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Cellpro, incorporated 
222 15 26th Avenue SE 
Bothell. Wash~ngton98021" (206) 485-7644 
(2%) .185-4787 Fa* 

Dear Friend. 

In the last few weeks, dozens of national news organizations -newspapers, magazines and 
television programs- have helped tell the story of CellPro's fight to keep a promising new 
therapy on the market and available to victims of breast cancer, leukemia, multiple myeloma 
and other deadly cancers. 

Many stories have focused on my own battle with non-Hodgkin's lymphoma and treatment with 
the then-experimental CEPRATEBSC System. The story seems to have struck a responsive , 
chord in thousands of cancer patients, their friends and families, who contacted CellPro to ask 
about the CEPRATEBSC System and the patent fight that threatens to force it from the market. 
Key members of the United States Senate and House of Representatives, as well leaders of 
cancer research organizations and support groups have lent their support as well. 

We cannot begin to express our gratitude to all of them. That we have come this far against 
bigger and much better financed adversaries is a uibute in significant measure to their support 
and encouragement. 

Unfortunately. our fight is not over. The patent dispute has already spanned two trials. and there 
is the prospect of a lengthy appeal. At the same time, Cellfro's petition to the US Department 
of Health and Human Services I National Institutes of Health for a government-granted license 
to the technology behind the CEPRATEBSC System is now being considered by NIH Director 
Dr. Harold Vamus. X decision could be made as soon as early August. 

The NIH will consider public opinion on this important public health issue. You can help ensure 
that this promising new device remains available to cancer patients and that important clinical 
research continues uninterrupted with the CEPRATEBSC System. We think the attached 
summary of articles from publications as diverse as PEOPLE and the journal SCIENCE tell a 
compelling story. Consider them, and then please, call your congressman or senator or the 
National Institutes of Health and let them know what you think. Dr. Harold Varmus, the 
Director of the National Instirutes of Health, can be reached at (301) 496-2433. And as always, 
thank you for your time, for your support and for your encouragement. 

Sincerely Yours, 
A 

Richard D. Murdock 
President and Chief Executive Officer 
CellPro. Inc. 



What doctors have said about CEPRATEOSC System * 
"It is my strong opinion that compelling public interests demand the 
continued, and legally unfettered, availability of the CellPro device for both 
experimental and fully-approved therapeutic applications." 

Cesar 0.Freytes, N1.D. 
Director of Bone Marrow Transplant Program -Associate Professor of Medicine/Hematology 
University of Texas Health Science Center. San Antonio. TX 

"If for any reason the CellPro TCD device were to become unavailable, this 
study would need to be shut down. If that were to happen, children would die." 

Andrew M. Yeager, M.D. 
Professor and Director -Bone Marrow Transplantneukemia Program 
Department of Medicine. Emory School of Medicine. Atlanta GA 

"I strongly believe that if the CellPro device were for any reason to become 
unavailable for my use, my research pursuits would suffer a serious setback and 
the interests of my patients would be compromised - fatally, in some cases." 

Richard Burt, M.D. 
Director of Allogeneic Bone Marrow Transplant 

Northwestern iMemorial Hospital. Chicago. IL 

"I believe that there is an unquestionable benefit to be derived from keeping the 
CellPro device (as the only FDA-approved device) on the market as its avail- 
ability would spur new and novel treatment procedures." 

Charles Hesdorffer, h1.D. 
Director. Bone Marrow Transplant R o g n m  
College of Physicians and Surgeons of Columbia University. New York. NY 

"Removal of the CEPRATE@SCdevice would severely limit treatment of can- 
cer patients using high dose chemotherapy." 

Kenneth Anderson, M.D. 
Physician. Department of Medicine. Division of medical Oncology. 
Dana Farber Cancer Institute. Boston. MA 

* Excerpted from declarations submitted to the US.Department of Health and Human Services in 

connection with the CellRo petition for "march-in" rights. 



Key members of the United States Senate and 
House of Representatives, as well leaders of 

cancer research organizations and support groups,' 
have backed CellProYs fight to keep its promising 
new therapy on the market and available to victims 
of breast cancer, leukemia, multiple myeloma and 
other deadly diseases. 



May 16, 1997 

The Honorable Donna E. Shalala 

Secre'tary 

Department of Health and Human Services 

200 Independence Avenue, SW 

Washington,. D.C. 20201 


Dear Madam Secrecary: 


we are writing to you on behalf of breast cancer victims, 

leukemia patients, multiple myeloma patients and the many others 

across our states and the nation who suffer from cancer. It is 

our understanding that a pivotal new tool in the fight against 

these diseases, and breast cancer in particular, may soon face 

removal from the marketplace. It is also our understanding that 
this product is the only one of its type to be approved by the 

Food and Drug Administration (FDA). Our purpose in writing to 

you is to enlist your help in ensuring that these victims and 

others who do currently or could potentially benefit from this 

technology have uninterrupted access to it as part of their 

medical options. 


The device in question is the CEPRATE~SCSystem, used in 

purifying the bone m a r r o w  transplantation (BMT) process, and thus 
enabling safe and more effective use of this vital form of cancer 

treatment. 


We are not concerned with the patent dispute that is driving 

the legal action which now threatens the treatment of American 

cancer victims. But, unless a suitable, FDA approved alternative 

is widely accessible, we find it unacceptable that this product's 

availability could somehow be curtailed. 


Under the provision of the Bayh-Dole Act of 1980, the 

Department of Health and Human Services (B)
was given certain 

override authorities when circumstances such as these arise. 

Specifically, in cases where research, funded by the federal 

government results in patents, the government retains "march-in" 

authority to require licenses to be issued under reasonable terns 

when there is a "compelling public interest." 


Please take this letter as an expression of our view that 

access for cancer patients to the latest in approved medical 

devices certainly qualifies as *compelling." 
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It is our understanding that an alternative product is a 

long way off from receiving FDA approval. If this is indeed the 

case, i,t would be a horrible injustice to American cancer victims 
and their families if their access to the CEPRATE'SC System was 

denied for a non-medical reason. 


Under Bayh-Dole, you have the power to take immediate action 

to ensure that this product remains available without delays or 

extensions. By doi--g so, we can save lives, extend the years and 

improve the quality of life for our constituents. 


'. 
At the very least, we would hope that you would use the 


power of your office to take advantage of any and all means 

available to bring together all parties so that this essential 

device is allowed to remain available to every cancer victim who 

needs it. It is unfortunate that we find ourselves at this 

terrible impasse, but saving lives must always remain our top 

priority and number one concern. 


We look forward to working with you on this most important 

issue. Please keep us apprised of any developments -- it is of 
critical importance to cancer patients all across our great land. 


Thank you for'your time in this undertaking. It is very 

much appreciated. 


Sincerely, 


Slade Gorton 


'cr

Gordon Smith 

Pat -s 
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May 27, 1997 

The Horlorable Doma E. Shalala 
Secretary 
Department of Health and Human Services 
200 Independence Avenue SW 
Washington DC 20201 

Dear Secretary SMala: 

We are writing to you on behalf of breast cancer vicrims, leukemia patients, multiple 
myeloma patients and the many others across our states and the nation d o  d e r  from cancer. It 
is our understanding that a pivotal new tool in the fight against these diseases, and breast cancer 
in particular, m y  soon face ranoval h r n  the marketplace. It is also our unda-stmding that this 
product is the only one of its type to be approved by the Food 4 m g  Administration (FDA). 
Our purpose in writing to you is to eniist your help in ensuring that these victim and others who 
do currently or could potentially bencfir fiom this technology have uninterrupted acca~to it as 
part of their medical options. 

The device in question is the CEPRATE@SC System, used in purifying the bone marrow 
transplantation @MI) process, and thus enabling safer and more effective use of this vital form of 
cancer treatment. 

We are not concerned with the patent dispute that is driving the legal action which now 
threatens the treatment of American cancer victims. But, unless a suitable FDA approved 
alternative is widely accessible, we iind it unacceptable that this product's availability could 
somehow be curtailed. 

Under the provisions of the Bayh-Dole Act of 1980, the Department ofH& and Human 
Services (HHS)was given certain override authorities when circumstances such as these arise. 
Specifically, in cases where federally &nded research resuits in patents, the government retains 
"march-in" authority to require licmscs to be issued under reasonable tmns "to alleviate health or 
safety needs." 

Please take this letter as an expression of our view that access for cancer patients to the 
latest in approved medical devices cenainly qualifies as a compelling "health or safety need." 

It is our understanding that an alternative product is a long way off from receiving FDA 
approval. If this is indeed the case, it would be a homble injustice to American cancer victims 
and thcir families if their access to the CEPRATE@SC System were denied for a non-medical 
reason. 

L 



We look forward to working with you on this most important issue. Please keep us 
appraisd of any deveiopments-it is of critical importance to cancer patients all across our great 
land. 

Thank you for your time in this undeRacing, it is very much appreciated. 

