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University Licensing Policies and Global
Health

Problem first surfaced in 2001 with Yale and Zerit

d4T discovered by Drs. Tai-Shun Lin and William Prusoff
Funded by NIH and Bristol-Myers

Exclusively optioned then licensed to Bristol-Myers

On list of Essential Medicines developed by Medécins Sans
Frontieres

Requested waiver of S. African patent
Initially rejected by BMS — Yale powerless
Story in NY Times

BMS agreed not to assert S. African patent
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Universities and Drug Discovery






AUTM Annual Meeting 2016 -- Partnering Without Borders

Number of Products

Type of Product Number
New Chemical Entity 93
Biologic 36
Vaccine 15
Over the counter 1
In-vivo diagnostic 8

Total 153
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O This paper investigates the contribution of public-sector research
institutions (PSRIs) outside the US to pharmaceutical innovation.
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Bringing The Study Upto Date

2011 New %

Study Drugs Total Change
U.S. 153 59 212 39%
Non-U.S. 31 55 86 177%

Total 184 114 298 62%
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Let’s think about how we get a public sector
discovered drug to the global market
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The Traditional Academic Development Model
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The Traditional Pharmaceutical Paradigm
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How do we modify this process to
achieve affordability?
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We could try to change the patent system to achieve this
Or we could change the licensing system
The problem isn’t the patent system

0 Patents just give you control over what happens to your IP

0 An essential component of the innovation system
O We should be very cautious about changing it

It's much easier (and less risky!) to change licensing behavior
0 E.g. PCT Treaty signed 1970
0 Came into effect in 1978
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The New Pharmaceutical Paradigm

NDA
Submission

Clinical NDA
Develop. Approval

ok )

0 10] 20

Discovery

ANDA
Approvals

RANBAXY

LABORATORIES LIMITED

e R E Dy



AUTM Annual Meeting 2016 -- Partnering Without Borders

Include Developing Country Milestone and Pricing

Licensee shall seek
registration in a developing
country by..........

Licensee shall make available
in developing countries at
prices no more than 50%
more than fully burdened
manufacturing cost
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Don’t Allow Patenting in Developing Countries

IIIIIIIIIIIIIIIIIII



AUTM Annual Meeting 2016 -- Partnering Without Borders

Separate Licensees
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Mandatory Sublicensing
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Non-Assert
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AUTM Announces Global
Health Initiative

AUTH announced the launch
of a new Global Health
Initiative that promaotes
licensing practices that
support access o essential
medicines by developing
countries, The initiative
includes a Global Haalth
Toaolkit created by AUTM
mermbers,

In keeping with this initiative,
AUTM endorsed

the Livinarsidy Princiiss o
&bzl dccass o Medicies,
These principles were
developed by a team that
included AUTM leadership,
Read the press

release about the ALITR
Global Health Initiative

and AUTH's endorserment of
the Principles,

Your institution can endorse
the Principles here,

Read the Mine Points to
Consider in Licensing
Uriversity Technology

Endarse the Mine Points
to Consider

Patent Reform

Patent Reform has been
infroduced into the 111th
Congress AUTH has joined
the Association of American
Universities, the American

Read the latest blog from
&lan Bentley about the hot
debate topics at the 2010
Annual Meeting.

AUTH announces plenary
speakers for 2010 Annual
Meeting. Fead the blog for
details,

Will this Be Your First
Annual Meeting?

Get the most out of your first
meeting by learning from
other members. Check out
the blog posted by Winay
Tannan, Ph.D., Licensing
Agsociate, LIVA Patent
Foundation. Yinay recalls his
experience as a first time
attendes at the 2009 Annual
Meeting, Hassan Magyi

also shares his

experiences as a first-time
attendee.

Mot Receiving AUTM E-
mails?

Be sure 1o "white list" ALTM,
For details, click here.

