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Donald R. Wass FACSIMILE §17-832-7000 WASHINGTON, D.C. 20036
€17 Ww-1187 herpe/fererw.fhe com TEL: 227750600

[ S TN FAX: 228570140

May 28, 1997

BYXIAND ‘

The Honorable Roderick R. McKelvie .

United States District Court for the District of Delaware

844 King Street

Wilmington, Delawars 19801

Re: The Johns Hopkins University, et al. v. CellPro
CA No 94-]105 RRM

Dear Judge McKelvie:

Plaintiffs have filed today the declaration of Dr. Scott Rowley and request that, to the
extent the Court considers the clinician deciarations submitted by CellPro in connection with
plaintiffs’ pending motion for equitable relicf, it also consider Dr. Rowiey’s declaration.

Dr. Rowiey is the physician in charge of collecting, processing and reinfusing peripheral
blood and bone marrow used in all clinical transplant procedures at the Fred Hutchinson Cancer
Research Center CFHCRC™), where CellPro’s avidin-biotin column technology originated. His
responsibilities include all stem cell seiection and tumor cell and T-cell purging procedures done at
FHCRC using either CellPro’s Ceprate® SC system or Baxter’s Isolex® 300 system, both of
which are being used &t FHCRC in clinical trials.

Dr. Rowiey's declaration shouid help to clear up some of the misinformation contained in
CellPro’s papers in opposition to plaintiffs’ motion. Among other things, Dr. Rowiley’s
declaration shows that

L] FHCRQC has treated nearly twice as many patients using the Baxter system as the
CeliPro system. -

. Dr. Rowley and his techniciens prefer the Baxter system over the CellPro system
because it achieves consistently superior purity of CD34 positive cells and is
substantially more effective at tumor cell depletion.
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° If CellPro’s Ceprate® SC system were unavailable, FHCRC could meet its stem
cell processing needs using Baxter’s Isolex® 300 system.

Dr. Rowiey’s declaration leads us to bring up another matter we would tike to discuss

~ with the Court during Friday’s teleconference. It has come to our attention that CellPro has

sought, by various means, to intimidate clinicians who signed declarations at plaintiffs’ request.
We believe that this should stop immedistety and that the Court should direct CellPro to take no
acuantoyumhﬂuecughmormhermummduedmmsmreuhwonforthm
vn]]mgnesstongeswomtemmonytotheCoun

Respectfully submitted,
DA R
Donald R. Ware

cc. Coe A. Bloomberg, Esg.
Gerard M. ORourke, Esq.
William J, Marsden, Jr., Esq.
Steven J. Lee, Esq.
Michael Sennett, Fsq.
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IN THE UNITED STATES DISTRICT COURT

FOR THE DISTRICT OF DELAWARE

THE JOHNS HOPKINS UNIVERSITY, §
BAXTER HEALTHCARE §
CORPORATION, BECTON §
DICKINSON AND COMPANY, §
§
Plaintffs, §
§
v. § Civil Action No. 94-105-RRM
§
CELLFRO, § .
' §
Defendant. §
DECLARATION OF DR. SCOTT D. ROWLEY
William J. Marsden, Jr. (#2247)
Joanne Ceballos (#2854)
Michael S. McGinniss (#3203)
POTTER ANDERSON & CORROON
350 Delaware Trust Building
Post Office Box 951
Wilmington, Delaware 15899-0951
OF COUNSEL: (302) 984-6000
Donald R. Ware Attorneys for Plaintiffs
Foley Hoag & Eliot
One Post Office Square

Boston, Massachuserts 02109

Steven J. Lee

Kenyon & Keayon

One Broadway

New York, New York 10004

Michael Sennett

Bell Boyd & Lloyd

Three First National Plaza
70 West Madison Street
Chicago, Illincis 60602

Dated: May 28, 1997
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DRECLARATION QF DR, SCOTT D ROWLEY

1, Scott D. Rowley, M.D,, hereby deciare:

