By Caro] Cruzan Morton
GAUBE CORRESPONDENT

For 24 years, Sheldon Erimsky

Science, especially, Is supposed
to be the source of open, free, and
unbiased information, But

dence and anecdotes to fill a new
book about science conducted by
researchers who stand to profit
from their work or whose research
s funded by companiea with even
more at stake. The cornmercializa-~
tion of university science will
evertually deplete research con-
ducted for the public good, suchas
Wenlifying tode dangers or enyi-

gues fn “Science in the Private In-
 terest: Has the Lure of Profits
Cormapted Biomedica] Research-

S ersPr

“The question I always get
aaked is, what difference does it
make if the researchers are follow-
ing the canons of good sciencer™
Erimsky said.

The answer, Krimsky sald, is

research funded by Industcy
tends to be more pro-business

governmen|
-~ *This is a statistical mhlt,it
doesn’t mean that every sclentist
who is sponsored by industry is

.-going to produce results that are

necessarily in favor of the indus-
iry’s financlal interest,” he said.
“But if you compare the indusiry-
funded studies with non-profit

+ and government funded ones, you ..

get a skewing of the rewearch to-

ward projadustry conclusions.”. -
The diassic example: Studies

done for tobacce comparnies thet

| consistently find fewer heaith

ptoblems from smoklng than
studies funded by those without a
finaneial interest in the ottecme,

“It’s true in the alcohol indus-
try ag well,” Erimsky said, And the
toy industry, he added, funds
“studies which show that there's
no relationship between toys and
vintent video games and children's
behavior.”

The Tufts University professor
is rertainly not the only person to
take on possible conflicts in the
scientifle worid, but his scholar-

.ship provides the data that many
advocates use in ma.king— their
| Case.

| Fvendefenders ofthe commer-

-

il tes, who say they speed - pro-
ducts to the market and approprh-
ately reward researchers for thelr
wark, recognize the importance of
Krimgky) data.

. f “He has been & voics of cautfon

for decades,” said Lita Nelsen, di-
- rector of the technology Heensing
office at Massachusetts Institute
of Techuology. ““Whether you
.. agree or not, he makes you think,
We take it serlously and manages
ipotential eonflicts] with very
strict confllet of interest rules. We
don't have to give away our sonls if
we want discoveries to move from

He supplles

has been sounding the alarm - J
about how cotporite interests
Inay corrupt the academic mis-

-} dlon. ’

Krimsky has collected enough evi-

ronmental canses of disease, heir-

0 S CRoBE (/320 3
;mmuz{ﬁ/tlon to nght

commer(:lahzatlon of science

GLOBE PHOTOLIOD HILTON

: Tufhs professor Sheldon

Krimsky has written a book

.. about science conducted by

researchers who stand to
profit from their work or
whose research isfundedby
Industry.
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Sheldon Krimsky
Borm Brooklya, N, |

versity

Laast favorita subject fn el
mantary school: Blology (too
inuch to memorize)
Subject of first hook: "Genet-
Iz Aichemy,” a study of the ge-
netica controversy in the 18708
wien some scientists saw po-
tentinl danger in recombining

- . genes frorn different species,

Musical credits; Winte talk-
. Ing biues song abont anti-eco-
iegial strip sl blight of een-..
trad Florid (performed only in
front of famly).

——re—n

jaumﬂspubﬂshedhyl,mom

achusetts researchers. One in éw -

ery three stndies had at least one
mmain authorwith a finandal inter-
est in thie qutcome of the study -
efther by acting as & scientific ad-
viger to a velated compary, hold-
ing 2 patent or pending patent, or
being a corporate officer or major
stockholder.

In a third mvestlgaﬂon
Krimsky and his UCLA colleagrie

" found only about 16 peresitofthe

1,400 most infloeutial journals re-

quired authors to discose fnan- °

" cial conflicts, Only 300 out of
60,000 srticles published in 1592 .

- listed any potential

confiicts of in-
terest, aud 56 percent of those
Journals had no disclosures.
-*We were incredulous,”
Krimsky said. It amounted, he
sald, to a “don’t ask, don't tel™
policy among researchers and
Journa editors. :

thﬂhuhuﬂppleﬂem.

.acyoas the seientific community

md!nthequlicpe:mpumofm-

search, - -
© “His contribution has been im- -,
.menge,” sald Drommond Rennje,

adfunct professor of medicine at
the University of Californis at San
Francisco and an editor of the

" Jourmal of the American Medical
. Assoclation. “"He’s worked for
years on this and bullt a solid -

reputation, Instezd of gassing off
about it, he actnally has data. In
the #nd, the only thing that

- changes things is to keep saying it,

publishing it, demenstrating it,
Tecturing on if, and gradually

. change people’s views.”

Many of Krimsiy’s most stead-

- fast critics are the researchers hek

toward, Those critics say
& check in the mail does not
equate to a skewed result, and that

- a corporate-research redationshipy

the library shelf to mediciae bot-

tles.” )
Krumlv‘apamonbepnwhen

ke was a junior faculty member at

- ‘Tufts and a company tried to

quash a report his stedents had
prepared on the possible poliution
of alocal water weil

- In what other weays, he began
to wonder, dfd companies fnter-
fere with or try to direct sclentific

‘research?

First, he put together a nation~

2] database to find out how maty

academic sclentists were elosely
involved with the emerping bio-

.technology industry. He found-~

that from 1985 to 1588 more than
800 bipmedical and agricultural
seientists had served on company
advisory boards or bad started
their pwn companies, Topping the
*Erimshy index” were MIT, Stan-
ford, apd Harvard, with 31, 20,
and 19 pescent of their biomedical
faculties with formal business ties,
Next, Krimsky tezmed up with
a colleague at the University of
Californin, Los Angeles, to find out

"H corporate involvernent was evi-

dent in the scientific Hteraoure,
They looked at one year of articles
in the 14 top science and medical

i not always bad.

