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“Safe Harbor” Statement Under The Private Securities
Litigation Reform Act Of 1995
Forward-Looking Statements
Statements included herein that are not historical facts, including without limitation statements concerning
future strategy, plans, objectives, expectations and intentions, the anticipated timing of clinical trials and
approvals for, and the commercial potential of, inline or pipeline products are forward-looking statements.
Such forward-looking statements involve a number of risks and uncertainties and are subject to change at any
time. In the event such risks or uncertainties materialize, Shire’s results could be materially adversely
affected. The risks and uncertainties include, but are not limited to, the following:
• Shire’s products may not be a commercial success;
• increased pricing pressures and limits on patient access as a result of governmental regulations and
market developments may affect Shire’s future revenues, financial condition and results of operations;
• Shire conducts its own manufacturing operations for certain of its products and is reliant on third party
contract manufacturers to manufacture other products and to provide goods and services. Some of Shire’s
products or ingredients are only available from a single approved source for manufacture. Any disruption to
the supply chain for any of Shire’s products may result in Shire being unable to continue marketing or
developing a product or may result in Shire being unable to do so on a commercially viable basis for some
period of time;
• the manufacture of Shire’s products is subject to extensive oversight by various regulatory agencies.
Regulatory approvals or interventions associated with changes to manufacturing sites, ingredients or
manufacturing processes could lead to significant delays, an increase in operating costs, lost product sales,
an interruption of research activities or the delay of new product launches;
• certain of Shire’s therapies involve lengthy and complex processes, which may prevent Shire from timely
responding to market forces and effectively managing its production capacity;
• Shire has a portfolio of products in various stages of research and development. The successful
development of these products is highly uncertain and requires significant expenditures and time, and there
is no guarantee that these products will receive regulatory approval;
• the actions of certain customers could affect Shire’s ability to sell or market products profitably. Fluctuations
in buying or distribution patterns by such customers can adversely affect Shire’s revenues, financial
conditions or results of operations;
• Shire’s products and product candidates face substantial competition in the product markets in which it
operates, including competition from generics;
• adverse outcomes in legal matters, tax audits and other disputes, including Shire’s ability to enforce
and defend patents and other intellectual property rights required for its business, could have a material
adverse effect on the combined company’s revenues, financial condition or results of operations;

• inability to successfully compete for highly qualified personnel from other companies and organizations;
• failure to achieve the strategic objectives with respect to Shire’s acquisition of NPS Pharmaceuticals, Inc.,
Dyax Corp. (“Dyax”) or Baxalta Inc. (“Baxalta”) may adversely affect Shire’s financial condition and results
of operations;
• Shire’s growth strategy depends in part upon its ability to expand its product portfolio through external
collaborations, which, if unsuccessful, may adversely affect the development and sale of its products;
• a slowdown of global economic growth, or economic instability of countries in which Shire does business,
as well as changes in foreign currency exchange rates and interest rates, that adversely impact the
availability and cost of credit and customer purchasing and payment patterns, including the collectability of
customer accounts receivable;
• failure of a marketed product to work effectively or if such a product is the cause of adverse side effects
could result in damage to Shire’s reputation, the withdrawal of the product and legal action against Shire;
• investigations or enforcement action by regulatory authorities or law enforcement agencies relating to
Shire’s activities in the highly regulated markets in which it operates may result in significant legal costs
and the payment of substantial compensation or fines;
• Shire is dependent on information technology and its systems and infrastructure face certain risks,
including from service disruptions, the loss of sensitive or confidential information, cyber-attacks and other
security breaches or data leakages that could have a material adverse effect on Shire’s revenues, financial
condition or results of operations;
• Shire incurred substantial additional indebtedness to finance the Baxalta acquisition, which may decrease
its business flexibility and increase borrowing costs;
• difficulties in integrating Dyax or Baxalta into Shire may lead to the combined company not being able
to realize the expected operating efficiencies, cost savings, revenue enhancements, synergies or other
benefits at the time anticipated or at all; and
Other risks and uncertainties detailed from time to time in Shire’s filings with the Securities and Exchange
Commission, including those risks outlined in “ITEM 1A: Risk Factors” in Shire’s Quarterly Report on Form
10-Q for the quarter ended June 30, 2016.
All forward-looking statements attributable to us or any person acting on our behalf are expressly qualified in
their entirety by this cautionary statement. Readers are cautioned not to place undue reliance on these
forward-looking statements that speak only as of the date hereof. Except to the extent otherwise required by
applicable law, we do not undertake any obligation to update or revise forward-looking statements, whether
as a result of new information, future events or otherwise.
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Shire at a glance
• Founded more than 30 years ago
• Recently combined with Baxalta to become the leading
biotechnology company with a focus on rare diseases
and other highly specialized conditions
• Growth through original research, strategic acquisitions
and innovative licensing agreements
• Strong pipeline of innovative, novel therapies
• Main offices in Lexington & Cambridge
(MA, USA), Bannockburn (IL, USA),
Dublin (Ireland) and Zug (Switzerland)
• Products available in more than 100 countries

