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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 our proposed business combination with Baxalta Incorporated (“Baxalta”) and the timing and financial and 

strategic benefits thereof, our 20x20 ambition that targets $20 billion in combined product sales by 2020, as well as other targets for future financial results, capital structure, performance and sustainability of the 

combined company, the combined company’s 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:  

• the proposed combination with Baxalta may not be completed due to a failure to satisfy certain closing conditions, including any shareholder or regulatory approvals or the receipt of applicable tax opinions; 

• disruption from the proposed transaction with Baxalta may make it more difficult to conduct business as usual or maintain relationships with patients, physicians, employees or suppliers; 

•  the combined company may not achieve some or all of the anticipated benefits of Baxalta’s spin-off from Baxter International, Inc. (“Baxter”) and the proposed transaction may have an adverse impact on Baxalta’s 

existing arrangements with Baxter, including those related to transition, manufacturing and supply services and tax matters; 

• the failure to achieve the strategic objectives with respect to the proposed combination with Baxalta may adversely affect the combined company’s financial condition and results of operations; 

• products and product candidates may not achieve commercial success;  

• product sales from ADDERALL XR and INTUNIV are subject to generic competition;  

• the failure to obtain and maintain reimbursement, or an adequate level of reimbursement, by third-party payers in a timely manner for the combined company’s products may affect future revenues, financial condition 

and results of operations, particularly if there is pressure on pricing of products to treat rare diseases; 

• supply chain or manufacturing disruptions may result in declines in revenue for affected products and commercial traction from competitors; regulatory actions associated with product approvals or 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;  

• the successful development of products in various stages of research and development 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 the combined company’s ability to sell or market products profitably, and fluctuations in buying or distribution patterns by such customers can adversely affect the combined 

company’s revenues, financial condition or results of operations; 

• investigations or enforcement action by regulatory authorities or law enforcement agencies relating to the combined company’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; 

• adverse outcomes in legal matters and other disputes, including the combined company’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; 

• Shire is undergoing a corporate reorganization and was the subject of an unsuccessful acquisition proposal and the consequent uncertainty could adversely affect the combined company’s ability to attract and/or retain 

the highly skilled personnel needed to meet its strategic objectives;  

• failure to achieve the strategic objectives with respect to Shire’s acquisition of NPS Pharmaceuticals Inc. or Dyax Corp. (“Dyax”) may adversely affect the combined company’s financial condition and results of 

operations; 

• the combined company will be 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 the combined company’s revenues, financial condition or results of operations;  

• the combined company may be unable to retain and hire key personnel and/or maintain its relationships with customers, suppliers and other business partners; 

• 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,  Dyax’s or Baxalta’s filings with the Securities and Exchange Commission (“SEC”), including those risks outlined in “Item 1A: Risk Factors” in Shire’s and 

Baxalta’s Annual Reports on Form 10-K for the year ended December 31, 2015. 

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 republish revised forward-looking statements to reflect 

events or circumstances after the date hereof or to reflect the occurrence of unanticipated events. 
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“SAFE HARBOR” Statement Under the Private Securities  

Litigation Reform Act of 1995 (continued) 

Additional Information 

This communication does not constitute an offer to buy or solicitation of any offer to sell securities or a solicitation of any vote or approval. It does not constitute a prospectus or prospectus equivalent document. This 

communication relates to the proposed business combination between Shire and Baxalta. The proposed combination will be submitted to Shire’s and Baxalta’s shareholders for their consideration and approval. In connection 

with the proposed combination, Shire and Baxalta will file relevant materials with (i) the SEC, including a Shire registration statement on Form S-4 that will include a proxy statement of Baxalta and a prospectus of Shire, and 

(ii) the Financial Conduct Authority (FCA) in the UK, including a prospectus relating to Shire ordinary shares to be issued in connection with the proposed combination and a circular to the shareholders of Shire. Baxalta will 

mail the proxy statement/prospectus to its shareholders and Shire will mail the circular to its shareholders. This communication is not a substitute for the registration statement, proxy statement/prospectus, UK prospectus, 

circular or other document(s) that Shire and/or Baxalta may file with the SEC or the FCA in connection with the proposed transaction. INVESTORS AND SECURITY HOLDERS OF SHIRE AND BAXALTA ARE URGED TO 

