shouldn’t--I’m not sure
15 COFFEY, Q.C.: 15 of how they runit in the accessioning area,
16 Q. Yes 16 but obviously there wasadelay, and these,
17 DR. MULLEN: 17 most of the QAsthat | do arethe QAs for
18 A. The specimensdid not require processing, wax 18 HER2sand they’'re part of aprovincial or
19 bolster received. Soit isthe operating 19 voluntary program from other provinces and we
20 procedure specific to the Newfoundland. So 20 issue areport. Newfoundland didn’t want
21 al of the--so rather than having how we 21 that. They wanted the same mechanism of the
22 processed things, the blocks were received, 22 spreadsheet. So that may have been part of
23 etcetera, that sort of thing, and if 1 go back 23 the issue.
24 to the other one. 24 COFFEY, Q.C.:
25 COFFEY, Q.C.: 25 Q. If wecould, please, Exhibit P-1833? Thisis
Page 314 Page 316
1 Q. Sure 1 aseries of emails, the first on July 3rd
2 DR.MULLEN: 2 2007 from Dr. Cook to Ms. Mendes, ER/PR for
3 A. Let mejust--sorry, quickly, it’'sageneric. 3 QA. Hesays"Hi, Maria, can you update me on
4 It'sfor the IHC processitself. So once you 4 the results of the ER/PR that we sent up for
5 have the dides, how it goes forward, and then 5 QA2 Dr. Mullen reports that he gave back the
6 that’s on the LabVision 720. The sopfor the 6 resultsto you" and then she, on July 4th
7 DAKO autostainer would be different. 7 2007, sent an e-mail to Dr. Cook, copied it to
8 COFFEY, Q.C.: 8 yourself and Ms. Reid with an attachment which
9 Q. Doctor, Exhibit P-1832, please, Registrar? 9 islabelled ER/PRrequest and results, June
10 DR. MULLEN: 10 30th 2007.xls. She writes "Dr. Cook, attached
11 A. Okay. 11 isareport from Dr. Mullen on the cases sent
12 COFFEY, Q.C.: 12 inJune’07. As per our phone conversation,
13 Q. Now Doctor, herethere'san e-mail of--it's 13 on ago-forward basis, if further testing is
14 actually two e-mails, one of June 5th 2007 at 14 required” and she spellsout what'sto be
15 8:03 am. from Dr. Cook to MariaMendes. The |15 done.
16 subject iserR/PRsfor QA. And she says "Hi, 16 DR. MULLEN:
17 Maria. Since April, we have sent up ER/PRS 17 A. Yes
18 for QA purposes. We have not yet received the 18 COFFEY, Q.C.:
19 results. Could you advise me of the status of 19 Q. Fivesteps. "l apologize for the delay in
20 these? Thanks, Dr. Cook." Andthen she 20 getting these resultsout toyou." Signed
21 responded on June 21st, 2007 to Dr. Cook 21 Maria, and she then, if welook at page two in
22 saying "l have called and left you a message 22 the exhibits, this is aspreadsheet style
23 regarding these samples. | apologize for the 23 reporting.
24 late reply on our part. What had occurred is 24 DR.MULLEN:
25 that we have agenera QA program, but your 25 A. Basicaly, | continued with the same format

Page 313 - Page 316
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1 that | had used for theretro. 1 Number of blocks, one, if we have to repeat
2 COFFEY, Q.C.: 2 them. It's moreto explainthe technical
3 Q. Okay. Now Dactor, while we'reon it, here 3 issues. The smmMms pPe3, if | had to
4 when one compares the surgical numbers, 4 differentiate--if | did a special stain to
5 they’'rethe same, slightly different order, 5 differentiatein situ frominvasive, D2, it
6 but they’'re the same. Here, there's aper 6 should be D240 not D24. It'sa marker for
7 case amount and adollar figure. Seethat? 7 lymphovascular invasion, to seeif | see some
8 DR. MULLEN: 8 tissueand I’'mnot sure whether it's-—-it's
9 A Yes 9 just more for completeness sake, and those
10 COFFEY, Q.C.: 10 are--if those would be additional and OHIP--I
11 Q. Sothesubject did come up, | believe, earlier 11 think these costs are billed, are based on the
12 inthe week. How much wasthe charge for 12 OHIPtechnical and professional fees, what the
13 doing an ER and a PR and the interpretation, 13 interpretation costs were. There's no
14 doyou know? It's hereunder label. It's 14 additional--I don’t think there's any
15 costsand isit per case? 15 additional charge for the professional, but
16 DR. MULLEN: 16 it'sal thetechnical fees. | think they’'re
17 A. Thecosts and the charge? 17 in the range of--special stains are about--the
18 COFFEY, Q.C.: 18 immunohistochemistry stainsarein the range
19 Q. Yes Didyouknow, are you involved in that 19 of 30--let me see, | did write it down.
20 really at all? 20 They’'re 38.78 per stain.
21 DR. MULLEN: 21 COFFEY,Q.C.
22 A. No. 22 Q. Andhere, Doctor, this spreadsheet at page
23 COFFEY, Q.C.: 23 two, | take it, with the ER and PR results -
24 Q. Okay, wdll - 24 DR. MULLEN:
25 DR. MULLEN: 25 A, Yes