“Iodustry needs selentists to

create Innovation and preserve
high standards in technology, and -

-they should be weicomed by the
rest of the scientific cornmunityas - .

parteipants in the publiec domain
of science through poblications,
conferences, and patents,” Wil-
liam A, Edelstein, a former re-
searcher at General Electric, wirote

work by ail means, but please
dan't dismiss them simply becase
they work for a company. Unfortu-
nakely;-too many-academics hm
that prejudice.”

-Erimsky szid he ﬂomn‘lp!ace
all the blame on the seientists —
burt he's conesrned about a aniver-
ity system that s alowing itself to
be more and more compromised
by corporate interests,

. “The deeper issue reguires a
change in the incentive systewn,”
Krimsky said. “One that recasts
the mora] infrastructure of aca-
demic medicine 5o that journgls
can have a large reserveir of Inde-
pendent experts who have no fi-
pancial ifnks to the products and
therapies they study.”

:
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/ MEMORANDUM
TO: Meeting Participants
FROM: Janet Fries
Michael J. Remmgton
. DATE 'Decemberg,o 2003 e
RE: Luncheon Meeting Concerning Legislative Issues of Interest to Universities, Non-

Profits and the Pharmaceutical Industry

Public policy and governmental relations representatives of various university,
technology transfer and medical research associations and of individual universities as well as
representatives of the Pharmaceutical Research and Manufacturers Association (PhRMA) met
informally on December 12, 2003 at 11:50 a.m. at the offices of Drinker Biddle & Reath LLP in
Washington, D.C. The purpose of the meeting was threefoid: (1) for the attendees to become
reacquainted since last February’s meeting; (2) for the attendees to meet representatives who had
not attended previous meetings; and (3) for the attendees to discuss current public policy
proposals and legal movements affecting the pharmaceutical industry and the university
community both domestically and internationally. In doing so, participants hoped to
communicate with each other about the policy goals and prerogatives of their respective
organizations. Finally, the participants celebrated the 23 anniversary of the Bayh-DoIe Act.
The meeting terminated at 2:05 p.m.

Present at the luncheon meeting were the following:

* Andy Cohn, Director of Public and Governmental Relations, Wisconsin Alumni Research
Foundation (WARF)

® Suzanne Day, Director of Federal Relations, Harvard University

*® Susan Kling Finston, Associate Vice President, Intellectual Property, Middle East/Africa
Affairs and South Asian Affairs, PhARMA

® Janet Fries, Esq., Drinker Biddle & Reath LLP

® Angela Godby, Assistant Vice Chancellor of Federal Relations, The University of Texas
System

® Norman Latker, Esq., Browdy & Niemark

® Kamala Y. Lyon, Senior Legislative Analyst, Office of the President, University of California

¢ Kim Nerres (in place of Diane Auer Jones), Legislative Associate, Princeton University

® Michael J. Remington, Esq., Drinker Biddle & Reath LLP '

® Helen Rhee, Senior Director, Federal Affairs, PhARMA

® Jon Soderstrom, Managing Director, Office of Cooperatwe Research, Yale Umver51ty
(participated by telephone) '
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® Sheldon E. Steinbach, Esq., Vice President and General Counsel, American Council on
Education (ACE) .

*® Marilyn Berry Thompson, Director, Governmental Relations Department, Jorden Burt Boros
Chicchetti Berenson & Johnson LLP (representing the University of Virginia).

® John Vaughn, Executive Vice-President, Association of American Universities (AAU)

*® Valerie Volpe, Senior Director-Alliance Development, PRRMA

* Sarah Walkling, Associate Director of Federal Relations, Vanderbilt University

* Patricia Harsche Weeks, Vice President, Planning and Business Development, Fox Chase

- Cancer Center; President, Association of University Technology Managers (AUTM). .

OPENING REMARKS

Mike Remington welcomed all participants to Drinker Biddle & Reath. He recognized
Sheldon (Shelley) Steinbach and Valerie Volpe as co-chairs of the meeting. Mike noted that
Valerie had acted as host for the first meeting; that Shelley had acted as host for the second
meeting; and that this was the third meeting, :

Shelley Steinbach also welcomed all participants and noted the need for cooperative
effort despite the diversity of interests. Sheldon invited each participant to give a brief seif-
introduction.

[Self-introductions followed].

PRESENTATIONS

Helen Rhee: “Medicare Reform: Hatch-Waxman Act Amendments, Reimportation”

Helen Rhee described the recently-enacted amendments to the Hatch-Waxman Act (the
“Act™) and explained that companies producing generic products could rely on pharmaceutical
companies’ data, but could not market a generic product so long as a valid patent exists. One
provision of the amended Act is a 30-month stay to innovators. Until patent litigation is finally
resolved, there will be only one stay of 30 months, with litigants being grouped. There will not
be multiple stays.

In an effort to get products to market faster, generic companies wanted to impose a 45-

day window during which innovators would decide whether or not they would defend a patent by .

filing an infringement suit. Given the 20 year term of patent protection, forcing a decision in

such-a-short-period-is;-in-Helen’s-opinien;-an-uncenstitutional-taking:-Helen-remarked-that-patert -

infringement is a “huge deal”; a patent is the reward for all the failed studies. An infringement
by a generic can take this reward away.

Generic companies wanted and received declaratory judgments. There has to be a case or
controversy before a declaratory judgment can be issued. The Medicare Act provides 180 days ~
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as a generic exclusivity period. Multiple generics can benefit so long as all file suit on the same
day. -

The goal of the Act is to speed up the litigation process and to encourage generics to
bring suit faster. But this provision can backfire to create delay for some generics. The Act also
gives authority to the FDA to put products, like topical ointments, on the market quicker.