A , A Sincerely, 

Rick White 
Member of Congress 

bernber of Congress M ber of Congressv 
Jon Fo *

Member of Congress Memb f Congress

IdL 4d& 
~andTrLevin David Price 
Member of Congress Member of Congress 

of Congress Member of Congress ~ e m i e r  



Eva Clayton -
of Congress v Member of Congress ~ e n k d r  

Danny ~ a M s  
ember of Congress f - 3  

Member of Congress 

'Ron ~dlums' 
Member of  Congress 

ManinFrost 
Member ofCongress 

&f& Q4

Bart Gordon Vern Ehler 
Member of Congess Member &ongress 

Member of Congress 

Jack Metcalf 
Member of Congress 

Member of Congress 



National news organizations reported extensively 
on Cellpro CEO Rick Murdock9s own battle with 

non#odgkin9s lymphoma and his treatment with the 
then-experimental CEPRATE@SCSystem. Rick's story 
struck a responsive chord with thousands of cancer 
patients, their friends and families, who contacted 
CellPro to ask about the CEPRATEOSC System and the 
patent fight that threatens to force it from the market. 
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CEO Owes His Lfe to His Company's Technology 
By B u  R I ~ R w  

.\m!l Rrprrrrr of TIILIV4l.r. S n w n  IWWAL 

Rick Yurdock n betting his life on an unprwed 
product made by hls biotech company. It's possible 
Ihqt neither the man nor the company will nrrvive. 

A ).car ago. Mr. Murdock. chief executive officer of 
CeUPm Inc.. dncovettd he had advanced mantle mil 
lymphoma. a ram form of cancer that oncdogisls re 
g3rded asa neat-cenain death sentence. "Thcrt b no 

j MlEOIClNl I 
cure we know of." says Oliver Rm, a lymphoma 
specialist at the Univenity of Washington Medical 
Center in Seattle and one of Mr. Slwdock's doctors. 
The life expectancy of someone diagnosed with the 
disease b about 30 months. 

The most unusual aspect of Mr. Murdorf's case rvu 
the one-tn-a-million happenstance that CcllRo was 
wlc ing  on a radical new approach to treating certain 
cancers. including lymphomas. The pmedure invokes 
p q i n g  cancer cells from a patient's blood. then m w  
fus~ng healthy stem cells-the basic blood-making n l b  
in human bone m a m r - t n l o  the patient after blasting 
him or  her with radiation and chemotherapy. 

The problem: CellRo's therapy was months. if noc 
yean. away from human trials. But with time mnning 
uut and few options. Mr. 3iurdock chaw to krPme hrs 
company's human p n e a  p i c  

Today. Mr. .\iurdock. who is 3 yean  old. is b e  
Iicwd to be cancer-free. Khile a long-term prognosis 
IS premature. his condition has become Exhibit No. 1 
in Ihe fizht for h ~ s  company's survival. The s;em<ell 
pnn of Ihe prucedure used In his recover)'. cleared 
last December by the food and Drug Administration. 
is central to a patent-infnn~ement lawsuit brwght 
;lyalnst C e l l h  by BaxIer International Inc. in federal 
distnct coun in Ilelaaare in 1993. CelIPro. appealing a 
) u p  verdict last month awardlng Baxter damages of 
52.3 million. says any mltng that lr must stop selling the 
p m c e d u ~  would put ~t wl of business. 

Rw pnrrrdurr hadnl b m  t a d  WIS* the labaatofy 
in (:~=llPm's Bothell. Wash.. hcadquarlm when Sir. .\(IF 
ckxk bw4e the neusd hs ~llnrnto Joseph T a m s k i .  Cell-
1 9 6 s  chiel Iwhmcal dftcer. and told him he wanted to try 11 
h~mself. "Hick." W. T- biwted. 'We'm Mnady." 

CellRo did have a cell-nparatlon pnmss on the EWP 
pean market. but the company's researchem hadn't had 
much success with using the p m c e s  lo purge tumor cells. 
"Some dap 11 wo&ed. some days it dldn't." Mr. 
Tamowski malls. Mr. hfurdock said he undentocd. but 
rhen was no time. "Do what you can." he said. 

"Hlck needs a favor." Mr. Tarnuwslcl loM Nicole 
Provost. the head of CellPro's p q i n g - m w m h  team. 
How m,Mr. Tarnowski asked. could they have a 
lymphoma purge ready IOtry? 

Sine months. Ms. Rowsl estimated. 
Mr. .\furdcWs cancer was t m  advanced to wait that 

long. "We need it in e ~ g h t  weeks." Mr.Tarnowski sad. 
Suddenly, CellPro's research k a m e  "the Rick Re 

jm."Each afternoon. when the day's f m h  blood urp 
ply a m v d ,  Ms. Rovast's lab got first choice for e x p e  
iments. Her t h m  researchen stayed late into the 
night. monitoring the eigtrt-hour-long test purges. 

But 1he purges weren't workmg. Test NN pm 
duced plenty of healthy stem cells. but tumor cells re 
mained. Ms. Provast and Mr. Tamowski held off 
telling Sir. Murdock. 

on the eve of his bOth birthdrry. 
'All Icm thin&is, Imade k' 

Early in May. Ms. Rovost gatherd her team In thc 
tiny cuffee mom acmss the hall fm the purgmg lab. 
"Cup." she pleaded. "pw me input." Rw lmle gmup 
huddled around a table for two houn, thnwng out 
ideas. They finally decrdtd to try m e n l n g  the 
pmcm. strtppmg the tumor cells first. then gathering 
the stem mils-in effect. starling over. 

Ms.Rworl'sream M ethrough in late May. Some 
of the lymphoma purges showed almast no detectable 
Imb of lwnor cells. At tkc urging of Mr. MurdocYs 
doctors. Ute FDA gmnted a "compassionate w ex. 
empcion" for CellPm to test I&p u m  on 11sCEO. 

In cam June, Ms. Rovmt sent two of her techni. 
d a m  to Seatlle's F d  Hutchlawn Cancer Research 
Center. a pioneer m bonemarrow transplants. Scott 
Rwky. the mm's transplant chal. apulogurd lor 
Ihe me$-his lab was m the midst of mwng-  but he 
dldn't rant to wait. "11 Wed hke a bomb had hit the 
plrce." Ms. Rwosl maus. 

On June 17. with a special drug in h a  system lo 
boost his stem-cell productton. Mr. Murdock entered 
the cancer center's fiN-floor outpatient transplant 

mm. A technician hooked him up to an apheresis ma- 
:!Urn Iaphcmls. I Gmk. means "take away"]. In 
h m  houri. the machine processes I? liren of blood. 
lislilllng out a rid pink broth of plasma and concen- 
rated cells. The process was run three times. pmduc. 
ng t h m  small pouches of the broth. Each pouch con- 
ained billions of stem cells and more billions of 
ymphoma tumor cells: they were sent to Dr. Rmley's 
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CellPro Treatment Helps CEO 

Cononcud Fmm Pnyl.BI 

lab downsum lor cell sepantion. Mr. 
.W~rdakuwld live or die. depending on 
which set of c.elLs made I (  back into his 
MY. 

Dr. Rowley's team ran the first bag 
rhmud  CellYm's sepantlon mch~m. 
Ihe p m k  plasma d m w d  s h l y  down a 
fall. clew. p h t #  d m n  filled with tiny 
bsds that Wed like 03s. The t u r n  
celb. ~nvislble. were genetically prp 
mrnmrd lo ,[irk to lkkads. like Vcfcm. 
The p u w d  plasma then went t h u g h  a 
m n d  column where [hestem celb were 
separated in simtlar fahion. 

h second poueh uPuld be used if the 
first was unsulfabk. but the third pouch 
was frozen. unpurged. a s  a backup: Dr. 
bwley  n&ed m e  ctlb - even a ~ t a m i -
nated celb - toput back intoMr. Murdoct 
after the radiatron and chemthempy a 
he vrwld have no immune sptem and 
quickly die. 

Ils it tmd out. batch on+ was still 
cunktminated. Some t u r n  celb had made 
11 past the first d u m n .  3nd the riremtcal 
rrspent that ws s u m lo Motf them 
lmm gomg any further hadn't ktns t m q  
e m g h .  Ms. Probmt. waiting ncYby tnth 
three CttllPro marchers. got the bad 
news by ohune. "Wha( do we do MW?' 
she u k t d  her crew. T k y  debated. tfnn 
W x h d  J NllWllSLPi: boa t  the C o n r w t h .  
1l1m01 thc rmgmt fivefold. 

F ~ r l y:he next mornmg. the remaining 
unfmen pwch began dnpping into Ibe 
ce l l - sewt ion  machine m Dr. Rcwley's 
lab. The rcchnicians srarcd a t  lhe rrddbh 
liquid filtering down the ILnt column. 11 
tm4 about 40 mlnutes lor thc plasm lo 
I k w  m m g i ~both colwms. A laser printer 
Whlrred art the 3nal)?is. Dr. Rowley 
looked at the readout and picked up the 
phone. '"The pouch is swanning with 
healthy stem celb." he loM Dr. frm. 
mre was na evidence of any t m cells 
at 311. . 

Mr. Murdock was elated. He fad 
cleard  the fin1 hurdle. And the corn-
m y ' s  purlOng pnredure had wrted. at 
least in 3 onepatlent 1-1. bt there was 
uiH a bigobsLjcle Lo be cleared -UN radia- leavt. .Mr. St- forced dom sane 
Uon and chemdhmpy  Ireatmenis. Yearly applesauce and a pair o( hgtwahe
5% d bonemanowUamp1Yrl p a U n t 5  die dnnlrs: the ncxr day. Inom1fmnne. 
dunng Ibis stage. mastly from inlcctkn 
when UKir M y ' s  immune syftCm is im-
mobiliud. 

His recovery remainsswing. By la 
Chnsrmas. he cwM do3pnhup and was 
worlung 3 full schedule. I s 1  month. on tbe 
eve of his 50th birthday. Mr. Murdotk ;md 
his wtfe sat in lhei  livlng m.Dr. RN 
had just finutled t a n g  his b i d  and 
found no signoltumor cells. "Peopled m d  
turning j0 and getting old." Mr. M.Wunbclr 
sad. "I don't. I'm mng to k50 a d  all I 
can think is. I made it." 