• Listed on both the London Stock Exchange
and NASDAQ

3

Shire is now the world’s leading global biotech focused on
rare diseases and specialty conditions, but our journey continues
1
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LEADERSHIP

OPERATING MODEL

DELIVERY

GROWTH ENGINE

We have consistently
delivered upon the
commitments made to
our patients and
investors

We have built a high
growth, diversified and
durable portfolio of
marketed and pipeline
products and will
continue to invest in both
internal and external
opportunities

Shire is now the clear
leader in rare disease
and specialty conditions

We have established a
unique innovation and
commercial model that
will further support our
future success
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LEADERSHIP

Shire has experienced a year of significant growth
JP Morgan January 2016

JP Morgan January 2017

$6.4B

$11.3 11.5B1

Total revenue
guidance for
FY2016

# of employees

~6K

~22K

# of employees

Areas of category
leadership

5

7

Areas of category
leadership

Clinical pipeline
programs

~30

~40

Clinical pipeline
programs

Total revenue
FY2015
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(1) Based on 2016 revenue guidance issued in Nov 2016, not actual results

LEADERSHIP

Sharp focus leads to high impact
in rare diseases and specialty conditions
INDUSTRY LEADERSHIP ACROSS 7 CORE THERAPEUTIC AREAS1

#1 in
hemophilia

>$3.5B in annual
sales, broadest
portfolio of
therapies

#1 in
ADHD

>$2B annual sales

#1 in
HAE

>$1B in annual
sales, leading
brands in acute and
prophylaxis

#3 company in
diseases treated
with
immunoglobulin
therapy

#1 portfolio
in UC mesalamine
products
~$1B annual sales

>$1.5B in annual
sales with most
differentiated
subcutaneous portfolio

Leading
portfolio in
select
rare diseases
(Hunter, Fabry,
Gaucher, SBS
and others)

> $1.5B annual
sales

Fastest
growing in
dry eye
disease
>200K RXs written
and ~20% market
share in 1st 4 months
post U.S. launch

RECENT INDUSTRY AWARDS / ACCOLADES
“Pharma Company of the
Year” (12th Annual Scrip
Awards - 2016)

#1 pharmaceutical company
for clinical trial transparency
(AllTrials - 2016)

#1 “Green” company in the
world based on corporate
sustainability and
environmental impact
(Newsweek - 2016)

#1 most reputable
healthcare company in the
U.S., and 31st most
reputable company overall
(U.S. RepTrak® 100 - 2015)

Top 15 on FTSE1002 and
added to NASDAQ100
index, October 2016
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(1) Based on 2015 WW annual sales
(2) Based on market cap values as of 12/20/2016

LEADERSHIP

Scale and leadership in rare diseases provides a platform
for future growth and innovation
R&D

Decades of experience developing
rare disease therapies across
multiple therapeutic areas
• Success in trials with recruitment
challenges due to small populations
• Strong relationships with key institutions
and KOLs
• Experience navigating unique regulatory
pathways

MANUFACTURING
Reliable, high-quality delivery of
critical therapies, enabled by
cutting-edge, nimble manufacturing
technologies
• World's first approved plant with disposable
bioreactors to increase scale and flexibility
• Experience in driving economics of smallerscale manufacturing
• Highly-advanced protein and cell
engineering
• Industry-leading plasma collection and
fractionation capabilities

COMMERCIAL
Global footprint and commercial
infrastructure provides global access
• Ability to reach more physicians, patients,
and caregivers
• Dedicated support from diagnosis onwards
• A partner-of-choice for commercializing
innovative rare disease therapies
• Proven track record of successful launches
and brand expansion
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OPERATING
MODEL