1 L am an attending physicias in the Clinical Transpiant Program at the Fred
Hutchingon Cancer Rescarch Center (FHCRC™) in Seattle, Washington, and Director of the
Clinical Cryobiology Laborstory, the Apherisis Unit, and the Rone Marrow Harvest Team st
FHCRC. In addition, 1 am Associats Professcr of Modici w the University of Washingtan
Sahoo! of Madioine. 1 am 8 co-suthor of 73 published scientific papers in peer-ceviewed journals
lndldmbokdnpmhﬁelddsofnmlogy,hnmpdeﬂcmalmmud
celated subjects. T have editorial responsibilitios for two reftroed journals, Journal of
Hamatotherapy and Journal of Cancer Therxpy and Contral. I am alsa the President-Elect of the
Imsmwwawwmam
arganization dedicated 10 the acience and medicing of call processing for bamatopoietic ceil
tharspy. A copy of my Curricuhum Vikas is sitached hereto as Exhibit A,

2 FHCRC is one of the world’s leading centers for hematopoictic stem call
tranmplantation. In the past five years, we parfiormed, on sverage, more than 400 trunspiants per
mrﬁxwammmmmmm&mamw
and tmowune sysems. In the course of my career 1 hsve been invoived in several thousand
transplantatioa procedures.

3 In my capecity as director of dinical cryoblology st FHCRC, I have
responsibifity for callection, processing, cryopreservation, and reinfusion of all bane marrow and
peripheral biood companents used in all clinical trangplants &t FHCRC and in most transplants st
collaboreting institutious in the Pugst Sound sres. These respongibilitios encompass all stem cail
selection and tunor end T-oell purging procedures done at FECRC using both CellPro's
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Coprato® SC sysicm sod Baxter's Isoiex® 300 syneca. The receuly publiciaxi s ccll

| salection and tumoar call purging process performad for CellPro’s president, Rick Murdock, was

done ot FECRC undec my supervision. The ststements made in this deciarstion are made oa my
own personal knowladge and are based on my experisncs and oty review of data kept at FHCRC
in the ordinary course of busiress,

4 Ilamperscnaliy familiar with the capabilitics of Daxter’s Tsoka® 300 Stcun
QWSMMW'IWWMWWMM&M .
are currently being used under my supervision at FHCRC. Beginning in iste 1994 and continning
wmmmmmumhmmﬁcwdﬂp@us
autologous s2d 28 allogeneic). In that same pericd, we have used CellPro’s syster in transplant
procadures fox & total of 27 patiants (7 sutologous end 20 allogensis).

5. Irecentty compieted en FDA-approved ciinical trial using Baxter's isolex®
300 system for the processing of periphers! blood sten cells for sutologous transplantstion in
patisots with B-fymphoid malignancies, including non-Hodgin's lymphoma, multiple mysioma,
and chronic lymphocytic leakermia. 1was Principal Investigator in the trial, in which & total of 19
patients were trensplanted between 1995 and 1996. Following high doss chemotherspy, the
patients wese scinfused with stom cells harvestad fram their peripheral bicod ana puritied using
the Baxter Isolex® 300 systemy. Initially, we used the Baxter [solex® 300 SA device, and
beginning in 1996 we used the newer model, called the Isolex® 300!, which automates the
process and shottans the processing time. The Baxter systemn uses & moaockonal antibody specific
for the CD34 antigen gnd an imnmunamagnetic separation techniqus to select CD34 positive cells.
1n this teshnique, the CD34 ! cells initially attech o paraumgnutic microspheres. Ths calls are

2-
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passed over 2 magnet to collect the CD34+ cells and are then released fom the microspheres
using either enzymatic trestmerrt with chymopepain or competitive binding with a symhetic
peptide. rmpdmmmmmmawmm@mmwmw
release and in others we used the peptide reicase. In afl cases it which the Isolex® 3001 was used,
the release of cells was sccomplithed using the synthetic peptide.