The law has always provided that any patent holder is eligible for treble damages upon a
finding of willful infringement. The generic companies wanted to treat holders of drug patents
differently from holders of all other patents, to make them ineligible for treble damages. The
generics lost on this proposition. There is no separate treatment for holders of drug patents.

A provision addressing the fear that the brand-name pharmaceutical companies are
making deals with generics to keep them off the market was added to the Act. The Act now
requires that agreements be recorded with the FTC and the DQJ. So, anti-competitive deals will
be avoided.

Helen took the opportunity to discuss other issues of potential interest to the group.
Recently, legislation through appropriations has arisen more frequently. Foreign price control
(reimportation) is an example. Pilot programs can be dangerous if people get inferior imports.
Also, government price-setting is contrary to Bayh-Dole, and may serve as a disincentive
especially with rare-disease type drugs. Helen told the group that Senator Hillary Clinton
supports the notion that the government knows best; she wants cost effectiveness to be inciuded
in labeling. Senator John Edwards has also proposed an amendment, to require drug-to-drug

. comparison trials, rather than just safety and efficacy, prior to FDA approvals. PARMA’s
position is that comparisons are better done by doctors than government. PhRMA asserts that the
- FDA. is not equipped to make economic decisions (or decisions that doctors should make) and
that requiring the FDA to make economic decisions would use resources and further slow the
approval process. '

_ Andy Cohn asked whether the provisions affecting universities discussed at the last
meeting were enacted.

Helen said “no”. After an Qrange book listing, dual cause of action was inefficient. So,
under the Act, a patentee is given 45 days from a generic’s notice of application to the bring the
271(e)(1) lawsuit.

Senator Hatch believes there will be pressure to address biologics, but Helen believes that
science is not there yet for abbreviated studies involving biologics. Senator Kennedy has voiced
concern about human subjects... Helen.fears.that.if- a provision-such-as-that-propesed-by-Senator
Kennedy was enacted, it would hinder clinical trials. Helen said that there was Republican
apposition to this and other proposed restrictions.

Sheldon Steinbach: “The Joint Committee of the Entertainment & Educational Communities:

DC/394684/3 -3 -
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Lessons for the Technology Transfer Industries”

Shelley expressed the view that it is appropriate to explore together germane issues for
higher education and pharmaceutical companies. He noted that a broad range of issues binds us
together.

Shetley referred to the Joint Committee of the Higher Education and Entertainment
Communities as a successful effort. It is a parallel track in the copyright area. According to
Shelley, cooperation between the RIAA, MPAA, ACE and AAU on downloading and file
sharing by students makes sense. So does cooperation in the patent area, “This impacts us, too.”
Otherwise, business connections and opportunities may be obscured by traditional behavior.

Higher education needs to build support and gain political savvy. Shelly noted that
higher ed institutions are corporations at the end of the day and suggested that they reach out and
cooperate with pharmaceuticals on collateral regulatory matters of mutual concern. He noted that
there was nothing binding to meeting. The underlying hope is to find allies and work with them
on issues of common concern.

Mike Remington paraphrased from a recent email (from David Korn (AAMUC)) about
what is the purpose of this group. Mike took the opportunity to explain that it is informal and
non-binding. He agreed with Shelley. Mike also posed several questions. He asked the group
what direction the meetings should take: Should we do less? Or more? Widen group? Include
more invitees? Invite guests speakers? Cross-fertilize ideas? Mike identified the main goal of
. the meetings as preserving Bayh-Dole. “A blood oath: we will work together to preserve Bayh-
-Dole and technology transfer.”

Andy Cohn observed that PARMA is-an effective partner. A powerful message is sent to
policy makers by our alliance. We are more effective together than alone., Consider the
ineffectiveness of the university community on the Weldon amendment.

Shelley Steinbach added: “We need a better alert system. What did we lose?”

Andy Cohn added that in the end, we lost on the Weldon amendment because we allowed
an amendment with no definition to go into an appropriations bill. Stem cell patents that have
already been granted are fine, but we are vuinerable from right-to-life legal attacks on stem cell
and genetic areas. That’s a big thing to lose.

Mike Remington noted that losing a patent law reform on an appropriations bill is
extremely rare.

John Vaughn inquired: “How bad is the Weldon amendment?”
Mike Remington answered that the Conference Report states that past patents are not

affected but that leaves the future vulnerable. He also noted that the proponents of the-Weldon
amendment will attempt to codify it next year. :

DC/394684/3 -4 -




§ Norman Latker - PhRMA Meeting Notes 121203_v3.006

" Page 57

-

John Vaughn told the group that he had attended a NIH meeting yesterday with Jon
Soderstrom and heard the disturbing remark, “patents kill babies”. John said that there is an
undercurrent, a feeling that universities are avaricious about patents. John remarked that getting

'rid of Bayh-Dole would impede progress. “We need it.”

Mike Remington predicted that attacks on Bayh-Dole are growing. This is a good time to |

look forward to 2004. Let’s hear a forecast from a PhRMA perspective.,

2004 Forecast — PhRMA Perspectives

Susan Finston noted that the head of the USPTO (James Rogan) is stepping down. The
threats to Bayh-Dole would be worse if the “wrong” person is made USPTO head when Rogan
leaves. The new appointee should not be someone beholden to right-to-life interests. Susan also
discussed patent law developments in Europe and in multilateral organizations.

Andy Cohn observed that for stem cells the language in European provisions is better.

John Vaughn noted that the UN is pushing prohibition on therapeutic cloning in
international fora.

