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1 COMMISSIONER:
2 Q. Pleasebe seated. Ms. Chaytor.
3 MS. PATRICIA WEGRYNOWSKI, EXAMINATION BY SANDRA CHAYTOR,
4 Q.C. (CONTINUED)
5 CHAYTOR,Q.C.:
6 Q. Thank you. Good morning, Commissioner. Good
7 morning, Ms. Wegrynowski.
8 MS. WEGRYNOWSKI:
9 A. Good morning, Ms. Chaytor.
10 CHAYTOR, Q.C.:

11 Q. Ithink when we left last day we were on your
12 second report. And if we could have--thank
13 you, Registrar, you aready had it up on the
14 screen. So for everybody elsethen it's P-

15 0048, page 10. And we're down to the
16 recommendations that you made, No. 10. Again
17 you' re talking about the need for a procedure
18 manual outlining al standard operating

19 procedures. No. 11, on thetop of page 11is
20 about the "Antibody specification sheets have
21 been compiled in alphabetical order." And
22 "Formal documented validation sheets needed
23 for each working antibody detailing its

24 specific requirements for use, including the
25 appropriate control tissue and staining
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1 pattern.” And "Any changein lot number 1 MS. WEGRYNOWSKI:
2 requires verification." So this is more 2 A. Toany testif you wereto make adilution and
3 detail in terms of what you were looking for 3 it did not draw enough of the primary
4 in terms of the organization of the antibody 4 antibody, you would be under diluting, you
5 specification sheets? 5 would have alower concentration.
6 MS. WEGRYNOWSKI: 6 CHAYTOR, Q.C.:
7 A Yes 7 Q. Okay. Andin termsthen of the outcome of the
8 CHAYTOR, Q.C.: 8 test, how would that be affected?
9 Q. Okay. Andthenagainyou havethefact that 9 MS. WEGRYNOWSKI:
10 the microscope maintenance and documentation [10  A. You would have aweaker response signal.
1 had not been addressed since your last 11 CHAYTOR, Q.C.:
12 assessment, No. 12. No. 13 then again you 12 Q. And No. 14 then you refer again to the digital
13 pick up on this whole issue about 13 temperature readings "do not suffice and
14 documentation guaranteeing the pipette 14 thermometer readings are to be recorded" and
15 accuracy and calibration and you note that 15 that had been brought up in your first
16 that had not been addressed since your last 16 assessment, you note.  And "The refrigerator
17 assessment? 17 which contains al the antibodies and
18 MS. WEGRYNOWSKI: 18 detection system does not have a thermometer
19 A. Correct. 19 init for daily readings." And you note that
20 CHAYTOR, Q.C: 20 that had also been brought up the first time
21 Q. Ms. Wegrynowski you took us through a 21 around?
22 demonstration, thank you, yesterday, regarding 22 MS. WEGRYNOWSKI:
23 that. Did you have any sense at all how old 23 A. Correct.
24 the pipettes were at the Eastern Health lab? 24 CHAYTOR, Q.C:
25 MS. WEGRYNOWSKI: 25 Q. You notethat "The refrigerator containing the
Page 6 Page 8
1 A. No, | never saw any documentation asto when 1 antibodies and detection systemsis not on an
2 those pipettes had been purchased. 2 aarm. Anaarm system should be considered.”
3 CHAYTOR, Q.C: 3 MS, WEGRYNOWSKI:
4 Q. Okay. Andyou weretold by the peoplein the 4 A. Correct.
5 lab that they had never been calibrated? 5 CHAYTOR, Q.C.:
6 MS. WEGRYNOWSKI: 6 Q. Okay. Now, there was arefrigerator that you
7 A. Thatiscorrect. 7 indicated yesterday that was alarmed?
8 CHAYTOR, Q.C. 8 MS, WEGRYNOWSKI:
9 Q. How important are pipettesto what youdo, how | 9 A. Correct. Upon reflection of that | have to--I
10 important is that to your job? 10 think what | was thinking when | wrote thisis
11 MS. WEGRYNOWSKI: 11 that the alarm system s alittle bit more
12 A. Thepipettesare acritical tool to what we do 12 than just being on or off, that it would alarm
13 in immunohistochemistry. Whenyou're using |13 in case the temperature, going without a
14 concentrated primary antibodies, you need to 14 standard set. So if you wanted it to sit
15 guard against the accuracy of the dilution of 15 between four and eight degrees, it should
16 which you validate it to. So without those 16 notify the user.
17 pipettes ever being calibrated, you could 17 CHAYTOR, Q.C.
18 never be assured that the dilution that you 18 Q. Okay. And the documented evaluation, No. 15,
19 had that day was the same aswhat you had 19 "Documented evaluation performed to ensure the
20 validated, nor could you be assured that the 20 sensitivity and specificity of all tests has
21 dilution that you did today would be the same 21 been commenced. The validation documentation
22 as tomorrow. 22 must be stringent.” And you go on to note,
23 CHAYTOR, Q.C.: 23 "The procedure manual should contain the
24 Q. Andwhat arethe potential consequencesto, 24 processes that are in place to ensure that all
25 for example, an ER/PR test? 25 reagents used are appropriately controlled.
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1 Parallel testing of old versus new reagentsis 1 A. No

2 acceptable.” 2 CHAYTOR, Q.C.:

3 MS. WEGRYNOWSKI: 3 Q. If we continueonthen, please, a page 14

4 A. Correct. 4 again dealswith immunofluorescent staining.

5 CHAYTOR, Q.C.: 5 And then at page--and | shouldn’t skip that,

6 Q. Andyou indicate that "Alternate protocols 6 if there’ s anything there that you wanted to

7 should beincluded in the procedure manual ." 7 point out?

8 And "ThepH is now verified with all pH 8 MS. WEGRYNOWSKI:

9 dependent reagents.” So that had been a 9 A. Just| wassurprised that noneof thishad
10 recommendation? 10 been implemented.
11 MS. WEGRYNOWSKI: 11 CHAYTOR, Q.C.
12 A. Yes, they had done that. 12 Q. Soit's still the same recommendations that
13 CHAYTOR, Q.C. 13 you had put forward six months prior?
14 Q. Okay. "There must aso be aprocessin place 14 MS. WEGRYNOWSKI:
15 in procedure manual for those instances where 15 A. Yes. They till were not using controls.
16 the pH is outside the acceptable limits." 16 CHAYTOR, Q.C.
17 Regarding "New equipment, instrument selection |17 Q. Okay. And you indicate, "Cover dlipping of
18 criteriato be documented.” Y ou indicate that 18 the dlidesis performed in alit environment.”
19 "No evidenceof a new equipment selection 19 MS. WEGRYNOWSKI:
20 criteria document was provided” despite your 20 A. Yes. Andthen on page 15 of the exhibitis
21 previous recommendation. And again, youtak |21 the discussion again regarding the controls.
22 about evidence needed of training and 22 And "Negative controls are still not used” as
23 competency of the staff and competency and 23 suggested in your original recommendations.
24 training on the Ventana benchmark has been 24 Was there any explanation give asto why that
25 completed at that point? 25 was the case?

Page 10 Page 12

1 MS. WEGRYNOWSKI: 1 MS. WEGRYNOWSKI:

2 A Yes 2 A. No.

3 CHAYTOR, Q.C: 3 CHAYTOR, Q.C:

4 Q. And No. 17 regards the corrective action log, 4 Q. "Daily assessment of theexternal positive

5 which we discussed yesterday. 5 controls and documentation are not performed

6 MS. WEGRYNOWSKI: 6 in the immunohistochemistry |aboratory.

7 A Um-hm. 7 Without assessing the controls internal daily

8 CHAYTOR, Q.C.: 8 troubleshooting of the procedure is no

9 Q. Tobe maintained, to record all issues and 9 occuring in the immunohistochemistry
10 concerns. And finally, 18 is"A policy must 10 laboratory." And of course, that’s something,
11 be established relating to the non-specific 11 aswell, that you had brought up in your prior
12 false positive staining associated with 12 assessment. Was there any indication given as
13 staining from endogenous biotin. This is 13 to why that was not yet happening?
14 critical." And "Testing which requires 14 MS. WEGRYNOWSKI:
15 pretreatments and heat-induced epitope 15 A. No. | think they were, if I'm not mistaken, |
16 retrieval should be routinely blocked with 16 have a section written below that a multi-
17 avidin and biotin to avoid thisissue." With 17 header has been purchased and had not arrived
18 respect to the issues that had been identified 18 yet, so that would be the tool that they would
19 in your first assessment such as, for example, 19 use to enable them to learn and assess.
20 the pipette calibration, which I’m gathering 20 CHAYTOR, Q.C:
21 from you is an important issue, was there any 21 Q. Sothey didn't yet have the microscope that
22 indication given to you as to why six months 22 they -
23 later those things had not yet been 23 MS. WEGRYNOWSKI:
24 implemented? 24  A. Correct.

25 MS. WEGRYNOWSKI:

25 CHAYTOR, Q.C.:
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1 Q. -would need to be ableto learn to do this? 1 manner as the patient tissue?
2 MS. WEGRYNOWSKI: 2 MS. WEGRYNOWSKI:
3 A. Asagroup, yes. 3 A. Correct.
4 CHAYTOR, Q.C. 4 CHAYTOR, Q.C.:
5 Q. Okay. Andthen No. 22 of your recommendations 5 Q. Okay. And onthe fourth section of your
6 speaks again about the negative controls to be 6 report you talk again about the surgical
7 assessed, "should be assessed by the 7 reports and those three recommendations, 26,
8 registered technologist prior to the slides 8 27 and 28 were all at your--they were al part
9 leaving the laboratory.” And again, that 9 of your previous report?
10 hadn’'t been addressed since your first 10 MS. WEGRYNOWSKI:
11 assessment? 11 A. Correct.
12 MS. WEGRYNOWSKI: 12 CHAYTOR, Q.C.:
13  A. No. 13 Q. Andthey had yet to beimplemented. No. 28
14 CHAYTOR, Q.C.: 14 here,the "Resultsregarding
15 Q. "The negative tissue control blocksto be run 15 immunohistochemistry  testing  providing
16 for every antibody. A multi-tissue or sausage 16 predictive/prognostic information must include
17 block will serve this purpose." What do you 17 information in the surgical report regarding
18 mean by "sausage block"? 18 the specimen processing, antibody clone and
19 MS. WEGRYNOWSKI: 19 the scoring method used.” | takeit that
20 A. It'snot unusual to take a block comprised of 20 would be the pathologists would record that
21 different body tissue types, liver, spleen, 21 information?
22 tonsil, just to get just acomposition of 22 MS. WEGRYNOWSKI:
23 different tissues so that when you' re running 23 A. Correct.
24 it against your control block when you're 24 CHAYTOR, Q.C.:
25 first validating it, that you know it's 25 Q. Wasthere any reason give or explanation asto
Page 14 Page 16
1 negative, that it's not staining anything that 1 why moving towards the standardized template
2 you were not expecting. 2 of reporting had yet to take place?
3 CHAYTOR, Q.C.: 3 MS. WEGRYNOWSKI:
4 Q. Okay. Andthen No. 24, "Immunohistochemistry 4 A. | think the pathologists were having some
5 registered technologist to be trained to 5 discussions surrounding that.
6 assessthe quality of the external positive 6 CHAYTOR, Q.C.:
7 and negative patient controls tested daily." 7 Q. Andwhat did you understand that to mean,
8 And "Signed documentation of thismust be 8 discussions?
9 retained." Andagain, | takeit then they 9 MS. WEGRYNOWSKI:
10 were waiting on the microscope in order to be 10 A. They weretrying to determine what terminology
11 ableto start to - 11 they were going to use for their headers.
12 MS. WEGRYNOWSKI: 12 Other than that, | don’t know.
13 A. | believe so. 13 CHAYTOR, Q.C.:
14 CHAYTOR, QC.: 14 Q. Okay. And then under "Quality Assurance" part
15 Q. - learnhow to do that? "The pathology 15 5 you note that "Great improvements have been
16 laboratory" No. 25, "isintending to change 16 made in thisarea" And you note that they’ve
17 their processing equipment." And thisisthe 17 become involved in the external quality
18 issue about the X -press tissue processor that 18 assurance programs with both College of
19 we discussed yesterday? 19 American Pathologists and the UK NEQAS
20 MS. WEGRYNOWSKI: 20 program. And | takeit you were pleased to
21 A. Yes 21 see that?
22 CHAYTOR, Q.C: 22 MS. WEGRYNOWSKI:
23 Q. And the importance of making sure your 23 A Yes
24 controls, you're comparing control tissueto 24 CHAYTOR, Q.C.:
25 tissue that has been handledin the same 25 Q. Andyou writethat "Senior administration has
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1 given approval and support for atotal quality 1 team should be involved in the quality

2 management program.” Soin addition to that 2 improvement activities within the organization

3 there was to be a quality management program 3 and with the user physicians." Can you just

4 had been approved and was getting support from | 4 explain what that means?

5 senior management. And "The quality 5 MS. WEGRYNOWSKI:

6 management system will encompassall processes | 6 A. That you don’'t work in isolation, that you're

7 relating to quality assurance with a major 7 part of ateam.

8 focus of continual improvement.” And you 8 CHAYTOR, Q.C.:

9 indicate "There must be standards of 9 Q. Okay. And No. 30 says, "The laboratory isto

10 performance. A goal of the programis to 10 establish quality indicators to monitor the

11 provide a system which is as failure resistant 11 laboratory’s contribution to patient care.”

12 aspossible” And "The quality management 12 What would you be contemplating in terms of

13 program for the laboratory will have 13 quality indicators in that context?

14 representation for both technical and 14 MS. WEGRYNOWSKI:

15 professional staff. A fulltime equivalent 15 A, Ifl couldjust, their benchmarking tools.

16 registered technologist has been assigned to 16 For example, if wego back to fixation, we

17 this position." And | take it that was - 17 would then start tracking what are the number

18 MS. WEGRYNOWSKI: 18 of reprocessing, what are the issues that are

19 A. Catherine Parnell. 19 coined in where are the problems that we're

20 CHAYTOR, Q.C: 20 having so that you benchmark, you see what the

21 Q. Yes. And you spoke with Ms. Parnell? 21 numbers are and you try to narrow the gap.

22 MS. WEGRYNOWSKI: 22 CHAYTOR, Q.C.:

23  A. Yes 23 Q. Okay. And again you speak of, "For a

24 CHAYTOR, Q.C. 24 successful quality management team, the

25 Q. Okay. And then you had a number of 25 laboratory management shall ensure that
Page 18 Page 20

1 recommendations flowing from that, including 1 opportunitiesidentified for improvement are

2 No. 29, "The quality management initiative by 2 dealt with." And what did you have in mind

3 the Eastern Regiona Integrated Health 3 there?

4 Authority be shared with the other regions of 4 MS. WEGRYNOWSKI:

5 Newfoundland to ensure best medicines 5 A. That once abenchmark or once something is

6 practices." Andyou had mentioned something 6 identified that there are processesin place

7 aong those lines, too, in your last report? 7 to correct them.

8 MS, WEGRYNOWSKI: 8 CHAYTOR, Q.C.

9 A. Yes | did. 9 Q. And the"Corrective action logsshould be

10 CHAYTOR, Q.C.: 10 assessed from each area and include an

11 Q. Monthsprior. Why is that important, why is 11 investigation to determine the underlying root

12 it important that that be shared with the 12 causes. Theresults of the corrective action

13 other regions? 13 should be monitored to ensure they were

14 MS. WEGRYNOWSKI: 14 effectivein solving the original problem.

15 A. Oneof--if | understood correctly how the work 15 Trends may also be identified which will aid

16 was coming into Eastern Health and how it was |16 in the development of policies and/or

17 authority for a particular portion of the 17 procedures.” Can you just explain what you're

18 province, | felt that it was important that 18 referring to here and what kind of

19 everyone handle their tissuesthe sasmeway and |19 investigation would you contemplate to

20 they have the same control management system, |20 determine underlying root causes?

21 that it would guard against error, it would 21 MS. WEGRYNOWSKI:

22 assist theminthat. It's like being on the 22 A. Okay. If | could just give you avery simple