Page 318 Page 320
1 A. I mean, | canjudtify the--not say justify, | 1 COFFEY, Q.C.
2 can--that - 2 Q. - foreach of theseblocks, the internd
3 COFFEY, Q.C. 3 control reference, the fixation/processing
4 Q. Youcanexplain kind of how it's arrived at? 4 column, and so on. | take it, and the stainer
5 DR. MULLEN: 5 used, the ER dilution, the PR dilution and the
6 A. |l can explainhow itis arrived at, but | 6 negative controls.
7 can't - 7 DR.MULLEN:
8 COFFEY, Q.C. 8 A. Yes
9 Q. Butin termsof theamounts and soon, in 9 COFFEY, Q.C.:
10 terms of setting the amount, that’s not your - 10 Q. ltakeitthisisall material--certainly, and
11 DR. MULLEN: 11 the ER/PR, thiswould be all your information?
12 A. That'sDr. Pritzker. 12 DR. MULLEN:
13 COFFEY, Q.C.: 13 A. Theonly information that | would be entering
14 Q. Dr. Pritzker'sconcern. Here, thisisan e 14 would be the tumor ER/PR ICNF. The others are
15 mail and just looking at this, becausethis 15 basically standard.
16 particular sheet just has the patients - 16 COFFEY, Q.C..
17 DR. MULLEN: 17 Q. Andthat'sherein these five columns?
18  A. Oh, that would be the front sheet. 18 DR. MULLEN:
19 COFFEY, QC. 19 A. Yes
20 Q. Yes 20 COFFEY, Q.C..
21 DR. MULLEN: 21 Q. Andthise-mail isfrom MariaMendes to Dr.
22 A. That'sbasically justifying the number of-- 22 Cook on July 4th, so the figures, for example,
23 sorry, if yougo back one, goback to the 23 the $200 figures here per case -
24 original. Okay. As we cross, everything is 24 DR.MULLEN:
25 the same, first name, last name, etcetera 25 A. Yes.
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1 COFFEY, Q.C. 1 COFFEY, Q.C.
2 Q. - that | take it is the financid 2 Q. Andthisis for ER/PR requests and results,
3 administrative end of it that she's taking 3 August 22nd, 2007, revised.
4 care of with Dr. Cook? 4 DR.MULLEN:
5 DR. MULLEN: 5 A. Yes
6 A. Yes 6 COFFEY, Q.C.
7 COFFEY, Q.C.: 7 Q. Doctor, looking at that, I’ m going to take you
8 Q. Okay. Now if we could, please, Doctor, if we 8 to page 3 of the exhibit and page 4, and we'll
9 could look, please, at Exhibit P-1835? 9 go back to page 3 there, page 3and 3 are
10 DR. MULLEN: 10 spreadsheets, and here there are--there’s a
11 A. Okay, al right. 11 heading on the left-hand side, "Cases done as
12 COFFEY, Q.C.: 12 of June, 2007"?
13 Q. Now herethere'saseries of e-mails, June 20- 13 DR. MULLEN:
14 -I’'m sorry, August 27th and 28th, 2007, and 14 A Yes
15 thefirst of them, in point of time, is August 15 COFFEY, Q.C.:
16 27th, 2007, 4:25 p.m. from yourself to Mona 16 Q. Andthere s-there’saMsSsSsHo7 121 number and
17 Reid. Who's Ms. Reid? 17 the cases done as of July, 2007 and cases done
18 DR. MULLEN: 18 asof August 1, 2007 and there’s many more
19 A. Shereplaced Ms. Good. She'satechnologist 19 entries here -
20 who isin the research services area. She, at 20 DR. MULLEN:
21 the moment, islooking after the ER/PR or the 21 A. Yes
22 HER2 QA and other projects. So she would also 22 COFFEY, Q.C.
23 look after the ER/PR. 23 Q. Under that. What was this about, Doctor, and
24 COFFEY, Q.C. 24 it continues on to the next page? Thislong
25 Q. And here, you've written to her "do you have a 25 list of cases here, what were these about, do
Page 322 Page 324
1 spreadsheet for the new cases? Thelab gave 1 you recall how it came about that you were now
2 me two today." 2 going to deal -
3 DR. MULLEN: 3 DR. MULLEN:
4 A. Yes 4 A. At the time | didn't know, after a
5 COFFEY, Q.C.: 5 conversation with you in December, | believe
6 Q. Andthen she responds or responded the next 6 these are the cases of the patients who had
7 day, next morning saying "sorry about that. | 7 died.
8 didn’t realize you would be getting the cases 8 COFFEY, Q.C.:
9 aready. Theentry you are needing isunder 9 Q. Okay.
10 the heading” and sherefersto aparticular 10 DR. MULLEN:
11 heading, signed Mona. Andthenyouwent back |11 A. Correct meif I’m wrong.
12 to her saying "please separate QA from review 12 COFFEY, Q.C..
13 cases." 13 Q. Sofromyour perspective, Doctor, | takeit
14 DR. MULLEN: 14 did you have--what, if anything, were you told
15 A Um-hm. 15 about this new group of casesin 20077?
16 COFFEY, Q.C. 16 DR. MULLEN:
17 Q. Andthen she, at 1:55 p.m. on August 28th said 17 A. Probably asmuch as| had been told before,
18 toyou, "I have divided the sheets. Give me a 18 very little, | mean, as| said, we started off
19 call and we can incorporate hisresultsinto 19 with 50 and we' re now up to 1100, so -
20 the divided Excel filesto send back to the 20 COFFEY, Q.C.:
21 site" and | said she had responded to you. In 21 Q. Sohere youwerejust simply, the casesto
22 fact, she had responded to--Maria Mendes had 22 your knowledge anyway, came into Mount Sinai
23 sent an e-mail to Mona Reid. 23 and you were being asked to read them.
24 DR. MULLEN: 24 DR. MULLEN:
25 A, Yes 25 A. Yes, that's correct.
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1 COFFEY, Q.C.: 1 stain dlides and the ER/PR stain dlides

