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What is a Global Access Program?

A
enﬂn?gsh?lgltﬁg]n:mith EXPANDED ACGESS?

an unmet medical need

SRR EARLY ACCESS?

to a medicine, prior to

the medicine being MANAGED ACCESS?

commercially available
in that country
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Different Scenarios for Access Programs:

« Treatmentis still in phase Il or Il development

« Treatment is approved by one agency such as the
FDA but hasn’t yet been approved by EMA or
other regulators

* Product is withdrawn from the market but there
remain patients in need of treatment

« Patients exiting clinical trials
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Conditions for Early Access:

S Unsolicited Global

Medical Therapeutic Access

Request

Need Alternative Program

Orphan/Oncology/Rare disease drugs:
= High levels of unmet medical need

» Limited Treatment Options

* |nnovative Products

= Pre-approval demand
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Changing environment for Early Access
A growing need

Informed patients Shared physician Market access
knowledge delays
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Informed Patients
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Hopes of family, firm collide on unproven drug
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Our Allies
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Our Angels

“Every drug for cancer and other serious life
-threatening illnesses that the Abigail moer rpes wacs = 2 v
Alliance has pushed for earlier access to in cewra

our ten-year history is now approved by the

FDAI There is not one drug that we pushed
for earlier access to that did not make it
through the clinical trial process. Many lives
could have been saved or extended, if there
had been earlier access to these drugs!”
-Frank Burroughs, Founder
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The current count is 20 drugs and vaccines!
EVEN the FDA's own Science and
Technology Board in their late 2007 report
recommended there be a provisional
approval mechanism for promising new.
drugs
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Jamic and Jason Fowlcr with their chifdren, Jack and Jafict. Pack was denicd 3 possiSly lifc-axving drug.
PrNT - REeRINTS R

WASHINGTON — Jamis and Jason Fowler arrived carly at a Chicago airport hotal on a recent Saturday moming. sager to
mest the pharmaceutical axecutive from Massachusetts they hoped would help save the lifs of thair S-year-cld son, Jack.
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Company Denies Drug to 7-Year-Old Boy , ..
Struggling Against Curable Virus

i =

t/musculardyst © = B & X || & Drug Shows Promise in Treatin... Experimental Drugs for Termin.  Dad who pleaded for experime. \ﬂ Lawsuit

WEITA EUXENBERG rc.

HOME LAWYERS [QRgsicrestly

The Story Of Our Firm | En Frangais | En E

CONTACT US VERDICTS SEARCH

MESOTHELIOMA Contact Us [

Mesothelioma Treatment
Mesothelioma Symptoms
Lung Cancer

Help for Veterans
Asbestos Exposure

Your Legal Options
Mesothelioma Lawyer
Asbestos Cancer

Personal Injury = Birth Defects » $8.65 Million Client Verdict » Medical
Malpractice » Medical Malpractice Lawyer » Research Center » Learn More »
Malpractice Lawsuits > Malpractice: Drug Dependence

Lawsuit For Muscular Dystrophy Drug

In This Section” Malpractice News: Trial Muscular Dystrophy Drug

Minnesota Family Files Lawsuit for Muscular Dystrophy
DEFECTIVE MEDICINES  pryg
AND DEVICES
Actos A Minnesota family has filed a lawsuit against a New Jersey drug company
DePuy Hip to permit their son to participate in a clinical trial of an experimental

Fosamax

Accutane drug to treat muscular dystrophy.
Paxil Birth Defects
Pelvic Mesh

Qui Tam

Shoulder Pain Pumps
Stryker Rejuvenate
‘Yaz/¥asmin/Ocella
Zimmer Durom

Zimmer NexGen-CR Flex
Porous Femoral
compeonent

Zimmer LPS-Flex

Zoloft Birth Defects

IM
MOTHER OF BOY WITH LIFE-THREATENING VIRUS

The 16 year old boy suffers from Duchenne Muscular Dystrophy, a genetic
and degenerative disease. Typically, patients diagnosed with this
disease die in early adulthood because the disease causes deterioration
and weakness in the muscles of the heart and lung.

BY FOX NEWE INSIDER / MAR 10 2014 I/ 3:34AM

).
VERDICTS(/SETTLEMENTS

A2 SEEN ON FOX AND FRIENDS

The family alleges the company promised them their son would have
access to the drug and the company discouraged them from enrolling
him in a 2005 clinical trial. The family also alleges the company is citing
their son’s non-participation in the 2005 trial as one of the reasons for
denying the boy treatment with the experimental drug.

23 million settlement
MTBE suitinvolving the contamination
153 public water systems nationally

$16.5 million verdict
Asbestos case involving exposure from
dental tape

Peter Johnson Jr. reported this morning on a harrowing story pitting the family
of a seven-year-old Virginia boy against a drug company. Josh Hardy was
stricken with an infection called an adenovirus after undergoing a bone marrow

: ENTERTAINMENT LAW
transplant in January.

Intellectual Property
Creative Rights The family has requested their son be permitted to participate through
. . . o . . £1.4 million




Informed Physicians

25,500 professional oncology attendees — ASCO 2012

107 OTHER COUNTRIES

SWITZERLAND USA

CHINA
ITALY

BRAZIL
UNITED KINGDOM
CANADA

FRANCE

| s
JAPAN cERMANY

Data from American Society of Clinical Oncology www.asco.org .
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Benefits of Early Access

= Ethically respond to patient/physician requests

= Accelerate access to innovative products where treatment options are limited
= Developing and improving clinical links with medical community

= Capture patient information and ‘real world’ experience

= Control medicine supply, manage risk and set price precedent if necessary

= Maintain supply chain integrity, avoiding counterfeiting and international
pharmacy trade

= Allow access to countries where commercialisation is not possible
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There are distinct routes to access worldwide
Complex, dynamic regulatory environment

USA.. EUROPE..
74 FR 40942 13™ August 2009 Article 5 of Directive 2001/83/EC
Article 83 of Directive 2004/726/EC
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EMERGING MARKETS ...
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Considerations for Global Access

EXIT
STRATEGY

COMMUNICATION

ADVERSE EVENT
MANAGEMENT

INFORMATION
CAPTURE
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RECEIVING
REQUESTS FOR

ACCESS?
REGULATORY

BASIS

PRODUCT FOR
SUPPLY

PROGRAM

OBJECTIVES

PATIENT
SCREENING

TRAINING /
EDUCATIONAL
INFO
PRICING
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