23 same page. 23 one. If you receive specimens to the

24 CHAYTOR, Q.C: 24 laboratory and they’ re from a particular unit

25 Q. Andyougoonto say "Thequality management |25 and you find consistently that there' s patient
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1 information missing, it's that sort of 1 conclusion which basicaly, | believe, isa
2 information that you can compile because there 2 summary of everything that I'vetaken you
3 needs to be thena learning tool to that 3 through interms of your recommendations,
4 particular unit. So by tracking that 4 unlessthere’'s something in therethat you
5 information then you could go back to them and 5 would liketo point out or emphasize? I'll
6 say, thisis what we'refinding and thisis 6 just ask you to have aquick review of that?
7 what we need and thisiswhy we need it, how 7 MS. WEGRYNOWSKI:
8 can we work together to ensurethat thisis 8 A. No, I think it'sasummation. | thinkit's
9 completed. And then you would then continue 9 just to bear in mind that the second paragraph
10 tracking to ensure that there' s-it’'s been 10 on the last page, which reads "the stringency
11 corrected. 11 reguired to ensure the reproducibility of all
12 CHAYTOR, Q.C: 12 immunohistochemistry testing is paramount. No
13 Q. Okay. And in this situation we understand and 13 antibody should be used on patients until
14 blocks were sent up to Mount Sinai from 14 after documented validation is completed,” is
15 Newfoundland in the retesting process, that 15 probably one of the strongest paragraphs |
16 the blocks that were sent were the original 16 wrote.
17 blocks processed here in Newfoundland and then |17 cHAYTOR, Q.C::
18 forwarded to Mount Sinai and Mount Sinai 18 Q. That probably sums it all, from your
19 produced their own dlides, and ultimately, as 19 perspective?
20 I’m sure you' re aware, there were a number of 20 MS. WEGRYNOWSKI:
21 conversions. What, from atechnical point of 21  A. | believe so.
22 view could be the cause of those conversions? 22 CHAYTOR, Q.C.:
23 MS. WEGRYNOWSKI: 23 Q. SoMs. Wegrynowski, if we could have P-1757,
24  A. Theway that the protocols and procedures that 24 please, Registrar? And this was the document
25 werein place at Eastern Health at thetime 25 | took you to yesterday which you believe to
Page 22 Page 24
1 they were using the DAKO autostainer were very 1 be the spreadsheet that you were provided
2 different than what we use presently at Mount 2 before you came for your visit, the March
3 Sinai. They had validated their antibody-- 3 10th, 2006 spreadsheet, which had 30
4 they were using their antibody with a 4 recommendationson it from yourself or Dr.
5 pretreatment with the steam method and at 5 Banerjee and two--actually 28 of those and two
6 Mount Sinai we do not usethat particular 6 at the bottom appear to be Dr. Cook and
7 method. We use a method to expose the epitope | 7 internal, so 28 from yourself and/or Dr.
8 whichison amicrowave and it'snot likea 8 Banerjee, and if we could have then, please,
9 home-based microwave. We usea particular 9 P-0277? That was as of March 10th 2006.
10 piece of equipment that is NIST traceable, so 10 MS. WEGRYNOWSKI:
11 again, the National Institute of Standardized 11 A. Okay.
12 Technology has this equipment wherewe can |12 CHAYTOR, Q.C.:
13 monitor the time at temperature so that we can 13 Q. Andyouwere heretheend of March 2006, and
14 guard against any irregularities, we can 14 thiswas the document that | meant to bring
15 ensure that every single dide istreated at 15 your attention to yesterday, after you left,
16 the same time at the same temperature, and | 16 after you left Eastern Health. | brought up
17 believe that was acrucial part of it. Our 17 the 2007 document, but this is actually
18 pipettes are guarded against, so we can 18 updated April 25th, 2006.
19 guarantee that our dilutions arethe same 19 MS. WEGRYNOWSKI:
20 every day. AndIl'm not sure of what the 20 A. Okay.
21 detection system was for sensitivity at 21 CHAYTOR, Q.C:
22 Eastern Hedlth, but those | would think are 22 Q. Sothis is theupdated document, within a
23 reasonable parameters for change. 23 month or three weeks of your visit again, and
24 CHAYTOR, Q.C.: 24 thisone isup to 30 recommendations here.
25 Q. Okay. And then your report ends with a 25 I’m sorry, up to--and then we have June 30th,
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1 2006, and you'll see, at that point in time, 1 antibody should be used on patients until
2 the recommendations are then up to 52. So by 2 after documented validation is completed.” In
3 June of 2006 and all of those recommendations 3 late March 2006, when you were in St. John's,
4 are attributed to yourself and/or Dr. 4 was there any such documented validation?
5 Banerjee. So certainly on the spreadshest, 5 MS. WEGRYNOWSKI:
6 the number of recommendations, someof which | 6 A. Notonevery antibody. | believeit wasin
7 were no doubt from your initial assessment, 7 progress. That would be earlier in the
8 but not recorded on the first spreadsheet. 8 report, | believe.
9 MS, WEGRYNOWSKI: 9 CHAYTOR, Q.C.
10 A. Okay. 10 Q. Overdl then, from your perspective, Ms.
11 CHAYTOR, Q.C. 11 Wegrynowski, as of the time of your second
12 Q. But by June 2006, it appears that any new 12 review at theend of March 2006, how much
13 recommendations that you came up with, aswell |13 progress had been made?
14 asall your original, appear to now be on the 14 MS. WEGRYNOWSKI:
15 spreadsheet. 15 A. They had begun tolook at the process. The
16 MS. WEGRYNOWSKI: 16 procedure manuals were nowhere near where |
17 A. Okay. 17 thought they might have been. Some of the
18 CHAYTOR, Q.C.: 18 basics, | felt were dtill missing,
19 Q. Andif we could go back for a moment, please, 19 refrigerators, pipettes. They had a long,
20 to--I'm sorry, if there’ s anything there that 20 longway to go. They had started on the
21 you wanted to - 21 external quality assurance programs, but in my
22 MS. WEGRYNOWSKI: 22 humble opinion, if youdon't start at the
23 A. Mayljust- 23 bottom, you can only take the top up so far.
24 CHAYTOR, Q.C.: 24 CHAYTOR, Q.C.:
25 Q. Sure, take your time. 25 Q. Andif we could look, please, at P-0314, page
Page 26 Page 28
1 MS. WEGRYNOWSKI: 1 three? Thisisnot adocument | would expect
2 A. When did you say this was written? 2 you to be familiar with. It's aquestion and
3 CHAYTOR, Q.C.: 3 answer briefing note.
4 Q. Thisoneisindicated to be updated June, this 4 MS. WEGRYNOWSKI:
5 particular version is June 30th, 2006. You 5 A. Okay.
6 see the date herein the top. 6 CHAYTOR, Q.C.:
7 MS. WEGRYNOWSKI: 7 Q. It'saGovernment document, and it’s dated May
8 A. Okay,right. 8 2nd 2006, and what we understand is that this
9 CHAYTOR, Q.C: 9 iswhat’ s prepared to provide information, for
10 Q. Okay, and we get the current status, what’sin 10 example, tothe Minister and question and
11 progress or completedin this column and 11 answer briefing notes often for heading into
12 expected completion date in this column. 12 the House of Assembly, and thiswas Minister
13 MS. WEGRYNOWSKI: 13 Osbhorne at the time and it refers to, under
14 A. What does number 40 mean, when you're talking 14 key messages, thethird bullet, "a quality
15 about pipette accuracy and calibration, that 15 review began immediately when the problem was
16 it's in progress? Why would it not be 16 discovered. Eastern Health has had the method
17 completed and ongoing? 17 of testing for ER/PR receptorsreviewed by
18 CHAYTOR, Q.C.: 18 external consultants," and we understand that
19 Q. Andthis isin--sothat's asof June 2006, 19 to be certainly yourself and Dr. Banerjee.
20 yes, okay, and | certainly don't know the 20 "Their recommendations have been implemented
21 answer, but | can appreciate you asking the 21 and the consultants returned to Eastern Health
22 question. If we could go back, please, to P- 22 inearly April to assess' and it says "of
23 0048? And you indicate here, "the stringency 23 progress.”
24 reguired to ensure the reproducibility of all 24 MS. WEGRYNOWSKI:
25 immunohistochemistry testing is paramount. No 25 A. Okay.
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1 CHAYTOR, Q.C.: 1 with the pathologists, that they were looking
2 Q. "Eastern Health expectsto begin testing of 2 at doing aday with QA and whatever lectures
3 new patients in St. John’s once the 3 and asked me if I'd be interested in
4 consultants’ final report has been received 4 participating in that, but | never heard
5 and reviewed, likely in late May" and the idea 5 anything back.
6 of "their recommendations being implemented 6 CHAYTOR, Q.C.:
7 and consultants returned in early April to 7 Q. Okay. You said that in your exit interview, |
8 assess progress,” and we understand it was 8 believe, with Dr. Williams, he asked you some
9 late April that Dr. Banerjeewasin and you 9 questions about the difference between capand
10 wereinin late March, and thisis underlined 10 UK NEQAS?
11 and a note made over hereand there's been 11 MS. WEGRYNOWSKI:
12 evidencethat thisis from Minister Osborne, 12 A. Yes
13 and he recorded that hewas told that the 13 CHAYTOR, Q.C.:
14 consultants were very pleased with the 14 Q. What are the differences between those two
15 progress/results. 15 programs?
16 In terms of what you’ ve personally, your 16 MS. WEGRYNOWSKI:
17 opinion as to the progress of the results, 17 A. Okay. TheCollege of American Pathologists
18 would it befair to say that you were very 18 for immunohistochemistry, what happens is that
19 pleased with the progress and the results, 19 you will receive your survey, they will send
20 upon your second visit? 20 you thedlides. They will tell you what
21 MS. WEGRYNOWSKI: 21 markersthey would likeyou to stain. You
22 A. | think theword "very" isan overstatement. 22 provide them with the information of what
23 | think they had made some start. You would 23 clone you're using and the manufacturer. You
24 have to speak to the person that gave Minister 24 stain the slides with your own in-house
25 Osborne that information. 25 controls and your negative controls, and the
Page 30 Page 32
1 CHAYTOR, Q.C: 1 pathologists will then read them. It is set
2 Q. Yes I'mjust wondering though how that--if 2 up so that the pathologist has--they’re able
3 that is being reported as your assessment or 3 to select from alist what the responses would
4 that you were--your opinion is that you were 4 be, whether it'sone plus, two plus, three
5 very pleased, what is your response to that? 5 plus or whatever it is. They are given avery
6 MS. WEGRYNOWSKI: 6 short history of the patient, and at the end,
7 A. ldidnot get asensefrommy report that | 7 there are different diagnosis and they select
8 was very pleased. 8 what that is. The dides are retained in the
9 CHAYTOR, Q.C: 9 laboratory and the paperwork is then sent off
10 Q. SoMs. Wegrynowski, you sent your report on in 10 to cap. They then which compileit and then
11 May of 2006. Did you receive any feedback 11 you'rerated against your peers. How many
12 from that report? 12 came up with thisfor aresponse signal? How
13 MS. WEGRYNOWSKI: 13 many came up with thisfor adiagnosis? And
14 A. No,just aletter. 14 that’ s--and then you also know who's using
15 CHAYTOR, Q.C.: 15 what clone in the marketplace. Soit can be
16 Q. Andtheletter thanking you, | take it, for 16 used in avariety of ways.
17 your services? 17 With the UK NEQAS, it's alittle bit
18 MS. WEGRYNOWSKI: 18 different. They send you thedlides. You
19 A. Correct. 19 then stain the didesin-house. Y ou provide
20 CHAYTOR, Q.C:: 20 them with your protocols. Y ou then evaluate
21 Q. Did anyone ever discuss with you the 21 the dlides with your pathologist, so you
22 possibility of coming here to do a seminar or 22 provide atechnical mark and the pathologist
23 adiscussion on quality assurance? 23 providesamark aswell. You send it off to
24 MS. WEGRYNOWSKI: 24 them and then they return the paperwork and
25 A. They had spoken to me briefly at my meeting 25 dlidesto you and with their mark by four
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1 assessors. 1 handleit. It'sall thelot information. It
2 CHAYTOR, Q.C:: 2 sounds rather dry, butit’sdonein avery,
3 Q. Andyou compare then yours to theirs? 3 very systematic order.
4 MS. WEGRYNOWSKI: 4 Once the technologist is comfortable with
5 A Yes 5 the microtomy, and it's not just the
6 CHAYTOR, Q.C.: 6 microtomy, they're learning and they’re
7 Q. Andis thereany particular benefit to one 7 understanding. It's a different nomenclature.
8 program as opposed to the other? 8 The names that | used today probably don't
9 MS. WEGRYNOWSKI: 9 make much sense to many people. If you can
10 A. They both have their own prosand cons. 10 imagine if you have 300 different antibodies
11 CHAYTOR, Q.C.: 1 that they sound so alien. So it's an
12 Q. And | take it in some respects, they 12 opportunity for a technologist to start
13 complement one another? 13 understanding the verbiage that we use and how
14 MS. WEGRYNOWSKI: 14 we handle them. There are many different pre-
15 A. Yes 15 treatments associated with the antibodies and
16 CHAYTOR, Q.C.: 16 that becomes al marked on the dlides for
17 Q. I'djustliketo explore with you alittle bit 17 them. So they start understanding alittle
18 about the training of technologistsfor IHC, 18 bit about thework flow. They are always
19 and you indicated that when you were trained, 19 given the opportunity to review the antibody
20 that it was not part of the--the actual IHC 20 specification sheets and all validation slides
21 was not part of your training at that point in 21 that are held with them. All the dides that
22 time. Isit currently part of the curriculum 22 we are presently using now for validation are
23 for technol ogists? 23 al marked with the validation date and the
24 MS. WEGRYNOWSKI: 24 lot number down the slide and they are always
25 A. No, itisnot, unfortunately. 25 kept by our microscope. Even when reviewing
Page 34 Page 36
1 CHAYTOR, Q.C.: 1 positive control ourselves, we go back and we
2 Q. Okay, and so then bringing a technologist into 2 look at them. We don’t--peopledon’t use
3 your IHClab at Mount Sinai, how is that 3 antibodies every singleday. Some are very
4 person trained to do their job? 4 specialized, and if we ourselves are not sure,
5 MS. WEGRYNOWSKI: 5 we're more than happy to include them and give
6 A. Westart off at the ground. The microtomy 6 them to the pathol ogist, who will get back to
7 that is used in IHC isvery different than 7 us, and we can view them again at the multi-
8 what you would useinthe routine histology 8 header at alater date.
9 laboratory. One of the reasons are that the 9 So that's just part--just of that
10 block has aready been given an HNE. So you 10 portion, and then the technologist would start
11 want to ensurethat the tissue is never 11 moving on to what we call the sort and
12 removed. You don't want to loseany of the 12 handling desk, which isif you have 400 slides
13 tumor tissue. So the way that we even perform 13 looking at you, you have to find away to put
14 the microtomy is very different. 14 them in some semblance of order and that is
15 Going forward from that, the way we 15 based very much on the pre-treatment and the
16 handle our slides are different. Some slides 16 detection system that we use. So that when we
17 are heated. Some dlides are kept in the cold. 17 set up for aday’ s run, when our machines are
18 So there' s different parameters with that that 18 only holding 50, how do you accommodate four
19 they need to learn. We do it on avery, very 19 or five hundred slidesa day in a very
20 slow basis. It'srather overwhelming to say 20 streamlined fashion and provide aturnaround
21 to someone, here, just sit and do this. One 21 time that is expected from your department?
22 of the things they must always do is they must 22 At that point, again, thereis the review
23 read our standard operating procedures and our 23 of the dides. There isthereview of the
24 manual. They learn from the very beginning 24 controls and no oneis ever left aloneto do a
25 that when inventory comesin, how they areto 25 task. From there, we move on to start
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1 bringing peoplein and they will start setting 1 not unusual to comein in the morning and say
2 upin themorning. Soit'sat that point, 2 "I didn’t hand this out because I’m not quite
3 they start learning about the pre-treatments, 3 sure," and we'll go over that together.
4 how we do the pre-treatments, how do we ensure 4 CHAYTOR, Q.C.:
5 that the consistency of the pre-treatments. 5 Q. And if that, if it's a technologist who
6 But al theway along, they're learning, 6 otherwise had years of training in other parts
7 they’re making up the buffers. So they’re 7 of the pathology lab, would that time period
8 pHing the buffers. They’re becoming part of 8 be abbreviated?
9 theintegral part of the department. They 9 MS. WEGRYNOWSKI:
10 recognize--many of them will start--actualy | 10 A. Yes, it would be, because my expectations are,
11 should backtrack. 11 at that point, that they understand microtomy.
12 Many of them will start with very simple 12 They would understand the issues with that.
13 techniques, which is akidney biopsy. It 13 They would still certainly have to spend time
14 comes in, it's cut on a microtome--a 14 onthat bench understanding the differences
15 cryostatic, excuse me, soit’'sfrozen. It'sa 15 between the different antibodies and how the
16 one-step immunohistochemistry technique. So 16 dlideshave to be handled. 1t would bean
17 you put on that antibody. They learned how to 17 abbreviated version, but it still wouldn’t be-
18 dilute the antibody. They learn to work 18 -it would still be six to nine months. It's
19 within the dark and they learn how to take it 19 not routine histology. It's very, very
20 forward. Keepitinthefridge, signitupto 20 different. So we spend alot of time going
21 the pathologist. So very rudimentary steps 21 over troubleshooting issues.
22 there introduced. 22 CHAYTOR, Q.C.:
23 And from there, in avery sow, organized 23 Q. Ms. Wegrynowski, if there wereto be any
24 fashion, then we move on to being able to work 24 suggestion that what happened in the lab here
25 on the equipment, understanding the equipment, 25 in St. John's might not be different than
Page 38 Page 40
1 what the alarms mean, if there’'sa problem 1 what’s happening in other labsacross the
2 with set up, how do we change drops, and that 2 nation, that thisin fact could be a national
3 isgone overina very slow fashion. From 3 issue because of the test being finicky or
4 there, we'll start working on getting the 4 probahilistic, based on your review of the lab
5 slides out and then sitting down together and 5 in St. John's, do you agree with that
6 finally reading the controls together. 6 assessment or suggestion?
7 CHAYTOR, QC:: 7 MS, WEGRYNOWSKI:
8 Q. Ms. Wegrynowski, how long does all take? How 8 A. Theword "finicky" no. Capricious perhaps. If
9 long aprocessisit before that technologist 9 itisdonein avery stringent manner and you
10 isthen actually left on their own to do their 10 have all guards against it, then I’'m not sure
11 jobintheiHc lab? 11 | agree with that comment.
12 MS. WEGRYNOWSKI: 12 CHAYTOR, Q.C.:
13 A. About ayear intoit. 13 Q. Just have ageneral question for you, in terms
14 CHAYTOR, Q.C.: 14 of aprocess that we heard at least in mid to
15 Q. I'msorry? 15 late January of thisyear, and I’'m not sure
16 MS. WEGRYNOWSKI: 16 that this processis still being carried out,
17 A. About ayear. 17 but | would just ask whether or not there's
18 CHAYTOR, Q.C:: 18 any concerns regarding this. There's some
19 Q. About ayear beforethey're left to do their 19 suggestion that when the ER/PR tests resumed
20 job on their own? 20 herein St. John’s that all the breast tissue
21 MS. WEGRYNOWSKI: 21 was being grossed at St. Clare’s Hospital. So
22 A. Depending on what partit is. Some parts, 22 if the breast surgery occurred at the Health
23 you're certainly comfortable with in six 23 Sciences -
24 months, but we're talking the full gamete, | 24 MS. WEGRYNOWSKI:
25 would say easily ayear, and even then, it's 25 A Yes
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1 CHAYTOR, Q.C.: 1 that of any concern?

2 Q. -thespecimen would be placed in formalinin 2 MS. WEGRYNOWSKI:

3 the OR, sent down to the lab, beforeit then 3 A. I'mnot familiar with that procedure.

4 getstransferred over to St. Clare' sto have-- 4 CHAYTOR, Q.C.

5 to be grossed, the formalin was drained off 5 Q. Haveyou ever heard of that happening?

6 the specimen, packedina bag, seded ina 6 MS. WEGRYNOWSKI:

7 container and sent over, that could take 7 A. No.

8 anywhere from half hour to forty-five minutes. 8 CHAYTOR, Q.C.:

9 The specimen thenisgrossed at St. Clare's, 9 Q. And the specimen isthen--the blocks are then
10 the block sent back--block produced, block 10 sent back to the Health Science and the dides
11 sent back to Health Science, the dlides are 11 made and then the dides sent back. You
12 made there and stained, then the slides were 12 indicated that Mount Sinai does thistesting
13 sent back to St. Clare' sto be interpreted by 13 for other centres?

14 the two pathologists over there. Could you 14 MS. WEGRYNOWSKI:

15 provide any comment on, please, whether ornot |15 A. Yes, wedo.

16 you have any concerns about that as a process. 16 CHAYTOR, Q.C.

17 MS. WEGRYNOWSKI: 17 Q. Andin termsof receiving the samples into

18  A. | think you lost me halfway through. 18 Mount Sinai, | takeit the specimen doesn’t

19 CHAYTOR, Q.C.: 19 come in a bag without formalin?

20 Q. I'msorry. 20 MS. WEGRYNOWSKI:

21 MS. WEGRYNOWSKI: 21 A. No, and thework that | receive always comes

22 A. Sorry. 22 in blocks. | wouldn’'t receive fresh

23 CHAYTOR, Q.C.: 23 specimens.

24 Q. Okay,wdl it'sagood thing| have notes, 24 CHAYTOR, Q.C:

25 I’ll try again. Okay, so the surgery taking 25 Q. Sotheblocks aredonein the site and then
Page 42 Page 44

1 place at--the breast surgery taking place at 1 sent on to Mount Sinai and then you make your

2 Health Sciences. 2 dlides?

3 MS, WEGRYNOWSKI: 3 MS, WEGRYNOWSKI:

4 A. Yes 4 A. Yes, yes.

5 CHAYTOR, Q.C. 5 CHAYTOR, Q.C.

6 Q. Okay, al the grossing istaking place at St. 6 Q. If wecouldlook at P-0764 please? And this

7 Clare's, so the specimen is then sent over to 7 is adraft fixation policy and as of the last

8 St. Clare’ sto be grossed. 8 evidence we' ve had from Eastern Health on i,

9 MS. WEGRYNOWSKI: 9 it had not yet been implemented but there’s
10 A. Okay. 10 certainly agood draft made hereand if you
11 CHAYTOR, Q.C.: 1 could just have alook at this document and -
12 Q. Inorder for that to happen, the formalin 12 MS. WEGRYNOWSKI:

13 being--drained off the breast tissue, packed 13  A. Right.

14 inabag, sealed in acontainer, sent across 14 CHAYTOR, Q.C.:

15 town, might take half hour to forty five 15 Q. -tel meyour thoughts and any comments you
16 minutes. 16 may have on this document?

17 MS. WEGRYNOWSKI: 17 MS. WEGRYNOWSKI:

18 A. At what temperature? 18 A. Allright. | agreewith her overview. Three
19 CHAYTOR, Q.C.: 19 hours is rather short for fixation on a

20 Q. I don't know, and we understand it was being 20 biopsy, but if that’s-there are no national
21 sent by courier. 21 standards on that, but -