READ CAREFULLY THE REGISTRATION STATEMENT,PROXY STATEMENT/PROSPECTUS AND OTHER DOCUMENTS FILED WITH THE SEC AND THE UK PROSPECTUS AND CIRCULAR WHEN THEY BECOME 

AVAILABLE BECAUSE THEY WILL CONTAIN IMPORTANT INFORMATION ABOUT SHIRE, BAXALTA AND THE PROPOSED TRANSACTION. Investors and security holders may obtain free copies of these documents 

(when they are available) and other related documents filed with the SEC at the SEC’s web site at www.sec.gov. Investors may request copies of the documents filed with the SEC by Shire  by directing a request to Shire’s 

Investor Relations department at Shire plc, Attention: Investor Relations, 300 Shire Way, Lexington, MA 02421 or to Shire’s Investor Relations department at +1 484 595 2220 in the U.S. and +44 1256 894157 in the UK or 

by email to investorrelations@shire.com.  Investors may request copies of the documents filed with the SEC by Baxalta by directing a request to Mary Kay Ladone at mary.kayklandone@baxalta.com or (224) 948-3371. 

 

The statements in this presentation are Shire’s statements and not those of Baxalta or any third party. 

 

Certain Information Regarding Participants 

Shire, Baxalta and their respective directors and executive officers may be deemed participants in the solicitation of proxies in connection with the proposed transaction. You can find information about Shire’s directors and 

executive officers in Shire’s Annual Report on Form 10-K for the year ended December 31, 2014, which was filed with the SEC on February 24, 2015. You can find information about Baxalta’s directors and executive officers 

in Baxalta’s registration statement on Form S-1, which was filed with the SEC on September 1, 2015.Additional information regarding the special interests of these directors and executive officers in the proposed transaction 

will be included in the registration statement, proxy statement/prospectus or other documents filed with the SEC if any when they become available. You may obtain these documents (when they become available) free of 

charge at the SEC’s web site at www.sec.gov and from Investor Relations at Shire or Baxalta as described above. 

  

This communication shall not constitute an offer to sell or the solicitation of an offer to buy any securities, nor shall there be any sale of securities in any jurisdiction in which such offer, solicitation or sale would be unlawful 

prior to registration or qualification under the securities laws of any such jurisdiction. No offering of securities shall be made except by means of a prospectus meeting the requirements of Section 10 of the U.S. Securities Act 

of 1933, as amended. 

 

Trademarks 

Shire owns or has rights to use the trademarks, service marks and trade names that it uses in conjunction with the operation of its business. Some of the trademarks that Shire owns or has the rights to use that are 

referenced in this communication include: ADDERALL XR, CINRYZE, ELAPRASE, FIRAZYR, GATTEX/REVESTIVE, INTUNIV, LIALDA, NATPARA, REPLAGAL, PENTASA, VPRIV, VYVANSE and XAGRID.  Baxalta states 

that it owns or has the right to use certain trademarks referenced in this communication, including: ADVATE, ADYNOVATE, ARALAST, FEIBA, FLEXBUMIN, GAMMAGARD, GAMMAGARD LIQUID, GLASSIA, HYQVIA, 

OBIZUR, ONCASPAR, ONIVYDE, RECOMBINATE, RIXUBIS and SUBCUVIA, which may be registered or used in the United States and other jurisdictions. 
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2013-2015 
Becoming OneShire 

Step-change in performance 

Effective and efficient organization 

Established foundation for long-term growth 

Investing to create 

further long-term value 

2013 2014 2015 2016 2017 2018 2019 2020+ 

Our continuous transformation 

2014-2016 
Building a leading global biotech company 

Creating scale and momentum 

Culture of bold innovation – internal and external 

Patient-centric Rare Diseases mindset  

2016+ 
Global Leadership in Rare Diseases 

Multiple, durable, best-in-class products 

Compelling financial profile 

Enhanced diversification and optionality  
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R&D Pipeline most robust in Shire’s history 

Preclinical Phase 1 Phase 2 Phase 3 Registration 

TH / GCH1  
GenePod 

 Parkinson’s Subset 

27 Research  
 Programs 

SHP627  
Focal Segmental 

Glomerulosclerosis 

 
SHP608  

Dystrophic E.Bullosa 
(clinical hold) 

