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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:  
• disruption from the acquisition and integration of Baxalta Incorporated (“Baxalta”) may make it more difficult to conduct business as usual or maintain relationships with patients, physicians, employees or suppliers; 
• the company may not achieve some or all of the anticipated benefits of Baxalta’s spin-off from Baxter International, Inc. (“Baxter”) and the acquisition 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 acquisition of Baxalta may adversely affect the 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 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 company’s ability to sell or market products profitably, and fluctuations in buying or distribution patterns by such customers can adversely affect the company’s revenues, 
financial condition or results of operations; 
• investigations or enforcement action by regulatory authorities or law enforcement agencies relating to the 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, tax audits and other disputes, including the 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 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 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 company’s financial condition and results of operations; 
• the company 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 the company’s revenues, financial condition or results of operations;  
• the 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 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, 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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Today - Global Leadership in Rare Diseases and Specialized 
Conditions 

2013-2015 
Becoming  
One Shire 

2014-2016 
Building a leading 
global biotech 
company 

2016+ 
Global Leadership in Rare 
Diseases and Specialized 
Conditions 

• Step-change in performance 
• Effective and efficient 

organization 
• Established foundation for  

long-term growth 

• Creating scale and 
momentum 

• Culture of bold innovation – 
internal and external 

• Patient-centric Rare 
Diseases mindset  

• Multiple, durable, 
best-in-class products 

• Compelling financial 
profile 

• Enhanced 
diversification and 
optionality  
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US commercial organization – driving commercial 
excellence in our business 

Today we want to share highlights of our US strategic priorities 

Our goals: 

• Keep patients at the core of everything we do  

• Drive innovation and commercial excellence to deliver 
the maximum sustainable value of marketed portfolio in the 
US market 

• Build a collaborative culture with high performing teams 
and strong role modeling at every level 

• Foster and develop talent at every level  
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• Commercial excellence executed 
• Customer interactions preserved 
• Salesforces retained 

Sales & 
Marketing,  

Patient Support 

• Clinical expertise preserved  
• High-priority programs allocated 

appropriate resources  
• Ongoing disciplined prioritization 

including rationalization and 
divestitures where appropriate 

Research &  
Development 

• Expertise retained 
• Optimized geographic footprint Manufacturing 

• Lean and nimble operating structure 
across combined organization 

General &  
Administrative 

Preserving our customer interactions and driving 
commercial excellence 

Shire approach to integration - inverted pyramid structure 



6 

US commercial execution examples 

2016 

2015 

2014 

• Maintained momentum of KALBITOR sales and preserved all DYAX 
customer relationships, offering them advantages of Shire’s HAE 
infrastructure 

• Leverage LIALDA sales team efforts to drive disease awareness and 
patient identification for GATTEX  

• Dedicated Rare Disease sales specialists and patient support 
managers for NATPARA 

• Enabled coverage of >80% commercial lives in first 9 months of 
launch for NATPARA 
 

• Accelerated growth for both CINRYZE and FIRAZYR with more 
patients on therapy and higher utilization 

• Expanded Firazyr prescriber base through additional experience in 
HAE space 

• Expanded patient support for CINRYZE patients with larger case 
management team and field-based Patient Access Managers 

Continuing to deliver commercial excellence in the US post 
Baxalta integration 
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Creating a patient and customer centric S&M organization 
focused on commercial execution 

High-level US commercial structure 

Immunology 

Hematology 

Genetic Diseases  

Ophthalmics(1) 

Internal Medicine  

Neuroscience 
Patient 

Services 

Pricing 
and 

Market 
Access 

Comm. 
Ops 

(1) Subject to regulatory approval of pipeline assets, including lifitegrast  
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Our role as the US leadership team 

• Oversee performance 
of the US business and 
day-to-day operations 

• Ensure optimal support 
of US Commercial 
Franchises from cross-
franchise functions 

• Set resource allocation 
and performance goals  

• Share knowledge and 
best practices across 
the organization 



9 

2016-18: Key US commercial execution priorities 

• Enter high potential ophthalmology TA through lifitegrast 
launch planned for Q3(1)  

• Further extend our HAE leadership through launch of    
SHP643(2) 

• Advancing a new treatment option for patients with        
ADHD - launch of SHP465(1) 

• Accelerate the growth of our launch products through  
best in class Rare Disease capabilities  
• GATTEX 
• NATPARA 
• VONVENDI 

• Strengthen our leadership position in Hemophilia and   
Immunology 

• LCM growth in Neuroscience - BED and Adult ADHD 
 

Accelerate  
recent  
launches 

(1) Subject to regulatory approval,  
(2) Subject to regulatory approval, previously DX2930 

Maintain  
leadership on 
our businesses 
at scale 

#1 

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

• Anticipate potential launch  
in Q3 2016(6) 

• Continued engagement with 
international regulatory  
authorities 

• Build out of commercial  
infrastructure underway 

• Increasing awareness of Shire 
at key society meetings 
(ophthalmology and optometry) 

• Disease state education  
initiatives ongoing 

DED: one of the most common eye 
diseases in the US(1) 