Srumr ur laler p i t  a h 1crrr/onew t x ~  
hean about a c t  Murdat 's  cancer urs 
thtsame vwd - irony. "Yw'ngot a guy 
who's hcad da m p a n y  w o & q  in that 
add. b and &hold he m m c l s  s 
disease tlvt require, and daim that 
techrokgy." sap Wbrd M i l k .  a Stan-
ford Univdly oadq&t d another d 
Mr. Yurdoct'sdolxlxs. "it Mt get any 
more im ic  than UlaL" 
m wcci. xr- MIPdOCt Is bbbyinq 

federal dlfdab in Washington, asking 
them to use a long-igrored law that per-
mils the gwmmenl to "march in" and 
mnt CellRD a liansc for its p m m 
the ground it is required "to alleviile 
health w salcty nee&." To date. tk 
company Y S ~ .  5.W people have 
betn t r c ~ t e d  w t h  ~ t spmxdurc. 

Mr. Mmkzk's m v e r y  won't & 
d e m d  pcrmcnt by his doctors for at 
least t h m  yeam. Dr. Rovley. the Hutchin-
socr mmplant chid. d b  Mr. Uurdock's 
c w  "a urort in pcogms." Mr. M u d o c k  
nncon. Hk pmaral story. while rlvct-
ins!. is mt the crux of his m p a n y ' s  cue. 
he say. "in ttus quaUon." hc adds. "my 
S u r v i n l  only quab om.'. 



NRC

NEWS

NBC 

"How many victims of cancer, or their 
families, have thought, if I could just 
order up a cure?" 

- Tom Brokaw 
M3C Nightly News 



abc 


"These kinds of fights between companies make doctors and patients 
very nervous. . . the reality is the technology is a huge step forward. 
And when doctors and patients get caught in the middle, 1think it 
makes those of us in the medical community quite uneasy. 

T h i s  is a huge step forward and doctors around the country and in 
Canada, and at various medical centers attest to the fact that they like 
this technique, they like what CeWro has come up with. 

"There's no doubt in my mind that this technology is saving lives and 
will continue to save lives." 

-Dr. Nancy Snyderman 
ABC News Medical Correspondent 
Practicing Surgeon and Pediatrician 



NBC 


"I think this story illustrates so many of the fundamental 
advances that have been made -understanding that cancer is a 
genetic disease, understanding the role that the immune system 
plays in it." 

-Patrick Boregan, M.D. 
Memorial Sloan-Kettering Cancer Center 



"As Dr. Nancy Snyderman 
reports, the extraordinary 
efforts to save one patient may 
eventually help thousands of 
people every year." 

- Sam Donatdson 
Prime TIME LIVE 

abc 

"The bottom line is it makes 
transplantation available to a 
group of patients who do not have 
matched donors available, and 
would otherwise have fatal or 
incurable illnesses." 

-Dr. Stan Calderwood 
Hospital for Sick Children 
Toronto, Canada 



U . S .  S E N A T O R  

Al ~ ' ~ m a t o 4  N E W  Y O R I <  - 
N E W S  R E L E A S E  N E W S  RELEASE N E W S  R E L E A S E  N E W S  R E t E a i E  N E W S  R E L E A S E  

FOR IMMEDIATE RELEASE: CONTACT: Chris Sraszack 212-736-3865 
Friday, May 2,1997 Lisctte McSoud 202-224-6498 

CANCV-Tm ON 

Legal Dispute Threatens Availability of Device Which Hu Aided Thousan& 

NEW YORX. - U.S. Smator Alforuc M. D'Amato (R-NY) today announced that he and 
thrce other Senators arc writing Wth and Ilrrman Savices Secretary (HHS) Donna 
ShaiaIa urgmg ha to Lakc ixnmediotc action to prcvcnt a succcsfd cancer ucabncnt , 
device h bemg removed Smm Ihe muktt wtdc its manufactmu is invoked in a 
patent dispute wrfh anatfier company. 

'We can't s a d i c e  the health of women to the profits of companies. This dcvice 
has b e n e h d  thousands ofdeop~e, iacludiag more than 2.000 breast c;irnccr pancnts 
nationwide," said D' Amata, who was jmed by Dr. Charles S. HrsdarEer. Director of 
the Bone Marrow Transplant Unit at Columbm Univenxty Hospital. "Cancer patients 
should not be forced to put their trcammts or their hopes on hold wide the le-Pal process 
nms ~ l s  course." 

Th+ device, the CEPRATE SC System. elimbues many of the serious, and 
potentially fatal side effects d a t c d  with bone manow transplants, a vital fimn of 
cancez -em. The device's manufactursr. Cell Pro of Warhington Scate, is urvohred 
in a patent dispute in Delaware Federal D i s d  Court with Baxta Health Care. In the 
mcantimc, Baxtca has asked the court to prohibit the sale of the CEPRATE device 
throughout the cntke period of the pending court case, Wtrich could take years. 

According to D'Amato, because the research behind this dcvict was funded by the 
federal government, the Health and Human Saviccs Secretary has certain powers &a! 
can be ustd to resoh this mvra lmtil the court case is sealed. Under the "much-in" 
pmvisions of the U.S. patent law, S c m y  Shalala has the d o r i t y  to take over the 
patent far a proctud whenevcr lifburrrial( merit is in jeopady of being wirtrhcld 
hJln the pbiic. 

Joining Senator D ' m  in thc letter to Sccrstary Shalala were S . n n ~ s  Slade 
Gomn (R-WA). Pany Muxxay (D-WA). and Wadell Ford @-W. 

# # # 



"Certainly this device should not be withheld from the 
public. That is the great danger we face today ... 
"Ibelieve, if the time permitted, virtually every Senator and 
every Member of Congress would ask Secretary (Shalala) to 
step into what could become a matter of life and death." 

-Aifonse M. D'Amato 
United States Senator 



'Ihc company had complcttxl c!inical 

I trials with a pmccss that produccs a 
concentrate of s~ern  celis. which cre- 
are new blood cclls. from blood or boce 
marrow. tiow. Cclli%-ad Xlur- 
da-k-ndrd  3 way to c lansc  thc 
sicni ccllsof cancer cclls. so that 
when thc stem ccils are reintroduced 
into a mncr7 pticnt's body they can 
prducc  anccr-free h M .  

For foor u-ccks the Rick Roject 
mmc only tauntingly close to purging 
t hc slum cclls of cancer. But by ROW'. 

as >furdock wjs. 'it \MS almost show 
time." The CEO WIS blasted with 
cncnothcrapy to knock his b l d  
count dawn 111 zero, causing his bone 
manow to pump out cells. including 
cstra stcm cells. On June 17. doctors 
at Sr-attlc's Fred Hutchinson Cancer 
Kcacarch Center extracted three 
small higs of a e m  ccll broth conlsmi- 
nxed with tumor ~~11s .  

Then m e  thc a ~ c i a l  procedure KO 
purjy thcm. Thc broth was run 
through a cniumn tilled tiny 
beads: the stem cells wrre suppod 
tosiick to thc b d s .  while the tumor 
cclls passcd through. 

l3ct canccr cells in thc first Iwg a1.w 
madc it through. "That ms panic timc 
for Nicole and her ream." say3 Mur- 
dock. Believing a ctcn~ical rcagcnt had 
bccn too wuk. thc rcsarchcrs m t l c  a 
command dccision to strcngthcn it 
fivcfold for the second bag. Succcss! 
Sot a single tumor ccll could bc dc- 
tccicd in thc broth. 

On July 26. Murdak rc-cntcr l  thc 
U r k n i t y  of Washington hfcdical 
Center, wncrr he b q a n  intcnsc radb. 
[ion trutmcnrs. For 12 d a p  he livcd 
~ l o n c  ic a l ead - l i d  rwm. taking his 
viral signs and giving himself injec- 
tions. "It wxs no: a plcaunt cxpcri- 
cncc." he .says. "After t hc third d ~ y  I 
s;opp'd oting. Frxd rastcd tcrriblr." 

On Aug. 12. following more 
chcmo:henpy to kill any rcmaming 
a x c r  in his brdy. drrron; :nnsplani- 
cd hIurtbck's clc;lnscd stern cclls trick 
into Rim. For lo day'i~is fuwr rose 
steadily, p ~ ~ h i ~  at 101. finally his 
whte  blcwi cell count !lickcrd up 
ward. and the f e w  begin to rwrdc. 
'IXc stcm cells wcrc growing: blur- 
dock's imnrurw systrm w s  mak:ng a 
comclnck. lfc had pu iA through. 

