
Bulletin from Cancer Control Alberta  
and AHS Laboratory Services 

 

 

 

 
Date:  March 17, 2014  
To:   Oncologists and AHS Laboratory Services   
From:  The AHS Provincial Cancer Care / Laboratory Medicine Advisory Committee  
Re:  OncotypeDx™ Testing for Breast Cancer is Instituted Across the Province 
 

PLEASE POST OR DISTRIBUTE AS WIDELY AS APPROPRIATE 
 
Key Messages:  
 AHS now funds OncotypeDx™, a breast cancer biomarker test that predicts whether adjuvant 

chemotherapy is likely to be of benefit for a particular breast cancer patient. 
 The test needs to be used in the broader context of breast cancer patient assessment and management, 

and can only be ordered by an authorized Medical Oncologist 
 Only certain patients will benefit from the test, for example the breast cancer must be hormone receptor 

positive and the patient be lymph node negative. 
 The test is extremely expensive, and a robust evaluation process is being performed concurrently by the 

Provincial Biomarker Working Group led by Dr. Gilbert Bigras.  
 The requesting Oncologist will receive a report directly from GenomicHealth™ as well as a pathology report 

which contains an interpretation of the results by a Pathologist who is an expert in breast biomarkers. 
 The process for how to obtain this test is outlined in the attached Oncotype Dx™ Testing and Reporting - 

Laboratory standard operating procedure. This will also be posted on the Anatomical Pathology Website 
portal.  

 
Why this is important:   
 Some women can be predicted to not benefit from adjuvant chemotherapy, and this information can spare 

them the potential toxicity of chemotherapy; others can be predicted to benefit from it, and they can be 
encouraged to complete the chemotherapy. 

 
Action Required:  
 Be aware of, and use the attached standard operating procedure for this biomarker test. 
 
Inquiries and feedback may be directed as follows:  
 Edmonton Calgary 

For clinical questions on the appropriate 
use of OncotypeDx™ testing as funded by 
Alberta Health Services 

 
Dr. Karen King 
780-432-8343 

 

Dr. Sasha Lupichuk 
403-521-3093 

 
For laboratory questions on tissue handling 
or the use of the OncotypeDx™ test 

Dr. Gilbert Bigras 
780-432-8445 

Or if not available  
780-432-8454 

Dr. Hua Yang 
403-944-4056 

Or if not available 
403-944-4057 

 
This bulletin has been reviewed and approved by: 
Dr. James Wesenberg, AHS Provincial Medical / Scientific Director, Laboratory Services 
Dr. Neil Hagen, Executive Director, Provincial Tumor Programs, Cancer Control Alberta 
 
The AHS Provincial Cancer Care / Laboratory Medicine Advisory Committee wishes to acknowledge the 
support and leadership of the individuals and groups who contributed to this initiative, including amongst others, 
Dr. Judith Hugh, the Breast Pathology Special Interest Group and the Provincial Breast Tumor Team. 
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Oncotype Dx™ Testing and Reporting -  Laboratory  

 
Applicability       This document applies to all personnel of AHS Laboratory Services, the Lamont Health 

Centre and laboratories administered by Covenant Health. 

  

Purpose This document provides instruction on how to order and report Oncotype Dx™ (ODx) tests in Alberta  

 

Responsibility This document outlines a coordinated process for Oncologists, Pathologists, Laboratory Staff and  

designated support staff to ensure consistency and efficiency across the province. 

  

Process   

Step Responsible Person and Action Detail 

1. Original Pathologist at the time of sign-out: 

 Chooses a block that would be optimal for 

Biomarkers (ER, PR, HER2) or Oncotype Dx 

testing (see Details) and 

 Records this in the synoptic as a Biomarker 

block. 

 May pre-emptively submit block to 

Biomarker Lab  

 

Optimal block for ODx testing is: 

A. Neutral buffered Formalin fixed 

B. From the resection specimen 

C.  Maximizes the area of highest grade invasive carcinoma 

(foci <0.1cm are not acceptable) 

D.  Minimizes non-invasive epithelium (e.g. in situ, 

hyperplastic and normal). 

E.  Minimizes fresh biopsy changes (e.g. inflammation and 

vascular proliferation) 

Note: Hemorrhage, necrosis, and fat contain little RNA and 

will not impact the test. 

 

2. Oncologist or designate completes: 

 Request form (Appendix A)  

submits it to the laboratory that performed the 

original Biomarker testing (see “Details”). 

 
In Calgary:    

Consult Desk, Dept. of Pathology, Peter Lougheed Center 

In Edmonton: 

Edmonton Zone IHC Lab (EZIHC), Dept of Lab Med, 

Cross Cancer Institute 

3. Anatomical Pathology Laboratory: 

 Confirms ordering Oncologist is on approved 

list*  

Retrieves block from pre-emptive files or contacts 

the original laboratory and requests ODx 

designated block 

 

IF: the requesting physician is not on the approved list 

THEN: the request is sent to the Provincial Head of the 

Alberta Breast Cancer Program** and the requesting 

physician is notified by the laboratory 

4. Original Laboratory: 

sends the pre-selected ODx block to the 

requesting Biomarker Laboratory, indicating this 

for ODx. 