6. The results of this trial were highly succesefil.  Rsinfusion of pecipheral
bloed stem cells processed using the Baxter devices resulited in rapid and sustained cograftment:
the median time to schieve platelet transfsion independence was just 9 days, and the median time
wmmwmmmdmm'mmum The Baxter devices
produced high CTY34+ purity, sveraging 90.9% and ranging s high as 98.7%. The data showed
that trenaplanting highly purified stmn ucll ubtained by use of the Baxter fystem resuits in rapid
engrattment when cither the Isalex® 300 SA or the Isolex® 300i is used, and that the sams
clinical results are achioved irrespective of whether we used the chymopapain release or the
peptide release. The advantage of using highly purificd CD34 pasitive cells in transplatation is
thet the high purity transistes into significant depiefion of unwanted CD34 negative calls, such as
tumor cells. nummmmww.'hcnummuman
compositions translated into depletion of 99.96% of CD34 negative celis (range 99.61-99.99%).
In my opinion, these resuits coafirm the safity and efficacy of the Baxter systam for autclogous
stem call trangplants. |

7. [ am co-investigator in another ongning clinoal tria! at FHCRC that uses
the Baxter Isolex® 300 in ellogensio (donor) transplantation of peripheral blood steru cells in .

older parients uitfring from advanced Semastologic matignencies, including scute myeloid

<3
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leukemis, t5ute lymphocytio loukemis, aoa-Hodgkin's lymphoma, chronic myeloid leukemis, and
raukiple myeloma. Twenty-sight pacents bave boen treeted thus far uader the protacal. Medisn
CD34+ purity was 52% using the Baxter system. The pecierns experienced rapid engraftment.
This swudy bas shown that CD34 exrichment using the Baxer system removes up © 4 logs
(99.99%) of T calls and reduices soute graft versus hos disess (GVHD).

8. Coincldemally, mother investigatar et FHURL is conducting & seperzte
mmmmcmucmscmhmmdmuuwmm
following the tame protocal as the Buxter allogeneic trial except for the device used t0 process
the oells. romdmmwmmmmmuummmw
depletion of umwated ymphocytes in the selected cull populsice. |

9. Oversll, our daza have shown that the Baxuer and CellPro systems provide
equivalent yield of CD34+ calls (ie, number of CD34+ calls in selocted population as compared
to mumber of CD34+ cells in original, unprocessed populstion), but thst the Baxier system
provides cansistently superior CDD34 positive pusity (and, corresponding?y, auperior depletion of
uumedcmatmmdls tncluding tumor cells).

10. Toilluscrate the tatiex Guadusion, snother investigator at FIICRC has been
conducting an sutalogous peripheral blood stem cell transpiant trisl for patients suffering from
chrooic lymphoeytic leukemia. ‘Tha criginal protocol for that trial specifies use of CallPro's
Ceprane® SC device. FHowever, because of the cancentration of tumor cells tha remuined in the
call suspensions that were harvaatad from pationts in the trial aad processed using the CellPro
davice, the invoutigator is plarming w tmend the prowood it crdes W ume the Baxer device
ingtead of the CellPro devica.
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11.  Bated opon the dats gencrated st FHCRC and 1y Own personal
experivaces with the CellPro and Baxter systeus, it is my opinion that the Baxter fysem ackieves
mpdocmdﬂﬁxbuﬁmhwsnddlowdcmaﬂmwm 1 have discyssed the
mawmmmmmmmymmcmcmmmm
olinical procedizres and they likrmwise have stated their preference for the Baxter ystem because of
the bewer results that it provides. In addition, it is my opinion, based upon the data Ibsve '
uﬁmdnmcmmwotmcmmm“mcmumuam
todsy, is substantially less effctive than the Baxzer systom for depleting tumos cells.

12.  Asmentioned above, I wes responsible fur the callection and processing of
peripheral blood used i Rick Murdock's transplant procedure in 1996. Weused the Coprate®
SCMhMMinwdmwiﬁamdmanyw:uﬂmdby
Mr. Murdock's attending physician. Tha pracedurc mvolved two eteps: & tumor purping step
uin(monodmdnﬂ:odiundﬂ:fouha@mmdmmwmnmﬂnuds
stem cell seiection step using 8 moocloaal antibody (12.8) specific for the C34 antigen
expressed on fem cells. Based upcp my sxperience with the Baxter Isclec® 300 aymam and the
auwmmmdmnthowmcmc.khmyoﬂnimum&e
sae combination of stepe used in treating Mr. Mirdock could be performed with equal oz batter
rosulka using the Bexter system. |

