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FILE - In this Thursday, May 6, 2010 file photo, a radiologist uses a magnifying glass to check mammograms for

breast cancer in Los Angeles. A big U.S. study published in the Thursday, Nov. 22, 2012 New England Journal of

Medicine shows that mammograms have done surprisingly little to catch deadly cancers before they spread. At the

same time, they have led more than a million women to be treated for growths that never would have threatened

their lives. (AP Photo/Damian Dovarganes, File) = AP 5
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wAsHINGTON A first-of-a-kind breast cancer medication that targets tumor cells
while sparing healthy ones has been approved by the Food and Drug
Administration.

The drug Kadcyla from Roche combines the established drug Herceptin with a

powerful chemotherapy drug and a third chemical linking the medicines together.

The chemical keeps the cocktail intact until it binds to a cancer cell, delivering a ( >
double-shot of anti-tumor poison.
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because it delivers more medication with fewer side effects.

"This antibody goes seeking out the tumor cells, gets internalized and then
explodes them from within. So it's very kind and gentle on the patients - there's no

. o . . . Old man tosses canes, gets
hair loss, no nausea, no vomiting," said Dr. Melody Cobleigh of Rush University down on the dance floor
Medical Center. "It's a revolutionary way of treating cancer."

play

Cobleigh helped conduct the key studies of the drug at the Chicago facility.

The FDA approved the new treatment for about 20 percent of breast cancer
patients with a form of the disease that is typically more aggressive and less
responsive to hormone therapy. These patients have tumors that overproduce a
protein known as HER-2.

"Kadcyla delivers the drug to the cancer site to shrink the tumor, slow disease
progression and prolong survival," Dr. Richard Pazdur, director of the Office of
Hematology and Oncology Products at the FDA, said in a press release. "It is the
fourth approved drug that targets the HER2 protein.”

The approval will help Roche's Genentech unit build on the blockbuster success of
Herceptin, which has long dominated the breast cancer marketplace. The drug
had sales of roughly $6 billion last year.

Most Shared

Genentech said Friday that Kadcyla will cost $9,800 per month, compared to
$4,500 per month for regular Herceptin. The company estimates a full course of
Kadcyla, about nine months of medicine, will cost $94,000.
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at hospital gunman
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Roche probed by European regulators for not reporting side effects
FDA approves Perjeta for late-stage breast cancer

Study: Breast t di but 10 distinct di
udy: Breast cancer not one disease, bu istinct diseases The risks of being a night owl

FDA scientists said they approved the drug based on company studies showing L i
Kadcyla delayed the progression of breast cancer by several months. Researchers =
reported last year that patients treated with the drug lived 9.6 months before

death or the spread of their disease, compared with a little more than six months

for patients treated with two other standard drugs, Tykerb and Xeloda. Wreckage of Air Algerie plane

Overall, patients taking Kadcyla lived about 2.6 years, compared with 2 years for found in Mali

patients taking the other drugs.

FDA specifically approved the drug for patients with advanced breast cancer who
have already been treated with Herceptin and taxane, a widely used

Israeli fire hits U.N. school in
chemotherapy drug.

Gaza, killing 15

Kadcyla will carry a boxed warning, the most severe type, alerting doctors and
patients that the drug can cause liver toxicity, heart problems and potentially
death. The drug can also cause severe birth defects and should not be used by
pregnant women. Sneaky new tactics may be

. tracki li
Kadcyla was developed by South San Francisco-based Genentech and used racking you onfine

Ilcensed technology from ImmunoGen Inc of Waltham Mass to bmd the drug
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additional royalties on the drug's sales.

Breast cancer is the second most deadly form of cancer in U.S. women, and is
expected to kill more than 39,000 Americans this year, according to the National
Cancer Institute.

Editor's note: An earlier version of this story incorrectly stated that Kadcyla was
developed by both Genetech and ImmunoGen Inc.

© 2013 CBS Interactive Inc. All Rights Reserved. This material may not be published, broadcast,
rewritten, or redistributed. The Associated Press contributed to this report.

13
7 Shares ' ¥ Tweets Stumble / @ Email More + Comic-Con San Diego

Featured Popular on CBS News

Most Discussed

Stars who died from drug
overdoses
22 PHOTOS

Israeli fire hits U.N. school in
Gaza, killing 15

Wreckage of Air Algerie plane
found in Mali

i House Republicans unveil
H plan to tackle border crisis

Obama: What are the pro-
Russian rebels trying to hide?