2 Q. Readtheresults. 2 performed by Mount Sinai Hospital. We require

3 DR. MULLEN: 3 the dlidesas soon as possible” And he

4 A. Yes, and if the email, if | remember 4 concludes with "Let me know your position,

5 correctly, if | can go back to the original e- 5 please respond to Dr. Denic aswell, both of

6 mail. 6 usshould beinthe loop. Thanks, Barry."

7 COFFEY, Q.C.: 7 And then on the same day at 2:35 p.m., Ms.

8 Q Yes 8 Mendes writes to Barry Dyer, copiesit to Dr.

9 DR. MULLEN: 9 Denic and Dr. Pritzker, saying, "Hi Barry and
10 A. | didn’twant to confuse the QA from the 10 Dr. Denic. Dr. Denic | mentioned in my phone
11 retrospective and I'm not sure if I, in this 11 conversation that | would give you atimeline
12 e-mail | wasreferring to this retrospective 12 for the retrospective samples we have, we have
13 or if | wasreferring to the retrospective of 13 a total of 96 cases. Of these we have
14 the patients who were requesting, | just 14 stained, as of Thursday, 22 casesand Dr.

15 wanted the QA’s separate from the review, 15 Maung is going to get started on reading these

16 either initiated by St. John’s or initiated by 16 cases. These cases are the STAT cases you had

17 the patient. 17 sent me. This leavesa total of 74 cases

18 COFFEY, Q.C.: 18 which | am hoping we can do about 10 cases per

19 Q. Now, exhibit, please, P-18367 Now, Doctor, in 19 week. Hopefully thiswill give you what you

20 terms of--1 apologize, I'll just go back, | 20 need in terms of timelines. If not, give me a

21 apologize Registrar, if we could go back, 21 call and | can see what else we can do on our

22 pleaseto Exhibit P-1835 and just page 3? 22 end. In regardsto Barry’squestion, the

23 Thank you. All of these cases here, cases 23 reason why you are not getting the slides from

24 done as of August 1, 2007 and there's awhole 24 the consults isthat it isnot our general

25 lot of blank space here, of course, to the 25 process to send the stain consults slides back
Page 326 Page 328

1 right-hand side in these columnsto, | suppose 1 to the client, we only send the blocks. In

2 for data entry. 2 the case of the retrospective study, we sent

3 DR. MULLEN: 3 the slidesand blocks back as thiswas a

4 A Yes 4 specia case. | am therefore copying Dr.

5 COFFEY, Q.C.: 5 Pritzker on this e-mail in order for himto

6 Q. Were these cases eventually reported by 6 okay this deviation from our consult protocol.

7 yourself? 7 Hope this answersall of your questions.

8 DR. MULLEN: 8 Signed Maria" So takeit that in terms of

9 A. Oh yes, oh yes, everything--we reported 9 what should be done with the slides for the
10 everything. I'mjust trying to think - 10 consults or for the retrospective, wasto be
11 COFFEY, Q.C.: 1 decided at whose level ?

12 Q. Now if | could just thenreturn then to 12 DR. MULLEN:

13 Exhibit P-1836? And, Doctor, thisis the 13 A, Wdl, our standard procedure, the

14 first email hereisone of November 6th, 207 14 retrospective was "aresearch project”, so it
15 from Barry Dyer, Eastern Health to Maria 15 was the client’ s expressed wish that they get
16 Mendes, copied to Nash Denic. The subject is 16 the blocks and slides back. For medical legal
17 "Retrospective Study verses Consultation”. He 17 reasons, material that isreferred to usfor

18 writes, "Hi Maria, how are things? We did not 18 consultation, | have to keep a copy--1 haveto
19 receive any of the ER/PR stains, slides on 19 keep the dlides. | canissue--l issuethe

20 patients performed at Mount Sinai Hospital on 20 report, 1’1l send the block back, but in our

21 consultation requests, but we did receive the 21 fileswe keepthe dlides. | need them to

