
Recommendations - Immunohistochemistry Service
(Spreadsheet Dr. D. Banerjee/Trish Wegrynowski) - Updated Apr 25/06

Compiled Dec 16/05

Expected
Recommendation Recommended By Agree With Current Status Completion

Date
I. Pathologists should subspecialize. Dr. D. Banerjee Yes Drs Cook/Denic working on TBA

*2. One Pathologist appointed as Director of Immunohistochemistry service. Backup designate should Dr. D. Banerjee/ Yes Implemented. Drs Fontaine/ TBA-Dr. Elms
be appointed (Trish). Trish Wegrynowski Elms will be trained

3. Consideration to use rabbit monoclonal antibody SPI for ER testing. Dr. D. Banerjee Being discussed
*4. Dedicated Technologist for IRC. Dr. D. Banerj ee Yes 3 staff dedicated Completed

Trish Wcarvnowski
5. Pathologists attend educational and scientific conferences. (IHC) Dr. D. Banerjee Yes In progress Ongoing
6. Pathologists' Assistants hired to standardize grossing procedures. Dr. D. Banerj ee Yes 3 hired to date Training start

Trish Wegrynowski in May
7. Implement Tissue-Tek X-Press and Pathologists/Technologists should redesign workflow/practices. Dr. D. Banerjee Yes Partially implemented 6-12 months
8. Reinstitute Ventana ER/PR service. Dr. D. Banerjee Yes Dr. Ejeckam validating with May/06

Mt. Sinai results (Tentative)
*9. Enroll in external quality assurance programs. Dr. D. Banerjee/ Yes Enrolled in CAP and UK Completed

Trish Wegrynowski proficiency testing
*10. Redesign communication structure to provide better joint technical/medical accountability. IRC Dr. D. Banerjee/ Yes Regular meetings Ongoing

Tech's report to Division Manager and Section Head depending upon issue. Trish Wcarvnowski
II. Documented internal control results by Pathologists. (Linked to #25 recommendation by Trish) Dr. D. Banerjee Yes Dr. Cook standardized In progress

reporting procedures
*12. Ensure blocks submitted for ERiPR have normal ductal epithelium. Dr. D. Banerjee Yes Dr. Cook has informed Completed

Pathologists.
*13. Tissue processing consolidated to HSC site and SOP be available. Trish Wegrynowski Yes All processing at HSC Completed
*14. Pathologists need to establish a mechanism to express IHC concerns/issues. Documentation Trish Wegrynowski Yes Dr. Cook to address in memo Completed

required. to all Pathologists Mar/06
*15. Succession planning to be evaluated for technical and professional staff. Trish Wegrynowski Yes Being discussed I Year
16. Procedure manual outlining the SOP's to be created for alllHC antibodies and methods including Trish Wegrynowski Yes In progress Ongoing

the Ventana operator's manual.
*17. Antibody data specification sheets be available for all antibodies in use including lot #, clone, Trish Wegrynowski Yes In progress Ongoing

expiry date, etc.
*18. Routine equipment maintenance performed and documented as per company protocols. Trish Wegrynowski Yes Completed Ongoing
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Expected
Recommendation Recommended By Agree With Current Status Completion

Date
19. Documented evaluation of IRC antibodies to ensure sensitivitv and specifitv of results. Trish Wcarvnowski Yes In progress Ongoing

*20. Evidence of trainina/compctcncv of technical staff trained on Ventana system. Trish Wcarvnowski Yes Completed
*21. Retired procedures/antibodies information must be retained for 2 years. Trish Wegrvnowski Yes In progress Ongoing
*22. All technical/professional issues, concerns and corrective actions must be documented. Trish Wegrvnowski Yes In progress Ongoing
23. Implement Rer-2 testing on the automated Ventana system. Trish Wegrvnowski Yes In progress TBA
24. IRC Technologist to be trained to assess the quality and specifity of staining for IRC daily controls. Trish Wegrynowski Yes In progress Ongoing
25. Standard report headings for both Pathology sites including predictive/prognostic information on Trish Wegrynowski Yes Dr. Cook -In progress TBA