22 MS. WEGRYNOWSKI: 22 CHAYTOR, Q.C.:

23 A. Okay. 23 Q. Sothethree hours on the biopsy is short, in
24 CHAYTOR, Q.C: 24 your opinion.

25 Q. Theideaof theformalin being drained off, is 25 MS. WEGRYNOWSKI:
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1 A. Butthereare no nationa standards, so - | 1 MS. WEGRYNOWSKI:
2 definitely agree with the statement that "if 2 A Yes
3 the appropriate fixation time is not met, the 3 CHAYTOR, Q.C::
4 following statement will be attached to the 4 Q. So Ms. Wegrynowski, after submitting your
5 final specimen report. Pathology results may 5 second report in May of 2006, were you ever
6 be adversely affected due to improper tissue 6 contacted by Eastern Health for any further
7 fixation." | concur. Yes. 7 advice or assistance on this matter?
8 CHAYTOR, Q.C. 8 MS, WEGRYNOWSKI:
9 Q. Okay, sol take it for an sop, at least for 9 A. No, | wasnot.
10 the fixation, that this would pretty well 10 CHAYTOR, Q.C.
11 cover what you had in mind? 11 Q. Haveyou ever had any further contact from
12 MS. WEGRYNOWSKI: 12 Eastern Health regarding your two reviews and
13 A. Yes. They would also haveto includein their 13 the reports that you produced?
14 standard operating procedures for when they’'re |14 MS. WEGRYNOWSKI:
15 doing their grossing, what their expectations 15 A. I'vehad two phone calls subsequent to my last
16 were, isthat for handling of the larger 16 visit at Eastern Health.
17 specimens. 17 CHAYTOR, Q.C.:
18 CHAYTOR, Q.C.: 18 Q. Andwhen did those phone calls take place?
19 Q. Okay, canyou give us an example of that? 19 MS. WEGRYNOWSKI:
20 MS. WEGRYNOWSKI: 20 A. Onewas last spring and onewas later--one
21 A. If something camein, what's your expectation 21 followed that, | couldn’t give you the dates,
22 times, how it was going to be blocked--bread 22 the exact dates.
23 loafed, whatever and the whole bit and how 23 CHAYTOR, Q.C.:
24 long it was going to be sitting in formalin 24 Q. So spring meaning spring 2007?
25 prior to it being grossed. Because you would 25 MS. WEGRYNOWSKI:
Page 46 Page 48
1 bread loaf it, if you got a piece of breast, 1 A Yes
2 you would bread loaf it, you wouldn’'t 2 CHAYTOR, Q.C::
3 necessarily makeyour blocks that day, it 3 Q. Andwho wasthat phone call from?
4 would then sit in acontainer and then your 4 MS. WEGRYNOWSKI:
5 blocks would be made the following day. 5 A. That phone call wasfrom Mr. Barry Dyer.
6 CHAYTOR, Q.C. 6 CHAYTOR, Q.C.
7 Q. Okay, andit doesindicate here the date and 7 Q. Andwhat wasthe purpose of Mr. Dyer’s phone
8 time of fixation must be documented on the 8 call in the spring of 20077
9 requisition. 9 MS. WEGRYNOWSKI:
10 MS. WEGRYNOWSKI: 10 A. Hecdled tolet meknow that the Premier
11 A. Uh-hm. 11 would be reading my report that afternoon.
12 CHAYTOR, Q.C.: 12 CHAYTOR, Q.C.:
13 Q. Andthere are other linkages cross referenced, 13 Q. That the Premier would be reading your report?
14 I’m not sure though, we' ve been through this 14 MS. WEGRYNOWSKI:
15 before, whether or not any of them--we have 15 A. Yes
16 breast specimen, needle localization - 16 CHAYTOR, Q.C.:
17 MS. WEGRYNOWSKI: 17 Q. Wasanything else discussed with Mr. Dyer?
18 A. That may very well then be speaking to what | 18 MS. WEGRYNOWSKI:
19 just mentioned. 19 A. ldon'trecal.
20 CHAYTOR, Q.C.: 20 CHAYTOR, Q.C.:
21 Q. Yeah, not sure of that right now but we can 21 Q. What was your reaction to that?
22 certainly havea look at that. Is there 22 MS. WEGRYNOWSKI:
23 anything else included in there or not 23 A. Put the phone down and said, "Oh".
24 included in there that you would liketo see 24 CHAYTOR, Q.C.:
25 or isthis pretty well--pretty well does it? 25 Q. Okay, if wecould look, please, at P-0455?
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1 Andthisis e-mail exchangeswhich start on 1 Q. Andwhat was the purpose of Ms. Pilgrim’'s
2 May 23rd, 2007 from Barry Dyer to Terry 2 call?
3 Gulliver. Thisiswithin Eastern Health, Ms. 3 MS, WEGRYNOWSKI:
4 Wegrynowski, and the importance is indicated, 4 A. Totel me that thereport that was written
5 there' s no subject indicated but importance is 5 under the Evidence Act, that there was
6 high. And it's"Hi, Terry! Trish was 6 discussions going on in the legislature about
7 notified on Wednesday, May 23rd a1240 7 that.
8 hours'--so thetime and dateis recorded. 8 CHAYTOR, Q.C.:
9 "She does not want the report to go public.” 9 Q. I'msorry, discussions?
10 Was there any discussion about your report 10 MS. WEGRYNOWSKI:
11 going public? 11 A. Concerning--from what | recall, concerning how
12 MS. WEGRYNOWSKI: 12 this, how my report was being--how the
13 A. | don’'tremember that, | think the first 13 Evidence Act was reflected upon my report and
14 comment kind of negated anything after that. 14 that seemsright.
15 CHAYTOR, Q.C.: 15 CHAYTOR, Q.C.:
16 Q. Thenthat email gets, the line, aswe will, 16 Q. I'msorry, | didn't mean to cut you off.
17 from Terry then, Terry Gulliver passes that on 17 MS. WEGRYNOWSKI:
18 to Nash Denic. Subject isforwarding the e- 18 A. | said maybe|’m not explaining it correctly,
19 mail, importance is high. Dr. Denic then 19 | don’'t know enough about the Evidence Act,
20 passesthat up theline, samedate at 3: 45 20 myself, but | got the sense that what | had
21 p.m. to Dr. Howell. The subject is T. 21 originally signed up for was the parameters
22 Wegrynowski’ sreport, importance high. "Hi 22 were now changing.
23 Oscar, Trish Wegrynowski, thelab reviewer, 23 CHAYTOR, Q.C:
24 doesn’t want her report to go public." And 24 Q. Soat that point in time there was discussion
25 then Dr. Howell passes that, the next day, up 25 that your report may not be protected under
Page 50 Page 52
1 to the CEO, George Tilley and the subject is 1 the Evidence Act any more?
2 forward T. Wegrynowski’sreport, importance 2 MS. WEGRYNOWSKI:
3 high. "Fv1, for what it's worth, Oscar." So 3 A Yes
4 isthis, May 23rd, isthat time consistent 4 CHAYTOR, Q.C.:
5 with your recollection of when you received 5 Q. And | take it that phone call happened
6 that phone call? 6 sometime after Mr. Dyer’s phone call to you?
7 MS, WEGRYNOWSKI: 7 MS, WEGRYNOWSKI:
8 A. |l couldn't giveyouthe exact date, but it 8 A Yes
9 certainly happened in the morning before lunch 9 CHAYTOR, Q.C.:
10 and as far as the report going public, | never 10 Q. Wasitamatter of months later, weeks later?
11 assumed it would go public because it wasa 11 MS. WEGRYNOWSKI:
12 peer review and they had told me | wascovered |12 A. | don't have a sense of time on that.
13 under the Evidence Act. 13 CHAYTOR, Q.C.:
14 CHAYTOR, Q.C.: 14 Q. Okay. And | takeit no further contact after
15 Q. Andwhat Mr. Dyer indicated to you was that 15 that?
16 the Premier would be reading your report that 16 MS. WEGRYNOWSKI:
17 day? 17 A. None.
18 MS. WEGRYNOWSKI: 18 CHAYTOR, Q.C.:
19 A. That'swhat | heard. 19 Q. Wereyou contacted to be advised that your
20 CHAYTOR, Q.C.: 20 reports, that infact there had been an
21 Q. Ms. Wegrynowski, the second phonecall you |21 application to the Court and that your
22 received was from whom? 22 reports, pursuant to Judge Dymond’ s decision
23 MS. WEGRYNOWSKI: 23 could be used by this Commission. Was there
24 A. Pat Pilgrim. 24 any contact made to advise you of that?
25 CHAYTOR, Q.C.: 25 MS. WEGRYNOWSKI:
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1 A. | only heard from my own in-house people. 1 It iswell documented that a shortage of
2 CHAYTOR, Q.C. 2 medical laboratory technologistswill occur
3 Q. Okay. Ms. Wegrynowski, I'll just take a 3 within the next decade. The paucity will have
4 moment here, but | believe those are all my 4 a significant detrimental impact on the
5 questions for you. There wasoneissue, I'm 5 Canadian health care system. In my opinion,
6 not sure if this came out, how many ER/PR 6 it isimperative that requirements for entry
7 tests currently are carried out in your lab at 7 into the profession, as well as our standards
8 Mount Sinai? 8 of practice, are not eased. Core competencies
9 MS. WEGRYNOWSKI: 9 must continuously be upgraded to reflect
10 A. Ohldon't know, I think | gave this number 10 evolving medica advancements. Itis the
11 somewhere along the lineto someone, | don’t 11 obligation of the medical laboratory
12 know, athousand tests ayear, easily, | don’t 12 technologist to be responsible and accountable
13 know. | could get back to you on that if you 13 for their professional actsand practices.
14 need a firm number. 14 There are discreet and well-defined standards
15 CHAYTOR, Q.C: 15 of practice, aswell as laws and regulations
16 Q. Okay, that's fine, thank you. Is there 16 governing our profession. Theonusisin all
17 anything else that | have not covered with you 17 in the profession to maintain and improve
18 that you think would be important for the 18 their skills and knowledge and to keep current
19 Commissioner to know or that you would 19 with our changing scientific advances through
20 otherwise like to share with the Commissioner? |20 continuous learning.
21 MS. WEGRYNOWSKI: 21 Immunohistochemistrymedical
22 A. If | may make someclosing remarks? This 22 technologists areintegral members of the
23 process has been weighing heavily onmy mind |23 health care team. We share knowledge which is
24 for nearly two years. If | may, Madam 24 essential to the diagnosisand treatment of
25 Commissioner, | would like to make some 25 disease. In the pathology setting, the
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1 closing remarks for your consideration. First 1 pathologist and the medical laboratory
2 and foremosgt, | think that not many are aware 2 technologist work in tandem. The technologist
3 that up to 85 percent of decisions concerning 3 must perform reproducible tests in a stringent
4 diagnosis and treatment are based on 4 manner and the pathologist must interpret
5 laboratory test results. Medical laboratory 5 technically complex results; thus together
6 technologists are one of the largest groupsin 6 providing effective patient care.
7 the medical community, yet we are the least 7 Although each of our professions have
8 recognized. When the general public thinks of 8 defined scopes of practice, they are
9 health care professionals, doctors and nurses 9 interdependent. Dueto complex and highly
10 immediately cometo mind. We struggle with 10 interpretative nature of immunohistochemistry
11 our low profile because we perform our roles 11 testing, effectiveinteraction between the
12 behind the scenes. Laboratories are a 12 pathologist and the medical laboratory
13 critical component of the health care system. 13 technologistisa necessity.
14 Because of the demand for resourcesin other 14 Immunohistochemistry has a direct and
15 areas of health care, our vishbility is 15 immediate impact on patient diagnosis and
16 further diminished. It istime that the 16 therapies. Historically, immunohistochemistry
17 importance of medical laboratory technologists 17 has been a satellite laboratory to histology.
18 is recognized. 18 Immunohistochemistry and histology are two
19 In the past, medical laboratory 19 different entities and should be treated as
20 technologists were excluded from important 20 thus. Recognized subspecidties include
21 public policy decision-making. It hasonly 21 electron microscopy and cytogenics. In my
22 been recently that health careleaders and 22 opinion the dynamic and complex nature of
23 government officials have asked for our 23 immunohistochemistry warrants specialized
24 professional input. Our input is vital for 24 training a the academic level, aswell as
25 successful patient care at anational level. 25 stringent adherence to practice, asit isa
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1 dynamic and not a static laboratory. 1 interested inin relation to the way you do
2 I would like to thank you for your time 2 things at Mount Sinai and some other things
3 today and for giving me the opportunity to 3 are more specific to what you done for Eastern
4 offer my opinion to this process. 4 Health.
5 CHAYTOR, Q.C: 5 First of all, I just want to pick upon a
6 Q. Thank you, Ms. Wegrynowski. 6 point you' ve just made in your statement. And
7 MS. WEGRYNOWSKI: 7 you said, if | can get thisright, that one of
8 A. Yourewelcome. 8 the things that's needed in
9 THE COMMISSIONER: 9 immunohistochemistry in Canada, | takeit, is
10 Q. Some of the other counsel here may have some 10 that there needs to be specialized training at
11 questions for you. Mr. Pritchard? 11 an academic level for people involved in
12 MS. PATRICIA WEGRYNOWSKI, EXAMINATION BY MR. ROLF |12 immunohistochemistry. And | wonder if you can
13 PRITCHARD. 13 tell mea little bit more about what you
14 MR. PRITCHARD: 14 foresee there? What type of academic training
15 Q. Thank you, Commissioner. Good morning, Ms. 15 you think should be available and whether you
16 Wegrynowski. My nameisRolf Pritchard and 16 know if that type of academic training for
17 I’'m here representing Her Mgjesty in Right of 17 immunohistochemistry is currently available
18 Newfoundland and Labrador. | just have one or 18 anywhere in the country?
19 two questions for you this morning. 19 MS. WEGRYNOWSKI:
20 Ms. Wegrynowski, you mentioned that you 20 A. | don't believeit' savailable anywherein the
21 received a phone call, | think you said in the 21 country, but | would like to see that
22 spring of 2007 from Mr. Dyer. 22 immunohistochemistry is, at least, provided a
23 MS. WEGRYNOWSKI: 23 part of the pathology moduleswhen medical
24 A. Yes. 24 laboratory technologists are being training,
25 MR. PRITCHARD: 25 at the very least.
Page 58 Page 60
1 Q. Andheadvised you that the Premier was going 1 MR. SIMMONS:
2 to read your report. |sthat correct? 2 Q. So,atthevery least, it should be something
3 MS. WEGRYNOWSKI: 3 that would be added to the training programs
4 A. Correct. 4 for the technologists. And if you had your
5 MR. PRITCHARD: 5 druthers, asthey say, where would you see it?
6 Q. Anddoyou haveany knowledge of whether or 6 How far would you seeit going?
7 not the Premier ever did read your report 7 MS. WEGRYNOWSKI:
8 around about that time? 8 A. Itcould certainly be doneasa speciality
9 MS. WEGRYNOWSKI: 9 advancement.
10 A. | haveno knowledge. 10 MR. SSMMONS:
11 MR. PRITCHARD: 11 Q. Okay.
12 Q. No,dl right. Thank you very much. 12 MS. WEGRYNOWSKI:
13 MS. WEGRYNOWSKI: 13 A. But the same being said as well as for
14  A. You'rewelcome. 14 residency programs, pathology residents need
15 THE COMMISSIONER: 15 the same sort of experience and expertise as
16 Q. Thank you. Mr. Simmons? 16 well.
17 MsS. PATRICIA WEGRYNOWSKI, EXAMINATION BY MR. DANIEL 17 MR. SSMMONS:
18 SIMMONS 18 Q. Yes. Andfrom your knowledge, do they receive
19 MR.SIMMONS: 19 that type of focus in their residency
20 Q. Thank you, Commissioner. Good morning, Ms. 20 training?
21 Wegrynowski, we' ve met before and as you know 21 MS. WEGRYNOWSKI:
22 I’'m here representing Eastern Health.  So, | 22 A. Nottomy--but | can’t comment on that. It's
23 do have some questions for you coming out of 23 just something that | would be aware of.
24 the evidence that you've given so far. And 24 MR. SIMMONS:
25 someof it isbackground and things we're 25 Q. Okay. So,in theabsence of that type of
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1 academic level training for technologists. | 1 performed?
2 take it what has happened in your laboratory 2 MS. WEGRYNOWSKI:
3 isthat you wanted to take fairly extensive 3 A. That would depend on circumstances.
4 orientation and training program yourself that 4 MR. SIMMONS:
5 you described for us earlier. 5 Q. Sure. Inyour experience, isit something
6 MS. WEGRYNOWSKI: 6 that comes up daily, weekly, once a month?
7 A. Correct. 7 MS, WEGRYNOWSKI:
8 MR. SSMMONS: 8 A. Any of the above.
9 Q. Yes, okay. Now, inyour laboratory, | believe 9 MR. SSIMMONS:
10 you've told us that you have five 10 Q. Andof theabove, it depends. You do, but
11 technol ogists who are dedicated to full time 11 it'snot uncommon for troubleshooting to be
12 work in the immunohistochemistry. 12 required in one type of test or another, is
13 MS. WEGRYNOWSKI: 13 it?
14  A. Correct. 14 MS. WEGRYNOWSKI:
15 MR. SIMMONS: 15 A. Yes
16 Q. Andyour position isas--I mightn't get the 16 MR. SIMMONS:
17 title right--but lead technologist for those 17 Q. Okay. And how--what are the different ways
18 five. 18 that it might be recognized that
19 MS. WEGRYNOWSKI: 19 troubleshooting in atest is needed? How does
20 A. That would befair. 20 it bubble up to the surface? Who bringsit up
21 MR. SIMMONS: 21 to someone’ s attention that we have a problem
22 Q. Andasthelead technologist, ispart of you 22 that we need to deal with?
23 role then to bring a higher level of knowledge 23 MS. WEGRYNOWSKI:
24 and expertise to the work than the other five 24 A. Your controlswould fail, you would have non-
25 may have. So that if there are more 25 specific staining.
Page 62 Page 64
1 complicated things to do or difficult 1 MR. SIMMONS:
2 troubleshooting to do, that you would become 2 Q. Um-hm, okay. So, are there situations where
3 involved in it. 3 the technol ogists, the five technol ogists who
4 MS. WEGRYNOWSKI: 4 work for you would recognize that there's been
5 A. Yes 5 an issue with a test and we need to
6 MR. SIMMONS: 6 troubleshoot it?
7 Q. Isthat part of what you do? 7 MS. WEGRYNOWSKI:
8 MS, WEGRYNOWSKI: 8 A. Yes
9 A. That'spart of what | do. 9 MR. SSIMMONS:
10 MR. SIMMONS: 10 Q. Okay. Are there cases where your
11 Q. Okay. So, would it befair for me to expect 11 technologists would not be the ones to
12 then that the other five technologists 12 recognize it, but someone else in the chain?
13 wouldn’t be expected to necessarily have the 13 MS. WEGRYNOWSKI:
14 same in-depth understanding of IHC that you've |14 A. It can happen.
15 been able to demonstrate for us here? 15 MR. SIMMONS:
16 MS. WEGRY NOWSKI: 16 Q. Yes. Are therecaseswhereit would bethe
17 A. My expectation isthat they would understand 17 pathologistswho review the results of the
18 that theory and be able to participate in the 18 work would come back and say, we have an issue
19 troubleshooting. 19 that needs troubleshooting?
20 MR. SIMMONS: 20 MS. WEGRYNOWSKI:
21 Q. Right, okay. How often is-1 know you've 21  A. Yes, they can come back. They most certainly
22 described IHC ascomplex, there are many 22 do.
23 different antibodies and many different 23 MR. SIMMONS:
24 purposes, how common isit for troubleshooting |24 Q. Okay. So, inyour experience, both of those
25 to be required when these testsare being 25 are potential sources of recognition that
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1 there's an issue that needs troubleshooting? 1 who are sub-specialized in the sense that they
2 MS. WEGRYNOWSKI: 2 are particularly interested or particularly
3 A. Correct. 3 work in areas that involved one set of
4 MR. SIMMONS: 4 testing, like the ER/PR testing, for example?
5 Q. Yes. And | expect that there's different 5 MS. WEGRYNOWSKI:
6 levels of involvement that the people in your 6 A. Absolutely. Mount Sinai is, that's what we
7 lab and the pathologists have when it comesto 7 are compromised of.
8 actually doing the troubleshooting in atest. 8 MR. SSIMMONS:
9 Arethere thingsthat the technologists can 9 Q. Right, andat Mount Sinai, those are Dr.
10 look after themselves, problems that they 10 O'Malley and Dr. Mullen, | believe?
11 solve on their own? 11 MS. WEGRYNOWSKI:
12 MS. WEGRYNOWSKI: 12 A. Correct.
13 A. Could you give me an--I’'m not sure what you're |13 MR. SIMMONS:
14 asking. 14 Q. Sodo you ever have occasion where you haveto
15 MR. SIMMONS: 15 involve people like them in issues to do with
16 Q. Wadl, if you'vegot an external control that's 16 troubleshooting the results of tests?
17 failed and thetechnologist look at it and 17 MS. WEGRYNOWSKI:
18 they can tell that the control didn’t stain at 18 A. Not necessarily troubleshooting, but there's
19 al when it’s supposed to. Isthat the sort 19 certainly a dialogueif somebody wanted to
20 of thing that they would tackle--a problem 20 come back toyou about something. When it
21 they would tackle solving on their own or 21 comes to our breast work, most of our work is
22 would they immediately bring someoneelsein |22 outside consult work, so--and | go back to our
23 to help them? 23 client satisfaction forms, that thisis what -
24 MS. WEGRYNOWSKI: 24 MR. SIMMONS:
25 A. No, wewould take care of that ourselves. We 25 Q. Yes
Page 66 Page 68
1 would stop it and say "this didn’t work. 1 MS. WEGRYNOWSKI:
2 Okay, what do we need todo?' and start 2 A. Soif they’'re not seeing something at their
3 forward the following day. 3 end, they’ll come back. They have no problems
4 MR. SIMMONS: 4 coming back and asking questions. The sameis
5 Q. Right. Arethere situationswhere you have a 5 true of al the pathologists.
6 troubleshooting to be done where you would 6 MR. SSIMMONS:
7 have to involve expertise beyond your own 7 Q. Yes. Sothe outside pathologists who send in
8 technologistsin order to solve the problems? 8 the consults will come back to you with
9 MS. WEGRYNOWSKI: 9 questions as well? Is that what you're
10 A. Couldyou provide me with an example of that, 10 saying?
11 please? 11 MS. WEGRYNOWSKI:
12 MR. SIMMONS: 12 A. | have not ever had that.
13 Q. Not very well, because | don’t understand the 13 MR. SIMMONS:
14 details of it well enough to give you a 14 Q. Okay, sorry, misunderstood that. Y ou had told
15 specific example, but arethere situations 15 us, going back sometime, to whenyou first
16 where if a pathologist has recognized a 16 werefirst involved in ER/PRtesting being
17 problem, that you’ ve got pathologists in your 17 instituted by the IHC method. | think you
18 laboratory medicine program who you canturn |18 were at was it Women's College Hospital ?
19 to for assistance in troubleshooting problems? 19 MS. WEGRYNOWSKI:
20 MS. WEGRYNOWSKI: 20 A. Yes
21 A. My pathologists, do they help metroubleshoot? |21 MR. SMMONS:
22 Well, we can certainly have adialogue about 22 Q. Andthat was atransition fromwhat we've
23 it. 23 heard described as the ligand binding assay or
24 MR. SIMMONS: 24 LBA method?
25 Q. Yes. Are there pathologistsat Mount Sinai 25 MS, WEGRYNOWSKI:
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A. Correct, yes, the Dcc method, yes.
MR. SSIMMONS:
Q. We'veadso heard it referred to as a bioassay?
MS. WEGRYNOWSKI:
A. That’s correct.
MR. SSIMMONS:
Q. Isthat another term for it?
MS. WEGRYNOWSKI:
A. Yes, it gave a quantitative number, yes.
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quantitative, it is rather--it's qualitative
quantitative because we do not put in apiece
of whatever and come out with a number, and so
when you're talking about comparing FISH to
HER2neu or the DcCC to estrogen and
progesterone, if that’s what you’ re going--if
that’swhat I’'m understanding the question,
then that’s how it is done.

MR. SIMMONS:

10 MR. SIMMONS: 10 Q. Okay, and because another way, | would

11 Q. Andyouwereinvolved, | think, in that at the 11 understand, to validate a test like ER/PR

12 time when that was done at the lab where you 12 would be to compare your test results to a

13 worked, were you? 13 clinical outcome with a patient, and

14 MS. WEGRYNOWSKI: 14 eventually, I think, there was research done

15 A. Yes 15 which -

16 MR. SIMMONS: 16 MS. WEGRYNOWSKI:

17 Q. And did | understand you to say that the 17 A. Doneto ensurethat that -

18 validation process used then was to compare 18 MR. SIMMONS:

19 the IHC resultsagainst theligand binding 19 Q. - approached it that way, sothat you know

20 assay results? 20 that your test result matches something that

21 MS. WEGRYNOWSKI: 21 provides a benefit to a patient.

22 A. Thatwas part of that premise, yes. They 22 MS. WEGRYNOWSKI:

23 wanted to assure the specificity and accuracy, 23 A. Correct.

24 that’s correct. 24 MR. SIMMONS:

25 MR. SSIMMONS: 25 Q. But whenER/PR was ingtituted by the IHC
Page 70 Page 72

1 Q. Right, right, soit wasn't--and we've aso 1 method, the validation process was to compare

2 heard mention of gold standards here in 2 it to the previous test?

3 testing, and some of uslay people have had 3 MS. WEGRYNOWSKI:

4 conceptions about what that means, but I’ m not 4 A. You'd need to speak to Dr. Frances O’ Malley or

5 sureif we'reright. Isthere, in laboratory 5 Brendan Mullen about this.

6 medicine, atechnical usetothe term "gold 6 MR. SSIMMONS:

7 standard"? When you speak of there being a 7 Q. Okay, but at thetime that you were involved

8 gold standard for atest, what is that? 8 init, that was, | presume, considered an

9 MS. WEGRYNOWSKI: 9 appropriate way to validate ER/PR by IHC was

10 A. I'mnotsurel’ve used that term myself, but - 10 to havea processof comparing itto the

11 MR. SIMMONS: 11 ligand binding assay?

12 Q. WHdI, | think in relation to the FISH 12 MS. WEGRY NOWSKI:

13 comparison for HER2. I'm not sure if you did 13 A. Atatechnical level, that’swhat | was asked

14 or if one of the witnesses earlier used that. 14 to do.

15 MS. WEGRYNOWSKI: 15 MR. SIMMONS:

16 A. | did notrefer to itthat way, butl can 16 Q. Yes, andat thetechnical level, would that

17 speak to you how the comparative is derived. 17 involverunning parallel tests, atest of a

18 MR. SIMMONS: 18 sample on ligand binding assay and test the

19 Q. Yes, sure. 19 same sample on ER/PR -

20 MS. WEGRYNOWSKI: 20 MS. WEGRYNOWSKI:

21 A. When the bcc method could give aquantitative |21 A. Yes.

22 response to the amount of estrogen and 22 MR. SIMMONS:

23 progesterone in the tumor, you were ableto 23 Q. -and seewhat theresults were, okay. So if

24 get asuccinct number. Much pathology, you 24 that was the approach that had been used here

25 must understand, athough it is rather 25 in St. John's, that waswhat wasthen the
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1 Health Care Corporation prior to Eastern 1 that you work inwhat | think you call the

2 Health, when the ER/PR test was instituted, 2 service lab.

3 that wouldn't surprise you that that same 3 MS. WEGRYNOWSKI:

4 process would have been adopted for the 4 A Yes |do.

5 initial validation of it? 5 MR. SIMMONS:

6 MS. WEGRYNOWSKI: 6 Q. Which provides testing for clinical reasons

7 A. That would befair. 7 for patients.

8 MR. SIMMONS: 8 MS, WEGRYNOWSKI:

9 Q. Okay. | have some questions about the 9 A. Correct.

10 machinery used in IHC testing. 10 MR. SIMMONS:
11 MS. WEGRYNOWSKI: 11 Q. And Ms. Mendasis she kind of your counterpart
12 A. Allright. 12 in the research lab?
13 MR. SIMMONS: 13 MS. WEGRYNOWSKI:
14 Q. AndI’ve heard references to open systems and 14 A. No, she'sthe manager of the research lab.
15 closed systems, and my understanding, which 15 MR. SIMMONS:
16 might not be correct, is that the DAKO semi- 16 Q. Oh, she' sthe manager, okay.
17 automated system used in your lab and 17 MS. WEGRYNOWSKI:
18 previously used hereiswhat’s called an open 18 A. Yes
19 system because there sthe ability to vary 19 MR. SIMMONS:
20 thingslike antibody dilutionsand antigen 20 Q. So, there' sthe separate research lab as well?
21 retrieval methodsand timing. And that the 21 MS. WEGRYNOWSKI:
22 Ventana benchmark system now in use hereis 22 A. Yes thereis.
23 considered a closed system because you don’t 23 MR. SIMMONS:
24 have the same ability to vary those types of 24 Q. Both usethe open system.
25 things. Am 1 on theright track with that? 25 MS. WEGRYNOWSKI:
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1 MS. WEGRYNOWSKI: 1 A Yes

2 A. | think that'sfair. 2 MR. SIMMONS:

3 MR. SIMMONS: 3 Q. Isthereany particular advantage to the open

4 Q. Okay. And arethere any--and both types of 4 systemin theresearch environment, in the

5 systems are in use across the country in labs 5 research lab.