 

SHP631 
Hunter Syndrome 

SHP616 
(CINRYZE SC) 

HAE Prophylaxis 

SHP623 
(rC1-INH) 

HAE prophylaxis 

SHP626 
Non-Alcoholic 

Steatohepatitis 

SHP622 
Friedreich’s Ataxia 

SHP616 (CINRYZE)* 
 Acute Neuromyelitis 

Optica (Ph2/3) 

 
SHP610  

Sanfilippo A 
 

LDX (Japan) 
ADHD (Ph2/3) 

SHP607   
Prevention of ROP 

SHP625   
Progressive Familial 

Intrahepatic Cholestasis 

SHP625   
Alagille Syndrome  

 
SHP616 (CINRYZE)  

Acute Antibody 
Mediated Rejection 

 

SHP625  
Primary Sclerosing 

Cholangitis 

SHP625  
Primary Biliary Cirrhosis 

SHP621 (Former 
Meritage OBS) 

Eosinophilic esophagitis 

FIRAZYR 
 (Japan) 

HAE (Ph2/3) 

SHP616 (CINRYZE)  
(Japan)* 

HAE prophylaxis  

NATPAR (EU) 
Hypoparathyroidism 

SHP606 
(lifitegrast)  

Dry eye disease 

Rare Diseases Programs 

Changes since Q3 2015 

• CINRYZE SC, CINRYZE AMR, SHP621 and SHP643 (DX2930) have entered 

Phase 3 studies. 

• INTUNIV (Japan) moved into registration. 

• Totality of SHP625 data being assessed; programs under review. 

SHP630 
adRP 

SHP640 (FST-100)* 
Infectious Conjunctivitis 

SHP620 (maribavir)* 
CMV in transplant 

patients 

SHP637 
MRT for CF 

SHP639 
Glaucoma 

SHP609 
Hunter IT 
(Ph 2/3) 

SHP611  
MLD 

(Ph 1/2) 

Programs are Phase 3 ready  * 

 
SHP643 (DX2930) 

Prophylaxis of HAE 
 

SHP465 
ADHD 

SHP555 (US) 
 Chronic Constipation 

 
GATTEX (Japan) 

Short bowel syndrome 
 

SHP641 
MRT for UCD 

INTUNIV (Japan)  
ADHD 
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Our approach to category leadership 

Expand 

Build 

Sustain 

Broaden footprint into 

new categories with 

high potential and 

that fit our model 

Examples: 

• Hemophilia 

• Immunology 

• Transplant 

Deepen and 

strengthen existing 

categories by 

developing and 

acquiring new assets 

Examples: 

• Ophthalmics 

• Hereditary 

Angioedema (HAE) 

Ensure leadership over 

time through LCM, 

Commercial Excellence 

and strong defense of 

Intellectual Property 

Examples: 

• Neuroscience 

• GI/Endocrine 
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2015 & recent achievements:  

significant steps towards advancing our strategy 

• Closed NPS Pharma acquisition adding two 

new rare disease assets in GATTEX/ 

REVESTIVE and NATPARA/NATPAR 

• Reported positive results from OPUS-3 study 

• Resubmitted NDA on January 22, 2016 with July 

22, 2016 PDUFA date 

Lifitegrast 

for adults with   

Dry Eye Disease 

• Announced combination with Baxalta, which 

would create the global leader in Rare Diseases 

• Entry into hematology, immunology and 

oncology 

• Closed Dyax Corp acquisition 

• SHP643 (DX2930) builds on Shire’s leading 

Hereditary Angioedema (HAE) portfolio 

Expand 

Build 

Sustain 

• Launched Vyvanse for adults with Binge Eating 

Disorder 
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Combination with Baxalta would add three new areas of  

category leadership 

Baxalta Shire 

(1)  Subject to regulatory approvals.. 