specimen processing, antibody clone, and scoring method used.
*26. Internet availability for IRC workbench and purchase IRC textbooks as needed. Trish Wcarvnowski Yes In progress Completed
*27. Funding available for I IRC Technologist to attend the annual NSR convention. Trish Wcarvnowski Yes Approved (Ventana) Completed
*28. Relocate the automated special stainer from the IRC Lab. Trish Wcarvnowski Yes Equipment installed Feb/06
29. Laboratory to send out up to 10 cases per month for correlation of results. Dr. D. Cook Yes Upon retesting Ongoing
*30. Send technologists to Mt. Sinai and Jewish General. Internal Yes Completed Feb/06
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Eastern Health - source: TerryJ~G~u:::I.:..:li~v.;er:..... _

Recommendations - Immunohistochemistry Serv ice
(Spreadshee t Dr. D. Banerjee/Trish Wegrynowski) - Updated April 26/07 by Dr. Denic, Dr. Elms, T. Gulliver, B. Dyer

Volume 14 Page 350

Expected
Rec ommendation R ecommended By Agree With Cur rent Status Completion

Date

I. Pathologists should subspecialize. Dr. D. Baneriee Yes Pathologist Assigned Completed

*2. One Pathologist appointed as Director oflmmunohistochemistry service. Backup designate should Dr. D. Banerjee/ Yes Implemented. Drs Makarlal Completed
be appointed (Trish). (Working on) Trish Wezrvnowski Elms

- Consideration to use rabbit monoclonal antibody SPI for ER testi ng. Dr. D. Baneriee No Being discussedJ .

*4. Dedicated Technologist for !HC. Dr. D. Banerjee Yes 3 staff dedicated Completed
Trish Wegrynowski

5. Pathologists attend educational and scientific conferences. (IHC) Dr. D. Banerjee Yes In progress Ongoing

6. Patho logists ' Assistants hired to standardize grossing procedures. Dr. D. Banerjee Yes 3 hired to date Training
Trish Wezrvnowski 4th to start in Aug 06 started May 06

7. Implement Tissue-Tek X-Press and Patholozists/Tec hnoloais ts shoul d redesign workflow/prac tices. Dr. D. Banerjee Yes Partially implemented 6-12 months

8. Reinstitute Ventana ERIPR service. Dr. D. Banerjee Yes Drs Makarla & Elms are Completed
investigating Feb/07

*9. Enroll in external qua lity assurance programs. Dr. D. Banerjee/ Yes Enrolled in CAP and UK Completed
Trish Wezrvnowski I proficiency testing

*10. Redesign communication structure to provide better joint technical/medica l accountability. !HC Dr. D. Banerjeel Yes Regular meetings to be Ongoing
Tech's report to Division Manager and Section Head depending uoon issue. Trish Wegrynowski scheduled

II. Documented internal control results by Pathologists . (Linked to #25 recommendation by Trish) Dr. D. Banerjee Yes Dr. Cook standardized Completed
reporting procedures

*12. Ensure blocks submitted for ERiPR have norma l ductal epithelium. Dr. D. Banerjee Yes Dr. Cook has inform ed Completed
Pathologists.

*13 . Tissue processing consolidated to HSC site and SOP be avai lable. Trish Wegrynowski Yes All processing at HSC Completed

*14. Pathologists need to establish a mechanism to express IHC concerns/iss ues. Documentation Trish Wegrynowski Yes Dr. Cook to address in memo Completed
required. to all Patho logists Mar 06

*15. Succession planning to be evaluated for technical and professional staff. Trish Wegrynowski Yes Plan in place I Year

16. Procedure manual outlining the SOP's to be created for all !HC antibodies and methods includ ing Trish Wegrynowski Yes In progress Ongoing
the Ventana operator's manual.

*17. Antibody data specification sheets be available for all ant ibodies in use including lot #, clone, Trish Wegrynowski Yes In progress Completed
expiry date , etc.

