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To Treat Colorectal Cancer

Date: February 27, 2004

Source: U.S. Food And Drug Administration

Summary: The FDA has approved Avastin (bevacizumab)asafirst-line

treatment for patients with metastatic colorectal cancer--

cancerthat has spread to otherparts of the body.
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FULL STORY

February 26, 2004 -- The U.S. Food and Drug

Administration today approved Avastin (bevacizumab) as a

first-line treatment for patients with metastatic colorectal

cancer-- cancer that has spread to other parts of the body.

Avastin, a monoclonal antibody,is the first product to be

approved that works by preventing the formation of new

blood vessels, a process knownas angiogenesis. Avastin

was shownto extendpatients’ lives by about five months

whengiven intravenously as a combination treatment along

with standard chemotherapy drugsfor colon cancer (the

"Saltz regimen" also knownasIFL). IFL treatment includes

ironotecan, 5-fluorouracil (SFU) and leucovorin.
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Avastin is a genetically engineered version of a mouse antibody that

contains both human and mouse components.(Antibodies are substances

produced by the body's immune system to fight foreign substances.) Special

technology also allows it to be producedin large quantities in the laboratory.

This new monoclonal antibody is believed to work by targeting and inhibiting

the function of a natural protein called "vascular endothelial growth factor"

(VEGF)that stimulates new blood vessel formation. When VEGFis targeted

and boundto Avastin, it cannot stimulate the growth of blood vessels, thus

denying tumors blood, oxygen and othernutrients needed for growth.

Angiogenesis inhibitors such as Avastin have been studied,first in the

laboratory and thenin patients, for three decades with the hope they might

prevent the growth of cancer. Thisis the first such product that has been

proven to delay tumor growth and more importantly, significantly extend the

lives of patients.

"The approval of Avastin is the result of many years of research and

development exploring a promising new approach to fighting cancer, andit
is one of a numberof recent new treatments for colorectal cancer that taken

together, have significantly improved the armamentarium forfighting this

disease," said Mark B. McClellan, M.D., Ph.D., FDA Commissioner. "These

medical achievementsreflect the innovation of drug developers and the hard

work of FDA's cancer review teams, and theyare proof of the promise

offered by biomedical innovation. The dedication of everyone involved in

these efforts is making a real difference in the lives of cancer patients."

Colorectal cancer-- cancer of the colon or rectum -- is the third most

commoncanceraffecting men and womenin the U.S. and, according to the

Centers for Disease Control and Prevention (CDC), is the second leading
cause of cancer-related death. Colorectal cancer is also one of the most

commonly diagnosed cancers in the U.S.; approximately 147,500 new cases

were diagnosedin 2003.

The safety and efficacy of Avastin was primarily shown in a randomized,

Exhibit 2261

_ Page 02 of 05
https://www.sciencedaily.com/releases/2004/02/040227071334.htm[1/12/2022 4:06:06 PM]

Will This New Superpower Molecule
Revolutionize Science?

Fingerprint Patterns Are Linked to
Limb Development Genes

Superbug MRSAArosein
HedgehogsLong Before Clinical
Useof Antibiotics

MIND & BRAIN

The ‘surprisingly Simple’ Arithmetic
of Smell

Virtual Reality Could Help Make
Therapy Easier

Consciousness in Humans, Animals
and Artificial Intelligence

LIVING & WELL

Innovative Textile Vents to Release
Heat When You Sweat

NonverbalSocial Interactions —

Even With Unfriendly Avatars —
Boost Cooperation

Spicy Breast Milk?

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Exhibit 2261
Page 03 of 05

FDA Approves First Angiogenesis Inhibitor To Treat Colorectal Cancer -- ScienceDaily

double-blind clinical trial of more than 800 patients with metastatic colorectal

cancer designed to find out whether Avastin extended the lives of patients.

Roughly half the patients received IFL, the standard chemotherapy

combination, and the other half received Avastin once every two weeksin

addition to IFL. Overall, patients given Avastin in combination with IFL

survived about five months longer and the average time before tumors

started regrowing or new tumors appeared wasfour months longer than

patients receiving IFL alone. The overall responserate to the treatment was

45% compared to 35% for the control arm ofthetrial.

Serious, but uncommon,side-effects of Avastin include formation of holesin

the colon (gastrointestinal perforation) generally requiring surgery and

sometimesleading to intra-abdominal infections, impaired wound healing,

and bleeding from the lungsorinternally. Other, more common,side-effects

are high blood pressure,tiredness, blood clots, diarrhea, decreased white

blood cells (lowering immunity to diseases) headache, appetite loss and
mouth sores.

Avastin is manufactured by Genentech, Inc., South San Francisco, Calif.

Story Source:

Materials provided by U.S. Food And Drug Administration. Note: Content

maybe edited for style and length.
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We've seen our galaxy’s huge black hole more clearly than ever before

Dec. 14, 2021 — Astronomers have observed Sagittarius A* — the

supermassive black hole at the centre of our galaxy — closer than ever

before, and Albert Einstein’s general theory ofrelativity still holds up.

Steven Pinker: Why humansaren't asirrational as they seem

Dec. 14, 2021 — An interview with Harvard University psychologist Steven

Pinker challenging the orthodoxy that sees Homo sapiens as a species

stuck in the past.

Log4j software bugis ‘severerisk’ to the entire internet

Dec. 14, 2021 —Aflaw in a commonly usedpiece of software hasleft
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millions of web servers vulnerable to exploitation by hackers.

Visit New Scientist for more global science stories >>>
www.newscientist.com

RELATED STORIES

Early Treatment With Lorlatinib Improves Survival in Some Lung Cancer
Patients

Nov. 18, 2020 — A newstudyfinds that an FDA-approved medication

improved survival and prevented metastasis when used asfirst-line therapy

in lung cancerpatients with alterations in the ALK gene. Lorlatinib...

Identifying Colorectal Cancer Subtypes Could Lead to Improved Treatment
Decisions

June 12, 2019 — Identifying a metastatic colorectal cancer patient's

Consensus Molecular Subtype could help oncologists determine the most

effective course of treatment. For example, Survival for CMS1 patients on...

New SecondLine Therapy for Metastatic Colorectal Cancer Is Effective and
Safe

Nov. 18, 2017 — A randomizedtrial in 650 patients has confirmed the safety

andefficacy of a new secondline treatment for metastatic colorectal...

A Potential Cure for Metastatic Prostate Cancer? Treatment Combination

Shows Early Promise

Apr. 18, 2017 — In the past, all forms of metastatic prostate cancer have

been considered incurable. In recent years, the FDA has approved six drugs

for men with metastatic disease,all of which can increase...
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