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What is driving this new environment of
collaboration?

Regulatory: new or as yet undefined rules about new technologies
add to the length and size of clinical trials

Financial: the economic downturn coupled with VC concerns over
exit options have slowed the availability of capital.

Scientific : innovative technologies may help resolve complex
scientific issues that were a barrier with many diseases

Market Incentives: infectious diseases of the developing world do
not have high market incentives

In spite of these issues, Life Sciences is still considered a “hot”
area
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New Use of Old Drug to Meet Unmet Medical Needs

Technology: sodium nitrite, currently manufactured to treat

cyanide poisoning, repurposed to treat certain types of stroke,
heart attack and sickle cell crisis (patent pending)

Licensors: NIH (lead), Loma Linda Univ., Louisana State Univ., Univ.
of Alabama Research Foundation, Wake Forest Univ.

Exclusive Licensees in 2008:
Hope Pharmaceuticals (for infused delivery)
Aires Pharmaceuticals (for inhalation delivery)
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FDA-NIH-PATH Partnership for Neglected Disease Vaccine

Technology: improved method for making conjugate vaccines
(patent pending, US, EU, AU, CA, CN, BR, ZA)

License: 2005 nonexclusive to PATH for production of
meningitis A vaccine in LDCs under MVP (PATH and WHO)
produced by Serum Institute of India

CRADA between PATH-SII and FDA

Expected launch in Africa early 2010
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International Regional Approach to Licensing

Technology: bovine-human re-assortant rotavirus vaccine (seed
stocks and patents pending US, EU, AU, JP, CA, CN, IN, BZ)

Licenses: US/EU exclusive Aridis, BZ exclusive Butantan, IN non-
exclusive to 4 companies, CN non-exclusive to 2 companies
(agreement not to license to non-Chinese company)
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Emerging and Neglected Infectious Diseases

University of British Columbia

@ iCo Therapeutics Inc.

2007 -> Principles for Global Access Licensing

2008 - iCo Therapeutics licenses UBC technology to develop oral
formulation of AMP B (for blood-borne fungal infections & sandfly-
transmitted parasite)

2009 - Consortium for Parasite Drug Development sign development
agreement with iCo, providing non-dilutive capital; success in mice
leads to hamsters
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Emerging and Neglected Infectious Diseases

PDPs

;/ A & Z\*f,WH Institute for OneWorld Health
£

A Nonprofit Pharmaceutical Company

& BILLe¢ MELINDA
(GATES foundation

$43 million for multi-stage
artemisinin synthesis
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Value-Added or Risk-Reducing Clinical Development Research

000

Medicines for Malaria Venture

21 U.S.C. 8524 (Priority Review Voucher )

+ ) NOVARTIS

= Pediatric CoArtem

ACT Dispersible
(artemether/lumefantrine 20 mg/120 mg)

I ), TB ALLIANCE Ky Bayer w EMOR

' GLOBAL ALLIANCE FOR T8 DRUG DEVELOPMENT

UNIVERSITY
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Technology GSK / Alnylam Patent Pool

Transfer )
— Rationale

¢ Create interest in and assistance with the creation of medicines for these serious diseases for which there is
little or no commercial interest but a strong social and medical need.

October 28, — Established Feb. 13, 2009
2009 * Initiative of new CEO, Andrew Witty
* Announced at HBS presentation

— GSK contributes IP a Patent Pool
*  Approximately 80 patent families; >500 granted patents

Symposium

e Will consider know-how

— Pool IP available for licensing by 3™ parties
e For applications toward 16 Neglected Tropical Diseases (FDA defined)
e  Foruse in world’s 50 Least Developed Countries (UN defined)
* Specific license agreements to be established upon 3™ party request

e Likely licensees include numerous global health public-private partnerships (PPPs)
— E.g., Medicines for Malaria Venture, TB Alliance, others

— Strong interest in growing Patent Pool with other partners
* Invitation for participation to other pharma/biotech companies or academics

bio.org/ip * Intent to transfer Pool’s administration to independent 3" party

— Alnylam joined GSK as its 1t partner in June 2009

* Alnylam included more than 1500 issued and pending patents
* All “fundamental” RNAi technology available for license
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RNAi Technology for Neglected Tropical Diseases

RNAi technology has already proven useful in discovery of new

October 28, therapeutic strategies for Neglected Tropical Diseases
2009

—— e Demonstrated use of RNAI to
T e identify new disease targets
» E.g., Alnylam work in malaria
» Addresses discovery of new small
molecule drugs
» Likely the nearer-term drug
modality for 3" world
applications
e Potential application of RNAI
therapeutic products in the future

bio.org/ip
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Emerging and Neglected Infectious Diseases

Patent Pool for Neglected Tropical Diseases:
Goals and Benefits

Primary Goal:
e Provide access to Alnylam technology to help address neglected

tropical diseases in developing world

» Alnylam IP can meaningfully contribute
— Largely as technologyfor discovering new targets for small molecule drugs

» Fulfills a social responsibility

Additional Benefits:

e Being a moral corporation
e Strengthens Alnylam advocacy for strong IP protection in developed
world
» Advocacy efforts on IP Reform and Bayh-Dole Reform
» Additional intangibles of wearing a “white hat”
e Enhances perception of Alnylam IP strength
» People who “give, must have it”
e Positive PR supporting Alnylam brand as industry leaders