Susan Finston explained that developing countries have reasons to oppose broad patent
protection. The UN Millennium Project is a diatribe against patents and pharmaceutical
companies.  We are under a continuing threat. We are the gift that keeps on giving. Susan
discussed the WTO decision on paragraph 6 of the Doha Declaration in the TRIPS Agreement
and public health. The Perez Motta text supposedly clarified new ground on the relationship of
the TRIPS Agreement and public health policies. As shown in the article by Paul Van Doren,
fertile ground remains for debate on international trade organizations. Paragraph 6 permits
exceptions to a rule that doesn’t exist. Compulsory licenses for public health purposes shouid
not be permitted.

Susan expressed concerns about Canadian compulsory licensing. She stated that products -

coming in from Canada are more of a concern than products coming in from India. Susan noted
that the US did not join the CDB because we were concerned that disclosure of where material
came from would be a barrier to research. An open-source debate is occurring within the WIPO.
According the Susan, the US faces three threats: first, attempts to limit patentability (such as
disclosure requirements); second, benefit-sharing as a land grab effort; and third, Canadian
compulsory licensing.

" 2004 Forecast — Universitv Perspectives

Mike Remington asked who is looking out for the interests of higher ed? Shelley
Steinbach responded: “Good question.” '
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John Vaughn noted that Harold Varmus (former head of the NIH) supported open--
source/sharing. Varmus felt that patenting was “too much” of a problem.

Norm Latker stated that the NIH is not supportive of the Bayh-Dole Act. Norm also
added that the attacks on Bayh-Dole are nothing new. He remembered that in 1977 there were
attacks based on the fear that tech transfer patents would undermine basic rights. Nonetheless
Norm expressed a fear that 2004 wouid not be a good one for Bayh -Dole.

.Patricz'a Harsche Weeks and Jon Soderstrom: ““Technology Transfer: What Should Be Done To
Be More Responsive To Policy-Makers?”

Pat Harsche Weeks explained that we face a “schizophrenic” situation between the
numbers in the AUTM survey and the public benefit, the Iatter of which is not just numbers. Pat
expressed the view that the technology transfer profession has matured: “We have experienced a
significant productivity increase from eleven years ago when AUTM began.” Finaily, Pat
explained that AUTM doesn’t take positions when individual members have contradictory
positions, such as when faculty may not agree with administration.

Jon Soderstrom said that he thought what is going on in the UN is scary and so is what is
going on in Canada. University greed is an issue. Universities have to get their acts together, and
not provide ammunition for the attacks.

John Vaughn stated that umversmes will not be seen as greedy if they pIow back proﬁts
into research.

Norm Latker noted that we face a serious public relations problem. The Bayh-Dole Act
was built on ideals of a free market and patent rights and that the best PR would be to get back to
those ideals.

Pat Harsche Weeks passed out copies of a recent Wall Street Journal article that stated
that patent holders may be stymieing progress.

John Vaughn noted that charging excessive royalties and patenting things that should not
be patented are perceived as problems. Jon Soderstrom added, “and onerous terms in
agreecments.” :

Mike Remington suggested that the group work on developing best practices. After all,
.Bayh-Dole promotes collaboration.

Andy Cohn discussed the CREATE Act. He stated: “We thought we made progress. The

AIPLA raised obstacles but then Lilly and AIPLA reached agreement. The agreement, in the
opinion of WARF, is workable.” Andy also told the group that “co-sponsors in the House of
. .Representatives are needed.” He concluded, “enactment of the CREATE Act would be astep . .
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forward; it would remove the sword of Damocles.”

Bavh-Dole Act Birthday Cake

Mike Remington presented a birthday cake and set it in front of Norm Latker who he
called “the godfather of the Bayh-Dole Act.” Mike requested that Norm say a few words.

Norm said that he left government thinking that he had done all that he could and that
Bayh-Dole would stand,-built on-a foundation of logic and a belief in free enterprise and patent
rights, but that now he was concerned with the attacks. He said that it is time to return to the
foundations on which the Act was built. That approach was successful in beating off the
opposition in the past and is likely to succeed again.

Jon Soderstrom noted that right and facts wiil always win out.

Shelley Steinbach recollected that Norm Eatker convinced me thirty years ago that this
bill was important for higher education. Recognition to universities for patents was significant.
Today, when we consider the basics, we see tremendous societal progress. Twenty-five years
ago, government patents were sitting on shelves. Shelley called upon the group to get back to
basics. We must fend off attacks which are ever more frequent and more sophisticated.

John Vaughn noted the progress of the last two decades, from twenty (Norm later
corrected this number to 75) to over 300 universities with technology transfer offices.

Susan Finston suggested that the community of interests should celebrate the anniversary
of Bayh-Dole for two years. That would provide excellent PR.

Jon Soderstrom noted that asa cornmumty we have not helped ourselves We need to
train our colleagues. We have to be proactive, and not just reactive. We must make sure people
know about the good things we do; that we create businesses, jobs and products. But we have
not even convinced our own administrators. We should consider the creation of an educational
forum (to teach how to talk to governors and elected officials). We need to teach curselves how
to talk in order to turn it around. We need to make a committed PR effort.

Pat Harshe Weeks stated that Taiwan and Japan have versions of Bayh-Dole. So, it goes:
around the world. We are in a continuing maturation of the profession.

Jon Soderstrom summed up by stating that we need meetings like this to share thoughis
and to be sure that we have a consistent message that does not get misused.

“Andy Cohn nofed that the Wisconsin program is, in part, & partnership of GE and the ™
university. It is a true collaboration. Royalties flow from GE to the university. We should
celebrate success stories like these.
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CLOSING REMARKS

Valerie Volpe: “Where Do We Go from Here? Regional Conference, Hill Briefings, Media,

Cross-Fertilization”

Valerie Volpe closed the meeting by noting that onerous proposals to amend Medicare
had been staved off by collaborative relationships. She pointed out how effective it could be to
form alliances and for organizations to say “this will bring harm to us, but it will also cause harm
to others you care about.” Valerie said it was important to get university representatives on the
Hill, to do something concrete regarding abstract concepts and to make people understand the
consequences of taking away patent protection. Taking away patents will not bring prices down.
Valerie said that PhRRMA is ready to support joint activities. She also suggested that the press be
invited to universities to be educated about technology transfer and inteliectual property.