Thrcc wccks a f t r ~  hiurdxk got out 
of the hospital. a bone marrow biopsy 
confirrncd that hc w s  indeed free of 
cancer. This Ilkrating news at once 
srnt him tm loo; toa  Itml c7eck to sty 
c h o n  or; s p m i n g  runs. He painted 
t k  deck of the family's brick acd 
c c h r  house in wburtnn \Ytndin~illc. 
On Sov. 1 hc %;IS h x k  working full- 
timc at CcllPro. "I needed to get back 
in thc groove." he says. "We wcrc in a 
big k ~ a i  b l r l c "  
Thc laicst h~tt le.  to add a h a 1  

irony, is o w  thc ccll-scpantion de- 
vice that saved his life. CcllPro r i l l  
appeal a ceuri dr~ision this past 
hlarch in Wilmington. h i . .  that thc 
tiny compng infringed on a p t cn t  
owned by Ba..tcr International. a gi- 
ant pharmaceutical firm. But Mur- 
dock almost welcomes :he Icgal Air-  
mish. -It's too early to know if I am 
fully recovered.' he sa)-s. "bur the 
worst thing for me would bc to sit 
around and contcmphtc whether lam 
going to rehpse. I undd n t h e r  Se in 
thc firelight." 
HIUl\MP(1WlfR 

L . \A \ \  DRll in .%attlr 



The boss had a cancer 
with no known cure 

T
AWED XCiD flT, RICK MCRWCK. 
CEO of a small Seattle-area . 
biotech company. radiates health 
as  he strides down the hall of 

the University of Washingron Medical 
Center, shaking hands with doctors 
and nurses who greet him as  if he 
were a retuning u a r  her-which in a 
way he is. But SIurdock is disquieted. 

-"It'-
3 a strange feeling I get every time 

I walk in the front door of LW.'he 
says. "There's a smell that takes me 
back: 'Oh. God, here I go again. It's 
surting over.' " 

A iittle more than a year ago. Yur-  
dock. 50, discovered that he had an 
advanced case of mantle cell lym- 
phoma, a rare form of cancer with no 
known cure. Doctors gave him 30 
months to live. hlurdock. however. 
had a we;ipon nor available to others 
w ~ t h  the disease. At that very rno- 
ment. his medical device company, 
CellRo. happened to be cxperirnent-
Ing with a radical new approach to 
treating lymphomas. 

If any cancer patient a n  be said to 
be !ucky, Rick Slurdock was lucky eex- 
sept ior one ptrntiaily iatal tiaw: Cell-
Pro's jystem. based on a means of 
purging lymphoma cells irom b i d ,  
u;ts st:ll nine months auay from com- 
pletion. and Lfurdwk needed it in two 
months. "You've got to be krdding." 
said project head Sicole Provost oi the 
new tinetabir. Incredulity gave way to 
urgency mixed with irony. "We've go[ 
this guinea pig." Provost recalls think- 
ing. " a ~ d  he's my boss." 

Murdcck had fust noticed a swollen 
lymph node in his neck while shaving 
one morning in December 1995.Three 
days later he found a second lump. in 
his groin. 'I knew- this was serious." 
he says. 'and I needed to do something 
about it." 

Testing positive for non-Hodgkin's 
Iy-mphorna. he immediately stand 
chemotherapy, lost his hair (he had a 
wig made), then, more alarmingly, his 
mustache. "Every time 1 would look in 
the minor. I would scare myself to 
death." he says. But during four 
r r ~ n t h sof chemotherapy, hlurdock 
never missed a day of work. He even 
went East with his wife. Patricia. 3, 
and his son Ben. 19--the Sfurdocks 
h a ~ eanother son. Jamie. 31 4 0  look 
at prospective colleges. 

Then, in April. after he had weath- 
ered three sieges of chemotherapy. 
Murdock got a wrenching e-mail from 
Jk.Oliver Ress.  his lymphoma spe- 
cialist at the Cniversity of Washington. 
..\.second biopsy had revealed the 
deadly mantle cell type of lymphoma. 
"All of a sudden.'' h1urda.k sa)s."we 
went fmm someth~ng we thought was 
fairly treatable to a particularly vim-
Imt fonn of the disease that is not 
v w  treatable by standard therapy." 
When a fourth cycle of chemother- 

a g  p m e d  ineffectual. hiurdock 
puned his hopes on the still-experi- 
mental CellRo lymphoma purging 
qstem. The Rick Project team 
abruptly shifted into a 60-hour work- 
week. "I thmk the group felt we were 
bsponsible for Rick's life.' says team 
m m k r  Sharon Adams. 
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By HisOwn Device 
A Gotech lab races to perfect a new treatment for 
cancerjust in time to save its dying CEO 

him ttut thc purging hd fin& worked. 
Then -me two months of .meling 
d u n o n .  c h m o t k a p y  and the new. Im- 
proved bonemanow transplant. 

Ahcat a mLater. Murdcck show5 nu 

:z$ ~ ~ ~ ~ t ~ n $ 
N - I ~rn a -ka mde from hrr how. fie 
K t a ,  mbc to d e d u r  h i d 1  c u d - t h t  
detr.rmrlution -Id take t h m  --but 

. he rz r u d y  for M e .  both tosak~his com-
panyand to y t  the nnvdeweinto doam' 
hands. G l l R o  lort rhc: latest mund In its 
p k n t  light wth compcclbns in frdml 
court m April and inil rnantha j u d g e d  

supply of stem mils-the M y ' s  blood-
m J m p  hnories-md put them aside for 
ulekrrping. Then t h q  usepow& duies 
of radwtton and chemotherapy to destroy 
dl the a n c e r  m=ils in the blood-m the 
p-. d r i t p i n g  the healthy blcai c e h  

rs NOT nur n l ~IAB wws AT n w  
GlIPm. Inc. are untnterestrd in ukmg 
Iiva. It's just t h t  like mast btotcch rr 
searchers. rhc?. prefer to tor1 far away 

from the gritty r r a l p  of illnas and human 
suffering. So when the CEO uf thnr Bothell. 
Wash.. company announcrdl )ror ago that 
he  had developed a deadly I?mphanc cm-
cer and that his clrm chanfe for sun~val  
mtght rsr on thnr  lab rrsulcs. tt w a  more 
than w d  h w n e d  for. T h q  already 
knew thew company was fighang for sur- 
rwd.  locked rn a legal bat& over paten8 
w t h ?  compntor. Sowthey were & s u p  
prxd to n v e  theu h? 

Hick N u r d a k  says he did not mean to 
pur prr-ure on hu employeer but hu life 
hunc In the W.At 48. the dm.ptt\-ely 
tanned ~ n d  fit uscutive had just recrtvrd 
thckmd ofdragnons that n r  h p x h o n d n -

as well. Ftrully. they to rrbutld the . sac  aruling prnmt ing  C d R o  h m  XU-
bloal supply from r n t c h  b?. mnfunng : tng irs product to new wMnm Thi s  is 
the patunt uith the o n g d  stem rrk personal nor.'said .\iurdod.'l'm not just 

cro. I'm a pltirnr It wuuld be a 
rnmr against humanity if a bun- 

n a i  diiute kept us fmm get-
ting this pmcrdure to other 

O(hm q+3ee. Dr. h t  
Hulknd. dimtor  of the 
cmaphcrcsis Center of the 
cnurrwv-mncplunt. p m  
at E m o v  L nivernty khool 

of Med~cint. t r a k d y  rongtheCeU- 
Ro p d u r e  on \uung k u k e m ~  p. 
t k n ~  don? hweany other dcnce that 'I 
works a 4 1  to offer t h e  pople.' k 
u).s. .+nother supporter ir former Senator 
81rch Bay. who ~ u t h o r t dthe 1980 
b p D o k  Act. whsh  pwS the- g o m -
men1 the p w w  to wur r p t m t  rn the 
name ot publ~c  h d t h  Y f q  and swe1 

I~cmse.&aye CellF'ro- perf&-
Iy i l l u f ~ t ~ j  the La%.'> tntmt: to Wt new 
treatmentst o h e  p $ e  r h o 4  them. It 

Inmnably. h o u r n r .  some 
cer rrlls slip in uith the nem 
crk CellRo u z i  working on a 
prccedun that uouid reliably 

anm dl( hum 
stem cells. If thav cancer 
cells could be completely 
puqed fmm the blood the 
cancer m~&t not m u r .  The 
prvblem *as t h t  CcllWs crpcr-
imcntc u-crestill tn thrir rnfancy. Sad 
Ntrule Provost. l d e r  of the p u q n g r u m i  
-1 told them we n d e d  about nrne 
munth.They told me u e  had e:&t weeks. 
Our fin1reamon was. 'Oh. man.' I mean. 
t h e  u.aRrcic', Me!- 

Thus began what Provost 2nd her 
thrrr-member team cdled -the Rrck pmj-
rct.' Thctr liws nou- drctated by p p r n  
md crll p h o n r ~  thry tmk t u n s  tn the Lb. 
Jlmost round the clock. runntng t-over 
md uver. Fiat the btcm urlb w n e  collect- 

x', nrehtrmre: a cur CIY ui ~ d m u d  
tnmtlcirl l  I:mphorm. M o m  fold him 
rhc ~ v e r ~ p r  lrir expectancy for rhe dwase 
u.a, 30 months. m d  tndrrd. h ~ s  tnrtul 
mund oi cunventroni chemothcnpy u-a 
un$uccedul. BUI tn ~ c v t n c t d m w  that uu: 
h r h  Iromc md cd~&mc.CrllRo n m t s t s ;  
were expenmvntrny -7th J ntlu %-a!. to 
l u s t  rhr ru- ratr uf I ~ VVC? upenlrun 
r~cummended for t h a  p p  of cancer d 

Ix>ne.manow transplant. 
In one iorm of thu prucrdurc. duclun 

rcnruvr from the pallent'\ bone marruu J 

cd In an claborak m u t  of p k r c  t u b ~ n g  nu?. not work. since the Law has n e w  been 
then t h q  ucrc purped of cancer n-Us-a m\-oked but nother had an)-one ever un-
cunfetcr of d ~ ~ n ; m tcvlL a s k m p  to d e ~ o n e.\lurdcckL trextment *re. .ind 
culumm ui caatrd &A lrke tlrn to fly. .io b r t h e  prognmir semd. I 



"Rarely does one's life work make the difference between 
life and death. But for Rick Murdock it did. After being 
diagnosed with a rare case of lymphatic cancer it was his 
own biotechnology company, Cellpro, that came up with 
the procedure that ultimately looked like it saved his life. 
And one year later, Mr. Murdock is alive and well." 