 
IF:  No ODx block has been designated 

THEN: the original sign-out pathologist is asked to 

choose a block 

OR:  all slides and blocks are sent to the requesting 

Biomarker Lab. 
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5. Anatomical Pathology Laboratory: 

assembles case for review by biomarker 

pathologist on duty for the day. 

 pulls all previous biomarker slides  (H&E, ER, PR, 

HER2) for review.  This may be from a core and/or 

excision specimen. 

Cuts 20 unstained slides, 2 used for H&E’s 

6. Biomarker pathologist: 

 reviews previous biomarker results (must be 

ER+ and HER2 neg) and notes presence of 

ER- component if applicable. 

 confirms suitability of ODx block  

activates ODx testing protocol on the selected 

block. 

 slide 8 is stained for Ki67 and 1 H&E is kept locally  

 slide 9 & 1 H&E is sent to the other provincial 

biomarker lab for Ki67 testing 

 slide 10 sent to EZIHC for Ki67 assay development 

 Case is entered into a prospective ODx database 

submits 15 unstained slides to Genomic Health with 

appropriate forms (Appendix C-E) 

7. Genomic Health: 

 returns ODx result to Biomarker Laboratory 

returns ODx results to requesting Oncologist 

 

8. Biomarker pathologist (ideally same pathologist 

as Steps 6, but if not available, the “on duty”): 

 Compares previous BM, Ki67 and ODx result 

 Dictates Supplementary Report (Appendix F) 

Authorizes Supplementary Report 

 Supplementary Report to HR (Edmonton) or Surgical 

(Calgary).  

 Pathologist notes on concordance/discordance to be 

entered on database. 

 Supplementary Report authorized and transferred to 

Netcare. 

Full Genomic Health report is filed in the Biomarker 

Laboratory. 

 
Procedure  
Notes *A list of Approved Medical Oncologists will be supplied to the two Biomarker Laboratories by the Provincial 

 Breast Cancer Program.  This list will be reviewed and updated annually. 

**For the current Program Lead see:  
http://www.albertahealthservices.ca/cancerguidelines.asp  

 
Breast cancer is a heterogeneous disease with at least two endocrine sensitive (estrogen receptor positive – 

ER+) subtypes.  Although the majority of ER+ patients have a low relapse risk and benefit largely from 

endocrine therapy alone approximately 15% of these patients will recur within 5 years and may benefit 

from the addition of chemotherapy.  Gene expression profiling tests such as the ODx (Genomic Health Inc., 

Redwood City, CA, USA) provide prognostic information that reduces the use of adjuvant chemotherapy, 

restricting it to only those patients who are most likely to benefit.  ODx assesses the mRNA expression of 5 

housekeeping and 16 key genes (including ER, progesterone receptor, HER2 and Ki67) using reverse 

transcriptase polymerase chain reaction on formalin fixed paraffin embedded material and provides a 

Recurrence Score (RS) and Risk Category for recurrence (low RS< 18; intermediate 18-30; or high RS≥ 

31).  There is controversy in the literature as to whether the RS score adds materially to information that can 

be provided by an immunohistochemical panel of ER, PR, HER2 and Ki67 (IHC4). Currently, ODx is being 

funded to inform adjuvant chemotherapy treatment decisions in patients with fully resected ER+ and/or 

PR+, lymph node-negative, HER2-negative early breast cancer patients.  This funding will be re-examined 

after comparison with emerging alternative testing strategies in 2-3 years.  Therefore this document 

establishes a provincial testing policy to capture all ODx testing in the province to standardize testing and to 

facilitate future comparison and validation of any alternative test. 

 

https://ahsmail.capitalhealth.ca/owa/redir.aspx?C=CkU2EYGryESUtwVwsfAR4gbPOzzmEdFI4BQdfFAFA1PjFe5kptel-LjNtck-sRbKs4ujo46hfiw.&URL=http%3a%2f%2fwww.albertahealthservices.ca%2fcancerguidelines.asp
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Related  

Documents  Appendix A.  Oncotype Dx
TM

 Request Form – Oncologist 

   Appendix B:  Protocol for Pathology Material Submission to Genomic Health 

   Appendix C:  Oncotype Dx
TM

 Requisition Form (sample) 2 pages 

   Appendix D:   Customs Invoice  

   Appendix E:   Supplementary Report 

Appendix F:   Process Flow-Chart 
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Appendix A: Oncotype Dx™ Request Form – Oncologist 

             BREAST Oncotype Dx™ REQUEST (Oncologist) 
  Note:  Only Oncologists authorized by the Provincial Breast Cancer Program can request this test.    