6 now, | believe? 6 MS. WEGRYNOWSKI:

7 MS, WEGRYNOWSKI: 7 A. Again-

8 A. Yes 8 MR. SIMMONS:

9 MR. SSIMMONS: 9 Q. Youcan't say, okay. You suggested that there
10 Q. Yes they are. And arethere any particular 10 are actualy some variations in protocol
11 pros and cons to taking one approach, the open 11 between the research lab and the service lab
12 system approach or the closed system approach? |12 inyour ingtitution, between the protocols
13 MS. WEGRYNOWSKI: 13 that are used. Y ou don’t have the same set of
14 A. It needs to fit the needs of your 14 written protocols for performance of IHC
15 organization? 15 testing in both labs, do you?

16 MR. SIMMONS: 16 MS. WEGRYNOWSKI:

17 Q. Yes. What sort of needswould suggest that 17 A. No,| havemy own set. They have their own
18 the open system or the closed system might be 18 set, but they do mirror each other |

19 a better fit? 19 understand.

20 MS. WEGRYNOWSKI: 20 MR. SIMMONS:

21 A. Agan,itwould depend on the needs of your 21 Q. Sure, yes. Butit hasn't been determined that
22 organization, volume, cost. There are many 22 there needed to be a single set of protocols

23 factors. 23 that were exactly the same in both labs?

24 MR. SIMMONS: 24 MS. WEGRYNOWSKI:

25 Q. Um-hm, right. At Mount Sinai, weunderstand |25 A. Thatisnoin part of my decision making.
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1 MR. SIMMONS: 1 guidelines?

2 Q. Okay. Youhad mentioned that there's a 2 MS. WEGRYNOWSKI:

3 collegein Ontario that medical laboratory 3 A Yes | have

4 technologists are members of. That's a 4 MR. SIMMONS:

5 licensing body, isit? 5 Q. Okay. Werethose sorts of thingsin existence

6 MS. WEGRYNOWSKI: 6 and in placein Ontario prior to the college

7 A. Yes itis. 7 being there to do them?

8 MR. SIMMONS: 8 MS, WEGRYNOWSKI:

9 Q. And is that licensing mandatory in the 9 A. No
10 province of Ontario? 10 MR. SIMMONS:
11 MS. WEGRYNOWSKI: 11 Q. Mount Sinai laboratory, | expect you'll agree
12 A. Towork inthe province of Ontario, we must be |12 with me probably that it’s one of the foremost
13 members of CMLTO. 13 and more stringent IHC laboratoriesin the
14 MR. SIMMONS: 14 country. Would that be afair statement?
15 Q. How long hasthat been in effect roughly? 15 MS. WEGRYNOWSKI:
16 MS. WEGRYNOWSKI: 16 A. | would assume stringency would bein al IHC
17 A. | know that’'sonmy cv. 17 laboratories.
18 MR. SIMMONS: 18 MR. SIMMONS:
19 Q. It hasn't been 20 or 30 years? It's 19 Q. Yes, okay. Does something like having a
20 relatively recent, isn’t it? 20 college and practice guidelines make it easier
21 MS. WEGRYNOWSKI: 21 to share the knowledge that’s been gainedin
22 A. Ittook a number of years for usto getto 22 the laboratory like yours with othersin your
23 that point. 23 province who now have to be licensed and have
24 MR. SIMMONS: 24 to meet those same sorts of practice
25 Q. Yes. Have you seen any particular value or 25 guidelines?
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1 advantages come out of having acollege in 1 MS. WEGRYNOWSKI:

2 place that licenses and presumably carries out 2 A. I'mnot sureabout sharing the information,

3 some other functionsin Ontario? 3 not from the college.

4 MS. WEGRYNOWSKI: 4 MR. SIMMONS:

5 A. Yes | beievethat because--I think the 5 Q. Okay. Well, what do the practice guidelines

6 technologist hasto understand more about 6 address then?

7 their scopes of practice. And we have our 7 MS. WEGRYNOWSKI:

8 focus magazines, opportunities for learning. 8 A. The practice guidelines of?

9 As | say, I've worked on the practice 9 MR. SSIMMONS:
10 guidelines so we were able to guide what are 10 Q. Yes, what--thecollege. You referred to the
11 the expectations of the histology in the 11 college has practice guidelinesand you've
12 province of Ontario. So, there’s awealth of 12 been involved in the development of them.
13 information that wecan get out for the 13 MS. WEGRYNOWSKI:
14 college, but most importantly, the publicis 14 A. The practice guidelinesthat I’'m referring to
15 protected. Collegeis for the public, not 15 wereasfor theareaof histology. So, the
16 necessarily for the technol ogists. 16 expectations were there that we determined how
17 MR. SIMMONS: 17 many dlides atechnologist should be able to
18 Q. Right. Wéll, it enables the technologists, | 18 cut depending on the composition, whether they
19 presume, to deliver amore standardized and 19 were biopsies or large specimens, the amount
20 perhaps better approach in product, in - 20 of work flow ergonomics. It was that sort of
21 MS. WEGRYNOWSKI: 21 information that we working on.
22 A. Wdl, that QMPLS. 22 MR. SIMMONS:
23 MR. SIMMONS: 23 Q. Okay.
24 Q. Okay. Well, in the college then, you've said 24 MS. WEGRYNOWSKI:
25 that you’ ve worked for the college on practice 25 A. Wedid not do the area of IHC.
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1 MR. SMMONS: 1 MS. WEGRYNOWSKI:
2 Q. Oh,I see okay. 2 A. | can tell youwhat my roleis with--I can
3 MS. WEGRYNOWSKI: 3 tell you what | do.
4 A. Wedid histology. 4 MR. SIMMONS:
5 MR. SSIMMONS: 5 Q. Please, yes.
6 Q. Sorry about that. 6 MS. WEGRYNOWSKI:
7 MS. WEGRYNOWSKI: 7 A. Weare sent surveys several times ayear, not
8 A. That'sokay. 8 unlike what you already know with your
9 THE COMMISSIONER: 9 laboratory. And they will send usthe dides,
10 Q. Andtheseguidelines, are they directed more 10 they will tell uswhat they would like usto
11 to the kind of work that one can be expected 11 stain. We will use our in-house controls and
12 todo as opposed necessarily tothe steps 12 wewill usetheir slides. We will provide
13 involved in doing the work? 13 them with all our protocols and the negative.
14 MS. WEGRYNOWSKI: 14 It all getsshipped back off tothem. And
15 A. Correct. 15 they will send everything back to us with a
16 MR. SIMMONS: 16 critique.
17 Q. Now, in Ontario as well, aside from the 17 MR. SIMMONS:
18 technologists, the laboratories have alevel 18 Q. Okay. Andhow long has that service been
19 of regulation and accreditation. 1've heard 19 available in Ontario?
20 you mentioned both OLA and QMPLS. 20 MS. WEGRYNOWSKI:
21 MS. WEGRYNOWSKI: 21 A. It'sbeenacoupleof years. | can't recal
22 A. QMPLSisaportion of OLA. 22 the exact start date.
23 MR. SIMMONS: 23 MR. SIMMONS:
24 Q. Thiswas my next question, OLA stands for 24 Q. Within the last couple of years?
25 what? 25 MS. WEGRYNOWSKI:
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1 MS. WEGRYNOWSKI: 1 A. Don’t quote me on that.
2 A. Ontario Lab Accreditation. 2 MR. SIMMONS:
3 MR. SIMMONS: 3 Q. Okay, no, but it hasn't been ten years ago?
4 Q. Okay. Andwhat kind of an organizationis 4 MS. WEGRYNOWSKI:
5 that? Is that one of these voluntary 5 A. ldon'tthink oLA hasbeenin existencefor
6 organizations or is this something mandated by 6 ten years.
7 the province? 7 MR. SSIMMONS:
8 MS. WEGRYNOWSKI: 8 Q. Okay. Andwhat QMPLS doesisthat something
9 A. It'smandated. 9 different than that aswell or isit part of
10 MR. SIMMONS: 10 it?
11 Q. So, | presume there’slegidation somewherein 11 MS. WEGRYNOWSKI:
12 the background that has created it? 12 A. It'san overseeing body.
13 MS. WEGRYNOWSKI: 13 MR. SIMMONS:
14 A. Yes 14 Q. Yes. AndtheQMPLSrole in Ontario, what do
15 MR. SIMMONS: 15 they do for your lab?
16 Q. Andcanyou tell me something, what itsrole 16 MS. WEGRYNOWSKI:
17 is? 17 A. My goodness, I’m not sure I’ m the best person
18 MS. WEGRYNOWSKI: 18 to answer this question for you. Brendan
19 A. I’'mnot surethat I'm the authority to speak 19 Mullen might be able to -
20 to you on therole of - 20 MR. SIMMONS:
21 MR. SIMMONS: 21 Q. Dothey accredit your lab?
22 Q. Waéll, you've got a perspective because you're 22 MS. WEGRYNOWSKI:
23 working inan important in Ontario and | 23  A. Yes
24 presume you have a perspective on how you see |24 MR. SIMMONS:
25 therole that - 25 Q. They do? So, you've participated in the
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1 accreditations when they come in? 1 Q. Okay. Haveyou played any rolein your lab in

2 MS. WEGRYNOWSKI: 2 monitoring of ratesof positivity of ER/PR

3 A Yes, they do. 3 testing over the years?

4 MR. SIMMONS: 4 MS. WEGRYNOWSKI:

5 Q. So,likeaccreditations generally, there'll be 5 A. Not me, no.

6 reviewers who will comein - 6 MR. SIMMONS:

7 MS. WEGRYNOWSKI: 7 Q. Doyou know if it's been done?

8 A. Yes, they do. 8 MS. WEGRYNOWSKI:

9 MR. SSIMMONS: 9 A. | know that they have beenworking on a
10 Q. - withsome set of standardsthat - 10 program and | know that Brendan Mullen--you
11 MS. WEGRYNOWSKI: 11 can speak to Brendan Mullen about that.

12 A. Absolutely. 12 MR. SIMMONS:
13 MR. SIMMONS: 13 Q. So, wecanask Dr. Mullen about it?
14 Q. -they’regoing to take and prepare your - 14 MS. WEGRYNOWSKI:
15 MS. WEGRYNOWSKI: 15 A. Yes He-
16 A. Absolutely, that’sright and our manuals have 16 MR. SIMMONS:
17 to reflect this. 17 Q. You haven't had any involvement in any
18 MR. SIMMONS: 18 monitoring of positivity rates.
19 Q. Right, okay. And that happens how often? 19 MS. WEGRYNOWSKI:
20 MS. WEGRYNOWSKI: 20 A. No.
21 A, Hm? 21 MR. SIMMONS:
22 MR. SIMMONS: 22 Q. Hasanything been reported to you over the
23 Q. That'sfine, if youdon't know, that’sfine. 23 years, in your positionto say that 2003,
24 It's probably every two or three years, 24 we're at the end of 2003, here is our rate of
25 something in that area, it is? 25 positives and negatives?
Page 86 Page 88

1 MS. WEGRYNOWSKI: 1 MS. WEGRYNOWSKI:

2 A Yes Itisnot annually. 2 A. Inpassing we might have discussed it, but |

3 MR. SIMMONS: 3 couldn’t comment on it, being formal.

4 Q. Okay. And that’s something different than the 4 MR. SIMMONS:

5 Canadian American Pathologist review that you 5 Q. Okay. When you were asked to come here to St.

6 referred to as well. 6 John's and doyou initid review, you've

7 MS. WEGRYNOWSKI: 7 described it to us as being--you've usethe

8 A. Correct. 8 term peer review. And although you weren't

9 MR. SIMMONS: 9 actually reviewing the work of technologists
10 Q. It'san additional one. There' sbeen some 10 when you came, but we've also heard the term
11 reference to synoptic reporting by 11 quality review, that's been used here. But in
12 pathologists. | believe weheard from a 12 any event your expectation was that it was a
13 previous witness that that was implemented in 13 review that would have an element of
14 your facility in about 2005, does that sound 14 confidentiality and an element of legal
15 about right? 15 protection?

16 MS. WEGRYNOWSKI: 16 MS. WEGRYNOWSKI:

17 A. That would be correct; that isright. 17 A. Absolutely.

18 MR. SIMMONS: 18 MR. SIMMONS:

19 Q. Okay. So, priorto 2005, were you familiar 19 Q. Right, okay. Wereyou asked to do what you
20 with the type of mechanisms used for reporting 20 would have considered and investigation into
21 by pathol ogists of the ER/PR results? 21 the cause of the change in test results?