13.  Infict, st FHCRC we are plamning to initiate & new clinical trial that will
use the combination of CD34+ selection and CD19/CD20 tmmor cell purging for tremmant of B
cell malignancies. I am the peincipsl investigatoc for this rial, aod I will apecify usc of the Bacter

systam in the pretocol.
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I decime undar penalty of perjury that the foregoing is true and correct  Exeauted

this 19* day of May, 1997.
ot B2, 4/‘7

Scoet D. Rowiey, MD.

xx TOTAL PAGE.28 =x
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CURRICULUM VITAE

Scot Doygias Rowtey M.D,
Sccial Security No, 022-38-3413
Cumeant Apgoingments
Research Centar: Associate Member
Fred Hutchinsan Cancer Research Centar
University: Asaacigte Professor of Medicine
University of Washingtan
Hospital: Active Staff, Medicine
Swedisit Hospitai
Sestiie, Washington
Addresses
Qffica: Fred Hutchingon Cancer Resesrch Carmter
1124 Coiumbia Street
Seasttle, Washington 98104
Tel. (206) 867-5914
Fax, (208) 867-6547
Home: ‘ 8001 SE 37" Place
Mercar island, Washington 98040
Tal. (208) 232-3287
Eersqnal and Famity
Data of Birth: July 1, 1952
Place of Birt: Ft. Campbell, Kentucky
Maritai Saatus: Married
Wife's Name: Phyilis Liberman
Year of Marriage: 1979
Chilgren: Rebecca Hannah Year: 1983

Sarah Julie 1986
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Education
1870-74

1974-78

p Teaini
1878-79

1978-8C

1975-81

1960-81

1981-83

198183

198183

1§81-83

1983-34

1983-84
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CURRICULUM VITAE .

Scott Douglas Rowley M D,

B.A (Cum Laude)
wilfigms College
williamsrown, Massachusetts

M.D., University of Massachusets
Medical Schoal
\Warcester, Massachusatts

intem, Departmaent of Medicine
Rhads lsiand Haspal
Providences, Rhode (siand -

Junior Assistant Rasident
Deoartment of Madicine
Rhods isiand Hospital
Providence, Rhode istand

Taaching Fellow, Brown University
School of Medicine, Providencs,
Rhode Isiand

Senior Assistant Resident
Depsriment of Medicine
Rhode isiand Hospital
Providence, Rhode istand

Assistant in Oncology
The Johns Hopking Univeraity Schicol of
Madicine, Baltimore, Maryland

Assistant in Medicine -
The Johns Hopikins University School of
Madicine, Baltimore, Maryland

Associate Staff, Oncsology Center
The Johns Hopkins Hospital, Baltimore.
Maryiand

Associate Staff, Madicine
Tne Johns Hopking Hospital, Baitimore. Maryiand

Sanior Clinical Feilow in Oncology
The Johng Hopking University Schooi
of Medicina, Bsitimore, Maryiand