Valerie remembered that the approach taken by PhRMA. with Hatch-Waxman (i.e. denial,
" and not discussing it) was not a good approach. We must counter the negative information. We
must bring the GAO report to life. The AUTM survey must be brought to life. Valerie extended
the offer for PARMA to help universities, and suggested that PhRMA could “match up” with
universities on issues.

Pat Harsche Weeks informed the group that AUTM had received a three-year
commitment of funding from the Jan Kaufman Socicty for the purpose of finding an Executive
Director (AUTM’s first paid position), improving the AUTM survey, developing branding and
improving PR, and putting together an executive forum in the fall to direct public policy.

Mike Remington thanked everyone for coming, thanked the co-chairs in particular and
expressed the hope that people found the meeting to be valuable and would come to the next
meeting.

SUMMARY OF CONSENSUS ITEMS

* Continued cooperation/collaboration between higher education and pharmaceuticals should
continue. In particular, the parties should consider joint Hill visits and briefings.

s A committed public relations effort should be developed. Parties should engage in public
. relations on the Hill and in the press, with a goal of making the abstract become concrete. An
educational forum should be considered.

» Success stories about technology transfer should be recognized on a local basis by individual
universities, ;
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From: "Baran, Denise" <dbaran@sherwood-group.com:=

To: "larry.gilbert@caltech.edu™ <larry.gilbert@caltech.edu>, "rsnyder2@san.rr.cont™
_<rsnyder2@san.rr.com>, "efreise@cableone.net" <efreise@cableone.net>, "Howard Bremer (E-mail)”

<hwbremer@warf.org>, "NTTC Joe Allen {E-mail)" <jallen@nttc.edu>, "nji@browdyneimark.com™

<njl@browdyneimark.com>, "niels@stanford.edu™ <niels@stanford.edu>

Date: 2/26/04 7:38PM

Subject: AUTM Mtg: Thursday's schedule

According to preliminary counts, this year's annual meeting will have record
attendance! Your participation contributes much to the success of this
meeting and we greatly appreciate the efforts all of you have made to be in
attendance. _

Following is a schedule of where you need to be on Thursday, March 4.

‘ Thursday, March 4
'7:45 a.m. - Meeting to finalize session (pick-up coffee in Salon E on the
way) - Conference Room 8

Noon - Lunch with Birch Bayh and AUTM leaders - %alon E {reserved {ables)
1 p.m. - Visit the Nétworking Fair and Techﬁology E)é.hange - Salon | |

2:45 p.m. - Rehearsal for the plenaty session - Saior]_E

3:30 p.m. - Plenary session begins - Salon E

6:30 p.m. - Weicéme Reception - Sa!on E

And don't forget about the final closmg dinner on Saturday night. It
promises to be quite a partyl i

Also, | recommend that you check in at the AUTM registration desk on
Wednesday evening between 3 p.m. and 7 p.m. By picking up your badge on
Wednesday afternoon, you will avoid long lines at the:registration desk on
Thursday morning.

Please let me know if you have any questions. | looK*forward to seeing all
of you in San Antoniol

Regards,

Denise Y. Baran

AUTM - Celebrating 30 Years of Innovation
. dbaran@autm.net

-847/559-0846 x221

CcC: "penny.wolfe@caitech. edu'“ <penny woife@caltech edu>, "Robin L. Rasor (E- mail) '
<robinir@umich.edu>, "Pat Harsche Weeks (E—maxl)" <p_ harsche@fcce.edu>




1. The water-proof towel

2. Glow in the dark sunglasses

3. Solar powered flashlights

4. Submarine screen doors
.5. A book on how to read

6. Inflatable dart boards

7. A dictionary index

8. Mechanical Pencil sharpeners
9. Powdered water |

10. Pedal-powered wheel chairs

11. Waterproof tea bags

12. Watermelon seed sorter

13. Zero proof alcohol

14. Reuseable ice cubes

15. See-through toilet tissue
~16. Skinless bananas

17 Do—it—yourself road map

18. Turnip ice cream

19. Toe implants

20. An all white flag.

21. Rolls Royce pickup truck

Y
D

il oS

i ) A e 5 iy




Page 2
March 1, 2004

In the 1980's, French women Dominique Peignoux, Yvette Guys and
Francoige Dekan marketed a musical napkin that was placed inside
a baby's diaper and played "When the Saints Go Marching In" as

soon as it became wet.

- William A. Calderwood of Peoria, Arizona patented helium £illed
furniture that would float to the ceiling when not in use to
allow extra f£loor space and be pulled back down by a rope as

needed.

It was in 1966 that America's Thomas J. Bayard invented a
vibrating toilet seat, acting on the belief that physical
stimulation of the buttocks is effective in relieving

constipation.

- James Moreau developed a brassiere in 1988 which surrounds the
“breasts with water, so that a buoyant force provides improved
and independent support for each breast. A transparent version

"is suggested for those who wish to make a fashion statement.

In 1984, Inventor Timothy Zell developed a method of growing
unicorns that are of higher intelligence and physical
attributes, They are also gaid to be useful as a guard animal.

What you may not want to know 1s the method involves surgical

alteration.of..a-one=week -o0ld--goat,;—so=that-ite—two-horn-pbudg----=-

Twill grow £ogether.

.http://wﬁw.ozjokes.com/jokes/jokes.aspx?jokeid=1276
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SUPA Meeting
February 6, 1984
Washington, D.C.