22 MS. WEGRYNOWSKI: 22 MS. WEGRYNOWSKI:

23 A. You needto speak to Frances O'Malley or 23 A. No.

24 Brendan Mullen about that. 24 MR. SIMMONS:

25 MR. SIMMONS: 25 Q. Wasthe processthat you planned to use when
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1 you came here one that you would have adopted 1 MR. SIMMONS:
2 if you had been asked to comeinand do an 2 Q. Right. Would it befair to say that the focus
3 investigation? 3 of what you were doing was to assess the lab
4 MS. WEGRYNOWSKI: 4 as it existed in order to make those
5 A. Not necessarily. 5 recommendations so that appropriate changes
6 MR. SSIMMONS: 6 could be implemented on a go forward basis?
7 Q. No. And onceyou got here, your process 7 MS. WEGRYNOWSKI:
8 changed once you came and saw what the level 8 A. | thought | wasthereto do a peer review, but
9 of documentation and operating procedures and 9 that iswhat | ended up doing.
10 so onwas and you changed into amore of an 10 MR. SIMMONS:
11 educational type of mode, | understand. 11 Q. Okay. So,you ended up doingwhat | just
12 MS. WEGRYNOWSKI: 12 described?
13  A. Yes 13 MS. WEGRYNOWSKI:
14 MR. SIMMONS: 14 A. Yes, not what | originally thought | was going
15 Q. Andthat’snot something, isit, that would 15 to do.
16 have been directed towardsan investigation 16 MR. SIMMONS:
17 into cause? 17 Q. Okay. I'll refer you to just one document.
18 MS. WEGRYNOWSKI: 18 MS. WEGRYNOWSKI:
19 A. No. 19 A. Okay.
20 MR. SIMMONS: 20 MR. SIMMONS:
21 Q. Wasyour report intended to bea report on 21 Q. Thisisapicky question. P-1743, please?
22 investigation into cause of the test changes? 22 MS. WEGRYNOWSKI:
23 MS. WEGRYNOWSKI: 23 A. A what question?
24 A. No. 24 MR. SIMMONS:
25 MR. SIMMONS: 25 Q. Thisisapicky question.
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1 Q. Now, you did identify a significant number of 1 MS. WEGRYNOWSKI:
2 deficiencies that you found at the IHC 2 A. Oh, picky question, oh boy.
3 laboratory when you conducted you review and 3 MR. SSIMMONS:
4 you've reported on those in both of your 4 Q. Onelittle curiosity point. Thiswas your
5 reports. And would it befair to say that 5 early e-mail, July 28, 2005. So, thiswas at
6 many of those deficiencies could have been 6 the very beginning when you were first
7 factors that would contribute to an origina 7 contacted about coming here, | think.
8 test not having worked? 8 MS. WEGRYNOWSKI:
9 MS, WEGRYNOWSKI: 9 A. Um-hm.
10 A. Couldyou rephrase that for me, please? 10 MR. SIMMONS:
11 MR. SIMMONS: 11 Q. And if you look down through your e-mail
12 Q. Wouldit be fair to say that many of the 12 message to Dr. Carter, you'velisted five
13 factorsthat you identified could have been 13 questions thereand the fourth one was a
14 ones that contributed to why an original test 14 question as to whether the MLTs, the
15 didn’t work? 15 technologists, were dedicated or rotating
16 MS. WEGRYNOWSKI: 16 staff.
17 A. They were definitely factors that contributed, 17 MS. WEGRYNOWSKI:
18 yes. 18 A. Okay.
19 MR. SIMMONS: 19 MR. SIMMONS:
20 Q. Okay. And did your work--your work didn'tgo |20 Q. Now, at thisvery early point had you aready
21 so far though as toisolate any particular 21 had any indication or any -
22 factorsin any particular cases? 22 MS. WEGRYNOWSKI:
23 MS. WEGRYNOWSKI: 23 A. No.
24  A. | think | gaveavery broad based--1 had two 24 MR. SIMMONS:
25 and a half days. 25 Q. - as to whether they were dedicated or
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1 rotating? 1 Q. Okay. Do you--and when you came here to
2 MS. WEGRYNOWSKI: 2 Newfoundland, there were no pathology
3 A No 3 assistantsin place?
4 MR.SIMMONS: 4 MS. WEGRYNOWSKI:
5 Q. Butl wascuriousas towhy it would be a 5 A. Correct.
6 question that you would even think to ask, as 6 MR. SIMMONS:
7 to whether they were dedicated or rotating? 7 Q. And the pathologists were doing the grossing
8 MS. WEGRYNOWSKI: 8 of the specimens with the senior technol ogists
9 A. Oh, becausein ahistology setting, that is 9 carrying out some grossing duties, you
10 not unusual to have people dedicated to an 10 probably understood that to be the case?
11 area or rotate doing different benches all the 11 MS. WEGRYNOWSKI:
12 time. 12 A. Yes | did.
13 MR. SIMMONS: 13 MR. SIMMONS:
14 Q. Okay. 14 Q. And| believeincluded in your recommendations
15 MS. WEGRYNOWSKI: 15 was a recommendation that pathology assistants
16 A. AndI had no ideawhether immunohistochemist-- 16 would be of advantage?
17 how immunohistochemistry was perceived or set 17 MS. WEGRYNOWSKI:
18 up at thisorganization. So, that's why | 18 A. Yes.
19 asked the question. 19 MR. SIMMONS:
20 MR. SIMMONS: 20 Q. Okay. What sort of advantages would you see
21 Q. Right. So, it was something that you 21 flowing from including pathology assistantsin
22 recognized at the outset that it could be done 22 the process?
23 oneway or theother, either dedicated or 23 MS. WEGRYNOWSKI:
24 rotating and thiswas an important point for 24 A. Continuity of how the specimens were going to
25 you to know. 25 be handled.
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1 MS. WEGRYNOWSKI: 1 MR. SMMONS:
2 A. I'mnot sureabout doing it oneway or the 2 Q Um-hm.
3 other in immunohistochemistry, but the 3 MS. WEGRYNOWSKI:
4 question was there because | knew nothing. 4  A. The pathologists assistant never works along,
5 So, itwas, I'mtrying to gather as much 5 they always work under a pathologist, so they
6 information before | come on site so that | 6 would always be the daily interaction rounds
7 don’'t waste the time on site. 7 or whatever you would liketo discuss with
8 MR. SSIMMONS: 8 that. It providesthe pathologists with an
9 Q. Okay. I have some questionsfor you now about | 9 opportunity to spend less timein actually
10 the types of personnel and staffing that you 10 doing grossing and allows them to do their own
11 can havein this area. Now, there’ s been some 11 reading. 1I’mnot surewhat your residency
12 discussion of pathology assistants. 12 program is here, but they can also work with
13 MS. WEGRYNOWSKI: 13 that. Isthat something that you' re looking
14 A, Okay. 14 for?
15 MR. SIMMONS: 15 MR. SIMMONS:
16 Q. Nowl know | expectin yourrolein the-- 16 Q. Wdl, no, I'm notlooking for anything in
17 you've confined to immunohistochemistry, you |17 particular other than just your views asto
18 probably don’'t have alot of interaction with 18 what to inform us about, what you perceive the
19 pathology assistants at your institution, do 19 advantages being of having pathology
20 you? 20 assistants available. Now the consistency,
21 MS. WEGRYNOWSKI: 21 how doesthe consistency play into the work
22 A. Daily, but not--I speak to them usually daily, 22 that’ s done in the immunohistochemistry lab?
23 but not necessarily about what they do and how |23 MS. WEGRYNOWSKI:
24 they do it. 24 A. The consistency would then be how the
25 MR. SIMMONS: 25 specimens were handled, how they were once
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1 excised from the body, we could streamline the 1 Q. Right, okay. Soyou have apathologist who's
2 transition getting it into thelab. The 2 not only charged with that kind of
3 grossing would be done ina very similar 3 responsibility but presumably has an interest
4 manner. Youwould have your documentation 4 and develops an expertise in carrying out that
5 however it was going to be set up by your 5 rolein relation to immunohistochemistry, as
6 pathologist and the size of the sections are 6 well?
7 extremely critical. 7 MS. WEGRYNOWSKI:
8 MR. SIMMONS: 8 A. Yes
9 Q. Um-hm, okay. So when you look at some of the 9 MR. SIMMONS:
10 technical things that you can have trouble 10 Q. Thefirst question | asked you about was your
11 within doing an IHC test, it's helpful to 11 recommendation about academic training for
12 have that kind of consistency in the 12 immunohistochemistry to understand, presumably
13 processing of the specimen before it reaches 13 to understand the science, so the people doing
14 your lab? 14 the work understand and scientific basis for
15 MS. WEGRYNOWSKI: 15 the work that they’re doing, help them
16 A. Consistency is very important in pathology, 16 understand what it isthey’re doing and why.
17 yes. 17 And you wouldn’t have been familiar with this
18 MR. SIMMONS: 18 when you were here, because this is a
19 Q. Itwill reduce the range of things maybe that 19 development that’smore recent at Eastern
20 can be difficult to deal with in performing an 20 Health, but there’ s been a position added in
21 IHC test, can it? 21 the immunohistochemistry service to, for
22 MS. WEGRYNOWSKI: 22 someone maybe equivalent to alead tech who
23 A. They can ensurethat your proper fixationis 23 has aPhD science background who will be
24 in place. 24 charged with the responsibility for things
25 MR. SIMMONS: 25 like the validation. How would you see that
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1 Q. Yes okay. So instituting pathology 1 kind of amove in relation to addressing some
2 assistants at Eastern Health would be 2 of the underlying concernsthat you had when
3 certainly viewed by you as having been abig 3 you reviewed the labs?
4 advantage? 4 MS. WEGRYNOWSKI:
5 MS. WEGRYNOWSKI: 5 A. Arethey medica laboratory technologists?
6 A. Asanasset, yes. 6 MR. SIMMONS:
7 MR. SIMMONS: 7 Q. Yes
8 Q. A step forward, okay. Now, recommendations 8 MS. WEGRYNOWSKI:
9 coming out of your review and of Dr. 9 A. |think that role would be up for Eastern
10 Banerjee's, as well, included designating a 10 Health to decide how best to carry it out.
11 pathologist as a position like adirector of 11 MR. SIMMONS:
12 immunohistochemistry. What sort of advantages |12 Q. Okay. Thank you, very much. That'sall the
13 do you see coming out of that kind of a move, 13 questions | have for you.
14 designating a pathologist to bethe person 14 MS. WEGRYNOWSKI:
15 responsible for IHC testing? 15 A. Thank you.
16 MS. WEGRYNOWSKI: 16 COMMISSIONER:
17 A. That would be the personin my laboratory who (17 Q. Mr. Browne, do you have any questions? 1I'm
18 signs off on my manuals, they are the person 18 just wondering whether you want us to take the
19 that | go to when | have the external quality 19 morning break before you start or after?
20 that | need to do. The only codicil to that 20 MR. BROWNE:
21 is, and thisis hischoice, you'd have to 21 Q. Probably be better to take the morning break.
22 speak to him to verify it, but if it’s breast 22 COMMISSIONER:
23 pathology, if we get a case of a breast, then 23 Q. Well why don’t we take the morning break and
24 Frances or Brendan will go ahead and read it. 24 then you can have your opportunity to cross-
25 MR. SIMMONS: 25 examine.
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1 (RECES9) 1 heard some evidence previousto that herein
2 MS. TRISH WEGRYNOWSKI, EXAMINATION BY MR. PETER BROWNE 2 relation to this machine being purchased by
3 MR. BROWNE: 3 Eastern Health. And did | understand your
4 Q. Goodmorning, Ms. Wegrynowski. My name is 4 evidence correctly that this particular
5 Peter Browne. | represent anumber of the 5 machine uses a cohol as oppose to formalin as
6 individual physicianswho have been asked to 6 afixative?
7 testify before the Commission. Mr. Simmons 7 MS. WEGRYNOWSKI:
8 said hehad a picky question. | have a 8 A. Yes
9 curious question, actually, to begin with. 9 MR. BROWNE:
10 Andthat isinrelation to anitem inyour 10 Q. And thatis problematic whenit comes to
11 curriculum vitae, and actually, the last item 11 immunohistochemistry because most of the
12 on page4. And it mentions that you attended 12 immunohistochemistry isbased on formalin-
13 the Biologica Stain Commission annual 13 fixed tissues, isthat correct?
14 meeting. can you just give some more 14 MS. WEGRYNOWSKI:
15 information around that? That isa U.S. body 15 A. It'snotasmuch asitisaproblem asthat
16 that's beenin existence for a number of 16 you need to ensurethat your controls are
17 years, | understand. Could you explain the 17 handled in the same manner as what your tests
18 purpose of that body? 18 are.
19 MS WEGRYNOWSKI: 19 MR. BROWNE:
20 A. TheBiological Stain Commission - 20 Q. Okay.
21 MR. BROWNE: 21 MS. WEGRYNOWSKI:
2 Q. Yes 22 A, Soif that'swhat they were going to proceed
23 MS. WEGRYNOWSKI: 23 with, that was one of the codicils they needed
24 A. ltwasderived originaly, they were the ones 24 to keep in mind.
25 that took careof all thestains. All the 25 MR. BROWNE:
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1 stains have particular codes, sothey were 1 Q. Okay. And do you have any--well, doesyour
2 ensuring the certification of the stains. It 2 institution have a similar machine?
3 was a very--it was an enlightening meeting for 3 MS. WEGRYNOWSKI:
4 me to attend because there were also members 4 A. Wedo not use that machine.
5 there of the Nationa Institute of 5 MR. BROWNE:
6 Standardized Testingand we had dialogues 6 Q. Okay. Areyoufamiliar with this particular
7 going on even just about the calibre of the 7 machine and its usage?
8 dides that we are using in 8 MS. WEGRYNOWSKI:
9 immunohistochemistry. 9 A. I'veseenit at conventions, but | don’t have
10 MR. BROWNE: 10 any -
11 Q. Now, theBiological Stain Commission, isthat 11 MR. BROWNE:
12 part of also aregulatory agency in the United 12 Q. Now, you mentioned, aswell, just along that
13 States? 13 topic, that at your institution you have
14 MS. WEGRYNOWSKI: 14 equipment purchase protocol ?
15 A. | couldn’t speak to that. 15 MS. WEGRYNOWSKI:
16 MR. BROWNE: 16 A. Yes
17 Q. Okay. And I’'m assuming that the Biological 17 MR. BROWNE:
18 Staining Commission also looks after 1HC 18 Q. Is therea committee that is around that
19 stains? 19 protocol, are there certain individuals who, |
20 MS. WEGRYNOWSKI: 20 guess, develop the protocol ?
21 A. I’'mnot sure they do. You know, it'sdyes, 21 MS. WEGRYNOWSKI:
22 they take care of dyes. 22 A. |l can speak toit in my involvement init.
23 MR. BROWNE: 23 We, ourselves, have been looking to purchase
24 Q. Simply dyes, okay, thank you. You spoke 24 more stainersfor the immunohistochemistry
25 yesterday about the Sakura Express and we've 25 department and we needed to look at severa
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1 different companies, and it was my technical 1 particular to positively charged slides. Can
2 director, the charge technologist and myself 2 you explain what that is and does your
3 who did this. 3 institution use such a slide?
4 MR. BROWNE: 4 MS. WEGRYNOWSKI:
5 Q. Okay. Arepathologistsinvolvedin, | guess, 5 A. Yes, wedo. Weusethem to ensure that the
6 the decision around the purchasing of 6 sections do not fall off aslide. Soyou use
7 equipment? 7 deionized water so that there's absolutely,
8 MS. WEGRYNOWSKI: 8 there's no charge in the water with a
9 A. They canbe. 9 negatively charged tissue, will attach the
10 MR. BROWNE: 10 positively charged dlide. Soit’'sjust to
11 Q. There was some evidence and you were 11 adherence of the tissue so that it does not
12 referenced to this point yesterday, aswell, 12 come off during some of the procedure. It'sa
13 about in-house formalin. | take it does Mount 13 long procedure, and in our particular case we
14 Sinai or has Mount Sinai ever made in-house 14 microwave which can be--it’s going up to 115,
15 formalin? 15 120 degrees celsius.
16 MS. WEGRYNOWSKI: 16 MR. BROWNE:
17 A. | believethey did along time ago. 17 Q. Soit'sto protect tissue coming off during
18 MR. BROWNE: 18 the whole, | guess, detection, antigen
19 Q. Anddidyou haveor are you aware of whether 19 retrieval detection process that the dlide
20 or not they had standard operating procedures 20 goes through?
21 with regard to in-house formalin? 21 MS. WEGRYNOWSKI:
22 MS. WEGRYNOWSKI: 22 A Yes
23 A. It'swell before my time. 23 MR. BROWNE:
24 MR. BROWNE: 24 Q. Okay. Andas well you mentioned yesterday
25 Q. Okay. Isthere, from your knowledge base, are 25 that | think you used the term "standard
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1 there particular problems with making in-house 1 operating procedures are living and breathing
2 formalin versus commercialy prepared 2 documents'?
3 formalin? 3 MS, WEGRYNOWSKI:
4 MS. WEGRYNOWSKI: 4 A. Correct.
5 A. Myself, my personal opinion is safety. 5 MR. BROWNE:
6 MR. BROWNE: 6 Q. Overthetime period that you have been with
7 Q. Safety interms of safety to the - 7 Mount Sinai how often have you changed, for
8 MS. WEGRYNOWSKI: 8 instance, your standard operating procedures
9 A. Individual - 9 for antibodies, detection systems and so on?
10 MR. BROWNE: 10 MS. WEGRYNOWSKI:
11 Q. -individua. 11  A. Itcanhappen. It'snot on aregular basis.
12 MS. WEGRYNOWSKI: 12 Y our procedure would change if you received a
13 A. Makingit, yes. 13 new lot of antibody and the concentration had
14 MR. BROWNE: 14 changed, which would then result in a
15 Q. Isthere, | guessisthere any particular risk 15 different dilution, your procedure manual
16 that if not prepared or diluted properly that 16 would change, as well.
17 it may lead to under or over fixation of 17 MR. BROWNE:
18 tissue? 18 Q. And|I believe, as well, you mentioned that
19 MS. WEGRYNOWSKI: 19 they are reviewed on an annual basis, is that
20 A. Itwould changeyour percentages. | can't 20 right?
21 speak to the under, over. 21 MS. WEGRYNOWSKI:
22 MR. BROWNE: 22 A. Correct.
23 Q. Okay. At Mount Sinai what type of slides are 23 MR. BROWNE:
24 used or are there particular slides used for 24 Q. Okay. And you have indicated to the
25 IHC interpretation? I'm referring in 25 Commissioner during your evidence that your
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1 institution uses the DAKO semi-automated 1 A Yes
2 stainer, is that correct? 2 MR. BROWNE:
3 MS. WEGRYNOWSKI: 3 Q. Intermsof as it relatesto IHC as well as
4 A. Correct. 4 the whole lab?
5 MR. BROWNE: 5 MS, WEGRYNOWSKI:
6 Q. And that particular machine uses apump that 6 A. Yes
7 applies stain to the dlide, is that right? 7 MR. BROWNE:
8 MS. WEGRYNOWSKI: 8 Q. Okay. And that--so | am correct, that isthe
9 A. Yes, it does. 9 mechanical instrument that is used to cut the
10 MR. BROWNE: 10 specimens from blocksinto thin transparent
11 Q. Okay. Has your ingtitution ever had any 11 dlicesto be put on a dlide?
12 problems with that particular, the pump that 12 MS. WEGRYNOWSKI:
13 appliesthe stain? 13 A. Correct.
14 MS. WEGRYNOWSKI: 14 MR. BROWNE:
15 A. Yes, wehave. 15 Q. Okay. Andl think if I got your statement
16 MR. BROWNE: 16 correct, you made this morning, was you don’t
17 Q. Isthat aregular occurrence or isthere just 17 want to losetissue when you'reusing this
18 an isolated event? 18 machine?
19 MS. WEGRYNOWSKI: 19 MS. WEGRYNOWSKI:
20 A. | couldn't speak to that, but as a user of it 20 A. Correct.
21 you recognize that the pumps are taking longer 21 MR. BROWNE:
22 and longer and it is my responsibility then to 22 Q. Canyou explain that a bit further, please?
23 get in touch with the manufacturer who will 23 MS. WEGRYNOWSKI:
24 come in and do service calls on that. 24  A. BEvery block that comes in--okay, | have to
25 MR. BROWNE: 25 think how to put this. If the block isn’t
Page 110 Page 112
1 Q. But asa technologist you should bein a 1 aways on the same angle, there are centring
2 position to recognize difficulties with a 2 screws that the technologist would use to make
3 particular pump if itis not applying the 3 the section or make the block come up directly
4 stain correctly? 4 to the blade so that when they started to come
5 MS., WEGRYNOWSKI: 5 down with the section onto the blade, that
6 A. Correct. 6 they wouldn’t be then going into the section.
7 MR. BROWNE: 7 MR. BROWNE:
8 Q. Now, you were asked both yesterday and today 8 Q. Right.
9 about the microtome? 9 MS, WEGRYNOWSKI:
10 MS. WEGRYNOWSKI: 10 A. Sothey use something called centring screws
11 A. Yes 11 sothat the best of their ability they’'re
12 MR. BROWNE: 12 lining up that block so that when it hits the
13 Q. And| believe this morning, in fact, you when 13 blade, that you're not losing as--you don’t
14 asked about teaching technologists, sort of 14 want to lose any tissue.
15 walking through the understanding of 15 MR. BROWNE:
16 immunohistochemistry you would start withthe |16 Q. Right. When you say "tissue", you're talking
17 microtome as sort of the ground level, is 17 normal epithelium, for instance, if -
18 that--did | understand you to be correct in 18 MS. WEGRYNOWSKI:
19 saying that this morning? 19 A. I'mtaking about whatever is embedded in that
20 MS. WEGRYNOWSKI: 20 block.
21 A. Yes 21 MR. BROWNE:
22 MR. BROWNE: 22 Q. Right. Well, that would includein relation
23 Q. Okay. So obviously that’sa very important 23 to, for instance, ER/PR, would that be normal
24 mechanical instrument? 24 epithelium that may be affected by or lost by
25 MS. WEGRYNOWSKI: 25 that process?
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1 MS. WEGRYNOWSKI: 1 MR. BROWNE:
2 A. Correct. 2 Q. Isthatinrelationto the antigen retrieval
3 MR. BROWNE: 3 process?
4 Q. Okay. AndI think you testified earlier, as 4 MS. WEGRYNOWSKI:
5 well, that that may intermsof pathology, 5 A. No, thatis inrelation to making up the
6 normal epithelium isused as an interna 6 primary antibody.
7 control? 7 MR. BROWNE:
8 MS. WEGRYNOWSKI: 8 Q. Okay. Andsorry, andthe primary antibody
9 A. Theducta epithelium, yes. 9 which leadsto the amount of signal that is
10 MR. BROWNE: 10 brought out through, | guess, the whole
11 Q. Okay. You wereshown--if wemay, Registrar, |11 process?
12 P-0101? Thisletter you were shown yesterday, |12 MS. WEGRYNOWSKI:
13 Ms. Wegrynowski, and that’ s the letter by Dr. 13 A. Correct.
14 Carter. And| think your evidencewas as 14 MR. BROWNE:
15 follows, and | want to be clear on this point, 15 Q. So andthe amount of signal is what the
16 that the content of this letter encapsulate 16 pathologist looks for when trying to determine
17 your concerns and your recommendations that |17 inrelation to ER/PRthe percentage of ER
18 were in your report. Is that a fair 18 positivity, PR positivity?
19 statement? 19 MS. WEGRYNOWSKI:
20 MS. WEGRYNOWSKI: 20 A. Correct.
21 A. That'swhat | took away after reading that 21 MR. BROWNE:
22 letter for the first time yesterday. 22 Q. Mr. Simmons asked you this morning about the
23 MR. BROWNE: 23 pathologist’srolein troubleshooting.  They
24 Q. Okay. Areyou aware or wasit brought toyour |24 are the end-product users of this processin
25 attention whether or not this was ever 25 terms of they’re most involved in the post-
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1 protected by the Evidence Act or any other 1 analytical phase of the immunohistochemistry,
2 legal process? 2 isthat correct?
3 MS, WEGRYNOWSKI: 3 MS. WEGRYNOWSKI:
4 A. Thisletter? 4 A Yes
5 MR. BROWNE: 5 MR. BROWNE:
6 Q. Yes 6 Q. Andwould you expect primarily that it’s their
7 MS. WEGRYNOWSKI: 7 job tolook at the quality of the dlide and
8 A. | didn't even know the letter until yesterday, 8 relate any concerns back to the technologist
9 S0, NO. 9 and once those concerns arerelated back to
10 MR. BROWNE: 10 the technologist that the technologist will
11 Q. Right. But hasanybody brought it to your 11 take steps to try and troubleshoot and address
12 attention that this, in fact, was not 12 what the quality issues may be?
13 protected in any fashion? 13 MS. WEGRYNOWSKI:
14 MS. WEGRYNOWSKI: 14 A. Yes asateam.
15 A. No. 15 MR. BROWNE:
16 MR. BROWNE: 16 Q. Thankyou. That'sall thequestions| have,
17 Q. You spoke extensively both yesterday and today |17 Commissioner.
18 about the importance of pipettes and the 18 COMMISSIONER:
19 calibration of pipettesin relationto the 19 Q. Thank you, Mr. Browne. Ms. O’ Dea?
20 immunohistochemistry process. And if | 20 MS. TRISH WEGRYNOWSKI, EXAMINATION BY MS. JENNIFER
21 captured your evidence correctly, if they're 21 NEWBURY
22 not calibrated properly, they cannot or they 22 MS.NEWBURY:
23 can cause improper dilution? 23 Q. Good morning, Ms. Wegrynowski, my name is
24 MS. WEGRYNOWSKI: 24 Jennifer Newbury and | represent the Canadian
25 A. Correct. 25 Cancer Society, Newfoundland and Labrador
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1 Division. | have afew questions for you 1 Q. Okay. And sothat would be missing positive

2 thismorning. And | want to start off just to 2 tests?

3 get you to explain alittle bit more about the 3 MS. WEGRYNOWSKI:

4 issue or the topic of sensitivity and 4 A. Reducing the amount, yes, because they

5 specificity. And | want to make sure | 5 wouldn’t be fixed to get the signal.

6 understand it first. Is sengitivity the 6 MS.NEWBURY:

7 proportion of actual positives that are 7 Q. Okay. Andatthe analytic stage would any

8 correctly identified as such? 8 difficulties, | guess, or improper procedures

9 MS. WEGRYNOWSKI: 9 applied, would that lead to problems with both
10 A. Yes, if you're taking that out of the Roche 10 specificity and sensitivity or isone more
11 Manual, that’ s exactly what they wrote. 11 likely to occur than the other?
12 MS.NEWBURY: 12 MS. WEGRYNOWSKI:

13 Q. Okay. And specificity isthe proportion of 13  A. | can't see one occuring more than the other,

14 actual negatives that are correctly identified 14 but you could get more of a false negative

15 as such? 15 than you could to dowith sensitivity or

16 MS. WEGRYNOWSKI: 16 specificity.

17 A. Correct. 17 MS.NEWBURY:

18 MS.NEWBURY: 18 Q. Okay. And canyou comment on any concerns at
19 Q. Okay. Andwhat stages of immunohistochemical 19 the post-analytic stage or is that the
20 testing can impact sensitivity and specificity 20 pathol ogists?
21 and perhaps if you can relatethat to pre- 21 MS. WEGRYNOWSKI:
22 analytic, analytic and post-analytic stages? 22 A. Thepathologists.
23 MS. WEGRYNOWSKI: 23 MS.NEWBURY:
24 A. In the pre-anaytic it's most definitely 24 Q. And is there any correlation between
25 formalin fixation and processing. 25 sengitivity and specificity if you have atest

Page 118 Page 120

1 MS.NEWBURY: 1 that’srun in auniform manner, would you
2 Q. Yeah 2 have, if you have greater sensitivity does

3 MS. WEGRYNOWSKI: 3 that mean that you have aloss of specificity

4 A If that proteinis not captured right from the 4 or isthere -

5 beginning, that can lead to a negative result. 5 MS. WEGRYNOWSKI:

6 MS. NEWBURY: 6 A. No.

7 Q. Okay. 7 MS. NEWBURY:

8 MS. WEGRYNOWSKI: 8 Q. There'sno correlation between those two at
9 A. Orhollow nuclei or however it's described. 9 al?

10 Again, in the laboratory setting in the 10 MS. WEGRYNOWSKI:

11 analytical stage it's extrinsicies to 11 A. Notthat I’'m aware of.

12 protocols, it's ensuring that the buffers, 12 MS. NEWBURY:

13 that everything is donein a very stringent 13 Q. Based upon your review of testing procedures
14 manner, and post-analytically that would be 14 a Eastern Health, do you have any

15 the pathol ogists and their interpretation. 15 observations about the likely sensitivity of

16 MS. NEWBURY: 16 ER/PR testing?

17 Q. Okay. Soin the pre-analytic stage then if, | 17 MS. WEGRYNOWSKI:

18 guess the key thing is the fixation in 18 A. |l didn'tlook at their actual testing. | just

19 formalin and if that’s not done properly, then 19 did a broad-based assessment of the

20 would the concern be with regard to the 20 institution.

21 sensitivity of the test or the specificity or 21 MS.NEWBURY:

22 both? 22 Q. Butjust generally speaking, based on what you
23 MS. WEGRYNOWSKI: 23 saw, would you be ableto say, you know, you
24  A. Tothe positives. 24 may have concerns with one--with sensitivity
25 MS. NEWBURY: 25 of your ER/PR testing? Y ou can’t comment?
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1 MS. WEGRYNOWSKI: 1 your most recent report that there was till
2 A. No,lcan't. 2 no negative controls in place. What isthe
3 MS. NEWBURY: 3 impact of that?
4 Q. Andyoucan't comment onany predictionsor 4 MS. WEGRYNOWSKI:
5 observations about specificity either? 5 A. For example, if there was some non-specific
6 MS. WEGRYNOWSKI: 6 staining or cross-reactivity with that
7 A. No, | cannot. 7 particular control dide, then you would
8 MS. NEWBURY: 8 recognize that as a negative. So if there was
9 Q. Okay. Would you have had enough information, 9 some staining in that negative, | mean, there
10 based on what you observed during your 10 shouldn’t be, but it can occur, if you're not
11 assessment of the lab, about whether or not ER 11 blocking for Avidin and Biotin, it would be
12 positive test results were likely to be valid? 12 the difference between what was stainingin
13 MS. WEGRYNOWSKI: 13 the negative control or the negative tissue
14 A. Could you please rephrase that for me? 14 compared to the positive tissue.
15 MS. NEWBURY: 15 MS. NEWBURY:
16 Q. I'mjust wondering, based on what you observed 16 Q. Soin theabsence of the negative control,
17 when you did the review of the lab, would you 17 would it be possible that a test is
18 have any concernsabout ER positive test 18 incorrectly identified as being ER positive?
19 results that had been developed through those 19 MS. WEGRYNOWSKI:
20 procedures? 20 A. Not necessarily.
21 MS. WEGRYNOWSKI: 21 MS.NEWBURY:
22 A. | can't comment directly to that. | would say 22 Q. Okay, and -
23 that one would need to go back and look at the 23 MS. WEGRYNOWSKI:
24 original validation process and ensure that 24 A. Not necessarily becauseif you have your
25 every--that al procedures were handled in the 25 internal controls and your internal controls
Page 122 Page 124
1 same manner. 1 areworking -
2 MS.NEWBURY: 2 MS.NEWBURY:
3 Q. Okay. So youwould not--I'll just rephrase 3 Q. Okay, and which internal controls are those?
4 the question this way. Would you have been 4 MS. WEGRYNOWSKI:
5 able to give anyone assurancesthat ER/PR 5 A. Inthe breast tissue, the ductal epithelium.
6 positivetest results should be okay, based 6 MS. NEWBURY:
7 upon what you observed in the lab? 7 Q. Okay. You were asked this morning about
8 MS. WEGRYNOWSKI: 8 whether or not you or your lab monitors for
9 A. | can’'t make that comment. 9 positivity of ER and PR results.
10 MS. NEWBURY: 10 MS. WEGRYNOWSKI:
11 Q. Okay. Did you ever have any discussions with 11 A. Yes
12 anyone at Eastern Health regarding ER positive 12 MS. NEWBURY:
13 test results? 13 Q. AndI’'mnot sureif that question was directed
14 MS. WEGRYNOWSKI: 14 at you orthelab. Youindicated that you
15 A. No. 15 don’t monitor for -
16 MS. NEWBURY: 16 MS. WEGRYNOWSKI:
17 Q. Anddo youknow if any of your colleagues 17 A. | personaly don't. | believeit's being
18 would havehad any dealingswith this ER 18 done. Perhapsyou would like to ask Brendan
19 positive results? 19 Mullen about that.
20 MS. WEGRYNOWSKI: 20 MS. NEWBURY:
21 A. My colleagues have never mentioned anything |21 Q. Okay. Are you personaly involvedin any
22 like that to me. 22 other type of monitoring of test results at
23 MS.NEWBURY: 23 Mount Sinai, and I'll give you some examples?
24 Q. And whatis theimpact of theabsence of 24 Doyou ever--are you personaly involvedin
25 negative controls? And you've mentionedin 25 monitoring by atype of cancer or grade of
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1 cancer or stage of cancer? 1 MS. WEGRYNOWSKI:

2 MS. WEGRYNOWSKI: 2 A It'sthe National Society of Histotechnology.

3 A, Mysdf, no. 3 MS.NEWBURY:

4 MS. NEWBURY: 4 Q. Okay, and you participated in a lecture,

5 Q. No, okay, and the reason | ask, | had 5 "Mapping the Molecular Pathways of Cancer:
6 mentioned to Dr. O’ Malley, I’d asked whether 6 The Role of I1HC and the Importance of Tumor
7 she was familiar with any procedures for 7 Registries.”

