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The Changing Context of
Biomedical |nnovation

Concerns Raised

upstream, foundational discoveries

» EXxcessive transaction costs: delays,
litigation

» But be mindful of benefits of patents




Outline of Paper

— Delays, Costs

Data and Method

— ——

« 14 biotech firms
» University personnel
 Patent attorneys, government officials, etc.

Preconditions for Breakdown

doubled
* Increase in University Patenting
» Defensive patenting




Preconditions (cont.)

“The patent landscape has gotten much more complex in
the 11 years|’ve been here. When | started and we were
intere;sted in_asse-sing th_e third party patent si'guati on, back

none were working on it, that was the extent of due

an inch or two thick printout filled with patent applications
and granted patents. With the growth of biotech around the
world, you have greater numbers and they overlap to a
greater extent. In addition to dealing with patents over the
end product, there are a multitude of patents, potentially,
related to intermediate research tools that you may be
concerned with aswell.” (Biotech | P executive)

Breakdown?

¢ Vast mgjority of respondents (over 90%) say:

was stopped
« ESTs: early concerns appear unrealized

« But concern about delays, costs- complexity
increases the cost of research (see below)

Effects on University Research
* Most non-commercial research uses OK

develop tests

» Use of diagnostic clinical testsintegral to
research




University Research (cont.)

“Thereisno clear line to be drawn between

the state of the art of genetic testsissuchthat
much more clinical study is necessary to

validate and extend the early discovery of a
disease gene. Thus, the restriction of

physicians from performing clinical testing
will directly reduce the knowledge about
these genes.” (Merz, 2000)

Why Not More Breakdown?

— P
» Generd purpose tools widely licensed
- —Inpventingaound
— Off-shore
— Challengein Court
— Infringement/*Informal Research Exemption”

Why Not More? (cont.)

“1f someone has a patent on genes, when the gene
encodes atherapeutic product and they are ahead of

thin. Itisanissue whether itisvalid. Third, you
can do things offshore. Fourth, it may be available
for license and fifth, they don’t tend to enforce
them .” (Pharmaceutical executive)




Infringement/* Informal Research Exemption”
e Universities

— Fedl freeto use technologies for “research”

— Firms generally refrain from asserting (though

clinical aiagnostics are exception
- FFIGMS

—  —-Hadtodetect -/ |
— About one third mention using this strategy,
most say others do this

— If need be, can challengein court, invalidate
— May take license later if target proves useful

* “Rational Forbearance’

Infringement/“Informal Research Exemption”
(cont.)

promising. Once you identify the promising
candidate, then you look into licensing the
research tools or sequences you used.” (IP
attorney)

Institutional Responses

guidelines
» Court’s narrowing of broad early claims

» NIH advocating for university/government
researchers




Potential Problem Area: Targets

: = | = luded
widespread

Delays/Costs

e Limited data
 Delays during negotiation-often several months
.+ MTAsapaticular conceen |
— May be little change in likelihood of exchange of
materials: scientific competition
— Big increase in negotiation time: Days -> Months
- Litigation costs (limited evidence)
— $1-10 million
— Distraction, loss of managers’, scientists' time

* But, AIPLA and BIO data show apparent declinein
patent attorney effort per R& D dollar

Additional Issues

— Social welfare effect is uncertain




Discussion

— Monopolize/exclusive license

— Possible socia welfare loss from sacrificing
variety of approaches and unanticipated follow-
on research

Conclusions

purpose patented discoveries
— Patents doing what they are supposed to do

— Some concern about socia welfare
implications




Conclusions (cont.)

And remember:

— Patents encourage tool discovery

— Tools increase R& D productivity
Could still get problemsin the future

Debate over whether costs of target patents
acceptable