22 ER/PR stain dides from the retrospective 22 support any requests. They’re our material,
23 study. We have been asked by our lawyersto 23 they’'re inour possession and they’re not
24 obtain these didesfor review, aswell we 24 released unless we get an order to release
25 have patients requesting their original ER/PR 25 them. And that’s our policy across the board,
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1 it's not specific to ER/PR, it's our policy 1 A. It's ashort--there were the seven cases,
2 across the board. 2 there was acolumn that gave results, | just
3 COFFEY, Q.C.: 3 wanted to point out that those were the
4 Q. Okay. 4 initial results from -
5 DR. MULLEN: 5 MR. BROWNE:
6 A. Wedonotrelease origina dlides, we do not 6 Q. P-1822.
7 release material that’s been processed at 7 COFFEY, Q.C.:
8 Mount Sinai Hospital, we do not release the 8 Q. Yes, it'saround there.
9 block, we will cut slides and just to keep all 9 DR. MULLEN:
10 of the material. 10 A. 1822, thereitis.
11 COFFEY, QC. 11 THE COMMISSIONER:
12 Q. Now, Doctor, if I could please, Registrar, 12 Q. Thank you once again, Mr. Browne.
13 Exhibit P-1840. Doctor, this isa letter 13 DR. MULLEN:
14 dated April 14th, 2008 and it’s addressed to 14 A. Theorigina ER/PR,those werethe results
15 myself, Commission Co-counsel, Commission of |15 that were reported in Newfoundland. Those are
16 Inquiry on Hormone Receptor Testing and | 16 not Mount Sinai results.
17 believeit's here, it's aletter/report from 17 THE COMMISSIONER:
18 yourself. Commissioner, before--because I’'m 18 Q. Oh, okay.
19 going to spend sometime or have the Doctor go |19 DR. MULLEN:
20 through this and have him show somedidesand [20 A. And | think, either they filled in that form
21 so on and explain dides and perhaps put some 21 or wefound it on one of their forms and put
22 of his earlier testimony in perspective in 22 itin.
23 looking at the dides. So | know it’s abit 23 COFFEY, Q.C.
24 early, it'sfive minutes early. 24 Q. Sohere, just looking at this, there's aRrs
25 THE COMMISSIONER: 25 number, page 2 of the exhibit, specimen
Page 330 Page 332
1 Q. Itwas lateto startin the sensethat we 1 number, names are redacted, there’s ablock
2 would normally break inabout fiveor ten 2 number, the region, which would be presumably
3 minutes, so if you prefer to break at this 3 the location of origin. There’ s an original
4 point and do thisin the morning - 4 ER, SO the entries there would be -
5 DR. MULLEN: 5 DR. MULLEN:
6 A. May | clarify one of the exhibits? 6 A. I'mnotsureif they provided those results or
7 THE COMMISSIONER: 7 we found them on areport, but as you looked
8 Q. Youmay indeed, yes. 8 at al of my--I've never reported anything 25