Senior Clinical Fellow in Hematology
The Johns Hopkins University Schooil of
Mecicine, Baitimcce, Maryland
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CURRICULUM VITAE
Scot Douoias Rowiey M D,
Faciity P n
1984-85 Instructor in Oncology
The Johns Hopkins University Schoai of
Medicine, Baftimore, Marnand
1984-1991 Assistant Director, Hemapheresis
Treatment Carter, The Johns Hopkins
Hospital, Baitimore, Maryiang.
18984-19¢1 Member, Full-Time Active Stafl,
The Johns Hopkins Hospital, Beltimore, Marviand
1986-1991 Assistant Professor of Oncsiogy
The Jahins Mopkins University School of ‘
Madicing, Baiimors, Marytand
1981~ Agsociate Member, Fred Hutchinson Cancer Research Canter
Seattle, WA
1994~ Associate Professar of Madicine
. University of Washington Scheol of Medicing
Seattla, WA
Honoes '
1874 Cum Laude, Williams Collegs
1988 Fellow. American College of Physicians
Boarm Centifications
1981 Diglomate, American Board of intemal
Medicine
1983 Dipiomate, Medical Oncology, Americen
Boaerg cf internal Medicine
1984 Dipiomate, Hamatology, American Board
of interna! Medicine
Qurrent Licanses
1980 Licanse to Practica Medicine
Commonwaeaith of Massachusetts
1981 Licansa to Practice Medicine
State of Maryland
1991 Licanse to Practics Megicine
State of Washington
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Scat Dourias Rowiey MDD,
" s : o
1879 American Callege of Physicians
1984 American Saciety of Clinicat Oncaiogy
198§ American Society of Hematology
1987 American Association of Blood Banks
1983 internadonal Society of Hemataiogy and Graft Enginearing
189856 Amarican Socisty of Slaod and Marrew Tranaplantation
1996 Foundation for Accreditation of Hematoaietic Cell
Transplantation
Qffices Heid
1983-1997 Vice President, international Society of Hematotherapy and
Graft Engineering
1993- Chairman, Legal snd Raquiatory Affairs Committee,
Intermnational Society of Hemuiotherapy and Greft Engineering
1993-19C4 Chairman, Ad Hoc Caliviar Therapias Committes, American
Associgtion of Blaod Banks
1994~ Membaer, Celiviar Therapies Cammittes, Amarican Association
of Biood Banks
1598- Bearg of Trustees. Amearican Society of 8lood and Martow
Transplanation
1996- Bosrd of Trusteas, Foundation for Accreditation of
Hematcpowtic Call Transplantation
Cat‘ nﬂla.( Bﬁiﬂnnﬂ!ﬂlﬂﬁ
1982- Journa of Hermatotherapy
1852- Cancsr Therapy and Control
acal R jbilti
1891- Clinicat Laboratories Directors Committes, Fred Hutchinsan
Canger Research Center
1892 Clinical Diractors Committes, Frad Hutchinson Cancer
Resesrcn Center
rie?
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Scott Dougias Rowley MDD,
1394- Transfusion Committes, FHCRC
1995- Laboratory Committes, Swedish Hospitai
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Scatt Dougias Rewley M D.
Manuscripts in Refersed Joumais

Rowley. S.0.. Srown. N.C.. Bacillus sutitilis DNA polymerase Il is required for the rapiicaton of DNA af
bactericchages SPP-1 and 0108, [ _Virgl, 21. 483438, 1877.

Rowiey, S., Colvin, Q.M., Stuart, RK.: Human muitilineage progendor cell sensitivity to 4-
hydrogeroxycyciopnesghamide. Exn, Hemgiol, 13: 295-298, 1985,

Sieber, F.. Rao, S., Rowiay, S.. Sieber-Bium, M.: Dye-medisted photolysis of human Neurobiastoma ceds:
Implications for autoiogous bone marmow transplantaton. Slood 68: 32-38, 1988.

Strauss, L.C., Rowiey, S.D_, LaRussa, V.F., Sharids, 5.J., Shurt, R.K, Clvin, C.1: Antigenic analysis of
hemamnciesis. V.mmduyqomuambymmtmmmm
colls. Exp, Hamatol, 14; §78-886, 1886,

Yeager, A M., Kaizer, H., Santcs, G.W., Saral, R, Caivin, Q.M. Stuart, RIC, Braine. H.G., Burke, P,
Ambinder, R.F., Bums, W.H., Fuiler, D_l., Davis, J.M., Karp, J.E., May, W.S., Rowiey, S.0., Sensenbrenner,
LL, Vogelsang, G.3., Wingard, J.R.: Autologous bane marmrow transpiantation in patients with acute
nonlymphocytic leukemia, using ex vivo marow treafmaent with 4-ydroperaxycyciophasphamide. . Engl, .|,

Mod 316 141-147, 1986,

Rowiey, S.D., Sharkis, S.J., Hattenburg, C., Sensanbrenner, L.L Culture frem human bane rmarrow of biast
pragenitor calla with an extensive proiiferative cepacity. Blopd §8: 804-808, 1987,

Siatar, F.. Stuart, R.K., Rawiey; S.D., Sharkis, S.J.. Sensenbrenner, L.L.: Dye-medicsted phatalysis of aormat
and necplastic hematopaiatic ceils. Lauk, Bes, 11: 4349, 1987

Rowlay, 5.D.. Zushisdorf, M., Braine, H.G., Colvin, OM., Davis, J., Jones, R.J., Saral, R, Sensenbrenner,
L. Yeager, A, Santos, G.W.: CFU-GM contant of bone martow graft correlates with time 1o hamatniogic
reconstitytion following sutologous bone mamaw transpiamaton with 4-hydroperaxycycloghasphamide purged
bane marrow. Slogd 70: 271-275, 1867.