Unique operating model sets us apart and
allows us to maximize internal and external opportunities

EXPERIENCE WITH
NUMEROUS RARE
DISEASE
COMMUNITIES

SERIAL
INNOVATION

CULTURE OF
COLLABORATION

GLOBAL
REACH

Ability to leverage
learnings and
infrastructure from
one rare disease
to another

Continue to
sequentially build upon
our success in a given
disease area or
technology platform

Maintain an
environment where
employees effectively
work across different
functions and
organizations

Global infrastructure
that allows us to
develop and
commercialize drugs in
over 100 countries

SUSTAINED
GROWTH PROFILE
ACROSS MULTIPLE
THERAPEUTIC
AREAS
A growing, diversified
portfolio that allows us
to continually leverage
our people and
experiences to have
high patient impact

8

DELIVERY

Strong revenue growth through Q3 2016
and full year guidance reiterated in November

PRO-FORMA REVENUE GROWTH RATES
Q1-Q3 20161

2016 FULL YEAR PREVIOUSLY STATED GUIDANCE
Impact of FX Rates
on Guidance

Guidance

-2% to -3%

$10.8 - $11 billion

Total product sales

15%
Legacy Shire products

Royalties & other revenues

$490 - $530 million

Non GAAP gross margin(2)

77% - 79%

Non GAAP combined R&D and SG&A(2)

$4.1 - $4.4 billion

7%

Non GAAP net interest/other(2)

$400 - $450 million

Legacy Baxalta products

Non GAAP effective tax rate(2)

16% - 18%

Non GAAP diluted earnings per ADS(2)(3)

11%
Total Group

2016 fully diluted weighted average shares(3)
Capital Expenditure

-1% to 1%

$12.70 - $13.10

778 million
~$800 million

STATED GOAL OF $20B IN REVENUES BY 2020
(1) Growth rates are at constant exchange rates
(2) This is a Non GAAP financial measure. See slide 36 of Q3 Earnings Presentation available on www.shire.com for a list of items excluded from the US GAAP equivalent used to calculate all Non GAAP measures detailed above. See slides 32 to
35 of Q3 Earnings Presentation for a reconciliation of Non GAAP financial measures to the most directly comparable measure under US GAAP. Link to Q3 Earnings Presentation: http://investors.shire.com/~/media/Files/S/Shire-IR/quarterlyreports/2016/q3-2016-presentation.pdf This is a Non GAAP financial measure. The diluted earnings per ADS forecast assumes a weighted average number of fully diluted ordinary shares outstanding of 778 million for 2016 following the equity
issuance for the Baxalta transaction.
(3) 2016 fully diluted weighted average shares based on YTD (through Q3 2016) actual weighted average shares of 731 million.
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DELIVERY

On track to achieve at least $700m cost synergy
post Baxalta close in year 3
Updated guidance as of Q2 2016 earnings release
Guidance at announcement

RECENT PROGRESS

700

• Year-to-date synergy realization is
ahead of plan

200

+40%

545
145

300

500

400

• Portfolio prioritization initiative
completed
• Decision made to exit biosimilars,
streamline oncology business
• Manufacturing network optimization
initiated

50
250

• Initiated closure of part of a facility in our
Los Angeles manufacturing site

Year 1 (1)

Year 2

Year 3

• First international commercial site
consolidations completed
10

(1) Year 1 denotes the time period beginning June 2016 and ending May 2017

DELIVERY

Significant delivery of major milestones over the past 6+ months
Major Approvals & Launches

FDA Approval and U.S. launch of XIIDRA (Lifitegrast)
for Dry Eye Disease
Approval and U.S. launch of CUVITRU
for Primary Immune Deficiency in Europe and the US
EMA Approval and launch of ONIVYDE for 2nd Line
Metastatic Pancreatic Cancer
Approval of Vyvanse in Canada for BED in adults
Approval of Lialda in adults in Japan for UC
Launch of VONVENDI in adults in the US for vWD
2 new indications for ADYNOVATE in U.S.; Pediatric and
surgery indications

Development Progress & Other Events
Resubmission for FDA approval for SHP465
2 Breakthrough Therapy Designations
‒ SHP621, SHP625
1 Fast Track FDA Designation
‒ SHP626 for NASH

Completed Enrollment for Phase 3 Studies
‒ SHP609: Hunter Syndrome (IT Program)
‒ SHP643: HAE
Completion of Phase 2 study
‒ SHP607: complications of prematurity