RESEARCH AGREEMENTS AND THE LONG TERM

by Edward L. MacCordy
Washington University

Collaboratlng with 1ndustry on research programs they sponsor in -

7the unlver51ty has proved to be an interesting and productlve experlence for

us at Washlngton-Unlver51ty, and we believe for the companles involved. On

the whole these research arrangements have involved us in a variety of

situations different from our long and continuing experience with government - .
" research sponsors. We enjoy the close, cooperative working relationship

which has developed with company management, their scientists and even their =~

attorneys. There have been problems but_workiﬂg them out has proved the
original intent of both parties, that these be truly collaborative prbgrams.;

And let's not forget, this is a relatlvely new exPerlence one from which we

-are contlnulng to learn.
For example we have two major hybrldoma contracts.whlch w111 explre B
' this ygaf. They have prov1ded us w1th about $55nu1110n1n research support
:fof three years. The research has been very_succes;ful,,prodUC1ng more outpu;_ 
-_'than thg company iabs, prdduction_facilities and marketing systems could absorb.
."Compounding'the situation,:the'product ijectives of the companies have'changéd;
.Qontinuation bf thiS'linerdf research into the fufure is no longer cdmpatible.

with corporate development plans. So, we have been exploring the alternatives g

¥

~of-continuing the progran linder sponsorship of.one. or more new companies:

-y

or possibly instigating a research and development limited pértnership which

" would provide $12-$15million in contract support for a fivé"ye;r period.




'_ peer review prOJect selectlon process, (4) a company monltorlng system for

'early detectlon and disclosure of 1nvent10ns (both. patentable and not), {5) a

“in the university?s name, (6) cooperative efforts between our seientists and ¢
‘theirs toitraﬂsfer the technology to their labs for scale up and commercialiiation,
.and_(7) an established framework, including basic-terms, for licensing any new
_teehnology to_the'companyt. It's a comprehensive, efficient and productive

arrangement for technology creation and'transfer which is espeeially cost _‘_t' .ﬁ

'_not necessarlly adaptable to all areas of science and technology nor. to all

companies, even major ones. . co _ o ' ' =

universityfresearch in the cbntext of a set of.techﬁology transfer methods, as

In another case, our $23million, five year biomedical researeh
program with Monsanto, the venture has been pleasingly productive as indicated
by a constantly inereasing preseace in our laboratories of their pateht attorneys.
The other day I was told they anticipate a need for_Z%_patent attorneys full ‘time
to deal with-the reeearch output.

These industrial research contracts essentially represent the inte-

- gration into a single cooperative venture of activities which previously were
"separate and independent. ‘These agreements provide (1) support for a'broad.

'area'of sciehtific research, (2) a faculty proposal System (3) a collaboratiVe_”

process.for the immediate f111ng of patent appllcatlons by company attorneys -

effective for the university. But, this approach to technology transfer is

So, today;'Ifwould like to dealrwith industrial sponsorship of

only one af the product1ve method§wazallahlemln_eanduct1ngmfhnr total. transfer sl

process. The agenda of this meeting treats some other elements of a compre-

hensive:technology transfer program. All are useful in the right circumstances,
and there are always new concepts on the horizon which will find their proper

place in time.
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To understand and appreciate where universities are today and

~especially where they are heading in their technology transfer activities,

it.is'helpful to understand the history of developments in this area.

The early days must:have inuolved a.very few‘mavericks dedicated'.
to bringing research results out of the unlver51ty lab for publlc benefit;
men- who realized that publication in scientific Journals though very

desirable for other reasons, none the less represented an ineffective transfer

method devoid of 1ncent1ve for anyone but the university scientist.

In 1912 Professor Cottrell used h1s patents on the electrostatlc
precipitator to establlsh Resedrch Co:poratlon_wh1ch.contlnues to prov1de ,"
patent management service to educational institutions to this day. I Believe'

one of my neighbors, St. Louis University, used Reseafch Corp. many years

.ago to obtain and manage a vitamin patent which thereafter provided support :

to the university's departnent of Biochemistry for'years. 'Like all of us

though,'ResearchZCorp. had bad days as well as good in this game-of technoiogy s

roulette. At one time 1t had a551gned to it by MIT the Forester 1nvent10n

"on the magnetic core used 1n_computer memory_dev1ces. Apparently in the 1950'

not desiring to do battle in court with IBM, the invention was reassigned to

MIT which went on to settle the case and earn millions on one of the blggest

financial winners in unlver51ty hlstory

Of course much earlier, in 1925 the unique and famous WARF, the o

Wisconsin Alumni Research Foundation was founded with _assets of $900 and

USRI . S

successful w1th at least two blg winners, Vltamln D and Warfrln, and has pald

‘over 100 million dollars to the Unlver51ty of Wlscon51n 51nce its foundlng,

“an exceptlonal feat. However, it should be realized that the WARF success

story is not one of patent management alone. In those early days the director

was not so foolish as to dissipate his major royalty income by investing it
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solely in the university's research. No, he played the stock market and

‘built up a critical mass of investments for WARF endowment. To this day

WARF possesses a major endowment and is an‘active venture capitai.investor
in local.companies Although royalty income produces a mllllon dollars or
so a year for the unlver51ty, 1nvestment income - trebles or quadruples that
amount. | |
| "There ie only one WARF and it.hae courageously done whgt few of
uS, except MIT and in:the rear.futurelmaybe_Stanford, would entertain doing,

becoming involved in major litigation. Currently it is a co-defendant in

;'an$82million product liability suit and going back to 1944 it was.
‘involved in infringement and invalidation litigation over the vitamin .

D patent.' As an interesting sidelight concerning the practice of field-

of-use licensing,since WARF was in the great dairy state of Wisconsin, oleo-,

margarine-manufacturers were denied licenses to this patent. So much for-

' 3m1x1ng politics and patents.