8 monitoring, and she believed that there are 8 MS. WEGRYNOWSKI:

9 standard operating procedures in place and she 9 A Um-hm.
10 thought that you would probably be able to go 10 MS. NEWBURY:
11 into detail on that, but that’snot in your 11 Q. Can you explaina little bit about that
12 areg, isit? 12 particular lecture?

13 MS. WEGRYNOWSKI: 13 MS. WEGRYNOWSKI:

14 A. | take care of the standard operating 14 A. Inthat particular lecture, | presented it

15 procedures on how to perform the 15 with Dr. Aaron Pollett. So he took care of all
16 immunohistochemistry. 16 the pathol ogist’s scope of practice and | took
17 MS. NEWBURY: 17 care of the technological scope of practice.

18 Q. Okay. 18 In that particular lecture, one of the

19 MS. WEGRYNOWSKI: 19 challenges that we had faced was that we had
20 A. Butasfar asgrading of the tumors, no, | do 20 received slides from Europe and they had not
21 not do that. 21 put the slides on a correct slide, and so what
22 MS.NEWBURY: 22 we had donein that particular case was that
23 Q. Okay, but even monitoring some of your 23 we had actually stripped the sections from the
24 results, looking for trends in, you know, 24 slides and applied them to the correct slide
25 whether you get ER/PR positive results in 25 and then were able to go forward with the

Page 126 Page 128

1 certain types of cancer or certain grades of 1 staining process. So rather complicated, but

2 cancer? 2 that was part of my -

3 MS, WEGRYNOWSKI: 3 MS.NEWBURY:

4 A. No. 4 Q. Okay, and how does the tumor registry and the
5 MS. NEWBURY: 5 importance of tumor registries tieinto that

6 Q. That'snot your area? 6 particular lecture?

7 MS, WEGRYNOWSKI: 7 MS, WEGRYNOWSKI:

8 A. No. 8 A. That washow we got--we would not have been
9 MS.NEWBURY: 9 ableto perform that particular testing had |

10 Q. Okay,and wouldit be Dr. Mullen who would 10 not donewhat | have done, soit was a

11 know about that or who would know? 11 combination of how we used it on the

12 MS. WEGRYNOWSKI: 12 technological side and took it to the

13 A. Perhapsyou could ask him, yes. 13 pathology side.

14 MS. NEWBURY: 14 MS. NEWBURY:

15 Q. Okay, thank you. | noticed in your curriculum 15 Q. Okay. Sodid you personally have any views on
16 vitae that you--and I' Il refer to page three 16 the importance of tumor registries?

17 of that. Actually, | forget the exhibit 17 MS. WEGRYNOWSKI:

18 number. That’'s1730. And page three, you 18 A. That wasdone by Dr. Aaron Pollett.

19 were an invited lecturer at the NSH convention 19 MS. NEWBURY:

20 Toronto? 20 Q. Okay, thank you. I just want to explore with
21 MS. WEGRYNOWSKI: 21 you a little bit about the role of

22 A. Um-hm. 22 technologists in maintaining best practicesin
23 MS. NEWBURY: 23 a laboratory, and | guess the time and

24 Q. First of dl, what is that convention? What 24 resource commitment that's required of a
25 does that stand for? 25 technologist to maintain those best practices,
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1 what can you say about, you know, what you 1 time as atechnologist to do that or are you
2 need to do or what other technologists in your 2 expected to come in on the weekends or do this
3 lab have to do to maintain best practices? 3 -
4 What sort of time commitment, what sort of 4 MS. WEGRYNOWSKI:
5 resource commitment is required for that? 5 A. It'spart of my day-to-day activities.
6 MS. WEGRYNOWSKI: 6 MS. NEWBURY:
7 A It'salot of paperwork. It'sensuring that 7 Q. And how do you handlethat, interms of, you
8 al the documentation is maintained. It's 8 know, if you have so many teststhat come
9 ensuring that every single one of us are aware 9 through your lab inthe day time? I’m just
10 of it. It comesright back down to the very 10 wondering, you know, redly down to the
11 basis, ensuring those lots are in, ensuring 11 mechanics of how does that work. How do you
12 that we're stringent, ensuring that each of us 12 make sure that you’'re not being asked to do,
13 aredoing itinthe exact same manner. So 13 you know, 100 teststhat day aswell asdo
14 when we start getting to the EQA testing, it's 14 your validation procedures and update your -
15 compiling all that information and it's 15 MS. WEGRYNOWSKI:
16 keeping current with our antibody data sheets. 16 A. Thevalidation procedureswould be done with
17 It's recognizing that when you open up anew 17 the 100 teststhat day, and validating the
18 vial, you must stop. You must go back to the 18 procedures, it's like many of our jobs, we
19 data sheets, ensure that that lot isthere, 19 juggle and we do the best that we can.
20 sign off on the open date of that. It'sal 20 MS. NEWBURY:
21 those intricacies that must be maintained. 21 Q. Okay. Sothere’sno sort of routine practice
22 MS.NEWBURY: 22 that you--you know, if you need to do
23 Q. Okay, and aside from what you do in the lab, 23 something, you'll have ahalf aday set aside
24 in terms of the documentation and all of those 24 for that and shift the burden of -
25 procedures, what about the time commitment and |25 MS. WEGRYNOWSKI:
Page 130 Page 132
1 resource commitment outside of the laboratory 1 A try.
2 setting, and | give, as an example, conducting 2 MS.NEWBURY:
3 any of your reading. 'Y ou mentioned that you 3 Q. -someof theroutinetesting, okay. Soyou
4 do alot of reading. 4 just manage to do what you can with thetime
5 MS., WEGRYNOWSKI: 5 that you have?
6 A. |do. 6 MS. WEGRYNOWSKI:
7 MS. NEWBURY: 7 A. Yes
8 Q. Attending conferences, you know, reading 8 MS. NEWBURY:
9 journds, that type of thing, continuing 9 Q. Okay, andinterms of developing the standard
10 medical education, what sort of a time 10 operating procedures, | take it there's some
11 commitment would be involved with that? 11 team work involved in doing that?
12 MS. WEGRYNOWSKI: 12 MS. WEGRYNOWSKI:
13 A. | spend several hours amonth doing that 13  A. Yes
14 myself. 14 MS.NEWBURY:
15 MS. NEWBURY: 15 Q. Okay,and whowould be--who would take the
16 Q. Okay, andinterms of your ability to find the 16 lead for developing standard operating
17 time to do that, and I’m focusing not just on 17 procedures, particularly as it relates to
18 your external activities, but your internal 18 ER/PR teting, as an example?
19 lab activities, isthere protected time for 19 MS. WEGRYNOWSKI:
20 technologists? When you walk in the door and 20 A. We have aquality manager and Gaman Modi would
21 you've got a new procedure you need to, you 21 be the person. There are very specific
22 know, revise or update a standard operating 22 guiddlines written out by oLA and by capand
23 procedures manual or you needto validate 23 that is what we follow. We have our processes
24 something because you have a new antibody that |24 all documented and the processes are all there
25 you have to work with, do you have protected 25 for our standard operating procedures.
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1 MS.NEWBURY: 1 do they?
2 Q. Okay. Soyou have proceduresasto how to 2 MS. WEGRYNOWSKI:
3 develop your standard operating procedures 3 A Yes, they do.
4 within the lab and you follow that? 4 MS. NEWBURY:
5 MS. WEGRYNOWSKI: 5 Q. Okay, but do pathologists get involved at all
6 A. Yes and| believethat’swhat | used when | 6 in the technol ogists--do they have to approve
7 gave my report. | gave, | think it sMccLs, 7 it or provide feedback in terms of -
8 whatever. 8 MS, WEGRYNOWSKI:
9 MS.NEWBURY: 9 A. Theydo.
10 Q. Okay, andin termsof the actual sort of 10 MS. NEWBURY:
11 mechanics of validating a test or the 11 Q. They do, okay, and that’s at the end of your--
12 mechanics of putting together your manual, is 12 | guess, your first draft of your manual ?
13 that primarily done, the actual work itself, 13 MS. WEGRYNOWSKI:
14 done by technologists or doesthe quality 14 A. Whenwe're ready to sign off, they’ll do--
15 manager get involved in that or are they just 15 they’ll look back and they need to sign off on
16 overseeing the process? 16 it.
17 MS. WEGRYNOWSKI: 17 MS. NEWBURY:
18 A. It'sdone by the technologists. 18 Q. Okay, and who is able to initiate implementing
19 MS. NEWBURY: 19 a new procedure? Is that done solely by
20 Q. Okay, andto what extent do pathologists or 20 technologists or solely by pathologists or a
21 pathologists assistants get involved, get 21 bit of both?
22 engaged inthat process? Arethey thereto 22 MS. WEGRYNOWSKI:
23 help with any of the heavy lifting for that or 23 A. Collaborative.
24 are they there to provide input or feedback at 24 MS.NEWBURY:
25 the end of the day? How does that work? 25 Q. Okay, andin termsof the quality assurance
Page 134 Page 136
1 MS. WEGRYNOWSKI: 1 and quality control, are they prepared as
2 A. Perhaps| misunderstood your question. You 2 separate standard operating procedure manuals
3 said pathol ogists and pathol ogists assistants? 3 or are they incorporated into manuals that you
4 MS. NEWBURY: 4 do yourself?
5 Q. Yes do they haveany roleat alin the 5 MS. WEGRYNOWSKI:
6 standard operating procedures? Do they assist 6 A. They'reincorporated into the one manual.
7 with helping to develop it or do they just 7 MS.NEWBURY:
8 provide feedback at the end of the day or do 8 Q. Okay, and would the quality manager be
9 they perhaps not even provide feedback? 9 involved in writing that or isthat still the
10 MS. WEGRYNOWSKI: 10 responsibility of the technologist to prepare
11  A. Thepathologists assistants havetheir own 11 that portion of the manual?
12 manuals. 12 MS. WEGRYNOWSKI:
13 MS. NEWBURY: 13 A. Inmy--what I’ ve dealt with, it's been myself,
14 Q. Okay. 14 but the quality manager is dways thereif you
15 MS. WEGRYNOWSKI: 15 have any questions.
16 A. Andthose manualsare acomplete compilation |16 MS. NEWBURY:
17 of how every single body type is used and they 17 Q. Okay. They'rethere as aresource?
18 have their own manuals for that. 18 MS. WEGRYNOWSKI:
19 MS. NEWBURY: 19 A. Yes
20 Q. Okay, so they have nothingto do with the 20 MS. NEWBURY:
21 technologists' standard operating procedures? 21 Q. Anddo they haveto sign off on the procedures
22 MS. WEGRYNOWSKI: 22 at the end of the day?
23 A. No, weall have our own. 23 MS. WEGRYNOWSKI:
24 MS. NEWBURY: 24 A. No.
25 Q. Okay, and pathologists have their own aswell, 25 MS. NEWBURY:
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1 Q. Andwould you aso beinvolved in determining 1 there might be some work, some movement in
2 any applicable external quality assurance 2 Canada to implement national standards. I'm
3 procedures or quality control procedures? 3 just wondering if you are aware of any

4 External proficiency testing, isthat part of 4 activity in that regard?

5 your manua ? 5 MS, WEGRYNOWSKI:

6 MS. WEGRYNOWSKI: 6 A. I'veheard that that may be something that’s

7 A. Howwedoit? 7 being looked at, yes.

8 MS. NEWBURY: 8 MS. NEWBURY:

9 Q Yes 9 Q. Andwould you know any detail asto what types
10 MS. WEGRYNOWSKI: 10 of things might be standardized, if that were

11 A. Yes, and we have amanual that holds our EQA. 11 to happen?

12 MS. NEWBURY: 12 MS. WEGRYNOWSKI:

13 Q. Okay, and that's something that you do 13 A. | don’'t know at this point.

14 yourself, isit, or isthat - 14 MS. NEWBURY:

15 MS. WEGRYNOWSKI: 15 Q. Okay, and if there were national standards put
16 A. Yes, it comesin through the quality manager. 16 in place, and | guess it would depend on what
17 Hewill gather the documentation and it'll 17 types of standards were there, do you know how
18 come through me and then when the results 18 thiswould impact your work as a technologist?
19 come, | will send the resultsout or my 19 I mean, would you still go through the things
20 findings out. The results, the information 20 that you've mentioned this morning about
21 will come back through him, back through me, |21 validation of antibodies? Would you gtill be
22 to me. 22 involved in developing standard operating
23 MS. NEWBURY: 23 procedures, notwithstanding, for example, a
24 Q. Youvementioned that alot of your early 24 new standardized procedure for ER/PR testing?
25 learning after you became a medical 1aboratory 25 MS. WEGRYNOWSKI:

Page 138 Page 140

1 technologist came through workshops offeredby | 1 A. If | understand your question correctly, if

2 manufacturers? 2 there was standards that were required of us

3 MS, WEGRYNOWSKI: 3 from across the nation, then those standards

4 A Yes 4 would put in place first. However, we would
5 MS. NEWBURY: 5 continue to validate, maintaining the

6 Q. Andis that something that’sstill present 6 stringencies of whatever were put in place for
7 today? Are manufacturers still out there 7 the nation.

8 offering workshops? 8 MS. NEWBURY:

9 MS. WEGRYNOWSKI: 9 Q. Okay, soisit fair to say that many of the

10 A. | couldn’t comment. 10 things that you would do would not necessarily
11 MS. NEWBURY: 11 be standardized or isthat too difficult for

12 Q. Okay.It's been mentioned afew times, and 12 you to predict?

13 you've referred to it yourself, that there are 13 MS. WEGRYNOWSKI:

14 no national standards as such applicableto 14 A. | think I’m misunderstanding the question.

15 ER/PR testing and one examplethat you gave 15 MS. NEWBURY:

16 this morning was the fixation. 16 Q. | guess what I'm tryingto get atis what

17 MS. WEGRYNOWSKI: 17 types of things would you anticipate would be
18 A. Yes 18 standardized if national standards were to be
19 MS. NEWBURY: 19 put in place, and how would that impact upon
20 Q. Threehours had been put into the fixation 20 what isleft for you to do as a technologist?

21 policy document by Eastern Health, the draft 21 MS. WEGRYNOWSKI:

22 document that you were shown thismorning, and (22 A. | wouldn’t want to specul ate.

23 you thought that might be alittle low, but 23 MS. NEWBURY:

24 you commented that there are no national 24 Q. Okay. If atechnologist isfully versed and

25 standards in place, and | understand that 25 skilled at developing standard operating
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1 procedures and to conduct validation, which | 1 was there?
2 understand is something that you're fully 2 MS. WEGRYNOWSKI:
3 capable of doing, based on your experience and 3 A | couldn’t speak to what Mary Butler was told.
4 your education. Doesthat help youas a 4 MS. NEWBURY:
5 technologist in troubleshooting problems? 5 Q. Okay, shedidn't mention anything to you that
6 MS. WEGRYNOWSKI: 6 she wastaken off guard with that or any
7 A Yes 7 comment of that type?
8 MS. NEWBURY: 8 MS, WEGRYNOWSKI:
9 Q. The fact that you're so well versed in 9 A. No.
10 devel oping standard operating procedures, the 10 MS. NEWBURY:
11 fact that you have experience in validating 11 Q. Andisthere anything that you would expect in
12 test procedures, that helps you with 12 the background of atechnologist that would
13 troubleshooting? 13 enable that individual to develop standard
14 MS. WEGRYNOWSKI: 14 operating procedures? | mean, how does
15 A. It's thevalidation that assistswith the 15 someone--how is someonetrained to develop a
16 troubleshooting, yes. 16 standard operating procedure?
17 MS. NEWBURY: 17 MS. WEGRYNOWSKI:
18 Q. Okay, it’'sthe validation and not so much the 18 A. Wdl there are guidelines out there on how a
19 standard operating procedures. 19 standard operating procedure can be written
20 MS. WEGRYNOWSKI: 20 and | provided that documentationto them.
21 A. Correct. 21 The standard operating proceduresis simply
22 MS.NEWBURY: 22 what you are doing, so if you were versed in
23 Q. Andwould you expect that al technologists 23 what--if you knew -
24 would have capability of validating tests, 24 MS.NEWBURY:
25 validating equipment, validating antibodies 25 Q. Do youever run acrossa situation where
Page 142 Page 144
1 that are being used, isthat something that 1 someone knows what they’ re doing, but sort of
2 you would expect of each and every 2 getting it down on paper in a format that's
3 technologist oris it left to someone in 3 understandable by their peers or colleagues,
4 charge of that division? 4 you know, isalittle bit of adifferent skill
5 MS. WEGRYNOWSKI: 5 or separate art that they may not be
6 A. | couldn’t speak for al technologists. 6 comfortable with, | mean, just the writing
7 MS.NEWBURY: 7 skills aone, for example.
8 Q. Butjust from your expectation, what would you 8 MS. WEGRYNOWSKI:
9 like to see happen in your own lab? 9 A. Right. Mary was not comfortable with using
10 MS. WEGRYNOWSKI: 10 the computer.
11 A. lthink that that certainly could fit under 11 MS. NEWBURY:
12 the scope of practice. 12 Q. Okay, thank you.
13 MS. NEWBURY: 13 MS. WEGRYNOWSKI:
14 Q. Okay. You hadindicated yesterday that Mary 14 A. You'rewelcome.
15 Butler seemed uncomfortable with the task of 15 MS. NEWBURY:
16 developing standard operating procedures, did 16 Q. Soyoudon't know then if she had a different
17 | capture that correctly? 17 computer system whether she would be more
18 MS. WEGRYNOWSKI: 18 comfortable with actually preparing the
19 A. Yes 19 standard operating procedures? It wasn't the
20 MS. NEWBURY: 20 substance, it was more the mechanics of it?
21 Q. Okay, and again, that’s your observations and 21 MS. WEGRYNOWSKI:
22 that’ s understandable. Do you know, based on 22 A. Itwasusing Word.
23 your discussions with her, whether she was 23 MS. NEWBURY:
24 aware, prior to arriving at Mount Sinai, that 24 Q. Okay, well that’s understandable. | believe
25 thiswas an activity expected of her while she 25 inearly September, 2005, you received some
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1 preliminary information from Barry Dyer and he | 1 MS. WEGRYNOWSKI:
2 had indicated that their IHC lab, | believe, 2 A. No, the assessors for CAP do their inspections
3 does about 80 immunos aday, among their three | 3 on site, but we don't send our slides for the
4 rotating staff. 4 EQA to them in that manner, that is correct.
5 MS, WEGRYNOWSKI: 5 MS. NEWBURY:
6 A. Uh-hm. 6 Q. Andare there any other differences between
7 MS.NEWBURY: 7 the two programsin terms of the frequency of
8 Q. |think that wasthe evidencethat you gave 8 the program, the percentages or the numbers of
9 yesterday. And would all of these immuno 9 tests done through each program on an annual
10 tests have standard operating procedures? 10 basis?
11 MS. WEGRYNOWSKI: 11 MS. WEGRYNOWSKI:
12 A. They should. 12 A. I'mtryingtorecal. | couldn’t comment on
13 MS. NEWBURY: 13 that, but what | could say iswith capit'sa
14 Q. Soitdoesn't depend upon the type of tests or 14 very general, soyou would get four cases,
15 the purpose of thetest as to whether or not 15 they can be a compilation of different disease
16 you have standard operating procedures? 16 types, different tissue types, with UK NEQAS,
17 MS. WEGRYNOWSKI: 17 you can sign up for particular modules, so
18 A. Correct. 18 that you can sign up for ageneral pathology
19 MS. NEWBURY: 19 module, an ER module and so on, so they’re
20 Q. Sothefact that atestisnot aclass 2 test 20 different in that respect. Does that answer
21 used for treatment would not mean that we 21 your question?
22 won't bother with standard operating 22 MS.NEWBURY:
23 procedures? 23 Q. Itcertainly does, yes. So CAPthen wouldn't
24 MS. WEGRYNOWSKI: 24 necessarily be able to assist you if you've
25 A. That’scorrect. 25 got a concern about ER/PR testing, in terms of
Page 146 Page 148
1 MS.NEWBURY: 1 your external quality assurance--or isit done
2 Q. And do you have any knowledge if the 2 randem?
3 technologistsat Eastern Health, any of the 3 MS. WEGRYNOWSKI:
4 ones that you encountered, | guess, and from 4 A. | couldn’t comment on that.
5 your discussions with them, have familiarity 5 MS. NEWBURY:
6 in developing just the general task of 6 Q. Okay. Are you familiar atal with the
7 devel oping standard operating procedures? 7 Accreditation Canada, the Canadian Council of
8 MS. WEGRYNOWSKI: 8 Health Services Accreditation?
9 A. | couldn’t comment to that. 9 MS. WEGRYNOWSKI:
10 MS. NEWBURY: 10 A. | havevery little knowledge on that.
11 Q. You've discussed some comparison or 11 MS. NEWBURY:
12 contrasting between capP, the College of 12 Q. Andyou, | believein your resume and your
13 American Pathologist’s program for external 13 evidence indicated that you have been an
14 quality assurance and NEQAS, | believe, and | 14 inspector with cap?
15 just want to make sure | understand one of the 15 MS. WEGRYNOWSKI:
16 distinctions that you had identified and what 16 A. Yes, | have.
17 | took from what you said, NEQAS hasits own 17 MS.NEWBURY:
18 assessors to do the tests; where as CAP, the 18 Q. And an assessor with OLA?
19 results are compared from different--so you 19 MS. WEGRYNOWSKI:
20 send out your test results to abunch of 20 A. Iwrotemy examsfor them, but | never went
21 people and you compare one with the other. 21 out and assessed.
22 MS. WEGRYNOWSKI: 22 MS.NEWBURY:
23 A Yes 23 Q. Okay. And how many inspections have you done
24 MS. NEWBURY: 24 under the cap program?
25 Q. SoCAPdoesn’t have its own assessors? 25 MS. WEGRYNOWSKI:
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1 A Two. 1 controlsfailed for that particular day, the
2 MS.NEWBURY: 2 testing would not go forward.
3 Q. Pardon? 3 MS. NEWBURY:
4 MS. WEGRYNOWSKI: 4 Q. Okay, that’sthe testing on anything inthe
5 A. Two. 5 lab or -
6 MS. NEWBURY: 6 MS. WEGRYNOWSKI:
7 Q. | just wanted to ask you a couple of 7 A. Correct.
8 questions, | guess on the comparison between 8 MS. NEWBURY:
9 internal quality control procedures and 9 Q. And if you have optimal quality control
10 external quality assurance procedures, just to 10 proceduresin place, would that, in theory,
11 try and get a better understanding in my mind 11 enable the lab to detect problems on each and
12 asto how they each work. Do internal quality 12 every slide or eachand every test that's
13 control procedures enable alabto detect a 13 conducted?
14 possible problem with testing, more or less 14 MS. WEGRYNOWSKI:
15 contemporaneously with the testing? 15 A, Itwould assigt, yes.
16 MS. WEGRYNOWSKI: 16 MS. NEWBURY:
17 A. Yes 17 Q. And| guessthe advantage of that is that you
18 MS. NEWBURY: 18 could take corrective action to prevent that
19 Q. And does this enable the lab to take 19 dlide from continuing on for the next number
20 corrective action right away? 20 of teststhat are coming out that day or that
21 MS. WEGRYNOWSKI: 21 week.
22 A Yes 22 MS. WEGRYNOWSKI:
23 MS. NEWBURY: 23 A. Correct.
24 Q. And sowould that typically be within, say if 24 MS.NEWBURY:
25 abiopsy isdone orif there'sa surgical 25 Q. Andwould it aso enable thelab to take steps
Page 150 Page 152
1 excision, would it be normally within days 1 to be able to do the test properly?
2 that a problem might be identified and then 2 MS. WEGRYNOWSKI:
3 corrected or - 3 A. Yes, if you recognize thereis aproblem, you
4 MS. WEGRYNOWSKI: 4 need to stop it and determine what the problem
5 A. It would depend on the circumstances. 5 was and then restart.
6 MS. NEWBURY: 6 MS. NEWBURY:
7 Q. Okay,and in termsof ER/PRtesting, when 7 Q. Okay, soif you discover aproblem on a
8 would you expect to identify a problem through 8 particular patient slide, then you can--would
9 internal quality control procedures? 9 you expect that you can definitely correct the
10 MS. WEGRYNOWSKI: 10 problem so that you can give afull report to
11  A. That'savery difficult question to answer. 11 the pathologist for that particular patient--
12 MS. NEWBURY: 12 or that the pathologist can give afull report
13 Q. Thereisno sort of set - 13 to that particular patient?
14 MS. WEGRYNOWSKI: 14 MS. WEGRYNOWSKI:
15 A. It would depend on the circumstances. 15 A. Thisisahypothetical?
16 MS. NEWBURY: 16 MS. NEWBURY:
17 Q. Okay,is it fairto say that many of the 17 Q. Yes
18 problems could be detected while the 18 MS. WEGRYNOWSKI:
19 technologist is actually preparing the slides 19 A. If there was aproblem with it and for
20 for the testing? 20 example, it would depend on whether or not it
21 MS. WEGRYNOWSKI: 21 was an in-house case or a consult case,
22 A. Not necessarily preparing the dides, 22 because then we need to go back and say how
23 preparing the dides if something was 23 was this handled from the very beginning and
24 recognized that was abhorrent about the block, 24 actually look at that particular case.
25 that would certainly berecorded. If the 25 MS. NEWBURY:
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1 Q. Okay. Sointerms of in-house consults, does 1 have 50 separate client satisfaction forms