Acquisition
‒ SHP647 integrin antagonist for IBD
Announcement of future Innovation Hub
‒ Expansion of Cambridge, MA operations for rare
disease Innovation Hub
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GROWTH
ENGINE

Shire’s sales profile is well balanced across key market features

32%
32%

68%
68%

68%
68%

63%
63%

32%
32%

6%
6%

30%
30%

37%
37%

53%
53%

47%
47%

33%
33%

67%
67%

94%
94%

70%
70%

31%
31%

69%
69%
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Note: Sales by market feature are based on internal Shire forecasts

GROWTH
ENGINE

Base business is well-positioned for future growth

IP protection and
planned new launches
for ADHD franchise

Established efficacy /
safety record for our
hemophilia products

Manufacturing
complexity for many of
our products including
Advate and ERTs

XIIDRA just launching
in U.S. with international
expansion planned

Growing international
presence and global
launches planned

High barriers of entry
in plasma market

~20 innovative
pipeline programs
in Phase 3 or
recently registered

Expected cash generation will
be used to repay debt and
fuel additional future growth

13

GROWTH
ENGINE

Shire’s portfolio is well positioned
in light of industry-wide pricing pressures

7 KEY
CHARACTERISTICS
OF SHIRE’S
PRODUCT
PORTFOLIO

1

Innovative/differentiated products focused on areas of unmet need

2

Small rare disease patient populations

3

Overweighting on pediatric indications

4

Relatively low exposure to Medicare

5

Strong managed markets team and track record

6

Generation of value metrics from clinical trials

7

Balance of U.S. vs. international revenues
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GROWTH
ENGINE

Select areas of focus for 2017

1

2

3

4

5

OPHTHALMICS

ADHD
PORTFOLIO

HEMOPHILIA
PORTFOLIO

HAE
PORTFOLIO

IMMUNOLOGY
PORTFOLIO
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GROWTH
ENGINE

XIIDRA prescription growth continues to reinforce
underlying demand and strong commercial execution
Additional Progress

YTD Xiidra scripts by week

185,983
Scripts YTD

18,310

20,000
18,000
16,000
14,000
12,000
10,000
8,000
6,000
4,000
2,000

• ~85% of commercial lives now covered under
Tier 2 or 3
• >100M commercial lives covered
• Overall market up 45% for week ending 12/16

• Increasing # of physicians prescribing XIIDRA
(>23K)
• Adding ~1K new prescribers each week

20%
TRx market share
51% XIIDRA New-to-Brand Market Share

• Average # of RXs per physician continues to
grow month over month

100%
80%

51%
NBRx market
share

60%
40%
20%

Xiidra
Restasis

• Regulatory filing for Canada made
in Q4 2016
• Regulatory filing in EU expected in Q3 2017

0%

16
Source: IMS data through 12/16/16

GROWTH
ENGINE

Significant expansion planned for ADHD Franchise in 2017

U.S. VYVANSE GROWTH
•

Aim to deliver double-digit
growth through sales &
marketing excellence and
further penetration into Adult
ADHD and binge eating
disorder (BED) market

•

•
•

VYVANSE continues
to outperform vs. total ADHD
market; YoY RX growth of 7.3%
vs 5.7% through week ending
12/23

GEOGRAPHIC EXPANSION1

NEW PRODUCTS

•

SHP4651 (long acting
amphetamine offering efficacy
at 16 hours post dose) expected
to serve an increasing patient
need in the marketplace
FDA resubmission for SHP465
occurred on Dec 20 2016
Vyvanse chewable formulation1
NDA filed in April 2016 and
product availability expected
in Q2 2017

•

Plans to launch Vyvanse in BED
in additional countries including
Canada, Mexico and Australia

•

Gain of share for Intuniv which just
launched in 5 EU countries in
2016 (including Germany and UK)

•

Launch Vyvanse and Intuniv in 9
new countries including Japan

•

Accelerate adult market
expansion in key countries
including in Canada, EU, and
LatAm

17
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Subject to regulatory approval and reflects Shire plans

GROWTH
ENGINE

Hemophilia market will remain a core revenue driver
in 2017 and beyond
Shire leads this
dynamic market
Shire has
3 key growth drivers