*18. Routi ne equipment maintenance performed and documented as per company proto cols. Trish Wegrynowski Yes Completed Ongoi ng
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Eastern Health - source : Terry Gulliver Volume 14 Page 351

Expeeted
Reeommendation Reeommended By Agree With Current Status Completion

Date
19. Documented evaluation ofIHC antibodies to ensure sensitivity and specifity of results. Irish Wegrynowski Yes In progress Ongoing

*20. Evidence of training/competency ofteclmical staff trained on Ventana system. Irish Wegrynowski Yes Completed
*21. Retired procedures/antibodies information must be retained for 2 years. Irish Wegrynowski Yes In progress Ongoing
*22. All technical/professional issues, concerns and corrective actions must be documented. Trish Wegrynowski Yes Completed Completed
23. Imp lement Her-2 testing on the automated Ventana system. Trish Wegrynowski Yes In progress TBA
24. !HC Technologist to be trained to assess the quality and specifity of staining for !HC daily controls. Trish Wegrynowski Yes In progress Ongoing
25 . Standard report headings for both Pathology sites including predictive/prognostic information on Trish Wegrynowski Yes Dr. Cook - In progress Completed

specimen processing, antibody clone, and scoring method used.
*26. Internet availability for IHC workbench and purchase IHC textbooks as needed. Trish Wegrynowski Yes Completed
*27. Funding available for 1 nIC Technologist to attend the annual NSH convention. Trish Wegrynowski Yes Approved (Ventana) Completed
*28. Relocate the automated special stainer from the IHC Lab. Trish Wegrynowski Yes Equipment installed Completed
29. Laboratory to send out up to 10 cases per month for corre lation of results. Dr. D. Cook Yes Upon retesting/breast Ongoing

group review
*30. Send teclmologists to Mt. Sinai and Jewish General. Internal Yes Completed Feb 06
31. SOP's for accessioning, grossing, & fixation Trish Wegrynowski Yes B. Dyer, Drs Morris-Larkin Sep 06-Mar

& Carter working on 08
32. SOP 's and performance eva luation ofPA's documented Trish Wegrynowski Yes Dr. Morris-Larkin, B. Dyer MaI' 08
33. Refrigerators for OR's Trish Wegrynowski Yes Received (SCM not done) Jul 06
34. DOCl1111ent courier service times Trish Wegrynowski Yes Completed
35. SOP's for tissue processor, embedding Trish Wegrynowski Yes Completed Sep 06
36 . Procedures for handling of suboptimal specimens Trish Wegrynowski Yes B. Dyer, Dr. Denic Sep 07

In progress
37. SOP 's for II-IC in compliance with Clinical & Laboratory Standards Institute Trish Wegrynowski Yes Latest version purchased Working on -

CD/Rom Accreditation
38. Compilation of antibody specification sheets Trish Wegrynowski Yes Completed Comp leted
39 . Microscope maintenance & documentation Trish Wegrynowski Yes Completed Comp leted
40 . Pipette accuracy & calibration documentation Trish Wegrynowski Yes In progress Ongoing
41. Thermometers placed in all temperature controlled instruments Trish Wegrynowski Yes Completed
42. External alarm system for antibody refrigerator Trish Wegrynowski Yes Completed
43. Documentation for all pH dependent reagents/meter Trish Wegrynowski Yes Completed Completed
44. Equipment/instrument selection criteria Trish Wegrynowski Yes Completed Completed
45 . Corrective action log Trish Wegrynowski Yes B. Dyer, Dr. Denic Comp leted

Completed
46. Establish protocol for false pos itive staining Trish Wegrynowski Yes 1.11 progress - Draft Ongoing
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Eastern Health - source : I erry_G..:....:.u"'ll"'iv_e.:..;r'- _ Volume 14 Page 352