Eraine, H.G., Santos, G.W., Kaizer, H., Yeager, AM., Mann, R.B., Burns, W.H., Civin, C.L,, Fuller, D.J.,
Rowiey, 8.0., Saral, R., Sensenbrenner, L.L, Stuart, RK., Wingad, J.R,, Munaz, L.L: Treatment of poor
prognosis non-Hodgkin's fyrmphoma using cyclophosphamide and ot boQy iradiation regimens with
autologous bone Mmarrow rescue. Sone Mamgw Teansplanation 2: 7-14, 1987,

Rowley, S.D., Davis, J.M., Dick, J., 8raine, H.G., Charache, P, Saral, R., Sensenbrenner, L.L, Sanes, G.W.:
Sacterial contamination of bone marrow grafts intended for autsiogous and allogeneic bone marow
ranspiantation; (ncidence and clinical significancs. Iapsfusion 28: 109-112, 1988.

Jones, R.J.. Sharkig, S.J., Calang, P., Caivin, Q.M., Rowiey, 5.0., Sensantrenner, L.L: Progenitor cell assays
predict hematopoietc reconstitution efter syngeneic Fanspiantation in mice. Biocd 70: 1186-1182, 1987.

Jones, R.J., Zuehisdorf, M., Rowiey, 5.0, Hiton, J., Santos, G.W., Sensentreaner, L.L., Colvin, O.M.:
Variability in 4&-nygropemxycyciopnosphamide acivity during clinicat purging for autologous bone marrow
transplantation, Ricod 70; 1480-1494, 1967,

Donnenberg, A.D., Hess, AD., Duff, 5.C., Bnght, E.C.. Noga, S.J., Rowley, S.D.. Sarsl. R, Santos, G.W.:
Regenecation of genatically restrictad immune functions after iuman bona mamow transplantation: influence
of four different strategies for grat-v-nost disease proghytaxis, Traosplant, Proc, 19: 144-1582, 1987.

Wagner, J.£.. Donnenberg, A.D.. Noga. S.J., Crema, CA., Gae, LK., Yin, Hl., Vageisang, G.5., Rowley,
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VIA: FEDERAL EXPRESS

The Honorabie Domns E. Shalsla

Sccretary

Department of Health and Human Services

Hubert H, Humphrey Building, Room 6158

200 Independence Avenue, S.W.

Washington, D.C. 20201 )

Dear Secrewary Shalale,

1 understand that you have received a declaration from Dr. Scott D. Rowicy which was
filed by Becton Dickinson and Co./Baxter Heslth Care in opposition to CeliPro’s request that
the Depertment of Health and Human Services execute its “march-in® rightx to the Clvin
patents. :

Although Dr. Rowley is a facuity member at Frod Howchinson Cancer Rescarch
Center, the views expressod in his declaration are his own and do noc represent the views of
Fred Hutchinson Cancer Rescarch Canter.  Fred Hutchingon Cancer Research Center remsins
firmly committed to the views expressed o you in the letter from me and Dr. Hartoredl dated
Apnl 25, 1997. For the reasons stated in that letter, Fred Hutchingon Cancer Research Caater
continues to urge the Department of Health and Human Services to ensure that a commercially
reasonable license under the Clvin petents is offered 10 CellPro.

ce: Robert Lanman, Bsq.
Dr. Harold Varmus

1124 Calumbis Streot, 1Y-301  Seattin, Waskington Y104  206-667-4302 (FAX) 206-667-5268



Prom: Ay RoOsS

To: MURDORD

Date: 5/27/87 1:58pm
Subject: Scott Rowley
Dear Rick:

1t is with concern that I read Dy. Scott Rowley's recent declaration regaxding
his assessment of the CellPro CEFRATE SC and Baxter Igolex SA and 3001 CD34+
cell salection sysTems. Recently (May 1 - 4, 1997) D¥. Rowley and I weze
invited speakers at the Peripberal Blocd Stem Cglls2 '3S7 Workshep in Tempe, AZ.
The workshop, which is designed to provide stem cell researchers and
technologists with state-of-the-ast training data, was co-sponscred by ISHAGE,
Johns Hepkins Univergity, and the University of South Carolipa. During an
“Ask the Experts* workshop, Mr. Ricazde Sumugod, a stem cell processing
technologist at the Canadian Red Crogs, Winnipeg, Maanitoba, Canada, asked the
panael (comprised of Dr. Rowlsy, Dr. Etephen Noga, Dr. Adrian Gee, and myself)
if anyone cculd provide & comparigon of the CEFRATE and Isolex systems. Dr.
Rowley respcnded that purity and yields varied due to a variety of facrors,
some patient-relataed and sorme technology-related. HA did state: that the new
Isclex 300i showed somewhat Detter purities than the CEPFRATE snd the Isclex
SA. Howsver, he also stated that, from an ease-of-use point of view, his
laboratory staff liked the CEPRATE system, as it was Mmore user-frigndly.

These comments are contrary tO those stated by Dr. Rowley in hig signed
declaration of May 19, 1997. I just wanted to make you aware of thege
apparently conflicting statements. °*

Amy Ross :
Divigion of Diagnoszic Applications

cec: JACOBC, REITBIM, TARNCJIS, CULVELG




CENTER

April 25, 1997

TthmnbchomnE.Shdm

Deputmcutofannlﬂandmmms«vm
Hubert H. Humphrey Building, Room 6155
200 Independence Aveme, S.W. R
Washingion, D.C. 20201 .

Dear Secretary Shalala,

We are writing ©0 you in support of CellPro's request that the Depertment of Health
and Human Scrvices excrcise its "march-in” rights under the Bayh-Dole Act to the Civin
patents (U.S. Patemt No. 4,965,204, U.S. Patent No. 4,965,680, U.S. Patent No. 5,035,994,
and U.S. Pateat No. 5,130,144), which arc owned by Johns Hopkins University and were
devejoped through government-fanded research. We belicve that this action is necessary
under the circumstances to ensure the avallability 10 the public of a poteatially life-saving
product for patients with breast cancer, lymphoma, and related cancess.

CeilPro was founded in 1989 by Dr. Romid Berenson, & clinical investigator at Fred
Hutchinsoa Cancer Research Center (*Tlutchinson Center®) who developed a uaique method
of isolating and scparating stem celis that uscd an antibody directed to 2 CD34 antigen.
Subscquently, CellPro licensed the Hutchinson Center's rights to the core technology, which
was the subject of & pending patent application, and an unpatented anti-CD34 monoclonal
antibody designated 12.8. Like the Johns Hopkins tcchnology, both the core technology and
the 12.8 amibody were developed with federal gramt funding. CellPro has diligently
awmmwmamwwemummmnsmsc
Product, which was approved by the FDA in December of 1996.

As you know, CcllPro is involved in 2 commercial dispute with Becton Dickineon &
Company/Baxter HealthCare, the licensces of the Johns Hopkins technology, involving the
right to praciice the Hutchinson Center and Johns Hopkins technologies. Whatever the
metits of the partics respective Jegal positions in this dispute, none of the partics shouid be
allowsd to use pstent rights developed with federul funds (0 provent & useful and potentially
life-saving product from being made available to the public.

1124 Columbia Street Scattle. Washingtan 98104-2092 m&wsrm
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Privale ownership of the patent rights at issuc was made possiblc by the Bayh-Dole
Act. The purpose of that Act was t0 promote the commercislization and public availability
of mventions made in the Unitcd States by Unitcd States industry and labor. As a licensor of
many inventions based on governmen: funded research, we shate the view of many in the
rescarch and bistechmology community that the non-judicious use of "march-in® rights of the
government could have a chilling cffect on commercialization of goverament funded
technology. However, the special rights granted by the Bayh-Dole Act were not intended 10
be used by commercial entitics that benefit from the Act’s provision o prevent the public
which funded those very rights from heving access 1o useful products. The situation is cven -
more egregious in cases such as this, in which tbe product involved is not only useful, but
poteatially life-saving. At a mintmum, we believe it is incombent upon DHES and NIH to
enstre that a commercially reasonably license under the Johns Fopkins paients is offered to

Thank you for your consideration of this ietter.
Very truly yours,

Pred Huchinson‘Cunw Research Center

President and Director President and Dircctor Elect