Shire has
best in class portfolio
Shire is a
serial innovator

• Large global dynamic market with growth of 3-5%
• Shire is the leader with longest heritage, broadest portfolio & leading market
share of 36%
• Drive diagnosis & prophylaxis in developing markets
• Drive prophylaxis & personalization in developed markets
• Geographic & portfolio expansion with +100 launches across +40 countries
• ADVATE family remains the gold standard therapy for Hemophilia A
• FEIBA and Immune Tolerance Induction (ITI) will continue to be the treatment
of choice for vast majority of inhibitor patients

• Upgrade current brands
• Drive personalization with Shire medical devices & trough studies
• Develop transformational therapies, e.g., gene therapies
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GROWTH
ENGINE

HAE franchise continues to be significant growth driver

Cinryze and Firazyr
• Through Q3 YTD1;
− Firazyr sales up 29%
− Cinryze sales up 6%
− Q3 sales were -12% YoY, impacted by a supply
constraint but Q2 growth was 25% and Q1 was 11%

• Expect Cinryze supply normalization by
early 2017
• Growth driven largely by increased # of
patients and product utilization

SHP643
• Phase 3 trial on track for data read-out by
Q2 2017
• Opportunity to improve on the efficacy,
safety, and convenience of current
treatment options
• SHP643 has received both an orphan drug
designation and a breakthrough
designation

• Additional international expansion planned
with pediatric indication expected in EU for
both Cinryze and Firazyr in 2017
19
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Growth rates are at constant exchange rates

GROWTH
ENGINE

Shire is well positioned for further growth in Immunology
• Global immunology market is $11B1 and growing at
+6-8% annually

− Majority of the market is immunoglobulins (IG)
• Shire’s Immunology business is ~$2B and growing in
line with the market
− Broad portfolio, particularly in fast growing
subcutaneous IG (SCIG)
− HyQvia recently launched and Cuvitru launching
• Shire is well positioned to drive further growth

Growth drivers
 Aging population
 Increasing diagnosis
 New product launches
 Shift in the care setting
from hospital to home care

− Lever Shire’s commercial effectiveness capabilities
− Serially innovate, including six programs outside IG
− Expand patient services offering
(1)

Source: MRB Worldwide; Includes total market data for plasma products, including immunoglobulins, albumin, alpha 1 antitrypsin
and Protein C., including competitor data. Excludes non-immunology plasma, non-profits and companies selling mainly in closed
markets; growth rates from 2014 MRB Report
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GROWTH
ENGINE

Innovation is the lifeblood of our current and future success

We focus our innovation across areas with high unmet medical need
To this end, we aim to expand our rare disease expertise and offerings through
research and partnerships, and to extend our existing portfolio of products to
new indications and therapeutic areas
~40 CLINICAL PROGRAMS IN PIPELINE

STAGE
NUMBER OF
PROGRAMS

1

2

3

R

RA

Phase 1

Phase 2

Phase 3

Registration

Recent approvals

6

10

17

4

3
21

Pipeline as of Dec 2016

LOOKING AHEAD

Key anticipated events in next 12 months
Clinical trial results

NATPAR
Anticipated EU
Approval

VONVENDI
EU Filing

SHP643 (HAE)
Phase 3 Data

NATPAR
EU Filing

Q1 2017

Intuniv
Anticipated Japan
Approval

SHP656 (BAX826)
Proof of Concept

Hunter IT Phase 3
Data

Q3 2017

Q2 2017

Firazyr Japan
Filing

Regulatory filing or
anticipated approval

XIIDRA EU Filing

SHP465
Anticipated US
Approval

ADYNOVI
Anticipated EU
Approval

Q4 2017

Onivyde Japan
Top Line Data

Calaspargase
Pegol (ALL)
BLA Filing

Note: Timings are approximated to the nearest quarter and where appropriate subject to regulatory approval
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LOOKING AHEAD

Key priorities for 2017

Commercial
execution
and new
product
launches

Further
integration

Pipeline
progression

Optimize
portfolio and
strengthen
focus

Debt
pay-down

FUELING GROWTH AND INNOVATION
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LOOKING AHEAD

Shire’s profile as we begin 2017

We have built the
leading biotech
focused on
rare disease and
highly specialized
conditions

We have developed a
unique operating
model that positions
us for continued
success in 2017
and beyond

We plan to to deliver
upon our stated
commitments and will
not rest on our laurels

Our marketed and
pipeline portfolio has
never been stronger
and we look forward to
executing upon our
growth strategy
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