Category and  

2015 product sales Key brands Key brands 

Category and  

2015 net sales 

Neuroscience (~$2B) 

LSDs (~$1.5B) 

HAE (~$1B) 

Ophthalmics 

GI / Endocrine  
(~$1.5B) 

/ 

Hematology 
(~$3.5B) 

Oncology 

Immunology 
(~$2.5B) 

Lifitegrast 1 

SHP 643  

(DX-2930) 1 
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Strictly private and confidential 

Significant synergy opportunity 

Cost 

>$500M 
Annual cost synergies 

 projected by end of year 3 

 

• Increase efficiencies 

• Lever combined scale and 

network 

• Align to Shire’s lean 

operating model 

• Optimize combined R&D 

portfolio 

• Streamline combined 

commercial footprint 

Tax 

16-17% 
Combined effective Non-GAAP tax 

rate achieved by year-end 2017  

 

• Combine existing Swiss 

operations 

 

• Alignment across rare disease 

portfolio 

 

• Efficient global financial 

management 

Revenue 

Accelerated growth 
through combined capabilities 

and global infrastructure 
 

• Lever increased scale across 

global commercial footprint 

• Presence in >100 global 

countries 

• Apply “best of both” 

commercial capabilities 

across the joint portfolio 
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Expand into new areas of interest 

Current standards of 

hemophilia care 

Near term  

best-in-class 

growth drivers 

Next generation 

of innovations 

BAX 826 
Ph 1 EHL rFVIII 

(polysialylated) 

BAX 335 
Ph 3 FIX  

gene therapy 

BAX 888 
Ph 1 FVIII  

(gene therapy) 

Expand 

Hemophilia 

Transplant 

EXAMPLES 

Maribavir (Ph3 ready) 

Treatment of CMV infection in 

transplant patients 

Cinryze AMR (Ph 3 ready) 

Treatment of acute antibody-

mediated rejection during transplants 

• ~50,500 solid organ (SOT) and stem cell 

(HSCT) transplants in the US p.a. 

• ~73,000 SOT and HSCT transplant in EU p.a. 

• CMV and AMR are orphan disorders with 

major consequences 

Source: OPTN Data 2014; CIBMR2012; Council of Europe - International Figures on Donation and Transplantation 2012; Hematopoietic SCT in Europe: data and trends in 2011  EBMT activity survey 2011 is 35026 

All pipeline products are subject to regulatory approval  
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Build category leadership 

Dry Eye Disease (lifitegrast)   

Retinopathy of Prematurity 
(SHP607) 

adRP 

(SHP630) 

Bacterial and Viral 

Infectious Conjunctivitis 
(SHP640) 

Glaucoma 

(SHP639) 

Preclinical Phase 1 Phase 2 Phase 3 Registration 

Build 

DX-2930 

SHP616 

(CINRYZE 

SC) 

HAE Prophy. 

Hereditary Angioedema 

O
p
h
th

a
. GI / Endocrine 

All pipeline products are subject to regulatory approval  

EXAMPLES 
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Sustain leadership position over time 

Sustain 

Go-to-market Excellence 

GI / Endocrine Neuroscience 

SHP465 

Adult 

ADHD 

EXAMPLES 

Patient finding 

and 

diagnostics 

Medical 

engagement 

Compliance 

and 

oversight 

Great 

customer 

relationships 

Integrated 

patient 

support 

SHP621 

Treatment of 

Eosinophilic 

Esophagitis 

(EoE) 
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Vyvanse above-market performance driven by uptake in the adult ADHD market 

and in adults with Binge-Eating Disorder since launch in Q1:15 

Year-to-date 2016 weekly TRx volume Vyvanse growth of 16.8% versus 9.9% 

for adult ADHD market 

 

Outperformance of Vyvanse continues 

Rolling 4-week YoY 

adult TRx growth 

12.3% 

10.1% 

11.2% 

9.9% 

19.2% 

17.2% 

19.6% 

16.8% 

6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50 52 2 4

ADHD 

VYVANSE 

Week Vyvanse BED launch 2016  

Source: This information is an estimate derived from the use of information under license from the following IMS Health information 

service: IMS NPA Weekly for the period Jan 17, 2014 to Jan 22, 2016. IMS expressly reserves all rights, including rights of copying, 

distribution and republication. 
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Source: Shire 

