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What is Happening In Your Region

¢ Massachusetts accounts for 13% of the U.S.-based drug development pipeline.
Massachusetts-headquartered companies account for 5.9% of the global pipeline.

« So far in 2016, there have been 7 Massachusetts biotech IPOs.

e Thetop 4 NIH-funded independent hospitals (and 7 of the top 15) in the U.S. in 2015
are in Boston.

¢ On an NIH-funding per capita basis, Massachusetts continues to far exceed other
leading NIH-recipient states. Only California receives more total NIH funding.

e Since 2007, 9 million square feet of commercial lab space has been added to
inventory in Massachusetts.

* Massachusetts-headquartered companies have developed therapies that focus on
patient populations of more than 250 million in the U.S. and more than 1.8 billion
around the world.

Ref: http://files.massbio.org/file/2016-MassBio-Industry-Snapshot.pdf
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The Horizon for Pharmaceutical Manufacturing

e Accelerated Development

Drug Shortages
Programs

o Data Integrity

* Regulatory Harmonization and _ .
Convergence * Meeting Multiple

Requirements

o CMC Post Approval
* Access to Medicines Changes

 Emerging Markets

e Global Supply Chains

Multiple Inspections from

* New Treatment Regimes HA's worldwide

e Supply Chain Traceability

e Gene and Cell Therapies and Security

+ Cancer Vaccines + Factories and Processes to
deliver medicines efficiently
and effectively
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Supply Chain 101

Pharmaceutical Supply Chain
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Pharma’s Evolution in Supply Chain
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Major Initiatives, Programs — Toward
Solutions

e RCC - working with regulators worldwide

e PQLI-responding to technical harmonization efforts
e Quality Metrics

e Drug Shortages

» Data Integrity

» Biotechnology

» COPs

- GAMP {ISPE G(;‘lnp

« Continuous Manutacturing, Facility of the Future, and

Connecting Pharmaceutical Knowledge ispe.org |

2016 ISPE in Review

e Continued Leadership in the Drug
Shortage Initiative globally

@ sPe

* Quality Metrics Initiative Continues
to Lead the Way with Data Driven
approaches.
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2016 ISPE in Review

» Facilities of the Future and
Continuous Manufacturing

FACILITIES
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* Product Quality Lifecycle

Initiative ISPE
Process

Validation
Conference

24- 26 October 2016
| Adancing the ¥alication Lifécycle Approch
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2016 ISPE in Review

» Biotechnology Strategy and

» Continued Regulatory Interad
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ISPE Achieving Progress

* Engaged Volunteer Leaders

* Local Chapter, Affiliate, and Membership Engagement
 Engaged Leadership from the Board of Directors

» Strong Talented ISPE Staff

* International Presence

» Diversity — Young Professionals, Women in Pharma...
 Engagement with Regulatory Partners

e Patient Focus — The Hallmark of ISPE Culture
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Looking Ahead

ISPE Strategic
Plan

EMBRACING
THE
CHALLENGE

ISPE Strategic Plan

Summary
2016 —2019
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| wwwISPE.Org

ISPE delivers technical and operational solutions to support
our Members across the global phammaceutical and biopharmaceutical industry in

Purpose Statement

the manufacture of quality medicines for patients

Strategic Themes
Rapid Driving Efficient Local and
Information Delivery Menufacturing Operations Regional Relevance
Ensure rapid access to Develop and share holistic Understand and shape strategy
relevant technical resources industry business solutions to to the business, culture, and
anytime, anywhere critical issues regulatory issues of local and
A A by
d Compeling Member | Operational .
: and Industry Value ! Strength .
; ;
§ 1
individuals globally to join, leam, and a sustainable

and contribute business approach

|_wwwISPE.org

Quality and
Performance

Regulatory
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Blotechnology

Supply Chaln
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Connecting a World of of the Future
Pharmaceutical Knowledge:
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I 9 Emerging
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How Will We Get There?

* Your Input, Your Participation

* Regulatory Harmonization

Convergence

* “Engineering” Solutions

* Innovative Approaches

» Strong Chapter Affiliate Engagement
 How Will It Help

» Practical training on current topics

* Being in front of emerging topics

» Ability to take back
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