ThlS brlngs me to the mid 1960'5, to what might be termed the start

of the is years struggle for ownershlp by unlver51t1es of patents derived

from government sponsored research. A famous GAO study of that era concernlng

the use of results from research in medicinal chemiStry, reported'that industry '
' would no longer cooperate in eommereializing new drugs from HEW research and
‘interest by unlver51ty s SC1ent15ts in developing new drugs was decreasmg At

that tlme HEW was very res1stant to patentlng and exc1u51ve llcen51ng of

inventions:

~ public through_the publicatienrprecess thereby making them_freely'available'

“to all. "In taking this position HEW relied on a 1924 opinion of the Attorney

General that agencies could not grant exclusive licenses under government

owned patents without specific statutory authority. This question was to

‘reappear in litigatibn in the mid 70's.

‘ ' . . . | . -4-

e s




|

This GAQ study resulted in a new and enlightened era at HEW focﬁsed

on the extensive use of a liberal Institution Patent Agreement, the famous

IPA's which technicélly still exist. Ndrm Latker; thén Patent Counsel for
HEW, administered the IPA program in such a manner as to develop a nation-

'wide interest by universities in patent management. Through his'efforts a

productive relationship between universities and HEW was developed- based on

mutual respect and cooperation. In not too many years Norm's extraordinary

- dedication would come very close to costing him the loss of a lifelong career

of outstanding government service.

- By the gariy 70's the number of experienced university patent

;adminiétrators.was still smallrbut there Was_d sizeable group of us eager to
. learn and to seek massive riches through licensing for our institutions in

the grand style of WARF and MIT. These administrators started getting together

in Chicago at the University/Industry forums put on by Dvorkovitz and Associates.

At these forums they could present fheir:patent.portfolios, if any, to licenﬁing
.reprESehtatives from industryrand had an opportunity to learn how companies
‘handled the licensing of new technology. Above all else they made valuable

personal contacts in industry whom they could call on for assistance in the

future.
Organized and effective communication among university patent

administrators, of which this meeting is a continuing part, commenced on October

'15-16, 1974 at a special gathering on Technology Transfer organiied by Allan

4t Case Westerh Reserve University.  About 100 univerﬁiLX;ﬁQminiSiratnrq~'

attended along with representatives from government and interested patent

. management firms inéludingﬁReséarch Corp,'Dvdfkovitz, Battelle Dévelopment‘

Corp., ‘and Arthur D, Little. Discussions started at that meeting continue to

this day on such fundamentals as institutional patent policy, organization of
the patent administration function, evaluating disclosures, filing patent

- L 7 ' . . .._S“




applications, and hew to market inventionsrand'draft license”agreements. It
is notable that Howard Bremer's caution to the attendees, that oh average
only'ene.out of five hundred disclosures weuld ultimately produce income,
did little to discourage us. Apparently the odds have improved with time,
kAnether momentous event occurred at this meeting. Quietlf and without
.annpuncement,' a few of the attendees met in a bath room and foﬁnded this
SUPA organization. | | | |

| Ahout this time several major events occurred which would.severely
impact gniversity technblogy transfer. Aimbst ﬁnnoticed until_years-later,-
at least-in.the technology tranSfer field, -was.the develepment in 1975 of.
'hybrldoma technology by Kohler and MllStEIH in England. The biotechnology
revolution was well under way. For better or worse these English sc1ent15ts . ?
were not as fortunate as Proféssors Boyer and Cohen._ They did not have a a_“. 1
Niels Reihers rushing to the British Patent Office to establish their owner-
ship of thiS new revolutionary technology, not even in their home country.

| ‘The year before in 1974; three court cases of overwhelming importance.":

attracted the attention of every university patent administrator.' These’were'

the two Public C1t1zen cases 1nvolv1ng the General Serv1ces Admlnlstratlon
.and .the case of Washlngton Research Project vs. HEW Secretary Welnberger."
The plalntlffs in all three cases were Mr. Nader s consumer advocate organl- -
zations. The first two cases essentlally clalmed that exc1u51ve licensing

by a government agency of a government owned patent was illegal because. it

“Involved the disposal of. government. property without SEAtULOTY. SULROTLEY e

The court ruied in.favpr df the plaiﬁtiffs‘which could have resulted in the :
Hhterﬁination of ali Institutioﬁai Patent Agreemente withruhiversities ahd the
voiding of all licenses of inventions derived from government apehsored research.
'Fortunately the ruling was overturned on appeal but_only on a techhicality.

The Nader forces could have refiled the case and probably would have.won. The
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The need for Patent legislation was becoming urgent.

The Washington Research Project case involved the issue of whether

" university research proposals could be withheld from release under the Freedom

of Information Act using the "trade secret" exemption i.e., the 4th exemption.
Of course one risk was that if research designs contalned in proposals were

1nstantly releasable to the pub11c on request, thls might well constitute

'publlcatlon under patent law. The court ruled that research designs submitted

in grant applications were not exempt from disclosure sinee, in the words of

the court "it defies common sense to pretend that university scientists

‘are engaged in trade and commerce."_ A footnote in the decision saved the day by

statlng that the p0551b111ty of commerc1a1 act1v1ty was not absolutely precluded

' simply because no evidence of it had been presented by the Government in Court.

Thus was laid the somewhat shaky basis for administrative case by case deter-
mination concerning public release that is still in use.

In a brief description I cannot do justice to the struggle for

statutory authority which took place over the next few years and whiéh'finally
resulted in the passage of PL 96-517, the University and Small Bu51ness Patent
Aet.' Norm.Latkex, Howard Bremer, Nlels Reimers; Roger Ditzel, Art Smlth and

many others fought a multi year uphill battle against some of. the strongest

forces in this town, including powerful Senators and Congressmen, Ralph Nader,
Admiral Rickover, and the leading patent counsels of various Government agenciés.