(1) Year-over-year change in U.S. patient start forms from 2013 to 2014 

(2) Year-over-year change in U.S. patient start forms from 2014 to 2015 

(3) Includes patients on commercial supply and patient assistance programs 

U.S. patient start forms 

2015 

467 

2014 

420 

GATTEX; growth in patient start forms, treated 

patients continues to rise  

Shire acquires NPS Q1:15 

and combines 

GATTEX/LIALDA sales team 

efforts in Q3:15 to drive 

disease awareness and 

patient identification  

Physicians/patients becoming 

more experienced in 

managing SBS and using 

GATTEX 

U.S. patients on therapy(3) 

-19%(1)  +11%(2)  

Gattex/Lialda  

combined sales 

efforts 

0

100

200

300

400

500

600

Q1/14 Q2/14 Q3/14 Q4/14 Q1/15 Q2/15 Q3/15 Q4/15
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NATPARA; treated patients increasing  

9 months post launch 

Shire capabilities 

• 55 experienced, dedicated 

Rare Disease sales 

specialists/ managers 

• Shire OnePath patient 

services support including 

field-based Patient Access 

Managers support every 

patient 

• Access team; enabled 

coverage of >80% commercial 

lives in first 9 months of 

launch 

196 

419 

694 

Q2 2015 Q3 2015 Q4 2015

Source: Shire 

(1) Includes patients on commercial supply and patient assistance programs 

 

U.S. NATPARA patients on therapy(1) 
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2016: focus on execution 

Expand 

Build 

Sustain 

Broaden footprint through 

integration with Baxalta 

and expanding into new 

franchises 

• Transaction expected 

to close by mid year 

• Lifitegrast launch 

planned for Q31  

Deepen and strengthen 

existing categories by 

developing and acquiring 

new assets 

• Phase 3 study for 

SHP643 (DX2930) 

underway 

• Data on SHP607 

(ROP) expected  

mid year  

Ensure leadership over time 

through LCM, Commercial 

Excellence and strong 

defense of Intellectual 

Property 

• Submit NDA for  SHP465 

(adult ADHD) 

• Phase 3 study for SHP621 

in EoE underway 

 

 

 

1 Subject to regulatory approval 
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Key clinical and regulatory milestones in 2016 

Q1 Q2 Q3 Q4 

 SHP465 

Pediatric ADHD 

Phase 3 data(1) 

Clinical trial results 

Regulatory filing or 

anticipated approval 

Lifitegrast 

Adult Dry Eye Disease 

FDA refiled Jan 22, 2016 

 SHP607 

Retinopathy of 

Prematurity 

Phase 2 data 

Lifitegrast 

PDUFA date:  

July 22, 2016 

SHP465 

FDA refiling(1) 

1 SHP465 is currently being developed for use in adults. The ongoing pediatric trial is to generate data in support of an adult indication 

2 Subject to approval by regulatory authorities 

Note: Timings are approximated to the nearest quarter 

 SHP610 

SanFilippo A Disease 

Phase 2 data 

 Firazyr 

HAE Japan 

Top-line data 

NATPAR 

Anticipated EU 

approval(2) 
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Lifitegrast PDUFA date: July 22, 2016 

 

• NDA resubmission package included results from the positive Phase 3, 

OPUS-3 study as well as product quality information  

 

• Largest clinical trial program for an investigational-stage compound for 

dry-eye disease (>2,500 patients(1)) 

 

• Prescription Drug User Fee Act (PDUFA) date July 22, 2016 

(1) Includes one Phase 2 study, three Phase 3 safety and efficacy studies (OPUS-1, -2, -2) and one long-term (one year) Phase 3 safety study (Sonata) 

(2) Subject to regulatory approval  

Anticipate potential approval and launch in Q3 2016(2) 
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High talent,  

entrepreneurial  

organization 

Targeted, high-

touch go-to-

market model 

Global 

commercial 

infrastructure 

Specialized  

research and 

development 

expertise 

Lean  

G&A model 

Focused and 

disciplined BD 

capability 

Broad channel 

management 

capabilities 

Cutting-edge  

flexible 

biologics  

manufacturing 

Category 

leadership in 

rare and 

specialty 

conditions 

Shire: Industry-leading Rare and Specialty Disease 

capabilities with an unparalleled potential for growth 



Q&A Breakout 