- Neil Cavuto 
Fox News 



April 23. 1997 

Cellpro chief 

fights for life 

on two fronts 

Murdock beats 
cancer to face 
patent challenge 
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0ther news organizations looked closely at the 
research being done with the CEPRATEBSC 

System to treat AIDS, multiple sclerosis, lupus, 
sickle cell anemia and a host of other diseases. 

i 
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Lives may be at stake in this biotech battle 

cunpan? that ha m v d  iu tmny r i d  
oi t n innvq  on one o i11s p t u x r .  It wmu 
G U R o  to .4the thenplv otf !he market 
or hyld over its p d l s  on rhe tmtmcnt. 
But domq lo would byJtntpc the mnpe 

.-1&oipresidentheand 

madentc the olrm *we side eHem of 

a d  Dmg .-ion Lu Demnbcr. 
CIinid trkl. tk urinq the t-
to mPc ocher diYIlC)3I-E u n d m y  v 

mcmhl ccnrm in rhc United 
Slues and Gmpe. h o p  Cnivmrty. to+ 
a u n p l e . L w i q i t t o ~ m u v e c h d d m r  
d ! n n g d ~ ~ ~ b C 
l iORacaJdhdpbr iae-k lupu 
d.uin TUUy.s a ~ .mu*&& sdexds, 
Dr.~HoU?ndatfmOCrC1ULit-0~d 
Ihc biggd brrJahrmrqbr in aamphm*in the trc &.' FourU.S. sen-

C u m r ~ ~ ~ S e n r 
cuv ~ o n r ~ u n h k o f t &DcpPmnmt~r
Health dH- Sen* to Corn k x -
tcs u, mend a Li- to GURo in the 
public infeFst. 

it's WIQI mmpny is in the 
rib.E u l i c r h  h i , a  i k d d  judge 
ruld t h t  CdlRo had know& used 
t edu ro lq  patented by johns Hop& 
Cnirvrsify Md licensed by Bmer. !Many 
medid rrmrrhm. on iho ah* band. 
disagee wth the cam's ~T&-LI did 
the jury in the 6e.which chc judge 
ovtmrled.1 &aer aLo -C e U h  
of uinq Wcs- to fp to steal 
the dntq compmlr.3 rights to the mat-
m a t .  'CellRo is -.* this t r d u l o b  
w n ' t  h xdabbk to n m r  pients .  
and that's no^ tnre.' uy JohnOrth. pmi-
dent of Burcr'r tmmumthcnpy di\vioh 
-We're not asking fm their prcdua to 
be taken off rfie mylref u d  oun M 

replace it.-
ThuU-oddbc ~ l dcumion lor GURo. 

+y ii il'i lo& lo yield a bigdurnL 
nv. ; u ~ o d h qto GURo's e ~ ~ ~ t i ~ c s .  
&nding t h s a n d ~oi  potential puimts. 
Th;rt'> bmux  unlv CeURo d e s  the 
pmducl -dBuner itxlf rs ~t levt a 
y c u  imm mwtnq &ton. appmd 
ior its (run 

The dw in the contnxcn? are huqe. 
9 j u m e  5.Wptlenls m+ve bonemar 
mw t-plano e x h  :,cv for diseses 
nnonq tbm .\IDSto +mphom to breast 
can- .\nd t b t  numher I* puvrq by :IO 
percent ~ m d v ,a d a t o n  learn more 
h u t  hdixw can be t ~ ~ a t dwfh 
m c i v e  tm,plnt  thenpy. CeURdr 
product uw- J unique technolup to re 
move cancrmus mUs and to .p&iinlly 
4 c e t  kdthy. unmuncbddrngmUs 2mm 
bonr marrow m m r d  inn rc pt tmt .  
The m y r o w  is r r lmph ted  iollo~mg n-
dmt~unmd chemthenpy. Tkc pravrr 
m+ reduce the w k  of' recurrence md 

ol' its des  menues to Wer. %kt's 
more. G U R o  mccutivc~yrpw cbu&.-
in~,their p d u c l s  to rcrrmnon the marl~  
onlv ;mtil kcta cum- up uith its orn u 
roll! just a clever n a y  for the dmg cum- 
p v  to 4 in on CellRo'r cliniul t d s  
unhw! incurring my cmts. h k .h h  
,ides are phyinq a uwy p m e  ol phlr 
m c m t i d  h Y d U  here. and the outcome 
is mvone.s @ns. -\'elprtvpl on ap+.-pmmrvr CrllRo president Rich 
Slurdock. n h eommitmmt lo GUWY 
pmducc is mthkrq less than messianic 
.\nd .rmll wonder. Dkgmcd a year a a  
wth J mrc t?pe of lymphoma and $ven 
leu thvl IWO :,nto live. Sluniodr k 
cync CellRo's tint h u m  tert cue.Tha~ 
he todw a p p y r  to bC ac+rticc is 2 

mrunent to the humvl dLncruron o 
IW ~ ulhmv1.u would & just u o t h e ~  

business squabble. 1 
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Patent litigation threatens cell-therapy progress 

Trials depend on CellPro product 

Br K e r n  EIVLV 
. s a i t & T i m n k k i & * ~  

Sea* three y a f s  ago. phyi-
cians at the Emory Umvers~tySchool 
qf Mrtdidne in Atlanta began testing a 
ncw therapy in a last-ditch effort to 
save the lives of children suffering 
from acute leukemia. 

Most of the children dird either 
from complications horn the stem- 
cell m s p h t  or from a recumence 
d leukemia. Four of them are alive 
and well. apparently cancer-free. 

Now, after enrolling. more chil- 
dren for a follow-up study using an 
improved method for removing in- 
compat~ble donor cells. researchers 
are worried that a legal dispute k-
tween competing r i d  biotechnology 
firms could stop the research. 

The litigation is also raking a 
h r a q  toll on CellRo. the &yearold 

Bothell cornpmy Ltur producu Lhe 
system - one used to separate 
Mood-produang stem cells from och-
er  cells. including rumor cells. 

Cellho's Ceprate SC Stem Cell 
Concentdon System mas approved 
by rhe Ibodand DrugAdminismition 
in December for use in bnne-manw 
transplants lor breast m.Iym-
phoma and other cancers. It is also 
under study in hospitals around the 
councq for ueament of cancers and 
immune-system disorden such as 
multiple sclerosis. 

The system uses an antikdy 
patented by Johns Hopkins Universi- 
ty 10 isolate stem cells 

A federal c o w  jjur)' in Wilming-
ton &I.. last month found t h t  Cell- 
Pro had willfully infringed on two 
Johns Hopkins patents. The jury 
ordered thc Bathell firm to pay S23 

million in h g c s  to Johns H+ 
and its licensees. health- giants 
I3ccton Dickinson and Buns Inter-
national. C e l l h  stock. once uading 
for more thanS30per share. closed at 
1.55yesterday. 

A numkr of ancer  researchers 
are r u n i d  that clinical vials will be 
halted tf CellRo rs prevented from 
p r d ~ n gfree antibodies. Switching 
r e d  from the C r l l h  pmdua m 
the competing tkxter product would 
deby research for at lcast a year. 
according to research administnton 
at Emor). and Xorfhwestern univer- 
sities. 

CrllPro. c h i n g  the Johns H o p  
klns patent is mal lid. plans to appeal 
the ruling. The company has also 
asked thc C.S. Depanrnmt of Health 



Patent litigation threatens 

CelZPuo-backed clinical trials 


Among those studies is a joint 
effort by six hospitals. including tht 
Fred Hutchimm G n c u  Resarct! 
Centa, using G W d s  Gptate SC 
and Cepn(e TCD bystems to !rat 
d u i f a ~ n o d l u r t r a t -

and Human Servks f a  pcrmbsion 
to mtinue sellingthepradud. b a d  
on a camgelling public inkrest and 
thekt that themamhiJohns mentisadabkThel'CDsystemis

H ~ u n s ~ w i t h f e d c r ; l ii n t e n d e d t o r m w m ~ i m m ~ e -
ddan.: 


ThcfutundGdlProandamtin-
u e d ~ u s i n g i t s p r o d u c u u t  
Wer doudcd by m o t h s  pnding
inUS.DistrictGratfordrtibnal 
~ ~ f o r 
sa~JohnsHop&ina&ctmIlkkin-
s o n a a d ~ h v e a s k e d f o r ! r c b k  
~ d S 6 , 9 m i i f i o n . l e g d c o s t s d  
$7 million. and a phase-out d s7k 

pbswxt pbntwould quire 
ttut GWro pay royalties ofat least 
S2.obofor exh wdiupmductand -piovidhgany pmduas free. 

Dtbor;rh !5pak. spokeswoman for 
Baxta Intcmatiod.said the 
injunctiar was proposed as a m y  of 
ensuringthtpatients'necdsare met 
until Baxzds own sternctll septa-
tor rcseiva FDA appmnl  

'Wewwkl have been well within 
ollrkgairigfttstoaskfaaperntl-
nent iniuna;On imm&tcly," Spak 
said W e  want tonuke uac thee's 
asmoothtnnsitiontoatechndoay 
that's k m e d  Mdcr the puenu. At 
the same time it's not fairfmCelRo 
to rap  h a n d  reward fmm cnntin-
ued inhganent  of those two p t -
ents." 

