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External Quality Assurance: Estrogen Receptor

Ay
False negative X Insufficient

Control

39/ 71 labs = 55%

External Quality Assurance

= Staining quality varies greatly between different
laboratories depending on the individual selection of
methods and the technical expertise

= Internal quality control will often not identify a poorly
calibrated IHC system giving insufficient staining results

Participant no

——Passrate = Standardization of staining methods is not possible but
standardization of staining results is mandatory

= External quality assurance of staining results through
laboratory proficiency testing is mandatory

= External quality assurance of antibodies, reagents and
platforms through producer proficiency testing is mandatory
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Establishment of a Nordic EQA program for IHCH%

Central assessment with consensus
between experienced pathologists

* Correlate stains with central protocol parameters

* |dentify less successful Abs
« Identify inappropriate protocol settings

* Publish general results and recommended protocols
on an open website

» E-mail individual results to the participants

* Give specific explanations for insufficient results
« Give tailored recommendations for improvement

NordiQC Participants

Participants
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Establishment of a Nordic EQA program for IHCH%

Nordic Immunohistochemical Quality Control
NordiQC founded 2003 by Nordic pathologists
Independent, scientific, not-for-profit organisation

Institute of pathology
Aalborg Hospital
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NordiQC serial sections

3-5 identical multitissue-blocks

450 sections cut immediately before distribution
IHC reaction tested at first, middle and last slide
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> 25,000 slides =
> 125,000 tissue sections

Over-all assessment results

NordiQC consensus marks (average 2003-08)

Optimal:
Good: 33%
Borderline: } {too weak / false neg.: ~ 90 %

Poor:

Results of NordiQC tailored recommendations

Lab response to 419 advices (11 markers)

No. Improved %

Positive 268 195

Mogens Vyberg

Assessment and recommendations

A pdf-file e-mailed with individual marks,
comments and suggestions
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NordiQC over-all assessment results

Major causes of insufficient stains: “Leading”
Less successful / problematic antibodies
Inappropriate antibody dilution
Inappropriate epitope retrieval

Other inappropriate lab. performance
Platform problems
Inappropriate calibration / home brews
Endogenous biotin reaction (EBR)
Section drying-out after HIER
Technical stainer errors

Unexplained

External IHC Quality Assurance

Almost 1/3 of all IHC stains produced by NordiQC
participants are still insufficient !

INEAETS

New antibodies, techniques, platforms

New challenges

How many IHC stains produced by labs not
participating in an EQA scheme are insufficient ?

How many scientific publications are based on
insufficient IHC stains ?

What are the consequences for the patients ?
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External Quality Assurance — 13151345

Best laboratory practice for examination of prognostic and predictive markers
Prof. Emina Emilia Torlakovic, MD, PhD, FCAP
UHMN/Taronto General Hospita] Canada

JNCI Joumal of the National Cancer Institute Advance Access published June 10, 2008

NEWS

13.45-1350 Discussion

Breast Cancer Testing Scandal Shines Spotlight 13.50-14.20  Labeling of reagents (IVD, ASR, RUO, CE, FDA) and what are the differences for

T - you as a laboratory and for the patients?
on Black Box of Clinical Laboratory Tes‘mg Frank Pefarsen, DS CERT A/S - Sundhed og fedevarer, Copenfragen

By Karyn Hede

“Through the inquiry, the public

14.20- 1445 Discussion and break

learned that between 1997 and 14.45-1515  Requirements for internal and external quality controls
2005 nearly 400 of about 1,000 Seren Niglsen, HT, Scheme arganizer, NordiQC

breast cancer patients received 15.15-1545  Pitfalls in immunchistochemistry
: Assoc. prof. Mogens Viyberg, MD, NordidC,
mm’w Aalborg Hospital, Aarbus University Hospital
status of their breast tumo o o ) . , . .
15.45-16.30 Qualitative and quantitative interpretation of immunchistochemistry staining
Prof. Emina Emilia Torlakovic, MD, PhD, FCAP
UAN/Taronto Generaf Hospital Canada

16.30 - 16.90 Discussion
16.50-17.15 Networking. WWine and sandwich will be served

Mogens Vyberg