~29 million affected 
Incidence may be growing:  
aging population, menopause,  
use of other irritating medications, 
improved awareness/diagnosis 

14 million diagnosed(2) 
▪ ~1/3 of diabetics may have DED(3) 

Existing Rx treatments: ~$1.3B(4)   
▪ No treatment indicated for signs and  

symptoms 
▪ Possibility of ocular burning(5) 

▪ May need several months before  
onset of effect(5) 

(1) The epidemiology of dry eye disease: report of the Epidemiology Subcommittee of the International Dry Eye WorkShop (2007). - Ocul Surf. 2007 Apr;5(2):93-107. Review. 
(2) Internal Shire market research. 
(3) Cafrey BE, et al, Adv Exp Med Biol 1998. 
(4) Proforma sales, Allergan Q4 and FY 2015 Results Presentation. 
(5) Restasis Prescribing Information. 
(6) Subject to regulatory approval.  

Lifitegrast: a potential innovative product for 
Dry Eye Disease 

New launch 
execution 
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SHP643(1) could have significant growth 
potential opportunities 

New launch 
execution 

Source: Shire market research 
(1) Subject to regulatory approval, previously DX2930 
(2) Patient prevalence based on 1:40,000 (Zuraw BL. Clinical practice. Hereditary angioedema. N Engl J Med. 2008;359(10):1027-1036) 

• 30-40% HAE patients 
undiagnosed in the US 

• Market expansion opportunity 
to patients not currently 
treated with prophylaxis 
therapy today (up to 40% of 
treated patients still on acute 
treatment only) 

• The potential for more 
convenient administration and 
dosing with greater efficacy 
could increase the number of 
treated patients who use 
prophylaxis treatment 

8,000

Diagnosis 

30-40% Undiagnosed 

US 
Prevalence(2) 

10% 
Not treated 

Regimens Treatment 

Acute only 
 

Prophylactic 
only 

 
Acute and  

Prophylactic 
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Top 5 Products in Adult 
Market 
(by Market Share (2)) 

Total ADDERALL IR 39% 

Total ADDERALL XR 22% 

VYVANSE 17% 

Methylphenidate 13% 

Total Concerta 6% 

(1) Subject to regulatory approval 
(2) IMS TRx data, March 2016. 

~ 10% of the adult 
patients are using 
a combination of 
extended release 
with an immediate 
release treatment, 
most often for 
additional duration 
 

SHP465(1): Advancing a new treatment option  
for patients with ADHD 

• Completed a key FDA trial study 
requirement for a Class 2 approval 
re-submission; on track for a 
potential 2H 2017 US launch 

• Study reported positive results in 
safety and efficacy study in  
children and adolescents 

• An important step in providing a 
new treatment option for patients 
with ADHD, and sustaining the  
growth of our NeuroScience  
franchise 

• Expected, on approval, to have  
3 years of Hatch-Waxman  
exclusivity and at least 3 patents 
listed in the FDA Orange Book,  
expiring as late as May 2029  

New launch 
execution 
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Significant growth opportunities for  
our launch products 

Accelerate   
recent   
launches 

• Positive momentum in scripts/start forms reaching an 
all-time high in the month of May 

• Fully staffed sales organization, introduction of new 
targeting/patient finding approach 

• LIALDA  team continues patient identification effort 
• New OAS (Onboarding and Access Specialist) role in 

place to provide support and help patients continue 
on therapy 

• In the top 10 of drugs launched in 2015(1) 

• Continued strong new patient adds each month, 
hitting record milestone of over 1,000 patients 
initiated to date  

• Commitment to patients benefiting from NATPARA by 
expansion of sales and patient services resources  

(1) GenBio 
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Significant opportunities for commercial 
excellence in Hematology and Immunology 

Hematology 

• Strengthen the leadership in 
hemophilia, with its leading 
products ADVATE and FEIBA  

• Continue educating physicians 
and patients on the benefits of 
different treatment regimens for 
individual patients 

• Expand the use ADYNOVATE for 
those patients seeking a longer 
acting therapy 

• Significant opportunity to address 
unsatisfied, undertreated and 
undiagnosed Von Willebrand           
disease patients 

 

Immunology 

• Become the clear leader in 
distinct, attractive segments within 
PI and related rare conditions  

• Accelerate adoption of novel, 
differentiated products (eg, 
HYQVIA)   

• Elevate patient expectations and 
help shape the standard of care 
through best-in-class education 
and patient support programs 

Maintain  
leadership #1 
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Franchises with over $1Bn in revenues and 
leading products in their category 

Maintain  
leadership #1 

Example flagship products 

Lifitegrast(1) 

Source: Shire 

SHP640(1) 

SHP643(1,2) 

(1) Subject to regulatory approval 
(2) Previously DX2930 

Driving commercial excellence we will continue  to grow our franchises 
and build a >1Bn+ Ophthalmics business 

Immunology 

Hematology 

Genetic Diseases  

Ophthalmics(1) 

Internal Medicine  

Neuroscience SHP465(1) 



Q&A Breakout 
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