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Introducing BayhDole25

BayhDole25, is a non-profit, non-government
organization, dedicated to providing educational
resources on the Bayh-Dole Act of 1980 and related
legislation that revolutionized technology transfer
through licensing of government owned patent rights and

other intellectual property.
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The Bayh-Dole Framework for Technological Transfer
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Why is this Important?

Despite 25 years of documented success, there
is a profound lack of awareness of the
importance of technology transfer to
commercialization of science. In part because
there has been no sustained educational
campaign, the building-blocks or pillars of Tech
Transfer are under not well-understood,
threatening the architecture supporting
continued science innovation.
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Tech Transfer:
What are we trying to measure?

What counts:

* Commercialized scientific innovation
* Improved project management

* Expanded R&D, CRO capacity

* Related commercialization skills (Quality
assurance, Production, Supply Chain Management)
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The Three Pillars: Building-blocks
for Commercialization of Science

The documented success of the Bayh-Dole Act anc
related technology transfer legislation in the Unitec
States and internationally rests on three inter-relatec

traditions:

* reliance on market forces for R&D
* strong rule of law protections, including IPP, and,

* a durable government commitment to science
education and financing of scientific research.
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Success of Bayh-Dole Act (1980)

“[O]ne of the most successful pieces of economic
development and job-creation legislation in recent history.”
Lita Nelson, Director, MIT Tech Transfer Office

+ Launch of global biotech revolution
* Preeminence in life sciences science & technology

+ Employment of more than 3 million in bio-pharmaceutical,
agro-biotech, and other enabled technologies

BayhDole25, Inc.
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Source: Lita Nelson, “The Rise of Intellectual Property Protection in the American Universities,” Science, March 6, 1988, p. 1460

Source for job creation: “The Bayh-Dole Act at Twenty-Five Years: Looking Back, Taking Stock, Acting for the Future,” Michael J.
Remington, JD, Volume XVII Journal of the Association of University Technology Managers (AUTM) Number 1, pp 15 - 31 (Summer
2005)



National Institute of Health

NIH Report to Congress: A Plan to Protect Taxpayer Interests (August 2001)
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Role of Patents

+ Tech Transfer requires certainty provided by patents.
*  Fundamental Right of ownership and control
* Intellectual Property is Property
v Provides incentive for long-term investment
v Provides incentive for (Indian) technology importers

“Without patents the return from investment in
pharmaceutical research and development would fall to
zero, and private companies would no longer engage in
research and development.”

Schwartzman, David. Innovation in the Pharmaceutical Industry.
Baltimore: Johns Hopkins Press, 1976.
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Building an Intellectual
Infrastructure for Tech Transfer

“From my experience in Bangladesh, well-qualified
local scientists generally prefer to remain in their
home country if they can find meaningful employment
in institutions where they can be productive.VWVell-
functioning institutions contribute to ‘brain-gain, thus
increasing the scientific and economic resources of a
country as a whole.”

David A. Sack, Executive Director, ICDDRB, Center for
Health and Population Research, Dhaka 1000, Bangladesh,
Editor in Chief, Journal of Health Population and Nutrition
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Tech Transfer Markers

» India’s FDI/Clinical Research growth:

* Record growth in knowledge-intensive sectors, e.g. biotech:

2005 | billion
2006 | .5billion
2007-08 2.5billion

* Top-5 countries as R&D destination (Ernst and Young

European Attractiveness Survey 2006); Nearly all major bio-
pharmaceuticals now active in pre-clinical, clinical R&D; Indian
companies strengthening R&D

BayhDole25, nc.
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Keep in mind that one major U.S. biotech is still bigger than the entire pharma and biotech sector

combined (ie Amgen), ALSO that in 2001 when | first visited India, biotech was something like only
50 MILLION as a sector and the entire Pharma sector was arguably not yet 2.5 billion, certainly the
domestic market was less than that!



India’s Tech Transfer Assets

» High-quality human capital, ‘brain gain’

» Strengthening intellectual property protection
(IPP) & administration

» High-level political leadership to promote

commercialization of basic science research, e.g.:
“The Protection and Ultilisation of Public Funded

Intellectual Property Bill, 2008”

BayhDole25, Inc.
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IPP: India’s Patents MindShift

* Product Patent Protection: VWonderful, Incomplete
(product patents grafted onto Patents Act of 1970)

* Political process limited reforms, & added or left intact
controversial provisions (e.g. mailbox limits, local working
requirements, broad compulsory licensing, genetic invention
disclosure) that all apply EQUALLY to government funded
inventions

* Mandatory Disclosure of Source/Origin: Need to eliminate
negative incentives for AYUSH/Other Traditional Medicine

research to create livelihoods for Megadiverse States beyond
the “Biotech Bubbles”

BayhDole25, nc.
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India’'s Human Capital

 |India: The Land of Ideas™ - 300,000 biotech,

bio-informatics and biological science grads
annually (more than all of Europe!)

 India’s Reverse Brain Drain

* Non-Resident Indians (NRIs) lead in biotech research;
20% of scientists in U.S,, European labs,

* now many returned home, e.g. leadership of
Bangalore-based Aurigene (400+ scientists)

*Dr. R.A. Mashelkar
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Key Questions for India

» Does the Bill balance carrots and sticks?
(substantial penalties, fines, recovery of grants, see §21- 23)

* Will this approach create an enabling environment to
encourage technology transfer?

* Could it potentially chill research?

* May require patent filing where there is little
commercial opportunity or where invention should be
placed in the public domain.
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Key Questions for India (2)

» Should the Bill assume Technology Transfer
Offices (TTOs) can be self-supporting based
on royalties?

* This is NOT true for MOST U.S. and other
developing country TTOs

* Related Issues: Where is Capacity Building for
TTOs, Academic Researchers? Why is there no
funding for patent filings? (See §7(b))

BayhDole25, Inc.
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Note: the IP Management Committee is expected to be able to conduct market research, undertake
marketing activities, etc. (Section 10(2)(b), and also to “establish mechanism to promote the culture
of innovation and public funded IP generation within the organisation;” (Section 10(2)(f)) without
any visible means of support for key capacity building.



Key Questions for India (3)

« Are (NEW) “local working” requirements in the
interest of India! (See §12)

*  Will they discourage international R&D partnerships!?

* What about NRIs with foreign affiliations and India’s
generally growing international research linkages!?

+ Related Issues: Patents Act of 1970 contains other
elements including famously 3(d), local working
requirements, broad-scale compulsory licensing, all of
which will have unknown impact on potential for
patenting/licensing of university inventions.
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Thank you!

BayhDole25 Board

Contact Us

BayhDole25, Inc.

242 West 30th, Suite 801
New York, New York 10001
phone: (646) 827-2196

web: www bayhdoleZ5.org
e-mail: info@bayhdole25 . org
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