Important Safety Information: GATTEX may cause serious side effects including making abnormal cells grow faster, polyps in the
colon (large intestine), blockage of the bowels (intestines), swelling (inflammation) or blockage of your gallbladder or pancreas, and
fluid overload. Click here for additional Important Safety Information.
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Hypothetical patient portrayal

Learn more about how adults with Short Bowel Syndrome who needed
additional nutrition or fluids from intravenous (IV) feeding (parenteral
support) responded to once-daily GATTEX in clinical studies. GATTEX may
help the remaining bowel absorb more. Remember, individual results may
vary.

GATTEX helped patients reduce their weekly parenteral support* after 6
months of treatment in a clinical trial

» 63% of patients taking GATTEX responded to treatment compared with 30% of
patients taking a placebo

» Response to treatment was defined as a reduction in parenteral support by 20% or
more per week

GATTEX helped reduce the average weekly volume and the number of day
(s) on parenteral support after 6 months of treatment in a clinical trial

+ Patients taking GATTEX reduced their weekly parenteral support on average by 4.4
liters per week compared with 2.3 liters for patients on placebo

» Over 50% of patients who took GATTEX reduced their use of parenteral support by 1
day or more compared with 23% of patients taking a placebo

DOCKET

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



https://www.docketalarm.com/

GATTEX may cause serious side effects, including:

» Making abnormal cells grow faster

* Polyps in the colon (large intestine)

Blockage of the bowels (intestines)

+ Swelling (inflammation) or blockage of your gallbladder or pancreas

Fluid overload

In a 2-year study, where patients knew they were taking once-daily
GATTEX, the following results were seen:

In the 30 patients who received a total of 2.5 years of treatment with GATTEX:

93% reduced their weekly parenteral support by 20% or more

» Average reduction of 7.55 liters per week of parenteral support compared to before
starting GATTEX

70% of patients reduced their use of parenteral support by at least 1 day

* 10 patients were weaned off their parenteral support

In the 29 patients who received a total of 2 years of treatment with GATTEX:

55% reduced their weekly parenteral support by 20% or more

» Average reduction of 3.11 liters per week compared to before they started GATTEX

48% of patients reduced their use of parenteral support by at least 1 day

2 patients were weaned off their parenteral support

* Parenteral support refers to food and fluids that are given to you through your veins rather than by
mouth and includes both parenteral nutrition and/or intravenous (IV) fluids.

Important Safety Information

What is the most important information | should know about
GATTEX?

GATTEX may cause serious side effects, including:

Making abnormal cells grow faster

GATTEX can make abnormal cells that are already in your body grow faster. There is
an increased risk that abnormal cells could become cancer. If you get cancer of the
bowel (intestines), liver, gallbladder or pancreas while using GATTEX, your healthcare
provider should stop GATTEX. If you get other types of cancers, you and your
healthcare provider should discuss the risks and benefits of using GATTEX.
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Polyps in the colon (large intestine)

Polyps are growths on the inside of the colon. Polyps were found in patients taking
GATTEX in clinical studies. Your healthcare provider will have your colon checked for
polyps within 6 months before starting GATTEX and have any polyps removed.

To keep using GATTEX, your healthcare provider should have your colon checked for
new polyps at the end of 1 year of using GATTEX. If no polyp is found, your healthcare
provider should check you for polyps as needed and at least every 5 years and have
any new polyps removed. If cancer is found in a polyp, your healthcare provider should
stop GATTEX.

Blockage of the bowel (intestines)

A bowel blockage keeps food, fluids, and gas from moving through the bowels in the
normal way. Bowel blockage was reported in patients taking GATTEX in clinical
studies. Tell your healthcare provider if you have any of these symptoms of a bowel
blockage:

* trouble having a bowel movement or passing gas

» stomach area (abdomen) pain or swelling

* nausea

* vomiting

» swelling and blockage of your stoma opening, if you have a stoma

If blockage is found, your healthcare provider may temporarily stop GATTEX.

Swelling (inflammation) or blockage of your gallbladder or pancreas

Swelling or blockage of the gallbladder or pancreas were reported in patients taking
GATTEX in clinical studies. Your healthcare provider will do tests to check your
gallbladder and pancreas within 6 months before starting GATTEX and at least every 6
months while you are using GATTEX. Tell your healthcare provider right away if you
get stomach area (abdomen) pain and tenderness, chills, fever, change in your stools,
nausea, vomiting, dark urine, or yellowing of your skin or the whites of eyes.

Fluid overload

Fluid overload and heart failure were reported in patients taking GATTEX in clinical
studies. Too much fluid in your body may lead to heart failure, especially if you have
heart problems. Your healthcare provider will check you for too much fluid in your body.
Tell your healthcare provider if you get swelling in your feet and ankles, you gain
weight very quickly (water weight), or you have trouble breathing.

The most common side effects of GATTEX include:

» stomach area (abdomen) pain or swelling
* skin reaction where the injection was given
* nausea

* headache

* cold or flulike symptoms

* vomiting

Tell your healthcare provider if you have any side effect that bothers you or that does
not go away.
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What should I tell my healthcare provider before using GATTEX?

Tell your healthcare provider if you:

* Have cancer or a history of cancer

* Have or had polyps anywhere in your bowel (intestines) or rectum

* Have heart problems

* Have high blood pressure

» Have problems with your gallbladder, pancreas, kidneys

* Have any other medical condition

» Are pregnant or planning to become pregnant. It is not known if GATTEX will harm
your unborn baby. Tell your healthcare provider right away if you become pregnant
while using GATTEX.

» Are breastfeeding or plan to breastfeed. It is not known if GATTEX passes into your
breast milk. You and your healthcare provider should decide if you will use GATTEX
or breastfeed. You should not do both.

Tell your healthcare providers about all the medicines you take, including
prescription or over-the-counter medicines, vitamins, and herbal supplements. Using
GATTEX with certain other medicines may affect each other causing side effects. Your
other healthcare providers may need to change the dose of any oral medicines you
take while using GATTEX. Tell the healthcare provider who gives you GATTEX if you
will be taking a new oral medicine.

For additional safety information, click here for Prescribing Information
(http://www.shirecontent.com/Pl/PDFS/Gattex USA ENG.pdf) and Medication
Guide

(http://www.shirecontent.com/MEDGUIDE/PDFs/MG Gattex USA ENG.pdf)
and discuss with your doctor.

Call your doctor for medical advice about side effects. You are encouraged to report
negative side effects of prescription drugs to the FDA. Visit www.fda.gov/medwatch
(http://www.fda.gov/Safety/MedWatch/default.htm) or call 1-800-FDA-1088. You
can also call Shire at 1-855-5GATTEX (1-855-542-8839).

What is GATTEX?
GATTEX is a prescription medicine used in adults with Short Bowel
Syndrome (SBS) who need additional nutrition or fluids from intravenous (IV)
feeding (parenteral support).

(http://www.shire.com)

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



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




