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June 12, 1887

The Honarable Donna E. Shalala
Secretary of U. S. Department of
Health and Human Services
200 indepandence Avenve, S.W.
Washington, D.C. 20201

Dear Madsm Secretary:,

[ have been following with great concem the patition of CellPro, Inc. requesting that
the Departmeant of Health and Human Servicns axaercase *march-in" rights under the
Bayh-Uole Act. 1 have also followed, with dismay, CeliPro’s public relations
campaign to persuade cancar victimns and thelr families that untess DHHS axarcises
“march-in" rights, patients will no longer have access to stam call technology.
Baxter will not allow patiant cara o be eampromised. if CeliPro reduces support for
any clinical site, we will take staps to assure that thers will ba no gap in patient
access o this important technelogy.

Today Baxter and VIMRx Pharmaceuticals (nc, are announcing a strategic alliance -
which we believe will expand and anhance our participation in the cell therapy
business. | want to avoid any misinterpratation of this announcement and would like

to elaborate on our actions to maintain all of our commitmants (o patients.

Under the pravisions of a letter of intent that has just been signed, Baxtar and
VIMRX intand to form a new company that combines the ax vivo cell selection and
storage business of Baxter's Immunotherapy Division with VIMRX's access (o
genomics technology in an innhovative struclurs to create a leading comprehensive

eX vivo cell and gena therapies enterprise. It is expecied that this transaction will be

complsted in the third quartar of 1997.

Wa are excitad about the opportunity ths VIMRXx allianca will provide for ys 1o
expsnd the number of pabients who ¢an benefit from cellular therapies. This alliance
enhances Baxter's commitment to, and involvemant in, the support of patients
needing stem cell selection 35 part of their cancer therapy.

Baxter will retain tha responsibility and the ability to support the clinical and research
neads for stam cells for ransplant.  Specifically, in this ransaction:

« Baxter maintainas ownarship of its exclhusive license for the use of Johns
Hapkins' patsnted CD34 tachnology in tharapeutic applications and will
provide the afliance company with a sublicense.
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» Baxter will continue to manufacture the Isolax® davices and associated
disposablas for the ailisnce company.

o Badserwill be the exclusive worldwide sgles, marketing, and distribution
agent for the-alliance company for the lsolm 300 Systam in support of
stem call selection for the {reatment of cancer. -

AS you may know. Baxtafs ISDIM-SOO Systnm s appmved for sale in Europe and
is Used extensively at U.S. ransplant canters in dimical trials addressing both

autologous and allogeneic transplantation for treatmem of breast cancer, lymphoma,

multiple myeloma, leukemis (including mismalched donor transplants), autoimmune
diseases and genatic diseasas. it is my understanding that our system is being
used in 88 many L1.S. clinical siteg as CellPro’s gsystem, and that at least half the
sites usa both systems. Based on published clinical trial data, we believe that qur
systam is equivalent or superior W CellPro’s systam for the selectian of stem calls
and deplation of tumor cells.

Baxtor's panding PMA application for FDA approval is now going through active
review by the FDA. in May, the FOA completed the first of two clinical site visits; the
sacond is gcheduled for next waak. Late last week, we ware notifiad that our PMA
submission is being considerad for prasentation to an FDA advisory commitiae in
late July. We believe the PMA is on track for approval by the and of this year.

) understanad that CeliPro has suggssied in recant filings with NIH that if the federal
count were {o grant equitable relief (o plaintffs, CellPro might reduce its support of
clinical sites using the CellPro system. | am troubled that 8 company davoted to
patient care would make these threats and create unnacassary amagtiss on the part
of cancear patients.

| directed our legal counsel in the ongolng patent Higation with CellPro to take steps
W snsure that any injunctiva relief entered by the federal court would permit
CeliPra’s continued sale of its Ceprate® SC products, and itg continued provision of
those products to clinicians involved in dinical tnals, pending FDA approval of a

medically equwalent altemative, However, | mmmmmmm
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This is 8 commitment of Baxter and will be unaffectad by the craation of the alliance
with VIMRx. We trust that this commitmant, together with the other gteps we have
taken, will assure you that thare wlll be no gap in patient access o stem cell
tachnology as a result of any order the federal court may anter.

Finally, | want to emphasize my deep concern that the Initiation of a “marnch-in~ -
proceeding in this case would do great damage to the considerable good that has
hean accomplished by the Bayh-Dole Act gince its enactment in 1980. The Act has
made It possibla far companios ke Baxter to invast substantial resources in medical
research and innovation within our nation’s universites and hospitalé. The cntical
assumption, however, 1s that when ws obtamn an axclusive licanga under patanis
covering gavarmnment-supportad inventions, thesa patent rights will be respected,
and our investment in product development, dinical trial support, reguiatory filings
and tha many other costs of bringing a product to markat will be proteczed.

If DHHS were to iniiste 3 “march-In" proceeding on behalf of a willful infringer of
palantad technology, where an autharized licensee in good faith investad tans of
millions of doliars to obain an axclusive license and commercialize palented
madical technology, it is hard to sea why any company would ba willing in the future
1o invest in govemment-supporied medical research. This would have a tragic
mpact on the devalopment of innovative trealments for cancar and other diseases.

In closing, | want to reiterate that Baxter will not allow patient care {o be
compromised. Baxder's business is based on providing patiams and physicians with
iifo-saving tachnologies. It is a heritage of which wa are vary proud and which wil
continue as long as Baxter has products, technologiass and servicas to offer.

Sincaraly.

K
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cc.  Harokd Varmus, M.D.
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