But CeURo President R i i 
MurddmwdBaxtamditsplrt-
ners d a pubiic-rehtiocu pky, saying 
they "know full w S "  that his com-
pany can't I f f a d  to sell its ptoduct
whik paying the proposed damages 
and my;rltia. M l d x k  cfrims the 
Baxter-proplrsed injunction would 
stop ciinical tnab now underway. 

systa&tIntanaustcampiiez-
tiauaftapaiphcnlbloodstcmcdl 

"It'sullhxtme hat these mcts 
O f t h i n g s i n ~ t e A m a i c r c m  

~ othreaten theraptic ndinid trtrb 
and potrntialiy lifcsving thcr-
a*" said Ur. Andrew Yager, &i-
recta d €may Univtnityk bone 
--+tprognmq

~ancarfmstudyujmgoclly 
Cqrae SC, f w r d l 6 c h i h  with 
chi#hood kukemia mmered from 
the disease after aemiell trans-
plants at E q .The new study b 
intendedto impruvesumval ratesby 
removing incompatiMeimmwrcsys-
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Cancer Patients in Patent Fight 
By LA URAN NEERGAARD 
Associated Press Writer 
Monday, May 5,1997 5 5 6  pm EDT 
- ,  

WASHINGTON (AP)-Desperate cancer patients including children 
with leukemia arc caught in the middle in a fight between a drug giant 
and a biottchnology company over a patent for better bone-marrow 
transplants. 

Doctors for one side say the court fight could kill patients by yanking the 
therapy off the market. The other company accuses those doctors of scare 
tactics. Now, somcU.S.senators aud patient advocates are pushing the 
government to intcrvcne, in a complex battle that illustrates how 
business and medicine o h  interMrine. 

The case "could be prcccdent-setting," said Washington patent attorney 
Kate Murashige. "It's a pretty t m m e  case, where you've got a real 
public interest here in people's health." . 

CellPro Inc.'s Ceprate system won Fwd and Drug Adminish.ation 
approval in December as tht f h t  device to purify the cells vital for a 
bone-marrow transplant to succnd. Purification significantly cuts the 
severe side effects that cancer victims suffer when their bone-marrow 
cells are reinfuscd after chemotherapy, the FDA said. 

In addition, 60 clinical t d s  nationwide are testing other life-saving 
uses. They include an Emory University attempt to save children dying 
of leukemia who cannot find matching bone marrow. Another trial 
involves "purging" cancer that lurks in transplant cells, an experiment 
that CellPro's own president believes saved him fiom otherwise 
untrcatable lymphoma. 

The problem: A federal judge this springruled tbat CellPro used 
technology it knew was patented by Johns Hopkins University and 
licensed to Baxtcr international. 

Now Baxte~ has asked for an injunction on Ceprate sales. But Ce11Pro 
says that would put it out of business -and consequently take a 
life-saving product off the market. 

"We won't be able to offer treatment to any of these children" if that 
happens, said Emory's Dr. Kent Holland. In a small pilot mal, he found 
the experimental treatment saved about 40 percent of certain leukemic 
children "who have no other t h p y  that they could even attcmpt to 
undergo." 

A furious Baxter accuses CellPro of unfairly scaring vulnerable patients. 
Attorney Donald Ware argues Baxter would allow limited Ceprate sales, 



with fair compensation, and continued experimental access to Ceprate 
until Baxter's own cancer treatment wins FDA approval. That could be 
two years away. 

"I'm offended and hurt by the implication that I would be part of 
anything thar wouid hurt a patien&" said Dr. Curt Civin, the Johns 
Hopkins pediatric oncologist who patented the technology. 

Nevertheless, CellPro has d e n  the unprecedented step of asking the 
f e d d  government to allow Ceprate salts to con& under an obscure 
,law that essentially could repossess the patent. 

Lawmakers including Sen, Alfonse D'Amato, R-N.Y., and the American 
Cancer Socieiy an lobbying Donna Shalala, the Health and Human 
Services scmmy,to take that step. 

It's a case that illustrates how medicine is business -because lucrative 
patent laws, not same charitable instinct,provide the incentive to mate 
treatments, mpiaintd Paul Root Wolpt of thc University of 
Pennsylvania's Cenfer for B i d c s .  

C e i h  is "not the poor innocent company who got shafttd" he said. 
"Everybody in business knows you don't use a patented product without 
a license. As SO o h  is the d o r t u a t e  d t ,  the people who end up 
suffering are the patients." 

At issue is purifying stcm cells, theprogenitors of blood and immune 
cells found in bone marrow and certain types of blood. 

Patients typically fmztbone marrow before highdose chemotherapy, 
and &en get back tht thawed cells, but remaining txaces of toxic 
preservatives can cause serious side effects. 

CellPro's lherapy uses a monoclonal antibody,a "cellular bloodhound" 
that latches onto the stcm cells -the only cells the body d l y  needs -
and,with a magnaized machine, pulls the thimble-full of life-saving 
cells from a liter of marrow. The mult is safer matmerit. 

But Hopkins' Civin discoveredthe first stem cell antibody in 1981, 
winning a patent to the entin class of cell hunters, including the one 
C e l l h  later used. Yet CellPro rejected as too expensive a Baxter offer 
for a patent sublicense in 1991, fighting the patent as too broad. 

Baxte~counters that CellPro should have simply spent its estimated S10 
million in attorneys' fees on a patent license. 

CellPro President Rick Murdock argues the court action could end 
exciting Ceprate experiments. Emory's Holland, for example, is creating 
matching stem cells for leukemic children who can't find a matching 
bone-mamow donor. 

And Murdock used Ceprate to purge from his own stem cells traces of 
cancer that had leaked into his bloodstream befo~e his chemotherapy. He 
is in remission a year later. 

"We're going to prevail when it gets to the appeals c o a "  Murdock 
predicted. "But if they take us off the market in the meantime, we won't 
survive." 



June 4. 1997 

One Step 
Closer To 

New Odds 


Some breast cancer patients on Long Island may 
owe a debt to Carmen Imbo. 

Carmen Vella Imbo grew up both in Astoria. 
Queens,and. in the summertime, in her family's sum- 
mer cottage in Mastic k c h .  where at  15she met the 
boy next door, Ralph Imbo.Now. 28 years later. Car-
men and Ralph and their two children. Alexandra. 14. 
and Jonathan, 12, live in Port Jefferson Station. Car-
men's mother. Anna Vella, lives in b i d e .  Carmen's 
sieter, Mary Ann W o f e r ,  lives in Shirley; and her 
mother-in-law. Connie. who 4 1  watch the Imbo chiI-
dren during Carmen's stem cell, 
bone marrow trensolant. still -
lives in MBaic ~each: 

Carmen Imbo was diagnosed 
with b r a  caner three years 
ago, at the of 40. 

' ~1138 , "nheMid , " I  
Went for (I mrmmb 
gram. It waa r e d  aa negative, 
and I was told to amre back in 
twoyeare. Luckily, eight months 
later. I went to r e d  for a twen- E$
ty-pound box of laundry deter-
gent in my garage,and it fell on 
me. I lost my grip, and the box 
hit me in the nght bremnt, causing an inflammation. 
When the inflammation didn't clear up, I went for a 
secondmammogram, and they told me toa ea imrgenn 
immediately, became there waa a problem. When the 



Persistence of One 

May Help Many 
With Cancer 
1,OWE from Page A8 

Harrison and Imba's oncologist, Dr. Stanley Ostrow, 
greed that Imbo's "common sense" argument made, 

well. common sense, but both said that research has 
not pmved the procedure of significant value. "The 
very fact that nobody in the Northeast is mutinely
using it tells you a lot," said Harrhon. "If its value 
was so dearcut, believe me, a lot of people would be 
using it routinely. The issue here I think bthat we're 
dealing with mOdiilcatio in tecbology which may 
or may not make a difference, when it's the treatment 
- the transplant, itself - that is the key, not the 
possible modifications in the treatment, or the tech-
niques,depending on the center you go to." 

Understandably &*-.&dl amvind th& herd 
doctom privately agreed v&h her but had to use cau-
tionary languagepublicly to spare University Medical 
Center at  Stony Brook any implied criticism, Imbo 
contacted breast cancer research advocate Lorraine 
Pace of West blip, hoping she could start a founda-
tion tndonate the technology to the medical center in 
time for her orm surgery about a month fmm now. 
k t  week, during a breast cancer news conference at 
Stony Bmok involving ador Alec Baldwin and his 
mother, Carol,a b s s t  cancer survivor, Pace asked 
assembled hospital executives whether they would ac-
cept the CellPro technology if a foupdation suddenly 
raised the money to buy it. They said yes. 

On %day, Imbo called CellPm to ask how much 
money she would have toraise,and could sucha foun-
datioa.bwthe nwhineCCellPronever had received a 
call from-a patient before, and &id that because of 
their huge legal entanglements they now may be en-
joined ftom selling it toanybody. (FourU.S.senators. 
including Alfonse D'Amata (R-N.Y.), w d  the presi-
dent of the American Cancer Society mxntly peti-
tioned !kreUry of Health and Human Services Don-
na Shalala to fonx Baxter to extend a liceme to 
CellPro in the public interest-) 

Anyway, one of Cellfro's marketing executives 
next spoke with company CEO Rick Mudock, who in 
worid-dm irony last year became the technologp's 
fmt, human test case,when stem dp u d  by his 
own p d . u d  evidently cleared his system of a rare 
form of advanced, mantle-cell lymphoma 

On hearing Imbo's story, Murdock told company 
offiidais to give Stony Brook the device. 