 

 

  Original Biomarker Testing Laboratory in Calgary:              Original Biomarker Testing Laboratory in Edmonton: 

Send to:       Send to: 
Consult Desk, Department of Pathology,    Edmonton Zone IHC Lab 

Peter Lougheed Center      Dept of Lab Med, Cross Cancer Inst.,  

3500 26 Avenue NE      Rm: 1484, 11560 University Avenue 

Calgary, AB  T2N 2T9      Edmonton, AB   T6G 1Z2 

Phone:  403-943-5642 Fax:  403-291-2931   Phone.  780-432-8587       Fax.  780-432-8455 

 
ORDERING PHYSICIAN (PLEASE PRINT):  _______________              DATE:  _______________ 
 
FAX NUMBER: ____________________     TELEPHONE NUMBER: ________________________ 
 
 
PATIENT NAME: _________________________________________________ 
 
PHN: _____________________________DOB (DD/MM/YYYY):  _______________ 
*Oncotype Dx is funded for patients fulfilling the following criteria:  ER and/or PR positive, HER2negative, Node Negative 
 

 
REQUESTING ONCOLOGIST TO COMPLETE THE FOLLOWING (prior to form submission): 
 
1.  Based upon current available clinicopathologic information (pre-Oncotype Dx result) how would  
     you categorize this patient’s risk of recurrence? 
   Low 
   Intermediate 
   High  
 

 
2.  Would you currently recommend adjuvant chemotherapy to your patient (pre-Oncotype Dx result)? 
   Yes 
   No 
   Unsure 
 
 
_________________________________                       DATE: ____________________ 
Oncologist Signature 
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Appendix B: Protocol for Pathology Material Submission to Genomic Health 
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Appendix C: Oncotype DxTM Requisition Form (sample) 2 pages 
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Appendix D: Customs Invoice 
 

The customs invoice should be submitted on the letterhead of the submitting physician or institution, if possible.  The 

approximate format is: 

 

DATE: 

 

SHIPPER:    Institution/Clinic 

                     Physician 

                     Street Address 1 

                     Street Address 2 

   City/County/Postal Code 

   Country 

 

CONSIGNEE: GENOMIC HEALTH, INC. 

   Customer Service 

   301 Penobscot Drive 

   Redwood City, CA 94063 

   USA 

 

PACKAGES: 1 

 

CONTENTS:  Diagnostic Specimen, Not Restricted, Packed In Compliance with IATA Packaging 

Instruction 650 
 

Non-infectious human tumor tissue: Fixed, paraffin-embedded tumor tissue. 

 

  For Laboratory Testing Only. 

 

Human material was neither inoculated with nor exposed to infectious agents. 

 

  Obtained directly from humans, not recombinant, not cultured. 

 

NO COMMERCIAL VALUE – For Customs Purposes Only $1 USD. 

 

 

Signature and Job Title 

 

 

Print Name       Daytime Phone Number 
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Appendix E:  Supplementary Report 

 

The Oncotype Dx report constitutes additional information to the biomarker report (HR – Edmonton) or Surgical 

Accession (Calgary) that while it does not alter the intent of the original report includes clarification of 

clinicopathological data and additional report elements.  As such, a Supplementary Report is to be generated  (see 

“Revision of Previously Released Laboratory Reports Policy” Version 1.1 Effective Date: 17 December 2012).  

 

The Supplementary Report will include the following elements: 

1. the results of Oncotype Dx  

2. commentary from the Biomarker Pathologists as to whether the Oncotype Dx results are: 

 concordant with the original impression (including grade, ER, PR, HER2) 

 discordant with the original impression (including grade, ER, PR, HER2). 

3. If the Oncotype Dx results are deemed to be discordant, the biomarker pathologist will indicate whether 

 this most likely represents: 

 a refinement of the existing studies due to tumour heterogeneity (Oncotype Dx most likely 

correct) or  

 an artifact (inclusion of inflammatory elements, DCIS, etc.) e.g. Oncotype Dx most likely 

incorrect 

 

This is a professional interpretation of a machine derived measure and is key to the clinical relevance of the 

 additional pathologic data from Oncotype Dx.   
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Appendix F: Process Flow-Chart 
 

Pathology Lab
CCI or CLS

Biomarker (BM) Lab
Oncologist

Ki67 Working

Group

Pre-selects and 

records on Synoptic:

• Biomarker/ODx block

• Submits BM block Submits ODx Request 

to original BM Lab

Determines that ODx 

test is appropriate

• Confirms Oncologist on approved list

• Retrieves block or requests if needed

Submits requested 

Material to BM lab

Assembles case for review by BM Pathologist:

• All previous BM slides

• 20 unstained slides from ODx block (2H&E)

BM Pathologist on duty:

• Confirms ODx block as appropriate

• Activates ODx protocol*

15 unstained slides sent to Genomic Health

Ki67 assayed and results

entered into database

• ODx result received by BM Lab

• Case assembled for review by BM Pathologist

(BM slides, [H&E & Ki67 from ODx block], ODx result)

Ordering BM Pathologist (or if not available - on duty):

• assesses concordance with Ki67, ER, PR, HER2

• Dictates Supplementary Report

• Full report kept on file in Lab and patient chart

• Supplementary Report authorized in LIS

ODx Data entered into

database

Concordance comments 

entered into database

*ODx protocol:

Section 8 for local Ki67

1 H&E + level 9 to other BM lab

1 unstained to CCI

Case entered into database

Block retained in 

BM repository

Supplementary Report 

Uploaded to NetCare
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