Expected
Recommendation Recommended By Agree With Current Status Completion

Date
47. Evaluation & appropriate use of negative controls Irish Wegrynowski Yes Dr. Denic - In draft Ongoing
48. Evaluation & appropriate use of "sausage" block for positive & negative controls Trish Wegrynowski Yes Dr. Denic - In draft Ongoing
49. RT's trained to assess the quality of EXIERNAL positive & negative controls with signed Irish Wegrynowski Yes B. Dyer, Drs Makarla, Ongoing

documentation retained for 2 years Elms, Denic - In progress
50. Standard report headings for Eastern Health Trish Wegrynowski Yes B. Dyer - Completed Sep 06
51. The quality management policies be shared with other regions in the province Irish Wegrynowski Yes Dr. Denic - In progress Ongoing
52. The QM team should be involved with quality improvement, establish quality indicators for Irish Wegrynowski Yes QC Dept , T. Gulliver, B. Ongoing

monitoring purposes, provide a mechanism to ensure recommendations are dealt with , and create Dyer, Dr. Denic - In
corrective action logs to investigate underlying causes. progress
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Volume 3 - source: Pat Pilgrim Tab 13 Info Related Dr Ejeckam Page 035

FAX TRANSMISSION

70:

FAX:

SUBJECT:

Tansy Mundon

729-0121

FROM:

PAGES:

DATE:

Joyce Penney

5/31/2007

o Urgent o For Review o Please Comment o Please Reply

COMMENTS:

Forwarded on behalf of George Tiley

Thanks

Joyce

[DOUBLE CLICK TO ADD SITE]
[Click to add ADDRESSJ ' [Click to add CITY] , NL, Canada [Click to add POSTAL CODE]
T: [Click to add 709-000-0000J • F:[Click to add 709-000-0000)
www.easternhealth.ca
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Recommendations - Immunohistochemistry Service
(Spreadsheet Dr. D. Banerjec/I'rish Weg.-ynowslti):" Updated June 30/06

Expected
Recommendation Recommended By Agree With Current Status Completion

.> ~" Date
1. Pathologists should subsoeciallze.>' Dr. D. Banerjee Yes Drs Cook/Denic working on TBA -' d." <1

*2. One Pathologist aPlml11ted-ag-B'i'rectorof Immuuohistochemistry service. Backup designate should Dr. D. Banerjee/ Yes Implemented. Drs Makarla/ TBA-Drs will
be appointed (Trish}. Trish Wegrynowski Elms be trained ,;. ..

(~ ~ 3. Cons • tf\ m,p. ·abbit monoclonal antibody SPI for ER testing. Dr. D. Banerjee Being discussed ""'''',., .,.. . "0 •••••••.•.••,.

*4. <i;Jedicated Te;;!lJl219.gist.fet'me. Dr. D. Banerjee Yes 3 staff dedicated Completed
Trish Wegrynowski

5. Pathologists attend educational and scientific conferences. (IHe) Dr. D. Banerjee Yes In progress Ongoing
6. Pathologists' Assistants hired tostandardize grossing procedures. Dr. D. Banerjee Yes 3 hired to date Training

::o-'(\'-;\<;~:·~,:- .J.,. • Irish Wegrynowski 4th to start in Aug 06 started Mal' 06
7. Implement Tissue-Tek X~Pt:ess"Elli.dPathologists/Technologists should redesign workflow/oractices. Dr. D. Baneriee Yes Partially implemented 6-12 months

_:!- )8 Reinstitute Ventana ERJPR service. Dr. D. Banerjee Yes Drs Makarla & Elms are Jun 06
investigating

*9. Enroll in external quality assurance programs. Dr. D. Banerjee/ Yes Enrolled in CAP and UK Completed
Irish Wegrynowski proficiency testing

* to. Redesign communication structure 10 provide better joint technical/medical accountability. IRC Dr. D. Banerjee/ Yes Regular meetings to be Ongoing
Tech's report to Division Manager and Section Head depending upon issue. Irish Wegrynowslci scheduled

11. Documented internal control results by Pathologists. (Linked to #25 recommendation by Trish) Dr. D. Banerjee Yes Dr. Cook standardized In progress
-- I-::"(>~''X,:;, ok·. "c, .~." '. f' reporting procedures

'12. Ensure blocks submitted for ERJPR have normal ductal epithelium. Dr. D. Banerjee Yes Dr. Cook has informed Completed
"":';:;; ra: .0 ,',e '. '" ." ..< ~ .,,,.( Pathologists .

