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New standard of care for rare
cancer with FDA approval of
Imnfinzi applauded by
Cholangiocarcinoma Foundation

AstraZeneca TOPAZ-1 Phase III trial showed adding
immunotherapy to standard chemotherapy increases overall
survival in advanced biliary tract cancer

SALT LAKE CITY, UT, September 2, 2022 —-The_Cholangiocarcinoma
Foundation (CCF) applauds the U.S. Food and Drug
Administration (FDA) approval of AstraZeneca’'s Imfinzi
(durvalumab). The TOPAZ-1 Phase III trial showed that
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durvalumab in combination with standard-of-care chemotherapy
resulted in improved overall survival (0S) versus placebo plus
chemotherapy in patients with advanced biliary tract cancer
(BTC).

BTCs include intrahepatic and extrahepatic cholangiocarcinomas
and gallbladder cancer, each having different genetics, risk
factors and clinical presentation. Cholangiocarcinoma (CCA) 1is
a cancer that forms in the bile ducts of the liver. Each year,
approximately 10,000 people in the US are diagnosed with CCA -
the second most common primary liver cancer in the world.

CCA patients have a poor prognosis, which has fueled the
urgency for advanced therapies. Approximately 5% to 15% of
patients with BTC survive five years. While these cancers are
uncommon and can be highly fatal, advances like durvalumab are
creating a new standard of care — the first in the last decade
— that increases 0S in BTC patients.

“As a 12-year survivor of Stage IV 1intrahepatic
cholangiocarcinoma, I am excited to see a new standard of care
for cholangiocarcinoma patients, this is the first improvement
since 2010. I hope we continue to see additional treatment
options for our patient community and provide more hope for
those in need,” said Melinda Bachini, CCF director of
advocacy.

Durvalumab is a human monoclonal antibody that binds to the
PD-L1 protein and blocks the interaction of PD-L1 with the
PD-1 and CD80 proteins, countering the tumor’s immune-evading
tactics and releasing the inhibition of immune responses.
AstraZeneca provided confirmatory evidence from its clinical
trial that 35.1% of those taking durvalumab with the
chemotherapy combination were still alive, compared with 25.6%
taking just the chemotherapy. At 24 months, the difference was
24.9% and 10.4%.

“The Durvalumab approval is a big step forward and a
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significant change in trajectory for the treatment options
available to this community. A new first-line treatment opens
doors and 1increases opportunities for patients. We are
grateful to all who participated in this clinical trial,” said
Stacie Lindsey, CCF founder and CEO.

Lead study author, Do-Youn Oh, MD, PhD, a professor in the
Division of Medical Oncology of the Department of Internal
Medicine at Seoul National University Hospital and Seoul
National University College of Medicine in Seoul, South Korea,
explained in a_news release that patients were enrolled in the
study from 105 centers across 17 countries including the US.

More than half of the patients were enrolled from centers in
Asian countries. Notably, 55% of patients had intrahepatic
cancers, 19% had extrahepatic cancers, and 25% had gallbladder
cancer, the release stated. The double-blind study randomized
685 patients with previously untreated, unresectable locally
advanced, recurrent, or metastatic BTC 1:1 to receive 1,500 mg
of durvalumab every three weeks versus placebo plus 1,000
mg/m2 of gemcitabine and 25 mg/m2 of cisplatin on days 1 and 8
every three weeks.

Patients were treated for up to eight cycles, which was
followed by 1,500 mg of durvalumab every four weeks or a
placebo until disease progression or unacceptable toxicity,
the study reported. The findings demonstrated a 20% reduction
in the risk of death with durvalumab plus chemotherapy versus
placebo plus chemotherapy in the studied patient population.

“We’re proud to have worked hand-in-hand with the
Cholangiocarcinoma Foundation and broader BTC community to
bring a new treatment to patients who have seen little
progress in the first-line treatment landscape in years,” said
Shubh Goel, US I0 Franchise Head, AstraZeneca. “As the first
immunotherapy in this setting, this approval underscores our
commitment to transforming cancer care and bringing hope to
those living with rare and difficult-to-treat cancers, like
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BTCs."”

About the Cholangiocarcinoma Foundation (CCF)

Founded in 2006, the Cholangiocarcinoma Foundation is a global
501(c) (3) nonprofit organization. Its mission is to find a
cure and improve the quality of life for those affected by
bile duct cancer. CCF supports basic & translational research
and raises awareness in the cholangiocarcinoma community
through advocacy, education and collaboration. For more
information, visit_cholangiocarcinoma.org.

South Florida Hospital News and Healthcare Report’s number one
goal 1is top quality healthcare journalism written and edited
for the region’s most successful, powerful healthcare business
executives and professionals.

HOSptal News; jifizsimmcas

THE REGION’S MONTHLY NEWSPAPER FOR HEALTHCARE PROFESSIONALS & PHYSICIANS

Phone : 561-368-6950
Fax : 561-368-697/8

= Home

= About

= CURRENT ISSUE

= Media Kit

= Video News

= Datebook

= Calendar

= Business Directory
= Webinars

= Contact

Copyright © 2021 Florida Hospital News and Healthcare Report.
Site Designed By


http://link.mediaoutreach.meltwater.com/ls/click?upn=scbFoCLdfL1mn7CI3Ep51oD71-2BvOzwfFTsWfu5aq10tQ-2BwXfufMNv-2F8-2F9OShV1jNZRCr_qOdW-2F2nFZnnvQgWX2YkWwusV7KtTMf8L5EY-2FHVbxUEJps4dh3HIN3daVNRlFjiV51tIySTkxxIWIycjPglmNlBy-2Fuv7RqouXqfMzmNDal4jZYrVWoJzpvJ79oOLX0YSV7ONkfk6T3q3kddJ43L2QqpLGyGmF0xxbbB3JtPLSjfTSOtRtvpR2o-2BoJyQHrJ6Cc8LDca4AfB3bkT71Kouv0kRmSNF4rFgdy7-2BEypBpZne3bD30DlRYrRqr7oOMu7-2BMTfmCiOCmUfbC2fHxwaqCH2p9-2FbCyYzNIXiJJP4t5s-2F4DtS-2F7mTvw0FQKRZPcAxx-2Bud-2Fucu4ScN19tW7-2FvudI0xj9qVgTFou3I908JJEVTSmqnD5CJUujnuKuN2Izh6c8pqL1S-2F7H6sU2eYUwy8E8kMiNcRDNjspfMpPvglKqBfV4-3D
http://southfloridahospitalnews.com
https://southfloridahospitalnews.com/about/
https://southfloridahospitalnews.com/current-issue/
http://southfloridahospitalnews.com/south-florida-hospital-news-and-healthcare-report-media-and-marketing-information/
https://southfloridahospitalnews.com/category/video-news/
https://southfloridahospitalnews.com/category/datebook/
http://southfloridahospitalnews.com/events
https://southfloridahospitalnews.com/category/business-profiles/
https://southfloridahospitalnews.com/webinars/
https://southfloridahospitalnews.com/contact-2/
https://dorronmarketing.com/