2 that give you more flexibility in terms of 2 going to -

3 being able to sort out what the source of the 3 MS. WEGRYNOWSKI:

4 problem is, with aview to giving--ultimately 4  A. I'venot ever experienced that, so | couldn’t

5 the pathologist being able to give areport? 5 comment to that.

6 MS. WEGRYNOWSKI: 6 MS.NEWBURY:

7 A. Itit'san in-house case, there's much more 7 Q. Haveyou ever experienced a case where you had
8 tracking that can be done. 8 more than one problem at atime, you know,

9 MS. NEWBURY: 9 sort of in agroup?

10 Q. Okay, so that’san advantage over in-house 10 MS. WEGRYNOWSKI:

11 consults verses something coming from outside 11 A. If itwas going toone pathologist, they

12 the organization? 12 should have--well, you know, it's possible

13 MS. WEGRYNOWSKI: 13 they could all beput ononeform andit’'s

14 A. Yes 14 possible they could have--if it was the same

15 MS. NEWBURY: 15 problem, | could see somebody putting more

16 Q. Andwhen aproblem isdetected and you go back 16 than one number, if it's going to the same

17 and try totracewhat happened and to take 17 pathologist, | could also see separate forms

18 steps, | guess, to get--1 assume that the view 18 being done, so | think that mix could be

19 that you have is to try todo the test 19 there.
20 properly so that you can give valid results, 20 MS.NEWBURY:
21 ultimately--you and | mean the organization 21 Q. Andwould you expect that therecord would
22 can give validresults ultimately to the 22 ultimately be available to the patient in
23 patient who is being tested. When you 23 question? Would that form part of that
24 encounter aproblem with asingle patient 24 patient’ s health record?
25 dlide, for example or anything with the block 25 MS. WEGRYNOWSKI:

Page 154 Page 156

1 or anything along theway that calls into 1 A. You know, | couldn't comment on that, |
2 question the validity--the possibility of you 2 wouldn’t know that.

3 giving valid results ultimately to the 3 MS.NEWBURY:

4 patient, | understand from your evidence 4 Q. Andinterms of comparing the internal quality
5 yesterday that you do have some document 5 procedures with the external quality

6 procedures to follow? 6 assurance, isit fair to say that depending on

7 MS. WEGRYNOWSKI: 7 the frequency of your externa quality

8 A. Yes, we have, what we refer to as aclient 8 assurance, that if you have aproblem ina
9 satisfaction form and it provides the 9 [ab, it may not be detected contemporaneously
10 technologist with the opportunity to provide 10 with the testing?

11 that information to the pathologists, so that 11 MS. WEGRYNOWSKI:

12 when the dlides are given to the pathologists 12 A. My goodness, internal quality control isthere
13 at the end of business day, they have that 13 to ensurethat on a daily basis you are

14 information that they can taketo use when 14 providing reproducible results. The external
15 they are writing their reports. 15 quality assurance, you're comparing yourself
16 MS. NEWBURY: 16 with others.

17 Q. Andif you havediscovered aproblem that 17 MS. NEWBURY:

18 might affect multiple patientsand multiple 18 Q. Uh-hm.

19 samples, do you follow that same procedure of 19 MS. WEGRYNOWSKI:
20 completing a client satisfaction form? 20 A. If the issueis occurring, your internal
21 MS. WEGRYNOWSKI: 21 quality control should be picking this up.
2 A Yes 22 MS.NEWBURY:
23 MS. NEWBURY: 23 Q. Right, so istheexterna quality assurance
24 Q. Andwould they beindividua forms, say if you |24 more of asafety net? Y our first recourse, |
25 had 50 tests that are in question, would you 25 assume, would be to look to quality control
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1 procedures and to try to identify immediately 1 they’'re done optimally, they can pick up
2 any problems that you have with dlides and 2 problems on each and every dide for each and
3 with test results for IHC testing. 3 every patient -
4 MS. WEGRYNOWSKI: 4 MS. WEGRYNOWSKI:
5 A Yes 5 A. They should.
6 MS. NEWBURY: 6 MS. NEWBURY:
7 Q. And you wouldn't look first to external 7 Q. - whereasthe external quality assurance, if
8 quality assurance? 8 that’ s all you rely upon or if that’s what you
9 MS. WEGRYNOWSKI: 9 rely upon primarily, it doesn’t have that same
10 A. No, | would not. 10 benefit.
11 MS. NEWBURY: 11 MS. WEGRYNOWSKI:
12 Q. Andis that why thismorningyou commented |12 A. No, it doesnot.
13 that you wouldn’t start at the bottom with the 13 MS. NEWBURY:
14 external quality assurance? | think that was 14 Q. And it doesn't have the benefit of
15 acomment that you made earlier this morning, 15 identifying, you know, if you'redoing it
16 with the NEQAS program. 16 every two or three years or twice ayear, then
17 MS. WEGRYNOWSKI: 17 you might have to wait until that six-month
18 A. I'msorry, you - 18 period to identify that there is even a
19 MS. NEWBURY: 19 problem in your lab?
20 Q. I'm just trying to understand what your 20 MS. WEGRYNOWSKI:
21 evidence wasthismorning. You had mentioned (21 A. Correct.
22 at some point in time when you werelookingat |22 MS. NEWBURY:
23 what had been done by Eastern Health between |23 Q. Andwhat happens if a problemis detected
24 your first visit and your second visit, that 24 through an external quality assurance program,
25 one of the things that they did was to sign up 25 such as NEQAS or the cap? How do you respond
Page 158 Page 160
1 for the NEQAS program and you were happy with | 1 in the lab to that?
2 that. 2 MS, WEGRYNOWSKI:
3 MS. WEGRYNOWSKI: 3 A. | haven't had experience to tell you how that
4 A Okay. 4 would occur.
5 MS. NEWBURY: 5 MS. NEWBURY:
6 Q. But you thought that that might not be 6 Q. Okay, would you have any standard operating
7 starting inthe first logical place, that 7 proceduresin placeto say if and when the
8 perhapsthey didthis, whereasthey should 8 time comes that we have a problem identified,
9 have focused on doing something else first. 9 thisiswhat we are to do?
10 MS. WEGRYNOWSKI: 10 MS. WEGRYNOWSKI:
11 A. | understand the question now. Thank you for 11 A. There could very well be in the actua
12 explaining it to me. 12 laboratory one.
13 MS. NEWBURY: 13 MS. NEWBURY:
14 Q. Yes, okay. 14 Q. Okay, you don't know that offhand?
15 MS. WEGRYNOWSKI: 15 MS. WEGRYNOWSKI:
16 A. | concur withwhat you'resaying, it's one 16 A. Yes, | don't have that one offhand.
17 thing to say that yes, they went ahead and 17 MS. NEWBURY:
18 they did the external quality assurance, which 18 Q. | believeyou've indicated that you do afair
19 isreally terrificand they were comparing 19 amount of global consultancy work as part of
20 themselves amongst their peers, but you need 20 your own practice and that relates to ER/PR
21 to take care of the nuts and bolts that you're 21 testing, | guess, as well as other IHC
22 doing on adaily basis. 22 testing. When you do this consultancy work,
23 MS. NEWBURY: 23 what are thetypesof resultsthat you can
24 Q. And the nutsand bolts that you're doing on a 24 provide to the person seeking your advice?
25 daily basis, that can potentially pick up--if 25 MS. WEGRYNOWSKI:
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1 A. You need to speak to Brendan Mullen about this | 1 A. No,
2 because thisis part of our service work. 2 MS.NEWBURY:
3 MS.NEWBURY: 3 Q. Andwould you have agreed with that comment if
4 Q. Okay, so that’snot something that you can 4 it had been suggested to you?
5 Spesk to. 5 MS. WEGRYNOWSKI:
6 MS. WEGRYNOWSKI: 6 A. | can't comment on that.
7 A. No. 7 MS.NEWBURY:
8 MS.NEWBURY: 8 Q. Isitfartosay that if Eastern Health lab,
9 Q. I'dliketo refer to exhibit P-0110 please? 9 that theiHc lab, as it relatesto ER/PR
10 Thisisnot adocument that you're familiar 10 testing, was inthe middle of thepack in
11 with, | wouldn’t expect. Thisisan excerpt 11 terms of the laboratory services, that you
12 of atranscript of anews conference, dated 12 would not have been surprised about the
13 May 18th, 2007 and George Tilley, who wasa |13 absence of standard operating procedures? I’'m
14 former CEO of Eastern Health, was speaking at 14 just wondering if that remark about being in
15 that particular conference and made a couple 15 the middle of the pack is at all surprising to
16 of commentsthat | just want to ask you about 16 you, from your perspective, just in terms of
17 to seeif you are familiar at all with these 17 what you saw in your own review of the lab?
18 ideas. I'd like to refer to page 3 of that 18 MS. WEGRYNOWSKI:
19 exhibit, please? So about midway down the 19 A. Couldyou rephrase thisfor me, please?
20 page there is alarge quote attributed to 20 MS.NEWBURY:
21 George Tilley, and I'll just read it out for 21 Q. I'mjust wondering if you, you said that you
22 you, "Wesaw achange in resultsfor 317 22 can’'t comment on whether or not Eastern Health
23 patients and asyou point out, there isan 23 could be considered to be in the middle of the
24 element of uncertainty in this particular test 24 pack, in termsof laboratory services, but
25 and it’ s quite well known, both nationally and 25 you'veindicated yesterday and again today,
Page 162 Page 164
1 internationally, when we first became aware of 1 that you were surprised by the absence of
2 thisand decided to suspend treatment, our 2 standard operating procedures, and | take it
3 physicians and technologists spent a great 3 that, you know, if the middle of the pack--if
4 deal of time looking inside the organization, 4 this lab were in the middle of the pack, then
5 looking at the procedure for that test. We 5 you wouldn’t be as surprised about the lack of
6 also sought the input of technologists, a 6 standard operating procedures because it might
7 technologist and a physician more independent 7 mean that many other labs don’t have standard
8 of the organization, to come and give usan 8 operating procedures.
9 objective assessment as to what we do and how 9 MS. WEGRYNOWSKI:
10 wedoit. | recal that the comment of the 10 A. No, no, laboratories--1 would be surprised if
11 physician were that he considered usto bein 11 middle of the pack meant that, no.
12 the middle of the pack, in terms of |aboratory 12 MS. NEWBURY:
13 services with regards to ER/PR." And he goes 13 Q. Sofrom your perspective then, you don't agree
14 on to say that he's not satisfied with being 14 that Eastern Health isin the middle of the
15 in the middle of the pack and they want to be 15 pack, in terms of what the technologists are
16 amongst the top laboratories for this 16 doing, the procedures that they have in place
17 procedure in the country. And now during Mr. 17 at the lab?
18 Tilley’sevidence, he had indicated that he 18 MS. WEGRYNOWSKI:
19 had not spoken directly to the physician and 19 A. Inrespect to standard operating procedures
20 wasa little unsure as to whether he spoke 20 being absent?
21 with the physician or the technologist, which 21 MS.NEWBURY:
22 | understand from his evidence could be either 2 Q. Yes
23 you or Dr. Banerjee. First of al, didyou 23 MS. WEGRYNOWSKI:
24 ever make this comment? 24 A. Thenthat isnot middle of the pack.
25 MS. WEGRYNOWSKI: 25 MS. NEWBURY:
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1 Q. Okay, isthere anything else that would not be 1 time about the communication, the importance
2 considered middle of the pack from your 2 of having communication between technol ogists
3 perspective? 3 and pathologists, so | was just wondering if
4 MS. WEGRYNOWSKI: 4 that, you know, if that would have been of any
5 A. | think my report outlineswhat | had to say. 5 benefit at all for you to do that. But you
6 MS. NEWBURY: 6 did find that sharing--or reading his findings
7 Q. Didanyone at Eastern Health ever ask you 7 were useful to you?
8 where doesthe labfit in, how does this 8 MS, WEGRYNOWSKI:
9 particular lab compare with other labs in 9 A Yes
10 Canada? 10 MS. NEWBURY:
11 MS. WEGRYNOWSKI: 11 Q. Or informative, perhaps would bea better
12 A. No. 12 word?
13 MS. NEWBURY: 13 MS. WEGRYNOWSKI:
14 Q. Areyou aware of any labsin Canadathat don’t 14 A. Correct.
15 have any standard operating procedures for 15 MS. NEWBURY:
16 tests such as ER/PR testing? 16 Q. Doyou think it would have been helpful to
17 MS. WEGRYNOWSKI: 17 Eastern Health for you to have returned to do
18 A. | do not have that information. 18 a fina review of the lab once it had
19 MS. NEWBURY: 19 completed recommendations that you had set out
20 Q. Didyou ever have any interaction with the 20 in your two reports?
21 physician who conducted the external review, 21 MS. WEGRYNOWSKI:
22 that’ s Dr. Banerjee? 22 A. That would have been up to Eastern Health to
23 MS. WEGRYNOWSKI: 23 determine.
24 A. I'venever met him. 24 MS. NEWBURY:
25 MS. NEWBURY: 25 Q. Butdoyou think, from your perspective, that
Page 166 Page 168
1 Q. You'venever met him, okay. You never spoke 1 it would have been helpful?
2 to him on the phone? 2 MS. WEGRYNOWSKI:
3 MS. WEGRYNOWSKI: 3 A. Fromwhat | understand that QMPLS has come
4 A. No. 4 since then and | think that they -
5 MS. NEWBURY: 5 MS. NEWBURY:
6 Q. Okay, did you ever share, you know, through e- 6 Q. Okay, sothey would basically be able to do
7 mail or have any information exchanged with 7 the types of things that you would have done,
8 him, perhaps indirectly? 8 had you done your return visit?
9 MS, WEGRYNOWSKI: 9 MS, WEGRYNOWSKI:
10 A. Notto my knowledge. 10 A. Absolutely.
11 MS. NEWBURY: 11 MS. NEWBURY:
12 Q. Doyou think it would have been of benefit for 12 Q. Thank you, Ms. Wegrynowski, those are all my
13 you to have shared your findings with each 13 questions.
14 other? 14 MS. WEGRYNOWSKI:
15 MS. WEGRYNOWSKI: 15 A. Thank you.
16 A. No. 16 THE COMMISSIONER:
17 MS. NEWBURY: 17 Q. Mr. Croshie?
18 Q. Yoursisastand aone- 18 MR. PRITCHARD:
19 MS. WEGRYNOWSKI: 19 Q. Commissioner?
20 A. |think it was more interesting for me to have 20 THE COMMISSIONER:
21 the opportunity to read his reports at the end 21 Q. Yes
22 and recognize how | fedl that both our reports 22 MR. PRITCHARD:
23 collaborate each others. 23 Q. Sorry, | don’'t mean to interrupt, but | wonder
24 MS.NEWBURY: 24 if at some point before the Commission counsel
25 Q. Right, okay. You vementioned from timeto 25 re-direct if | would be permitted to ask one
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1 or two follow up questions. 1 wrote inmy report that there had been a

2 THE COMMISSIONER: 2 conversion of a patient and that they had gone

3 Q. Followup to thequestioning that you had 3 back to look at the ER/PR, that was all | was

4 asked, as opposed to - 4 given.

5 MR. PRITCHARD: 5 CROSBIE, Q.C.:

6 Q. Yes it'snotinresponseto - 6 Q. So you didn't have information about the

7 THE COMMISSIONER: 7 dimension of the problem being onthe one

8 Q. Oh I'm sorry, okay. All rightthen. Mr. 8 conversion?

9 Crosbie? 9 MS. WEGRYNOWSKI:
10 CROSBIE, QC:: 10 A. | had simply what was written in my reports.
11 Q. Thank you. 11 CROSBIE, Q.C.:
12 MS. TRISH WEGRYNOWSKI, EXAMINATION BY CHES CROSBIE, Q.C. 12 Q. Thank you. Youmay have beenasked this
13 CROSBIE, Q.C.: 13 question in other terms, but I'll try a
14 Q. Good morning, | introduced myself yesterday, 14 different term, if you knew nothing about the
15 Ches Crosbieand | think you know who | 15 quality of the stains being produced by the
16 represent. 16 lab here -
17 MS. WEGRYNOWSKI: 17 MS. WEGRYNOWSKI:
18 A. ldo. 18 A. Yes
19 CROSBIE, Q.C.: 19 CROSBIE, Q.C.:
20 Q. Perhapsthere’sabit of housekeeping business 20 Q. What would you expect that to be, from what
21 todo first, Commissioner. Theré'sa few 21 you observed whenyou came and did your
22 documents, so I'd ask to enter as exhibits - 22 examination of the facility?
23 THE COMMISSIONER: 23 MS. WEGRYNOWSKI:
24 Q. |understood it was 1850, 51, 52 and 53, is 24  A. | can't comment to that because | never looked
25 that correct? 25 at any of the slideswhile | was here either.