*13. Tissue precessing consolidated to HSC site and SOP be available. "Trish Wegrynowski Yes All "recessing at HSC Completed

.<;,",)14. Pathologists need to establish a n~~chanisl11 to express IHC c011ce111slissu~"~;:",,~;ocUl11entation . Trish Wegrynowski Yes Dr. Cook to address in memo Completed
<i~/ required. ( .... ~ .. , ". H- ':"j: ;.i" .•. ;" ' ..' '.c·· •. ,;.:;.,'.,' He to all Pathologists Mar 06

*15. Succession planning to be evaluated for technical and professional staff. Trish Wegrynowski Yes Plan in place 1 Year
16. Procedure manual outlining the SOP's to be created for all IHC antibodies and methods including Trish Wegrynowski Yes In progress Ongoing

the Ventana operator's manual.

t *17. Antibody data specification sheets be available for all antibodies in use including lot #, cJon~:\{.:~>~,::,,:> TrishWegrynowski Yes In progress Ongoing
expiry date, etc. . ./"

, 18, Routine equipment maintenance performed and documented as per company protocols. Trish Wegrynowski Yes Comuleted Ongoing

~

~
'"W
s
"::1
'"
'l:I
;e..
::Y.
ciQ
:ol.
s
~-W
~

i:l
0'
~
~
'"0.-

t:I...,
m
'"<:>

[
1
'"o
W
0':

CIHRT Exhibit P-0277      Page 10



s
"::1
'"

~

~
'"w

-w

'l:I
;e..
::Y.
ciQ
:ol.
s
~
~

i:l
0'
~
~
'"0.-

t:I...,
m
'"<:>

[
1
'"o
W
-.l

Ongoing

TBA
OnKQhlg

OnRoing

Ongoing

Oct 06
Ongoing

TBA

Expected
Completion

Date

Jul 06

Completed

Ongoing

Ju106

Oct 06

Completed

Ongoing

Sep 06

Ong9il:J:g

Feb 06
Sep 06- Mar
08
Mar 08

Ongoing
Ongoing
Ongoing

Current Status

Latest version available of
CD to be purchased
In Progress

In progress

Dr. Cook - In progress

Completed

Upon retesting
Completed
B. Dyer, Drs Morris-Larkin
& Carter working on
Dr. Morris-Larkin, B. Dyer

In progress

Approved (Ventana)

Completed

Equipment installed

Completed
Completed

Received

In Drogress
B. Dyer, Dr. Denic
In progress

In progress
In progress
B. Dyer, Dr. Denic
Inprogress

Completed
In progress

In progress

In progress

In progress

'<"

"(,)::;-'.:;~~;..l;LReconllnended By I Agree With
e.

,jr:-;;

:"C

Irish Wegrynowski Yes
uuu .,). ." .....L..L~. Irish Viegrynowski Yes
~~ .. ", I Trish Wegrynowski Yes

Irish Wegrynowski Yes
Trish Wegrynowski Yes
Trish Wegrynowski Yes
Irish Wegrynowski Yes

Irish Wegryncwski Yes
Irish Wegrynowski Yes
Irish Wegrynowski Yes
Dr. D. Cook Yes
Internal Yes
Irish Wegrynowski Yes

I Trish Wegrynowski Yes
Irish Wegrynowski Yes
Trish Wegrynowski Yes
Dish Wegrynowski Yes
Irish Wegrynowski Yes

Trish Wegrynowski Yes

Irish Wegrynowski Yes
Irish Wegrynowski Yes
Irish Wegrynowski Yes
Irish Wegrynowski Yes
Irish Wegrynowski Yes
Irish Wegrynowski Yes
Irish Wegrynowski Yes
Irish Wegrynowski Yes

Irish Wegrynowski Yes

<", <:',:Lc,'c:,~ ."_""'~.'--;'.~-

"-Ci

Recommendation

All technical/professional issues, concerns and corrective actions must be documented.