Va rmus to Rule in Fight Over 
CelbSorthg Technology

I,-- * 

W h m  a scrappy biotech company near Seaale called CellPn, Inc. 
I c 3~patent fight to Johns Hop&ins Univmity in March. it lash4 

the fight is -11. a b u t  w~~*m--whnher . 
Line clever group ot rtsearchcrs can er;ib 
.mother's work. -it*?; scan-," aav* Hltrkinz 
spkesperwn Gary Sreyhenxm. "I,, think 
that PFU? pr=sure mldx m n u m  our Ie- 
pl rights. Fmnk .+Jk~nnm. vice Jean 

out with an emotional countmc~ack. Aided by a high-pricd public- research ar H i $ m s ' ~  medical *ehwl, s i w  
ir). fim-Burson-Marsteller of NewYork-ir began spreadinga hearr- that l i  the govemmmr marches in to brmk 
tugging tale of distress. I t s  message: A cell-sning device m d e  by the patent wements .  biurech c~)mpantes 
CrllPm, which had helped save the life of the company's own maykxardoiifrorninvestineinuniversity 
CEO. Rick Murdock, and could be used to help thousands oi other projecrs in the future. "What'sat srake here is 
cancer patients, is k i n g  s u p p r r d  by its cumptiton. k c t u n  . much broader than i u s t + W c i ~ ' s  interesg." 
Dickinson and Cu. and Baxter Healthcare Corp. The two compa- says .Adkinson. The CellPm appeal. he ar- 
nits have liccnsd rights to the technology from Hapicins, which 
holds patents on the cell-sorting concept. To protect the public. 
CellPro argues, Secretary of Health and Human Services Donna 
Shalala should rake conml of the disputed parents and give 
CellPro a rduced-cost license to exploit them. 

Shalala received GllPro's fomal appeal in May amid a well- 
orchestrated blast of publicity and a swam of letten from Congress 

pa,puts at risk-all invrnrivnsdenvedirom 
govemment-spmwrhi research." 

The NIH-tLnded rexarch that spaund 
this brawl rook place in theearly l%hin the 
l a k m t ~dHoykins oncnlqisr Curr Civtn. 
No one d ~ u r c n  that Civin was the tint to 
identify a humanantitdv (My-lL') rhat bincis 
to a surface protein onFrimit& cells in bkxd 
and bone manow (now callzJ CD34 cellr). 
Civin's c l ixove~.  publishht in 19M. SUC-

gated a way cu iwlatc hw quantities \i 
elusive stem. cells. prized for their ahiltry co 
generate all ocher qps oi bliwl cells anJ 
replenish the Immune system. 

Aker publishing his findings. Civin md 
Hopkins wughr broaJ pateno on the Xlv- i 2 
anri tdy and rnethds of ustng i t  r i i  ixkare 
FrecUrXv cells. They wvn tour patents. issueJ 
hom 1987 to 1992. .And H~~pkins l i c e n d  
the commercial riehrs to &cron D~ckinnn 
and Co. and. in whidiary agreements. ro 
Baxter and w v  other companies. 

Scientistsat the F r d  Hutchinson Gncer  
Rexarch Center tn Seattle. meanwhile. k-
gan to look for ways to rxy'loit Ctvin'. Jii- 

favoring CellPro (see &e- 
bar. p. 1490. She promptly 
handed it to Harold Varmus. 
director of the National Insti- 
tutes of Health (NIH). It 
landed on Varmus's lap k-
c a w  NIH funded the basic 
science behind the device, 
which is used to collect stem 
cells from patients who are 
undergoing cell-killing can- 
cer therapy. The cells are 
saved and rerumcd to the pa-
tients to rebuild h e i t  blood 
and immune systems. 

CellPro is appealing to  
Shalala under rhe Bayh-IXde 
Act, a 1980 law designed to Lifesaver? CeIIPro CEO Rick 

Murdodc wirn d i machine used 
in his  own treatment. 

encourage academic scientists cirven.. One Toup founrl an anrt trdr. c;illrJ 
to patent and exploit their 
federally funded discoveries. 

The 1.1%' iavs the government retains the right to march in and 
rerlisatburr patents in rarecircumsrancclif the parent holder fails 
to develtrp an tnvenrion "within a reasonable time." or if the govern- 
ment must ";illeviate health or safety needs which are not reasonably 
sattsiid." NL, company has persuadedthe gwemment to do this More. 

.A grcat Jeai rt&s on Vamw's review. At this writing. a Delaware 
coun is wetah~ng what penalty to impose on CellPm for inhinging 
Hopkins'r parents. And CellPro claims that if it is not rescued, the 
coun may force it to stop distributing iu  device to new customers. 
Jenyinp yattenrs lifesawng neatment. Hopkins and its pannrrs are 
rryinp to persu;dc the coun to adopt an order that would. .among 
other things, require CtllPro to share about 5096 of sales revenue. 

Hqktns. argutnc rhat nt) patients will be deprived oirherapy,says 

115that rrcomi:m a Jitkrenr clement. t w  

cr i top,  ofrhe mme blv- 12 imrieen on CDM 
cells. The new find prtwd \.en- u=hI be. 
cause-unltkr Mv-IC, which link3 i,nh ttl 

human celb12.Y .rlw link> ro bi~hwn CP3-i 
cells. T~LEmakes 1 3  valuable for .~nim.~l 
experimmcs. cs?;mti;tl ro p v e  the w v  ttl 
human clinicid rrials. which. tn rum. ;ire c>-
xnttal for alnntnc markcring .~pprctv;rl trirm 
the F ~ r d  anJ h c  Admini-rr:~non FD.4 
fur a new mdicitl Jcvicr. 

.A Hutchtnxm rexxcher. RmAI &ten- 
%In. r~btainerl Iicenscz tiom Hutchin.wn r t -

the 12.8 montrlonal imrihdv sv;\.ztrm. whiih 
H u t c h i m  had not ptcnrerf. ad. in LQ+. 



vice. Thrl ncre that CelIPro submined a pte-
inarkermnq application ro FDA in 1993 and 
won appcoval In December 1996. Baxrer, 
which obtain4 ia liccnw in 1990, xlbmirred 
iu FDA application in Mnt;uy1997. It can-
not becertain if. or when, its machine w~ii be

tnaintur).Ina I ~ r r p a r ~ c C E O O l r r H k ~ m H $ 6 m p . n g ' sapproved for sale. 
T~iogv,"&JddcmMharWMurQdrQchief~utivcdCdlPIo GlIPro's lawyen pulled arcall the soaps in
Inc, i n ~ W ~ ~ ~ b y a ~ m a m d u r u n l I y t i p l c p w a ( m n t i ck r i b i n g  what may tuppen if the govern-
cell lymphoma). Mud& vdrmrrcrrdtobea*guineapi< in 1996Qr~oemcntvith menr doa not intervene. Thousandsof vic-

tinu of rhe morr acute f m  of metamtic 
b m t  cancer ...would k forced to &ego 
I s  cprimal crcacmmt with unntcusaq arf-
h n g ,  d in some casa. d d . "  they write. 
And thrl w a n  tfur children with k m i r  
'wdl d y die"unlesr hey areallowedto use 
G l l R o i  machine co purge w i v e  T celk 
from imprfcrrly i v h c d  donor material. 
Hqk insd i i iPa  &ex arpmenuc o n d  
ing that Bpxccr's ccll-corKcnmting device 
W O & ~ ~ ~ ~ ~ ~ ~ ~ h X h a X l . ~ ~ ~ r n d  
has been nuxkered in Ewcpe s ide  1995. 
Baxcercxccutiwjohn~ckimrbtsotu 
of himachina have already been appmved 
fbr up r imma1  rac inUS. d i n k  

Sevml bonc marrow nuuplantarion ex- 
pm wiui s d e  to ScLncr continned that 
both the Boxrer and GllPro devica work 
well and arc available in dinia Bur &I-
colm Brcnner of St. Jude Children's Re- 
sear& Hospital in Memphis,Tmcyye. says
rhe main advanage of h e  Glib machine 
k not iu technical capabilitia but the fact 
rhar the GlIPm devie hu an FDA license. 
Thismeansrhu any clinician cansimply buy 
one a d  w it, while one must get k ~ r ' 3  
pmnissionandapplyfor an FDAupmmm-
tal-ux pernit to uw the BPxta d i n e .  'It 
cenainly riukn our1ifeeuier"if armchine b 
already approved, Brrnncr says. 

ORe mnarkable element in this fisht is 
chat most of the clinics h t  arc hryrne the 
GllPro maehiie aren't using itfor the proce-
dure for which it twu tpprwed:autdogaa 
bone mvraw mruplanfaIion.The plocrdtm 
is 'ncx doncmuch." Brcnncr, who rota 
thurfiemachinaa~kinguwdprimuilyfor 

m - c c l l  cdleaion fmn priphmi bloodfor 

ioinai wi& odam w'fonn GI&. In 1991. r t r m v o ~ r t h c i u r y i v e r d i n . ~ h e k a r
GllPro mceived dvtce from its arromeys m r t e a n r n a i n ~ d w j w y . I n1996 
&t dre company did mr have m hona the Md<dvieadmdancwrriPLdmgtfiej~ 
HopLm patents. G l I h  h a  nrbscquentty ~ 0 ~ i a e m i n g D t l G I l F ' l r a C t w i l l  

InMarch 19%'that Civin's J b v c r y  urn rmobvious hUy in inhgingdrep~nno! 
ro daave a parent. and du in any case. rhencrwjury&d~fG&hadindm 
parmabwdonMy-10donoc~vaaprod-Medvil~.GURoincendsmlpplt,bu 
ucr k don Hutchmruon's 12.3 ancibaly. i tM' t juscYRicbgforrfuh~fot~.  