Sthings never to puton a
credit card

Of all purchases financed with credit
cards, here are five to avoid

Israel ground assault in Gaza
47 PHOTOS

Prosecutor: Doctor fired back

at hospital gunman Gov. Rick Perry deploying up

to 1,000 National Guard troops
to border

Putin's inner circle sheds light

on his "sinister, lonely life" _
y » || Court blows a hole through

Obamacare subsidy system

10 most affordable U.S. |y
cities to retire

Fancy living somewhere with low taxes,
affordable real estate and a reasonable
cost of living? Read on

"Coolest" cooler spawns third
most-funded product in
Kickstarter history

Play VIDEO

Comic-Con San Diego

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



mailto:?subject=Your%20friend%20has%20shared%20a%20CBSNews%20link%20with%20you&body=FDA%20approves%20new%20late-stage%20breast%20cancer%20drug%20Kadcyla%0Dhttp%3A%2F%2Fwww.cbsnews.com%2Fnews%2Ffda-approves-new-late-stage-breast-cancer-drug-kadcyla
mailto:?subject=Your%20friend%20has%20shared%20a%20CBSNews%20link%20with%20you&body=FDA%20approves%20new%20late-stage%20breast%20cancer%20drug%20Kadcyla%0Dhttp%3A%2F%2Fwww.cbsnews.com%2Fnews%2Ffda-approves-new-late-stage-breast-cancer-drug-kadcyla
http://www.cbsnews.com/media/5-things-never-to-put-on-a-credit-card/
http://www.cbsnews.com/media/5-things-never-to-put-on-a-credit-card/
http://www.cbsnews.com/media/5-things-never-to-put-on-a-credit-card/
http://www.cbsnews.com/media/5-things-never-to-put-on-a-credit-card/
http://www.cbsnews.com/media/10-most-affordable-us-cities-to-retire/
http://www.cbsnews.com/media/10-most-affordable-us-cities-to-retire/
http://www.cbsnews.com/media/10-most-affordable-us-cities-to-retire/
http://www.cbsnews.com/media/10-most-affordable-us-cities-to-retire/
http://www.cbsnews.com/media/10-most-affordable-us-cities-to-retire/
http://www.cbsnews.com/pictures/stars-who-died-from-drug-overdoses/
http://www.cbsnews.com/pictures/stars-who-died-from-drug-overdoses/
http://www.cbsnews.com/pictures/stars-who-died-from-drug-overdoses/
http://www.cbsnews.com/pictures/stars-who-died-from-drug-overdoses/
http://www.cbsnews.com/pictures/stars-who-died-from-drug-overdoses/
http://www.cbsnews.com/news/air-algerie-plane-vanishes-from-radar/
http://www.cbsnews.com/news/air-algerie-plane-vanishes-from-radar/
http://www.cbsnews.com/pictures/israel-ground-assault-in-gaza/
http://www.cbsnews.com/pictures/israel-ground-assault-in-gaza/
http://www.cbsnews.com/pictures/israel-ground-assault-in-gaza/
http://www.cbsnews.com/pictures/israel-ground-assault-in-gaza/
http://www.cbsnews.com/news/doctor-had-gun-wounded-hospital-shooter-pennsylvania-prosecutor-says/
http://www.cbsnews.com/news/doctor-had-gun-wounded-hospital-shooter-pennsylvania-prosecutor-says/
http://www.cbsnews.com/news/details-revealed-on-putins-dictator-like-private-life/
http://www.cbsnews.com/news/details-revealed-on-putins-dictator-like-private-life/
http://www.cbsnews.com/videos/coolest-cooler-spawns-third-most-funded-product-in-kickstarter-history/
http://www.cbsnews.com/videos/coolest-cooler-spawns-third-most-funded-product-in-kickstarter-history/
http://www.cbsnews.com/videos/coolest-cooler-spawns-third-most-funded-product-in-kickstarter-history/
http://www.cbsnews.com/videos/coolest-cooler-spawns-third-most-funded-product-in-kickstarter-history/
http://www.cbsnews.com/videos/coolest-cooler-spawns-third-most-funded-product-in-kickstarter-history/
http://www.cbsnews.com/videos/coolest-cooler-spawns-third-most-funded-product-in-kickstarter-history/
http://www.cbsnews.com/pictures/comic-con-san-diego-opens/
http://www.cbsnews.com/pictures/comic-con-san-diego-opens/
http://www.cbsnews.com/pictures/comic-con-san-diego-opens/
http://www.cbsnews.com/pictures/comic-con-san-diego-opens/
http://www.cbsnews.com/pictures/comic-con-san-diego-opens/
http://www.cbsnews.com/pictures/comic-con-san-diego-opens/
http://www.cbsnews.com/pictures/comic-con-san-diego-opens/
http://www.cbsnews.com/pictures/comic-con-san-diego-opens/
http://www.cbsnews.com/news/israeli-fire-hits-compound-housing-u-n-school-in-gaza-killing-15/
http://www.cbsnews.com/news/israeli-fire-hits-compound-housing-u-n-school-in-gaza-killing-15/
http://www.cbsnews.com/news/house-republicans-unveil-plan-to-tackle-border-crisis/
http://www.cbsnews.com/news/house-republicans-unveil-plan-to-tackle-border-crisis/
http://www.cbsnews.com/news/malaysia-airlines-flight-17-obama-to-putin-stop-rebels-from-impeding-investigation/
http://www.cbsnews.com/news/malaysia-airlines-flight-17-obama-to-putin-stop-rebels-from-impeding-investigation/
http://www.cbsnews.com/news/gov-rick-perry-deploying-up-to-1000-national-guard-troops-to-border/
http://www.cbsnews.com/news/gov-rick-perry-deploying-up-to-1000-national-guard-troops-to-border/
http://www.cbsnews.com/news/gov-rick-perry-deploying-up-to-1000-national-guard-troops-to-border/
http://www.cbsnews.com/news/court-blows-a-hole-through-obamacare-subsidy-system/
http://www.cbsnews.com/news/court-blows-a-hole-through-obamacare-subsidy-system/
http://www.cbsnews.com/media/5-things-never-to-put-on-a-credit-card/
http://www.cbsnews.com/media/10-most-affordable-us-cities-to-retire/
http://www.cbsnews.com/pictures/stars-who-died-from-drug-overdoses/
http://www.cbsnews.com/news/air-algerie-plane-vanishes-from-radar/
http://www.cbsnews.com/pictures/israel-ground-assault-in-gaza/
http://www.cbsnews.com/news/doctor-had-gun-wounded-hospital-shooter-pennsylvania-prosecutor-says/
http://www.cbsnews.com/news/details-revealed-on-putins-dictator-like-private-life/
http://www.cbsnews.com/videos/coolest-cooler-spawns-third-most-funded-product-in-kickstarter-history/
http://www.cbsnews.com/pictures/comic-con-san-diego-opens/
http://www.cbsnews.com/news/israeli-fire-hits-compound-housing-u-n-school-in-gaza-killing-15/
http://www.cbsnews.com/news/house-republicans-unveil-plan-to-tackle-border-crisis/
http://www.cbsnews.com/news/malaysia-airlines-flight-17-obama-to-putin-stop-rebels-from-impeding-investigation/
http://www.cbsnews.com/news/gov-rick-perry-deploying-up-to-1000-national-guard-troops-to-border/
http://www.cbsnews.com/news/court-blows-a-hole-through-obamacare-subsidy-system/
http://www.cbsnews.com/pictures/comic-con-san-diego-opens/
https://www.docketalarm.com/