Documented evaluation of IHC antibodies to ensure sensitivityand specifity of results,
Evidence oftrailling/competency ofteclmical staff trained 011 Ventana ,,~'''+~,~~

Retired procedures/antibodies information must be retained for 2 ) ....""1",.

Documentation for all pH dependent reagents/meter
Equi unent/instrument selection criteria l··...cA ,~{,,'J

~?~:·e~f~~~ action leg

25.. <Standard report headings for both Pathology sites including predictive/prognostic information on
; specimen processing, antibody clone, and scoring method used.

35. SOP's for tissm:~"Jjrocessor(e-ll1bedding;"'" ··.. 'f;_ <'- ,~,7-~

*27. Funding available for I IRe Technologist to attend the annual NSH convention.

32...._"", Microscope maintenance & documentation <:1{/

19.

~:30. Send technologists to Mt._S_hm! and Jewish General.
31. SOP's for accessioning;.gr9s",si1'1?) & fixation -~('" ',.'. ',", (,j·e.·

,\", ""y;>::,:,:. "'-"-if,i-:--..'c:;:",'i1!o. )-,-::,'.<~

32~ SOP's and performance evaluation afPA's documented

37. SOP's for IHC in compl~ance with Clinic~l & Laboratory Standards Institute
'Y"!s~C:" Q'\....,1. eriC ('···r) (J,e ,':"', ~'i . ;;'.. ' --,;::.'-

38. Compilation of antibodyspecification sheets ·f::', .; '.-/ , ,~." /_,~. .;,,',.::. >j.'

*28. Relocate the automated special stainer from the IEC Lab. ..-,~- <lc.. \j;::>'

36. Procedures fo(handTli;:g of s'Gboptiil1aIspecimens
_i? . -\' -- \0_<" ',_ :,·-.._.i(:~.ii.,

33. ), Refrigerators for OR's --for

A.1( .,Thellllometers placed in all temperature controlled instruments

29. Laboratory to send_q,~!yp to 10 cases per month for con-elation of results.

*20.
*21.

*26. Internet availability for IEC workbench and purchase IRC textbooks as needed.

Imulement Her-Z testing on the automated Ventalla system.
~~
£<t: 1.11.1.... 1 t:LMuuwglM lV uc ueuueu LV a~~t:;::;::; UlC quality and specifity of staining for IHC daily contrcls.

IA(9.\ ! Establish protocol for false positive staining

··-~13'.

i,lii12~y

~'I":39-=::8~ip~tte accuracy & calibration documentation ;,~,(,). .'.-

(~lj.F34. Document courier service times
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c::'c : Expected
Recommendation " Recommended By Agree With Current Status Completion

/ -,.or Date
47, ,,/E'valuation & appropriate use of negative controls

/ Trish.Wegrynowski Yes Dr. Dcnic - In urozress Ongoing
',\4l{ Evaluation & auurooriate use of "sausage" block for positive & negative controls Irish Wegrynowski Yes Dr. Denie - In progress Ongoing

49,' R:!',s, ,trained to assess the quality of EXTERNAL positive & negative controls with signed Trish Wegrynowski Yes B: Dyer, Drs Makarla, Ongoing
':," ' "documentationretained for 2 years Elms, Deuic -vIn progress

50, Standard report headings for Eastern Health ':::?:',~-
.-'2__ Trish Wegrynowski Yes B: Dyer Sep 06

51. The quality management policies be shared with other regions in the Province Trish Wegrynowski Yes Dr. Denic ~ In progress Ongoing
52, The QM team should be involved with quality improvement, establish quality indicators for 'Irish Wegrynowski Yes QC Dept, T, Gulliver, R Ongoing

monitoring purposes, provide a mechanismto ensure recommendations are dealt with, and create Dyer, Dr. Denic - In
corrective action logs to investigate underlying causes. progress c~" '<,
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