The Hopkins goup didn't see ic that E m  before rfu verdict, GllPm hqar 
way, however. After x v c n l  anempa cone- -haling its poiitid and legal tc 
gonace shared righu to CD34 technology petition Shalalaand Varmm To pracnt ic 
failed. Hopkins, Berm, and k t o n  Dick- w,GllRo huedthe~ l u h x o f h eBPyh 

inson rued CellPro in 1994 for infringing D o l e A c t ~ S c n u a ~ B a y h(MI 
the Civm Dateno. and Washington. D.C. a n o w  and fonne 

When G I L P ~ . ~  4 &h puc to Whta H- counsel Lloyd Cutler. In bnef1 ~mc 

ma1inD c l a - ' s ~ l  domcr court barn- recently submtmd mShzlala andN1H. d u  
ning tn 1995,the jury ruled i n f a v o r o f ~ l l ~ m  clam du t  H o p h i  and in parmen "d5cn-
on everv pint. However. afrer deliberaring d l y  a r  on the sidelina"while GIIPN &-

de-for d l  a ~car.judge Roden& McKeivie ~ e l +  a wdrable CD34cell poca~nq 
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Hopkinsnscientist's cancer-fighting find is at., 
center 01 sut 
nopiam and Bantr contend that 
they have no mttntlon of styn~Ie-
ing.-h or denymg trtaLmenC 
to  anyone. 'Iht CellPm d-t cm 
b c ~ u c d u n u l r h e B a s z r ~ t  
melves UaopDprovaL wWch could 
come by tbcend oime ycu.mey 

wccturlmh&nrmad 
patlent a m  mtsrrpracnLI the 
-and-tound.nnha 
long-termhv- inneu m+b 
tell &&mbgb'tluysatd h a  
U l i n g M ~ s m h t b a f d a d ~ v -
crrmrcnL 

c e U R o i s - ~ a I O C o r ~ ~ ~ .  
p1e: snys Dr. cut I. a v l a  the 
Hopidru tdurUS who made the 
~ o v t r l t sttle Mcblne .vobvcd 
mm. We% Lrtttly UU llum 
~ p u r C r U ~ d t h a r l b U -
uclT%is~naloohtomcI(lcc...a 

cJcuhted-Iu.w.-

CcURoIrnmaatwtncoun 
PrprLngowrtheonfcrtokLuued 
i n t h c p a t e n t c u e m d p r c p u h g  
an appeal Beyond Uuf it h W- m u k e t a n b e ~ b y u k -
m g t h e ~ u n ~ s t e p d u l c -iug the number 01cmecr-rth(cd
mgzhefedcralgmemmcnttozrcp transplunr In me umtrd scaus 
m y d e r  a never-WoMnrcucd t a m t  ~ O Q )a year) and mpe
promdon oflaw mdfmnt%8U- (.bwr md i n u t ~ l p ~by
cnueroke tpmulu ( tng t ts lm- M3W. U I ~casL dthe CeIlPn,nu-
c*e m thepUbUCIn- -wr p.tlcnL T h d S  about

TO @. t bm C n t 3  .ttm- t?00rmlllonaytaf-andMUrdoEi
uon. ccm ISmwrmng m un- ~ y r t h c m u n b e r o i ~ ~ u
amsned lobbylagand pub& rela- ~ o p - N D c f i a u w a r ~
t1ons EM--. 'PoUUd eenrayerr. 
pr- cerUkrtY DWr #rt 
here. uyr Rlcivrd YurdocfC 
CeflRD's dlld QLCUUYI odllocr. 
mt ' s  a be of the rewn w've 
b t e n t r y i n g t o t c U e t h e  
story-~USeoltheMpoNnEC 
O f u u  ISPIe.-

YUrdocrNnueilhU8canpcl- MI- M d ~ l o p c d .pou pick i 
nUmberattil8tpOmt-IlngstontotePAyearago.hede

vel0ped mantk-ctil omphoma -
an r t fo rmd~cr .S3adoc&n 
told hun char there WM no U ~ G  
m m L t h a t h e k . d I c 9 ~ ~  
yean ra Ilve. IILI om trb nrEI 
wrkeddayandmghtonthcRI+*
RUI-' tcnmbbg to llnda way 

taue ccllsfbrt pm1nta bbod andt o ~ ~ C e i L P m ' s ~ & a a a y
it W t  been uaed before. to Lmmunt lmeat c& - tuve a 
p-t cancer c& It wo-, he 1J chcmlerl called CDW on a e k  sur-
m o c r  me. 

o r n t h e p a s t m m t h e  
tple hLSbttncmdatbC wall 
S t r a l J ~ ( ~ o . r e a I l i t t o
His Campany's Technology").
rime I'AMotechkbTUatoga-
it13a new mtmcnt for unca 
Just in ume t o  save its dylnO wlaw r(+mcells for rraorplLnU
CEO"). NPssmcek I-Liws Inmy be Incuuxr muenu Tru~~Dkntini~ 
a t  suirc m tkir biotceh butlc"). 
and the talev(drm show m e  
Tlme kve.' 
Ina memo toHopldnrvuMz 

Dr. WUUam R. B-. prtsldrnt. I n u m t w h a ~ e h o l d c r o l 8 p . t  
cat b u d  on pvcnrmcnt-lllndadand Dr.Edward D. MLUa Jr.. dean t l o n 0 f n n y ~ ~ ~ U s U t h e ~ -

of the medical school. WOW. W s blood or marrom, removed rucurh*~u,dtvelapanlnvm-
-What CclLPro could not v h l  in tbn enougL CrllRo tnltt-

corn. kt hes wu@t to wtn in a a t td  the much-inIqumen t  wllth 

puellc rttauonr campaign-

article conrinues on next page 
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IJatcntlor protection nt11e. sued B a e r  and Becton iE 
federal court in Washlnaon state 

In 1484. c h m  y e a n  &er Clvln in 1982. seelclng to haw Ule pat-
to hock ents declared Invalid. 'We ttled &deve1oDed hts CecIu~~iow 

keep Hop- out of it,' Murdoclc 
saya. 'Hoplrlns Is one of our big-
gest cusLomen." (30th the &Ilp-

rnent Nth Bcaon. Dlddmon & mandBP;xtcrmacMnesareuscd 
Cc.. a large medicalsuppkjcornpa- at Hopldns.1 But the court ruled 
ny that. among other UMOf bud. uut HOpkInS. as paw holder. 
n t a  stUsanUbodltz msanmsaryppr(y . so theusc  

Bectun kept the ruearch and wuld notpmcced. 
diafamosuc rights Lo the HopkW iioopkinz Baxtcr and &tar 
pat6nts.but suMLtmrcdthe ther- rued CciiRo in 199) in feder8l 
apeutic righaLo Baxter in1990. courr tn Delayuc. (BothCdlRo 

and B u u r  ur incorporated 
there.) In 1995. a jury found for 

H o d  -0. who runt thr 
~ U ~ o m C e I b r t t l e  

Ing n& rrrareha wldc mblkau-
dience -m d  keeping dlwvcrk. 

m e x  to -ITareh m" in the pueuc 
intmst  when the holder of a p s  
ent based on govcmmcnt.mndcd 
mearch fails todevetop an a v m -
t b n  quickly enough. CtIlPm Mu--
aced tht march-Inargumentwlth 
NM becaw them e y  prodded
mrrtoavln. 

In its filing. CellRo a s h  for a ll-
ccruc for Its Ccpratc machine. 
lhtrtIramajorhealthntcd-
CtllProarroLC.'tWcanonlytn 
aUrlkd5ytheCcpIueryffan-

Hopldns and Buda reply th.r 
Unycrpcet-SmrcNmtO
be approved fnr use within t i  

Ia%h.warcduro(~wWIruetl
kamedUcprt*oth~-Indla-
p u u . M d C d I P r O ' s ~ p o &
eRosL to puah the gowmamt to 
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Separating good celkfrom bad 

neproblem: 
Cancer patients are oftentreated with radiation or chemotherapy 

to knock out the cancer. Thetreatment can also weaken the irnmune 
system.wNch defends the body against diseases,making the patient
vulnerable to infections and other disorders. Doctors often remove 
some blood or bone marrow before the cancer treatment. then put it  
back in the patient's body to restartthe immunesystem.The blood 
or m m w .  however. may containcanca cells. In addition. blood or 
marrow horn a donor containsimmune system cells thatmay start 
to right the body of the recipient. 
'Rlesdabion: 
Dr.Curt I. ah.a JohnsHop- oncologist,developed a method 

for isolatingrare stem cells- immature cells that cangrow into 
healthy blood or immune system cdis -for transplant. Below are 
SimpMed diagrams showing Baxkr Healthcan technology aswell as 
the techno1ogyemployed inCe11Pro'smachine. 

Stemcelisare rare- then 's  only onepcr 10,000tn 100.000 marrow 
cellsand even m 
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