Page 170 Page 172

1 CROSBIE, Q.C.: 1 CROSBIE, Q.C.:

2 Q. Thatiscorrect. 2 Q. Okay, soyoucan't draw alink, you'renot in

3 THE COMMISSIONER: 3 aposition to draw any link between the state

4 Q. Entered. 4 of organization or disorganization of the lab

5 EXHIBITSENTERED AND MARKED P-1850, P-1851, P-1852 AND P- 5 and the quality of theend product it was

6 1853 6 producing? That's just not something you

7 CROSBIE, Q.C.: 7 evauated?

8 Q. Dol needto describe them or are they - 8 MS. WEGRYNOWSKI:

9 THE COMMISSIONER: 9 A. That'scorrect.
10 Q. No, I'vebeen provided--the Registrar has 10 CROSBIE, Q.C.:
11 provided me with alist of what you intended 11 Q. Canwe haveexhibit P-0101, Madam Registrar?
12 to enter, so that' s fine, thank you. 12 Thisisthe Dr. Carter letter that was looked
13 CROSBIE, Q.C.: 13 at yesterday.
14 Q. Good, sothat’staken care of, thank you. So 14 MS. WEGRYNOWSKI:
15 these are entered then, Madam Commissioner, 15 A. Right.
16 thank you very much. Let me ask you, you may 16 CROSBIE, Q.C.:
17 have stated this before, but what did you 17 Q. Canyou take usto page two, please? The foot
18 understand about the quality or end result of 18 of page two--must be three then. Thank you.
19 the product that was being turned out in 19 Theend paragraph there ends up saying "I
20 relation to staining before you came and did 20 would be happy after apresentation by Mr.
21 your first investigation or your first report 21 Dyer proving"--and emphasisis given to that
22 here. Did you understand there was a problem 22 word--"that all of the above have occurred and
23 and if so, what as the problem? 23 atour of the immunohistochemistry laboratory
24 MS. WEGRYNOWSKI: 24 to review thechanges made to advise my
25 A. Theinformation that | was given was what | 25 clinical colleagues at our laboratory and the
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1 resultsit generates are reliable, accurate 1 Q. Now | would like to turn to the documents that
2 and not dangerous to those Newfoundlandersand | 2 I’ve entered, asked to be entered, starting
3 Labradorians having breast cancer.” The 3 with P-1850 and thisisamemorandum from a
4 premise thereis Dr. Carter,| guess, is 4 Dr. Khalifa, it's addressed, asyou can see
5 asking for ademonstration or proof that 5 there, to All Newfoundland Pathologists,
6 things have beenfixed and that the end 6 February, 1998. It'sabout the reporting of
7 result, the product of the lab in relation to 7 estrogen and progesterone receptor
8 ER/PRtesting in particular is not dangerous, 8 immunohistochemical results, and | don’t mean
9 isthat afair summary? 9 to rush you through it, you’ re welcome -
10 MS. WEGRYNOWSKI: 10 MS. WEGRYNOWSKI:
11 A. Correct. 11 A. No, no, that’sfine.
12 CROSBIE, Q.C.: 12 CROSBIE, Q.C.:
13 Q. If Il told you that the false negative rate in 13 Q. - if you wishto take time and get an
14 the period from 1997 through 2005 wasin the 14 overview, but when you'reable, I'd liketo
15 neighbourhood of 44 percent, are you in any 15 bring you to page three. Maybe the thing to
16 position to--do your qualifications enable you 16 do is just get an overview of what the
17 to evaluate the safety or dangerousness of 17 document seemsto be about. Y ou can skim it
18 that kind of result? 18 right to the end, if you want.
19 MS. WEGRYNOWSKI: 19 MS. WEGRYNOWSKI:
20 A. | think you best ask Brendan Mullen. 20 A. Gotit.
21 CROSBIE, Q.C. 21 CROSBIE, Q.C.:
22 Q. Thenthat'swhat I’'ll do, thank you. | don’'t 22 Q. Andthen withthat context, | just have a
23 know if you're in aposition to help usout 23 couple of specific questions.
24 and there may be someonewho isin abetter 24 MS. WEGRYNOWSKI:
25 position to do that, but we've heard tell of 25 A. Yes

Page 174 Page 176
1 an organization called the CCHA, 1 guessthe 1 CROSBIE, Q.C.
2 Canadian Council on Heath Services 2 Q. Areyou satisfied you got theoverall? On
3 Accreditation, it used to be called, isthat 3 page three, the statement under paragraph one
4 right? 4 is made, "the first component is a statement
5 MS. WEGRYNOWSKI: 5 of whether the stain is positive or negative.
6 A. I'mnot familiar with that acronym. 6 Positivity isdefined by nuclear staining
7 CROSBIE, Q.C.: 7 detected by any number of malignant cells.”
8 Q. AndI think we heard from Dr. Pritzker, it's 8 And then he goes on and he mentions the figure
9 now got a new name, Accreditation Canada? 9 of 30 percent, in paragraph three.
10 MS. WEGRYNOWSKI: 10 MS. WEGRYNOWSKI:
11 A. Okay. 11 A. Um-hm.
12 CROSBIE, Q.C.: 12 CROSBIE, Q.C.:
13 Q. Thesearethe peoplewho go around and, you 13 Q. Andthere sacitation of ajournal there, The
14 know, | want to check your paperwork, randomly |14 American Journal of Surgical Pathology, an
15 pull files, make sure everything isin order 15 article in 1990, and then the number 30
16 and they accredit hospitals and other health 16 percent, and | guess a piece of information or
17 carefacilities. Do you know anything about 17 aquotation from that journal articlein 1990
18 their activities? 18 isused at example two at thefoot of the
19 MS. WEGRYNOWSKI: 19 page.
20 A. No. 20 MS. WEGRYNOWSKI:
21 CROSBIE, Q.C. 21 A. Yes
22 Q. Wéll you’'re the wrong person to ask. 22 CROSBIE, Q.C.:
23 MS. WEGRYNOWSKI: 23 Q. Canyoutdl us, inyour understanding, what's
24 A. Okay. 24 going on there?
25 CROSBIE, Q.C.: 25 MS. WEGRYNOWSKI:
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1 A. Youneed to speak to Brendan Mullen about 1 where they’'re coming up, arethey coming up
2 this. That would be in his scope of practice. 2 with abiochemical assay inthe same manner
3 CROSBIE, Q.C: 3 what they're coming up with the
4 Q. Canyou go to thetop of page four? 4 immunohistochemistry assay.
5 MS, WEGRYNOWSKI: 5 CROSBIE, Q.C.:
6 A. Ohyes, okay. 6 Q. | couldn’t help but notice you mentioned
7 CROSBIE, Q.C.: 7 yesterday, when you got a new batch of
8 Q. Andhehasatablethere. 8 antibody, you run 100 cases to validate that
9 MS, WEGRYNOWSKI: 9 MS, WEGRYNOWSKI:
10 A. Um-hm. 10 A. Theexamplethat | used was for HER2/neu.
11 CROSBIE, Q.C.: 11 CROSBIE, Q.C.:
12 Q. Andthenonthetop of page six, there seems 12 Q. lsee
13 to be, in relation to estrogen and 13 MS. WEGRYNOWSKI:
14 progesterone, asummary box for a set of 14 A. Andthat’'swhat wedid. Wetook casesthat
15 testings done for ER/PR under the IHC method. 15 were positive, casesthat were negative and
16 Am correct in my statement so far? 16 cases that were equivocal, and they had
17 MS. WEGRYNOWSKI: 17 aready been tabulated by the FIsH method.
18 A. Yes 18 CROSBIE, Q.C.:
19 CROSBIE, Q.C.: 19 Q. What do youdofor anew batch of antibody
20 Q. Andinthe comments section, it seemsthere 20 that you would use for ER/PRreadings? How
21 were 19 cases run in relation to estrogen and 21 many cases would you use to validate?
22 17in relation toPR. That's paragraph-- 22 MS. WEGRYNOWSKI:
23 comments paragraph one and paragraph two, and (23 A. Presently now?
24 that correlates with the totals in the boxes? 24 CROSBIE, Q.C.:
25 MS. WEGRYNOWSKI: 25 Q. Yes
Page 178 Page 180
1 A Yes 1 MS. WEGRYNOWSKI:
2 CROSBIE, Q.C. 2 A. Weuseour gold standard which would be our
3 Q. Sothiswould seem to be a--and if you go back 3 TMA block, which we would have a positive, a
4 to page four, he's saying a report of our 4 low positive and our negative, and that’s what
5 experience over anine-month period, January 5 we would validate our new batch with.
6 97 to September ' 97, and that seemsto bea 6 CROSBIE, Q.C.:
7 record of their experience running a series of 7 Q. Isthereanumber of casesthat you would look
8 19 and then 17 cases. 8 at to do the validation?
9 MS, WEGRYNOWSKI: 9 MS. WEGRYNOWSKI:
10 A. Okay. 10 A. No, that was done historically.
11 CROSBIE, Q.C.: 11 CROSBIE, QC::
12 Q. Again, canyou assist usin explaining what’s 12 Q. Pardonme?
13 going on? 13 MS. WEGRYNOWSKI:
14 MS. WEGRYNOWSKI: 14  A. That wasdone historically.
15 A. Youneed to speak to Brendan Mullen about 15 CROSBIE, Q.C.:
16 this. 16 Q. Andyou don't know what was done historically?
17 CROSBIE, Q.C.: 17 MS. WEGRYNOWSKI:
18 Q. Okay. Are you able tosay whether this 18  A. It would have been methodology such asthis.
19 appears to be avalidation exercise? 19 CROSBIE, Q.C::
20 MS. WEGRYNOWSKI: 20 Q. Butyoudon't know numbers?
21 A. Tome, it appears as a concordance exercise. 21 MS. WEGRYNOWSKI:
22 CROSBIE, Q.C.: 22 A. No, | donot.
23 Q. Just explain that. 23 CROSBIE, Q.C.:
24 MS. WEGRYNOWSKI: 24 Q. Okay. If I understood it correctly, again, my
25 A. They want to determine the number of cases, 25 ears pricked up, | think you said yesterday
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1 that you noticed--maybel don't have the 1 had any knowledge if the Premier had read your
2 terminology quite exactly correct. You have 2 report in connection with the phone call that
3 these microtomes which do the very fine slices 3 you received from Mr. Dyer that the Premier
4 for the placement of the tissue sample on the 4 was going to read your report, and you
5 dlides, and some of them are cold microtomes. 5 indicated you had no knowledge of that, and
6 Isthat what you told us? 6 what | should have asked you then as well was
7 MS. WEGRYNOWSKI: 7 if you had any knowledgeif, infact, the
8 A. Oh,that wasacryostat, yes. They use that 8 Premier had even received the report.
9 for frozen work. 9 MS. WEGRYNOWSKI:
10 CROSBIE, Q.C.: 10 A. ldonot.
11 Q. Frozenwork. Didyou say that specimenswere |11 MR. PRITCHARD:
12 left in these machines or around these 12 Q. Okay. Ms. Wegrynowski, we heard evidence from
13 machines overnight, in which case they would 13 Mr. Abbott, who was the former deputy minister
14 thaw out? 14 of Health and Community Services, that in May
15 MS. WEGRYNOWSKI: 15 of 2007, spring of 2007, if you will, after
16 A. Yes. 16 these events became public knowledge, he
17 CROSBIE, Q.C.: 17 inquired with Mr. Tilley, who was then the cEO
18 Q. Andwhat would betheresult of that for the 18 of Eastern Health, about obtaining the
19 specimens? 19 reports.
20 MS. WEGRYNOWSKI: 20 MS. WEGRYNOWSKI:
21 A. They would be rendered useless. 21 A. Okay.
22 CROSBIE, Q.C.: 22 MR. PRITCHARD:
23 Q. Would you agree that human tissue should be 23 Q. Including yours, and | wondered if you had any
24 treated with respect? 24 knowledge if perhaps the phone call from Mr.
25 MS. WEGRYNOWSKI: 25 Dyer wasin responseto Mr. Tilley intending
Page 182 Page 184
1 A Yes 1 to turn over those reports at that time. Do
2 CROSBIE, Q.C:: 2 you have any knowledge about that?
3 Q. Isthat treating human tissue with respect? 3 MS. WEGRYNOWSKI:
4 MS. WEGRYNOWSKI: 4 A. | donot have any knowledge of that.
5 A. No 5 MR. PRITCHARD:
6 CROSBIE, Q.C.: 6 Q. Okay, and we heard from Mr. Tilley that in the
7 Q. Thank you. | have nothing further. 7 fullness of time, he did not actually get an
8 THE COMMISSIONER: 8 opportunity to send those reports. He had put
9 Q. Mr.Pike? 9 them in an envelope and |eft them on his desk,
10 MR. PIKE: 10 and then when he resigned, they rested on his
11 Q. Noquestions, thank you. 11 desk or thereabouts and subsequently, Ms.
12 THE COMMISSIONER: 12 Jones, who became the acting CEO, found the
13 Q. Now Mr. Pritchard, you wereindicating you 13 envelopeand it was her judgment that that
14 wanted to ask another question. 14 should not be disclosed, and so she did not
15 MR. PRITCHARD: 15 send those on. We've a'so heard evidence from
16 Q. Yes 16 various ministers that they claim not to have
17 THE COMMISSIONER: 17 received the report. We aso heard froma
18 Q. Okay. Let's see where this question is going. 18 representative of the Premier’s office that
19 MS. PATRICIA WEGRYNOWSKI, EXAMINATION BY MR. ROLF |19 they hadn’t received the report, and | just
20 PRITCHARD 20 wanted to be clear. You're not offering any
21 MR. PRITCHARD: 21 evidence to contradict those assertions, are
22 Q. Thank you, Commissioner. | was going to ask 22 you?
23 two questions, but as you say, we'll see where 23 MS. WEGRYNOWSKI:
24 they’'re going. Ms. Wegrynowski, earlier this 24 A. | amnot.
25 morning, | asked you about whether or not you 25 MR. PRITCHARD:
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1 Q. All rightt Thank you, very much, 1 exams and the csLT was the national body from
2 Commissioner. 2 when | graduated until 1993 and then the
3 COMMISSIONER: 3 College of Medical Laboratory Technologists of
4 Q. Allright. No,it's justl’'mnot sure how 4 Ontario was founded in 1994.
5 this witness could possibly know unless 5 CHAYTOR, Q.C.:
6 somebody had told her, but - 6 Q. Okay. And another question that arose from
7 MR. PRITCHARD: 7 Mr. Simmons questions, heindicated perhaps
8 Q. No,and I--justto clarify, Commissioner, | 8 that Mount Sinai isforemost in labs across
9 just wanted to be certain. She had testified 9 the country and referred to the term "gold
10 that she wastold by phone that her report was 10 standard”. Andyou, I think, in answering
11 going to beread - 11 said the stringency should be in all
12 COMMISSIONER: 12 laboratories?
13 Q. Yes 13 MS. WEGRYNOWSKI:
14 MR. PRITCHARD: 14 A. Yes
15 Q. - by the premier. | just wanted to make sure 15 CHAYTOR, Q.C.
16 that she has no knowledge about whether or not {16 Q. And I'm just wondering through the
17 it wasread or, indeed, given to the premier 17 recommendations that you set out in your two
18 or anyone else in government. 18 reports here for Eastern Heath were you
19 COMMISSIONER: 19 aiming at creating agold standard for Eastern
20 Q. Allright. 20 Hedlth or acentre of excellence, was that
21 MR. PRITCHARD: 21 your goal?
22 Q. Thank you, Commissioner. 22 MS. WEGRYNOWSKI:
23 COMMISSIONER: 23 A. My goal wastotry to provide Eastern Health
24 Q. Thank you. Do you have anything? I’m sorry, 24 with the cornerstones for the -
25 Mr. Clements? 25 CHAYTOR, Q.C.:
Page 186 Page 188
1 MR.CLEMENTS: 1 Q. I'msorry?
2 Q. Noquestions. 2 MS. WEGRYNOWSKI:
3 COMMISSIONER: 3 A. To providethe cornerstones for the pathol ogy
4 Q. My apologiesagain. That'stwice| forgot - 4 [aboratory.
5 MR.CLEMENTS: 5 CHAYTOR, Q.C.:
6 Q. (Inaudible) no questions, thanks. 6 Q. Sothebasics?
7 COMMISSIONER: 7 MS. WEGRYNOWSKI:
8 Q. Ms. Chaytor? 8 A. Thevery basics.
9 MS. TRISH WEGRY NOWSKI, RE-EXAMINATION BY SANDRA CHAYTOR, 9 CHAYTOR, Q.C.:
10 Q.C. 10 Q. Andyouindicated you came thinking you were
11 CHAYTOR, QC: 11 going to do a peer review in 2005. Why did
12 Q. Just a couple of quick points in 12 you not do a peer review?
13 clarification. | think you were asked by Mr. 13 MS. WEGRYNOWSKI:
14 Simmons about theissue of whenyou became 14 A. Therewere no standard operating procedures to
15 licensed in Ontario. If we could just look at 15 review.
16 1730, page 3 just to clarify that point for 16 CHAYTOR, Q.C.:
17 the record? And | believe hereit indicates-- 17 Q. Mr. Simmons asked aquestion about how long
18 top of page 3, isthat right? I’'m sorry, it's 18 you've been enrolled in QMPLS and you
19 the next page. Here wego, sorry, page 2. 19 indicated that’s been mandated for the past
20 1994 to the present, College of Medical 20 two years. | takeit prior to that, however,
21 Laboratory Technologists of Ontario. So | 21 that Mount Sinai wasdoing external quality
22 take it you've been licensed since, isthat 22 assurance, and you were enrolled prior to that
23 1994? 23 in CAPand UK NEQAS?
24 MS. WEGRYNOWSKI: 24 MS. WEGRYNOWSKI:
25 A. Yes, | got my licensure and passed my national 25  A. No, before that wasCAP. 1 don't have the
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1 exact time for QMPLS, that’s my mistake. 1 Croshi€’ s questioning hereferred you to the
2 CHAYTOR, Q.C:: 2 document, the memo by Dr. Khalifaand you
3 Q. Okay. 3 replied that you saw that more as a
4 MS. WEGRYNOWSKI: 4 concordance exercise versus a validation
5 A. Andwealsodo, I think it's called the CIHQ, 5 exercise. Could you just clarify what isthe
6 the Canadian Immunohistochemistry Quality 6 difference between those two exercises?
7 where we do ER/PRs with them. 7 MS, WEGRYNOWSKI:
8 CHAYTOR, Q.C.: 8 A. Intheway I’'musing the terms, when | speak
9 Q. Andhow long hasthat been the case, how long 9 of validation, | am talking about bringing in
10 have you been enrolledincapand| takeit 10 anew lot or anew antibody and making sure
11 that predates the mandated QMPLS? 11 that it isworking or performing to the
12 MS. WEGRYNOWSKI: 12 standards of our expectation. When | am
13 A. That'scorrect. cAPwas dready at Mount 13 speaking of concordance, | am looking at one
14 Sinai Hospital when | arrived. 14 method and comparing it the other. Sowe're
15 CHAYTOR, Q.C. 15 looking at method for this particular example
16 Q. When you went there. 16 where you had aquantitative figure and you
17 MS. WEGRYNOWSKI: 17 were getting your Dcc humbers and you had that
18 A. Sopriorto’99. 18 biochemical assay. So now you're moving
19 CHAYTOR, Q.C.: 19 towards something that isalittle bit more
20 Q. Sosometime prior to 1999? 20 subjective because when you start interpreting
21 MS. WEGRYNOWSKI: 21 dlides or the pathologist begins interpreting
22 A. Correct. 22 dlides, it isquantitative butitis, it's
23 CHAYTOR, Q.C: 23 semi-quantitative and that’swhat | meant by
24 Q. Okay. Thank you. Theissueof Mr.Simmons |24 concordance.
25 brought up in the e-mail where you referred to 25 CHAYTOR, Q.C.
Page 190 Page 192
1 rotating, you posed a question before you came 1 Q. Okay. Thank you, Commissioner. Thank you,
2 here in the e-mail exchange asto whether or 2 Ms. Wegrynowski.
3 not the technologists were rotating or 3 MS. WEGRYNOWSKI:
4 dedicated? 4  A. Thank you.
5 MS., WEGRYNOWSKI: 5 COMMISSIONER:
6 A. Um-hm. 6 Q. Thank you. And | want to add my appreciation
7 CHAYTOR, Q.C. 7 to that which has already been expressed to
8 Q. |justwanted to clarify your answer in that. 8 you for coming all this way and enlightening
9 In posing the question asto whether or not 9 usfor aday and ahaf. And frankly, | found
10 the technologistsin IHC wererotating or 10 it avery interesting day and a half, so thank
11 dedicated, were you suggesting that rotating 11 you, very much.
12 for 1HC technologists might, in fact, be 12 MS. WEGRYNOWSKI:
13 acceptable? 13 A. Thank you.
14 MS. WEGRYNOWSKI: 14 COMMISSIONER:
15 A. No, that wasn't my intention at all. | didn’t 15 Q. Dowe have plansfor the afternoon?
16 know how the organization was set up. | 16 CHAYTOR, QC::
17 didn’'t have asense of whether or not the 17 Q. Weare trying--we had anticipated that Ms.
18 immunohistochemistry department was a separate |18 Wegrynowski would go for the full two days,
19 entity, whether itwas just part of the 19 but we are trying to line up one, awitness
20 histology so you put somebody on that bench 20 who was here last week who didn’t get an
21 that one week and they weretreating it more 21 opportunity to be cross-examined, so we're
22 asa gpecia stain as opposed to an actual 22 waiting to hear back fromthat person. |
23 dynamic |aboratory. 23 don't believe there'sany response at this
24 CHAYTOR, Q.C.: 24 point.
25 Q. And]I think in Mr.--my final question. In Mr. 25 COMMISSIONER:
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1 Q. Allright, sofor thosein the room who want 1 reach him, in order to -
2 to--how about this, | promiseyou a long 2 COMMISSIONER:
3 lunch, and why don’t you check with the office 3 Q. Yes wdlthat's why I'm suggesting we have
4 within the hour and we should be able to be 4 kind of timelimit. So if you' re unable to--
5 definitive about whether we will continue the 5 are we dealing with two people or just onein
6 afternoon. | wouldn't want to start awitness 6 terms of trying to contact?
7 that would run over because, as| understand 7 CHAYTOR, Q.C.:
8 it, Dr. Mullen will be here in the morning for 8 Q. Justone.
9 - 9 COMMISSIONER:
10 CHAYTOR, Q.C.: 10 Q. Justone.
11 Q. That'scorrect. 11 CHAYTOR, Q.C.:
12 COMMISSIONER: 12 Q. Theother person that we were hoping would -
13 Q. - ananticipated two days. 13 COMMISSIONER:
14 CHAYTOR, Q.C.: 14 Q. Isnot available?
15 Q. If wecan get this particular withess we're-- 15 CHAYTOR, Q.C.:
16 it should certainly conclude this afternoon. 16 Q. - beDr. Bradbury, who is not--has confirmed
17 COMMISSIONER: 17 Is not available this afternoon.
18 Q. Yes. Thisisone of thetwo that we have left 18 COMMISSIONER:
19 over? 19 Q. But she'snot avalable, all right. Mr.
20 CHAYTOR, Q.C: 20 Simmons, can | ask you againto just seeif
21 Q. One of the two that we didn’t have achance 21 you can contact Mr. Singleton and confirm or,
22 for the - 22 indeed, confirm that he' s not available within
23 COMMISSIONER: 23 the hour to let usknow. If you're not able
24 Q. Yes, Mr. Croshie? 24 to contact him within the hour, then we'll
25 CROSBIE, Q.C.; 25 have to assume he' s not available and indicate
Page 194 Page 196
1 Q. May | ask theidentity, isthis Mr. Singleton? 1 that to counsel when they check in. And that
2 CHAYTOR, Q.C:: 2 isnot an invitation to everybody to call up
3 Q. Yes/itis 3 Mr. Singleton and tell him not to answer his
4 CROSBIE, Q.C.: 4 phonein the next hour. SoI'll ask you to
5 Q. Becausel don't think he will be more than an 5 check with our office within the next hour and
6 hour. 6 we can confirm that we'll either proceed at
7 CHAYTOR, Q.C.: 7 2:00 or otherwise. Thank you, very much.
8 Q. Yes 8 Upon conclusion.
9 CROSBIE, Q.C.:
10 Q. Will he?
11 COMMISSIONER:
12 Q. Hewon't--I don’t--I'm afraid I'm very bad at
13 predicting this from up here, Mr. Crosbie.
14 CROSBIE, Q.C.:
15 Q. Speaking for my own self, which | don't think-
16 -I think there are only one or two of us|eft.
17 MR. SIMMONS:
18 Q. Commissioner, just on the break | was asked to
19 see if we could contact Mr. Singleton.
20 COMMISSIONER:
21 Q. Yes
22 MR. SIMMONS:
23 Q. - andobviously whilel’min here, | can only
24 use e-mail, I'vetried by telephone earlier.
25 | have no idea whatsoever whether | can even
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6 the Honourable Justice Margaret A. Cameron,
7  Commissioner, at the Commission of Inquiry, St.
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