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Roche statement on FDA Oncologic Drug Advisory meeting on 9
March 2023

Basel, 25 January 2023

Roche will participate in the U.S. Food and Drug Administration (FDA) Oncologic Drugs
Advisory Committee (ODAC) meeting on 9 March 2023 to discuss the supplemental Biologics
License Application (sBLA) for Polivy® (polatuzumab vedotin-piiq) in combination with Rituxan®
(rituximab) plus cyclophosphamide, doxorubicin and prednisone (R-CHP) for the treatment of
people with previously untreated diffuse large B-cell lymphoma (DLBCL). The sBLA submission
is based on pivotal data from the phase III POLARIX study, a multicentre, randomised,
double-blinded, placebo-controlled clinical trial of more than 800 patients. Study results
showed a 27% reduction in the risk of disease worsening or death with Polivy plus R-CHP
compared to standard-of-care R-CHOP in �rst-line DLBCL. Overall survival data was immature.
The safety pro�le was comparable for Polivy plus R-CHP versus R-CHOP*. The FDA is expected
to make a decision on approval by 2 April 2023.

DLBCL is an aggressive, hard to treat disease and is the most common form of non-Hodgkin
lymphoma in the U.S.[1] Four in ten people do not respond to treatment, and the majority of
those who require subsequent lines of therapy have poor outcomes.[2] Limited progress has
been made over the last two decades in improving the current standard of care in the �rst-line
setting. We look forward to continued collaboration with the FDA and discussions with the
advisory committee to support the application process.

*Including rates of Grade 3-4 adverse events (AEs; 57.7% versus 57.5%), serious AEs (34.0%
versus 30.6%), Grade 5 AEs (3.0% versus 2.3%), and AEs leading to dose reduction (9.2% versus
13.0%).

About Roche
Founded in 1896 in Basel, Switzerland, as one of the �rst industrial manufacturers of branded
medicines, Roche has grown into the world’s largest biotechnology company and the global
leader in in-vitro diagnostics. The company pursues scienti�c excellence to discover and
develop medicines and diagnostics for improving and saving the lives of people around the
world. We are a pioneer in personalised healthcare and want to further transform how
healthcare is delivered to have an even greater impact. To provide the best care for each
person we partner with many stakeholders and combine our strengths in Diagnostics and
Pharma with data insights from the clinical practice.

In recognising our endeavour to pursue a long-term perspective in all we do, Roche has been
named one of the most sustainable companies in the pharmaceuticals industry by the Dow
Jones Sustainability Indices for the thirteenth consecutive year. This distinction also re�ects
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our efforts to improve access to healthcare together with local partners in every country we
work.

Genentech, in the United States, is a wholly owned member of the Roche Group. Roche is the
majority shareholder in Chugai Pharmaceutical, Japan.

For more information, please visit www.roche.com.

All trademarks used or mentioned in this release are protected by law.
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