Victbry finally cameewith the passage of PL96-517 in 1981 and was quickly

“follo wedwby -a-final- sk1rm15h“w1thmpatent -attorneys- from“several mission“agenC1es.,f

'st111 determined to salvage what power they could during the draft1ng of

'.nlmplementlng regulations, now OMB Circular A-124.

A-fresh,-invigorating era was-dawning for university-technology

‘transfer. Everything seemed to be falling into place just at the right time.

-The Carter Administration's Domestic Policy Review had focused the nation's

-7-




attention_oh lagging innovation and productivity, and had identified what
was termed a 'gap" in research relations bétween the country's universities
and industry. PL 96-517 blessed exclusive licénsing by universities theréby
remofing industry's long held concorn oVef possible ioss of'exclusive rights
from'researcﬁ they might spoosor in univefsities. No longer need they fear
contaminatioﬁ of their invenfion rights by closely :eiated government sponsored ”
fesearch, a fact ;hat'made-uniyersities a'ouch more attractife rosearch resouroé?
| The climate.was further enhanced by changes in the tax law-dosigned “
to Eooouxage industry to undertake more'rese;rch. Special RGD tax benefits E
_oﬁo;e_offe;edrfor;industrial investment in\unive;éi;y research.__But béyond
_ that the tax code now encouraged the formation of research and developméop_

‘limited partnerships, a means to stimulate & greater national investment in

Ny

_ RED beyond that being made by government and indqury._ |

| | Finally, the biotechnology revolution was ushereo_in‘by the new
ﬁechnoiogies_of.hybridomas and genétic engiheoring, Tho 1980:Chakébarty
decision by the.Supreoe Court cleared the way for patenting of tho new life
fooms which would be produced from these revolutionary technologies. Uni-
‘_.veroities would be.essentiol players in the_higﬁ stakes biotechnology game.
since their biological scienfists were noﬁ a ocarCe, valuablé and.essential

;resource.. The same phénbmeha had occurred briefly and on a smaller scale a-_ -
-_ féw'years eaflier when computer and X-roy.techoologies'wefe merged to produce

the computerized tomographic scanner and computer scientists at several uni-

-k e AT VAT 8 AR o 3 AR s ¢

“yérsities found themselves Highly Valued by Xcray companies. But the bio- .. ...

technoiogy revolotion would bring both opporfunities_and_challenges of a type
and scale never beforé féced by universitiés.

Niels Reimers would extend his role as a ieoding innovator in patént
management by filing and prosecutingrthé oasic and somewhat_controvorsial
" Boyer-Cohen patent applications, téchnology which would quickly earn a couple
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of million dollars in licensing fees for Stanford and Cal. Whether he has a

| ending up two years later with an offer instead to 200 companies to license the

University and elsewhere, inviting Congressional and press skepticism about the

tiger by the tail is yet to be seen but most certainly this will be a bench-
mark example for university patent administrators.
Steve Atkinson would suffer through Harvard's proposal to join with

their Professor Patashne and others in the creation of another Genentech

Patashne patents, resulting in'a somewhat disappointing response from industry.

Agrigenetice.would raise $55 million under an RDLP and pose new and._?
different licensing issues for a docen orsoxnﬁmersities_who were the recipients
of ‘the RDLP‘s research contracts o | |

Multi-million dollar research contracts which had appeared earller

-4

between Exxon and MIT, and Monsanto and Harvard would suddenly pop up at

Massachusetts General Hospital, Washington University, Rockefeller University

University's ability to avoidfCOrruption except under gOVernment sponsorship. = -

~And all the time with little fanfare the universities continued

development of programs to license the technology derived from research 5ponsored

by government and other non- commerc1al organlzatlons.

It is approprrate now to reflect on what universities should be
accomplishlng and how this can best be done. Ten years ago at the Case Western

Reserve meeting Howard Bremer observed that our purpose was not necessar1ly

to make money for the.unlversrty but to transfer technology for publrc benefit. -

Licensing Office is economlcally viable onlz if one or more "big hit" inventions

lcome along. It should]be'obVious by now that both patent and research admini- -

strators should employ the most cost effective transfer arrangements. Further,
they should be concerned with more than just obtaining and licensing patentable

inventions for the purpose of enriching their 1nst1tutlons.



- teéch compan;es in many flelds. Multi-million dollar RDLP's and venture

Our university lahboratories are staffed by over 50,000 innovative,

“doctorial level scientists and engineers engaged in creative research and

development in every field of technology, not just biotechnology. Patent

.and copyright licensing is of limited effectiveness by itself as a technology'

transfer method, as is publication in professional journals. Research

collaborations with industry add another dimension to technology transfer

of significant value in certain situations.

‘But the opportunifies which lie ahead may enhance university
technology transfer beyond what we presently can imagine. In the future

RDLP's may be used exten51ve1y by unlver51t1es to flnance research alllances

- with the small, capltal-poor, but extremely energetic and innovative hlgh

capital pools are being preposed (one talks of a $1 billion‘dollar fund)

fto'finance appropriate research at a consortium of universities with the

intent of transferring patented and unpatented intellectual property to start =~

up companies created, staffed and financed by the“general partner or venture_'

capitalist. Could this help us to retain our faculty members if we would
“take and share equity positions'in lieu of royalties? 'Will such_high'tecﬁ
-ventures put greater emphasis on the commercial potential of new technology .

-and- 1ess on its patent potentlal

I am confident thatmorenew ideas will appear soon. Such opportunities -

are not for the timid or the unimaginative, and take note that they.will_be

. accompaniedmbymeonstantepressurewtomin;egrateuuniversitymresearchmaﬁdwintelléct;Wmemw

~ ual property administration, one way or ancther.

‘Idle dreaming? Ten years ago at the Case Western Reserve meeting
much of what you are discussing in the SUPA program here, today and tombrrow,'
as well as what is actually happening now in university technology transfer,

would have been dismissed as impractical or objectionable, or both.
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