Comments

CBSNews.com

Site Map
Help
Contact Us
CBS Bios
Careers

Internships
Development Programs

CBS Interactive

Privacy Policy

Terms of Use

Mobile User Agreement
About CBS

Advertise

Closed Captioning

DOCKET

_ ARM

Mayfly hatch overwhelms
upper Midwest
7 PHOTOS

Follow Us

Facebook

Twitter

RSS

Email Newsletters
YouTube

CBS Radio News
CBS Local

@CBSNEWS

Copyright © 2014 CBS Interactive Inc.
All rights reserved.

Find authenticated court documents without watermarks at docketalarm.com.



http://www.cbsnews.com/pictures/mayfly-hatch-overwhelms-minnesota-wisconsin/
http://www.cbsnews.com/pictures/mayfly-hatch-overwhelms-minnesota-wisconsin/
http://www.cbsnews.com/pictures/mayfly-hatch-overwhelms-minnesota-wisconsin/
http://www.cbsnews.com/pictures/mayfly-hatch-overwhelms-minnesota-wisconsin/
http://www.cbsnews.com/pictures/mayfly-hatch-overwhelms-minnesota-wisconsin/
http://www.cbsnews.com/sitemap/
https://cbsi.secure.force.com/CBSi/knowledgehome
http://audienceservices.cbs.com/feedback/feedback.htm
http://www.cbsnews.com/team/
http://www.cbsnews.com/misc/careers/
http://www.cbsnews.com/news/cbs-news-internship-program/
http://www.cbsnews.com/news/cbs-news-associates-program/
http://legalterms.cbsinteractive.com/privacy
http://legalterms.cbsinteractive.com/terms-of-use
http://legalterms.cbsinteractive.com/eula
http://www.cbscorporation.com/
http://www.cbsinteractive.com/advertise/
http://cbsimedia.cbs.com/captioning/info.html
https://www.facebook.com/CBSNews
http://twitter.com/CBSNews
http://www.cbsnews.com/rss/
http://www.cbsnews.com/newsletters/
http://www.youtube.com/user/CBSNewsOnline
http://www.cbsnews.com/radio/
http://www.cbsnews.com/local/
http://www.cbsnews.com/pictures/comic-con-san-diego-opens/
http://www.cbsnews.com/pictures/mayfly-hatch-overwhelms-minnesota-wisconsin/
https://www.docketalarm.com/

