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Item 8.01 Other Events.
 

Genentech, Inc. (“Genentech”), a member of the Roche Group, today announced the voluntary withdrawal of the U.S. indication of GAVRETO®
(pralsetinib) for the treatment of adult and pediatric patients 12 years of age and older with advanced or metastatic rearranged during transfection (RET)-
mutant medullary thyroid cancer (“MTC”) who require systemic therapy. Genentech stated that its decision to withdraw the indication is not due to any
new safety or efficacy data for GAVRETO or a product safety or quality issue, and other approved indications for GAVRETO in the United States are
unaffected. Under Blueprint Medicines Corporation’s (the “Company,” “our” or “we”) collaboration, Genentech remains the New Drug Application
sponsor in the United States.

 
This decision was made in consultation with the U.S. Food and Drug Administration (“FDA”), in accordance with the requirements of the FDA’s

Accelerated Approval Program. Specifically, AcceleRET-MTC, a Phase III clinical trial required by the FDA to convert the accelerated approval of
GAVRETO for MTC to a full approval, will no longer be pursued due to feasibility. The confirmatory studies to meet the commitments required to convert
the remaining indications for GAVRETO, also approved under accelerated approval, to full approval, are ongoing.

 
Genentech has previously disclosed that the MTC indication contributes a small fraction of its annual GAVRETO revenues in the United States.

The Company anticipates that this decision will have no impact to its 2023 collaboration revenue guidance of $40 to $50 million. In February 2023, Roche
provided written notification of their decision to terminate the collaboration agreement, which will become effective in February 2024.

 
The Company, in partnership with Genentech, remains committed to supporting appropriate treatment continuity for MTC patients in the United

States who are currently treated with GAVRETO, and to supporting patients and healthcare practitioners navigate the near-term impacts of this update.
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