1/14/10

Mew License Agresment with
University of Colorado Gives
Yiral Genetics, Inc., Right o
Develop Cancer Therapies
Published on Affewswie

12/8,09

Sathguru Signs Mol with
University of Florida to
Facilitate Technology
Commercialization in Asia
Published on Susiessidie
Indiz 12/4 /2009

Mikon Corporation Acquires
License From Harvard
University For 'STORM'
Super Resolution Microscapy
Fublishied on Afhewswire
12/3/2009

Charmpions Biotechnology
Enters into Licensing
Agreement with Yale
University and Southern
Research Institute for the
Repurposing of Bithionol for
Oncalogy

Published on AfNewswie

Duke University and Jubilant
Organosys Announce Intent
to Enter Global Fesearch and
Drug Development
Parinership

Published on
Businessiiralngiz. cam
11/11/09

Universities Endorse Global
Access Principles
Published on Siomibsarg.com
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Technology Transfer

Fublic Benefits
Bayh-Dal

Quick Links
Contact ALITM
Mermber Fees & Benefits
Jain ALITM
Renew Mernbership
Job Opportunities
Mernber [ MonMermber
Sponsarship
Better world Project

the Equitable Dissemination of Medical Technologies and invites your institution 1o do the
same. These principles were developed by a team comprised of AUTM leaders, including
Jon Soderstrorm, AUTH immediate past president, of Yale University; and Ashley 1.
Stevens, AUTM president-elect, of Boston University, These guidelines discuss best
practices for universities when considering the equitable dissemination of medical
technologies,

Your institution can support these Principles by becoming a signatory to the document.
Please ensure you have the necessary authority from your institution prior to signing.

Click here to download the Staterment of Principles and Strategies for the Equitable

Dissemination of Medical Technologies (POF file)

Click here to endorse the Statement of Principles and Strategies for the
Equitable Dissemination of Medical Technologies on behalf of your institution.

The alUTH Global Health Toolkit includes AUTR position documents, relevant papers and

articles on global health issues and sample licensing clauses,

Current Sighatories:

Institution Signing Date
Agsociation of University Technology Managers 11092009
Boston Uniy 11,/09/2009
Browr Liniv 11,/09/2009
Harvard Univ 11,/09/2009
Lniv of Pennsylvania 11,/09/2009
Yale Lniv 11,/09/2009
Cregon Health & Science University 11,/09/2009
Mational Institutes of Health 11/10/2009
University of Illinois Chicago 11/10/2009
University of Illinois Urbana-Champaign 117112009
Centers for Disease Contral and Prevention 11/12/2009
University of Wermont and State Agricultural College 11/19/2009
Duke University and Duke Medicine 12/01/2009
University of British Columbia 01/10,/2010
Bilkent University 01/27/2010
El Colegio de Maxico 01/27/2010
Menwy ork University 0z,/04,/2010
Tecnologico de Monterrey 0z2/13/2010
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Boston University

Adopted global health licensing principles in October 2007
Non-assert approach
0 Limited to public sector programs
0 Trade dress protection
Included global health protections in:
O Therapeutics and prophylactics
0 Diagnostics
Not included in:
O Tools
O Devices

Still going strong 9 years later

a http://www.bu.edu/otd/files/2013/10/StartUp ExclusivelLicense 12-
10-12 Clean ForDistribution.pdf



http://www.bu.edu/otd/files/2013/10/StartUp_ExclusiveLicense_12-10-12_Clean_ForDistribution.pdf
http://www.bu.edu/otd/files/2013/10/StartUp_ExclusiveLicense_12-10-12_Clean_ForDistribution.pdf
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o 2.07 [If for a healthcare technology Non-suit. University and

Licensee on behalf of themselves and any successors-in-interest
to the Licensed Products and Licensed Processes covenant that
they will not, before or after the Effective Date of this Agreement,
assert any claim of patent infringement (including direct
infringement, contributory infringement, and induced
infringement) under any of the patents in the Patent List, any
Licensed Processes or any Orange Book Patent Right for
manufacture, - 10 - use, sale, offer for sale or importation of
Licensed Products against any third party engaged in the
manufacture, use, sale offer for sale, or importation of Licensed
Products in or for Non-Suit Countries for sale to Public Sector
entities. The above notwithstanding, this non-suit provision will
only apply to products which when offered for sale to End Users
are in a Trade Dress that is different from Licensee’s Trade Dress
In every respect.
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