9 DR. MULLEN: 9 to 30 or 50to 60, that type of thing, so
10 A. Inyour retroconverters, I’'m not sure which 10 those are Newfoundland results, and negative--
11 oneit was, there was a column--1 just wanted 11 my issue we' Il discuss tomorrow, | don’t know
12 to, this may take - 12 what negative means, isit less than one, less
13 THE COMMISSIONER: 13 thanten or lessthan 30? Sol'm not sure
14 Q. No, takeyour time. 14 what those are.
15 COFFEY, Q.C. 15 COFFEY, Q.C::
16 Q. Youtakeyour time, we've got the time. 16 Q. Andthenther¢'sanorigina Prinwhichthe
17 THE COMMISSIONER: 17 same thing would apply?
18 Q. Whatever it isyou need. 18 DR. MULLEN:
19 DR. MULLEN: 19 A. Sameissue, yes.
20 A. I’'mtryingto figure out which one would be 20 COFFEY,Q.C:
21 the retroconverters. Sorry - 21 Q. Sameissue. TheMSER, whichwould be Mount
22 COFFEY, Q.C. 22 Sinai ER, that would be your figures.
23 Q. Just amoment, Doctor, I'll probably be able 23 DR. MULLEN:
24 togoright toit. 24 A. Yes.
25 DR. MULLEN: 25 COFFEY, Q.C::
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1 Q. ThemsPrwould beyour figure. 1 CERTIFICATE
2 DR.MULLEN: 2 1, Judy Moss, hereby certify that the foregoing is
3 A. Yes 3 atrue and correct transcript in the matter of the
4 COFFEY,Q.C. 4 Commission of Inquiry on Hormone Receptor Testing,
5 Q. Andthemstumor would be Mount Sinai tumor, 5 heard on the 26th day of June, A.D., 2008 before
6 your classification. 6 the Honourable Justice Margaret A. Cameron,
7 DR.MULLEN: 7  Commissioner, at the Commission of Inquiry, St.
8 A. Yes, and then the other two being the same-- 8 John's, Newfoundland and Labrador and was
9 it'sjust | wanted to point out those are not- 9 transcribed by meto thebest of my ability by
10 -it’s not that we changed our diagnosis, those 10  means of asound apparatus.
11 werethe originals and this was what we had 11 Dated at St. John's, Newfoundland and L abrador
12 stained. And that’s, | think everything else 12 this 26th day of June, A.D., 2008
13 is- 13 Judy Moss
14 THE COMMISSIONER:
15 Q. Allright, well thank you. Sowerein a
16 position to adjourn then until tomorrow
17 morning at 9:30. Mr. Eaton, would you please
18 convey to Ms. O’'Deaour very best. As |
19 understand it, a baby girl was born this
20 morning.
21 EATON, Q.C.:
22 Q. Shesaid she might bein tomorrow.
23 THE COMMISSIONER:
24 Q. I'mjust sitting her wondering if that baby
25 girl is going to decide to become a
Page 334
1 pathologist on the basis of al the
2 information she has heard up this point. But
3 do give her and the family our best regards.
4 Thank you very much. 9:30 in the morning
5 Upon conclusion at 4:47 p.m.
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