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CADTH Reimbursement Review 

Clinician Group Input  

 

CADTH Project Number: PC0323-000 

Generic Drug Name (Brand Name): Sacituzumab govitecan (Trodelvy) 

Indication: The treatment of adult patients with unresectable locally advanced or metastatic 

hormone receptor (HR)-positive, human epidermal growth factor receptor 2 (HER2)-negative (IHC 

0, IHC 1+, or IHC 2+/ISH-) breast cancer who have received endocrine-based therapy and at least 

two additional systemic therapies in the metastatic setting. 

Name of Clinician Group: Ontario Health (Cancer Care Ontario) Breast Cancer Drug Advisory 

Committee 

Author of Submission: Dr. Andrea Eisen, Dr. Orit Freedman, Dr. Phillip Blanchette, Dr. Haider 

Samawi, Alaina Charlton 

1. About Your Clinician Group 

OH-CCO’s Cancer Drug Advisory Committees provide timely evidence-based clinical and health system guidance on drug-related 
issues in support of CCO’s mandate, including the Provincial Drug Reimbursement Programs (PDRP) and the Systemic Treatment 
Program. 

2. Information Gathering 

Information was gathered via videoconferencing.  

3. Current Treatments and Treatment Goals 

The current treatments that are used in HR+/HER- breast cancer in third line and beyond include eribulin, capecitabine, gemcitabine, 

and vinorelbine. The goals to address are to delay disease progression, improve progression free survival, and prolong life. 

Health-related quality of life data is missing from the trial which is an important goal to consider.   
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4. Treatment Gaps (unmet needs) 

4.1. Considering the treatment goals in Section 3, please describe goals (needs) that are not being 
met by currently available treatments. 

Metastatic breast cancer remains an incurable illness and thus better treatments are needed. This treatment is applicable to patients 

who are HR+/HER2 low or HR+/HER2-0. Sacituzumab govitecan provides an unmet need for patients who are HR+/HER2-0.  

Patients who are ER low positive do not meet the strict criteria of triple negative. ER low (ER 1-10%) patients would typically not be 

prescribed endocrine therapy however they should still be considered for Sacituzumab govitecan.   

5. Place in Therapy 

5.1. How would the drug under review fit into the current treatment paradigm? 

In the TROPiCS trial, the median number of prior treatments was three and many patients in the trial had 8+ prior treatments. 

Sacituzumab govitecan would be an additional line of therapy to consider for 3rd line and beyond in patients with HR+/HER2- 

metastatic breast cancer.   

5.2. Which patients would be best suited for treatment with the drug under review? Which patients 
would be least suitable for treatment with the drug under review? 

Patients best suited for this drug would be as per the proposed indication.  

The DAC reviewed the eligibility criteria for the TROPiCS 02 trial. We note that there could be some patients in this group who have 

been on treatment for a very long time such that they never received a CDK 4/6 inhibitor. That is, some patients have become 

endocrine resistant before CDK4/6 inhibitors became available. There are also patients that are intolerant to CDK 4/6 inhibitors. 

Therefore, patients should not be required to have had a prior CDK 4/6 inhibitor before starting this drug. However ideally, the 

patients eligible for treatment should have received an endocrine therapy otherwise.  

5.3 What outcomes are used to determine whether a patient is responding to treatment in clinical 
practice? How often should treatment response be assessed? 

The trial endpoints are OS, objective response, clinical benefit rate, duration of response, patient-reported outcomes, and safety. 

These are meaningful in the clinical setting as well.  

The trial assessed response every 6 weeks for the first year and then every 12 weeks thereafter. In clinical practice, if patients are 

doing well and do not have undue toxicity, then the assessment of response in the first year may have a slightly reduced frequency. 

Patients are typically assessed every cycle of treatment for toxicity.  

5.4 What factors should be considered when deciding to discontinue treatment with the drug 
under review? 

Treatment is typically discontinued upon disease progression or undue toxicity.  

5.5 What settings are appropriate for treatment with [drug under review]? Is a specialist required 
to diagnose, treat, and monitor patients who might receive [drug under review]? 

Settings with clinicians who have expertise in the administration of systemic therapy to patients with advanced disease.  

6. Additional Information 

The DAC is aware that an update to the survival analysis was recently available at the ASCO meeting.1  
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metastatic breast cancer, a relatively small population that would benefit from being eligible without 

there being large financial impacts. 

Finally, some patients will take 3 lines of hormone therapy when the disease was previously slow 

growing, and hormone therapy is also considered systemic. Therefore, we seek clarity on the 

recommendation to fund only when the patient has received 2-4 lines of previous systemic 

chemotherapy, plus a clear distinction between systemic chemotherapies or other forms of systemic 

therapies as discussed on pages 4 (#1.3) and page 6. 

Specific text: 

Page 4: reimbursement condition: Patients must not have: 3.1. active CNS metastases and/or 

carcinomatous meningitis. Reason: The TROPiCS-02 trial excluded patients with these characteristics. 

Reimbursement condition: Refractory to or relapsed after 2 to 4 prior systemic chemotherapy 

regimens for metastatic disease. Reason: Evidence from the TROPiCS-02 trial demonstrated that 

treatment with sacituzumab govitecan resulted in a survival benefit in patients with these 

characteristics.  

 

Page 6: …The committee noted that the CADTH analysis was conducted in the Health Canada 

indicated population, which allows use in patients who have received an endocrine-based therapy and 

at least two additional systemic therapies. To align with the TROPiCS-02 trial, pERC noted patients 

should only be considered for sacituzumab govitecan if they received an endocrine-based therapy, 

including a hormone and a CDK4/6 inhibitor, and have failed two systemic chemotherapies. This 




















