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Introduction

= The American Society of Clinical Oncology (ASCO) Clinical Practice Guideline on the use of

biomarkers to guide adjuvant therapy for early-stage invasive breast cancer was most
recently published in February 2016.

= The publication of the Trial Assigning Individualized Options for Treatment (TAILORX)
evaluating noninferiority of endocrine therapy alone to chemoendocrine therapy for

invasive disease—free survivalin women with intermediate Oncotype Dx scores provided a
signal to update.

= While evidence on other aspects of the guideline may have become available following
release of the guideline, no other strong signal that was felt likely to impact the
recommendations has been identified to date.
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ASCO Guideline Development Methodology

The ASCO Clinical Practice Guidelines Committee guideline process includes:
e asystematic literature review by ASCO guidelines staff

e an expert panel provides critical review and evidence interpretation to inform
guideline recommendations

e final guideline approval by ASCO CPGC

The full ASCO Guideline methodology supplement can be found at:
www.asco.org/guideline-methdology
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Clinical Question

This guideline addresses the question:

For women with early-stage invasive breast cancer, which other biomarkers have
demonstrated clinical utility to guide decisions on the need for adjuvant systemic
therapy?
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Target Population and Audience

Target Population

Women with early-stage invasive breast cancer being considered for adjuvant systemic therapy

Target Audience

Medical, surgical, and radiation oncologists; oncology nurses and physician assistants;
pathologists; general practitioners; and patients
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Summary of Updated Recommendations

All recommendations refer to patients who present with a hormone receptor positive, HER2
not overexpressed, axillary node negative early breast cancer

Recommendation 1.1.1. For patients older than 50 and whose tumors have Oncotype DX
recurrence scores <26, and for patients <50 years whose tumors have Oncotype DX recurrence
scores <16, there is little to no benefit from chemotherapy. Clinicians may offer endocrine
therapy alone. (Type: Evidence based; benefits outweigh harms; Evidence quality: High;
Strength of recommendation: Strong)

Recommendation 1.1.2. For patients 50 years of age or younger with Oncotype DX recurrence
scores of 16 to 25, clinicians may offer chemoendocrine therapy. (Type: Evidence based,
benefits outweigh harms; Evidence quality: Intermediate; Strength of recommendation:
Moderate)
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Summary of Updated Recommendations

Recommendation 1.1.3. Patients with Oncotype DX recurrence scores >30 should be
considered candidates for chemoendocrine therapy. (Type: Evidence based, benefits outweigh
harms; Evidence quality: high; Strength of recommendation: Strong)

Recommendation 1.1.4. Based on Expert Panel consensus, oncologists may offer
chemoendocrine therapy to patients with Oncotype DX scores of 26 to 30 (Type: Informal
consensus; Evidence quality: insufficient; Strength of recommendation: moderate)
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Additional Resources

More information, including a Data Supplement, a Methodology Supplement, slide
sets, and clinical tools and resources, is available at

WWW.asco.org/breast-cancer-guidelines

Patient information is available at www.cancer.net
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Disclaimer

The Clinical Practice Guidelines and other guidance published herein are provided by the American Society of Clinical
Oncology, Inc. (ASCO) to assist providers in clinical decision making. The information herein should not be relied upon as
being complete or accurate, nor should it be considered as inclusive of all proper treatments or methods of care or as a
statement of the standard of care. With the rapid development of scientific knowledge, new evidence may emerge
between the time information is developed and when it is published or read. The information is not continually updated
and may not reflect the most recent evidence. The information addresses only the topics specifically identified therein and
is not applicable to other interventions, diseases, or stages of diseases. This information does not mandate any particular
course of medical care. Further, the information is not intended to substitute for the independent professional judgment of
the treating provider, as the information does not account for individual variation among patients. Recommendations
reflect high, moderate, or low confidence that the recommendation reflects the net effect of a given course of action. The
use of words like “must,” “must not,” “should,” and “should not” indicates that a course of action is recommended or not
recommended for either most or many patients, but there is latitude for the treating physician to select other courses of
action in individual cases. In all cases, the selected course of action should be considered by the treating provider in the
context of treating the individual patient. Use of the information is voluntary. ASCO provides this information on an “as is”
basis and makes no warranty, express or implied, regarding the information. ASCO specifically disclaims any warranties of
merchantability or fitness for a particular use or purpose. ASCO assumes no responsibility for any injury or damage to
persons or property arising out of or related to any use of this information, or for any errors or omissions.
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