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XN TEE UNITED STATESDISTRICT COURT 

FOR TEIE DISTRICX OF DELAWARE 

THE JOHNSHOPKINS mwRsm, g 
BAXTER HEALTHCARE 9 
CORPORATION. and BECTON 
DICEUNSON IWD COMPANY. f 

8 
Plaintiffs, 4 

V. 
§
4 Civil Actioa No.94-105-RRM 

CELLPRO, . 9
8 

Dafi¶ndant. 
8 
0 

(]PROPOSED] 
ORDER FO.-NT JNJUNCI'ION AND- STAY OF INJUNCTION 

Defendant CeIlPro- Ioc. having b o a  found to have willfully w e d  United Stetta 
Patent Nos. 4,714,680 (the "'680 patent") and 4,965,204 (tbe "204 patent"), and said patcats 
having been found to bc valid and enforceabte, this metlw came on to be heard upon 
plaintiffs'mdon fbr entry of a permanent irjunction, and upon coasi&tBtion thereof, it is 
hemby ORDERED THAT: 

1. CcllPro, kc., its subsidiuiae, uf'filiatfs, dlsbibutors and a g a ,  and its ad 
thci offvcsrs, directors, employcct, a p t s  d a d  all otbarr acting in mat or 
pmticipabon with any ofthc fongohg who have uctual notice ofthis Order, be, and they 
hereby am,pamanmtly cnjviwd and restrained from any and all of rhe following: 

a From mnkine bbvbg made, selling, supplying, rwting, evaluating or 
ueing for any purposc wbawa, within the Unirrd States, and &om importing to or ntprting 
from the Unikd States, my 0 3 4  antibody, bcludiag but not limited to the 12.8 antibody. 

b. From mkh& h o v Q  made, mrpplying, testing, tvalunting, 
maintah~g ~ Cor uJing for ~ n y  S whatw~ ,within thz United Stat- and from import in^ 
to or expo* Apm tbe United S t a b ,  bay hybtidoma cells capable of  producing CD34 
antibodis. including but not limited to the 12.8 hybridoma cell line, Md from makmg or 
hav-bg made &ny a w t ~cell bank or working call hank derived from such hybridama cdls or 
any c b n t  or oubclwe thertof. 

c. From making, baving mPdt, ruing, selling or othcrwia supplying to 
othas. in tbUnited Srates, and fiom implrting to or exporting frm the Unitmi Smtcs, the 



CEPRATE LC (CD34) Laboratory Cell Separation System ithe "LC34Sydemm).or any 
dispoaPbic prvducts intended for use therewith. 

d. From making, having made, a,selling or o t l m w k  supplying to 
others, in thc United States, md ftom importing to or exporting from tbc Uniird S w a ,  the 
C E i P h I E  SC Stem Ceil Concenmr (the "SC System"), or any disposable products 
inttndcd for usc thucwith. 

c. From making, having made. sellin& supplying, importin&exporting. 
tcjtins, evaluating or using for any purpose wbatcver, wtsidc the Uuirtd Sates, any 
hybridoma cells produccd subcloned or otberwzst dcrivtd from thc 12.8 hybridoma cell line, 
or any odu hybridoma cells produced, subclod or derived &m hybridoma wlh origi~lly 
made in the United States. -

f. From miding, having made. selling, mpplying, importins, expomng, 
teRing. cvaluatiq or using for any puqxw whatever, wtide tt#:United Stares, any 12.8 
adbodies or my 0th CD34 antiuics produced fntm hybcidoma cells or ig idy  mPdc in 
the Unitcd States. 

g. From in fkhghg or inducing or contributing to the laMn$emeat of any 
of c b 1.2.3.4.5 or 6 of the '680 puun wtii Decembet 22,2004, by making, wing 
selling or supplying in thc Unired states, or irnpoaing tu ar cxpoxting from the Unitd Stafes, 
any d h g i u g  wpcnsion of human cells or by making, using or selling any product designed 

produce or capable of producing an iafringiag aupension. 

h. From i&m@ng or inducing or contributing to the infringement of 
claims I or 4 of the '204 patent un2i.I October 23,2007, by making, using, selling or 
supplying in the U W  States, or importine to or exporting from the Udmd Statcs, any 
infrinohg antibody or any &Mag@ hybridom4 or any prodm w h i i  utilizes. w is dcaigncd 
or intcadcd Eel use with, M infringing antibody. 

i. Far a period of two (2)yea~sh m  the date of this Order, from selling 
or othcrwiEt tupplying to customers outside tbcl Unikd Statcs, zmy product which utilins or is 
designed or intcr&d for use with any CD34 mtibody. 

IT IS FURTHER ORDERED THAT: 

2. , CelPro shall take immdate measures to repatriate 10die UIrircd States (i) all 
cloncs or rmbclonss of tbc 12.8 hybridoma cell linc prcviaudy exported by it, a well as any 
futthkr clones ar subclones produced therefmm, incbding wirhout limitation thc 12.8 master 
cell bank hybdoma cells shippal by CdlPro to Bi& Inc.; (ii) dl clones or subclones of 
any OWCD34 antibody-producing hybridom in its posucssion, custody or control, which 
hybridorne was first msde in tfrc Uuitcd States by any pcrsoa, w which, if produd fmnl a 
hybridma first made outside tkUnited Sthles, has ken uscd in any way by Cellpro at any 
time %i& the Uaitcd Stam and (iii) any CD34 antibodies that have been produced outide 
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the United Statcs from any CD34 hybridomas fist made in the United Statcs, or which, if 
produced within tbre United Statcs, are currently wa~housedor stared outside the United 
States. Cellpro shall report to the Court in writing when, and under whar circumstances, such 
repatriation bas occurred, and dull certify in writing to the Court itt that time that no clonw 
or subclones of rhe 12.8 hybridoma cell line, or of any odra CD34 autibociy-producing 
hybrihma ccU.line fust made in the United States and t b c d k x  used by CellPat, exist 
mywhere outside the United Statts, or, if it is unable to SQ cetttfy, shall explain in detail the 
reasons for itn inability to do so. 

3. To the extart that CcUPro has pssedoa, cwtody or control ~f any CD34 
antibodieq including but not limited to tht! 12.8 antibody, and any hybridom cells capable of 
producing CD34 antibodies, including but not limited to thc 12.8 hybridorna cell line and 
cloncs and oubclones thereof, C e l h  shall pmmptly dewy,  in the presence of a Unitcd 
States Uarshal, aU such antibodies end hybridomas, and shall ccarify in writing m rhs Court at 
that time ihat if no longcr hae any CD34 antibodies in its possesrim custody or control. 

IT1s FURTHER ORDERED THAT:' 

4. Tbe ePli#:tiwnrssof tbe above Order is hereby sfdyed as to the &llowing 
s p d k  activities only, and such partial 6tay is contingent upon CellRda good fbich 
compliance with tha cwditiow set forth below: 

a. C e l h  may continue to make, have made, urc and seJi SC Systems end 
disposable products (including the 12.8 antibody) faruse with SC Systems, within the United 
States, until such t h e  as an altmrativc stem call concentration device. ma~ufactureduudm a 
liccnac under the '204 and '600 patents, is approved for therapeutic use inthe Unitcd States 
by the United Statts Food and I)Ng AdmhisWion (the "FDA Approval Date")d for a 
period of three months thenaftcr. D u h g  the ram of such my, CeUFro shall sell such 
disposable prod- to such customers only on a bona fidc as-needed basis, and Rball not d l ,  
apply or con~actto supply my such customer with any quantity of disposable products in 
exxxss of such cusbmcr's anticipated short-range d.During the thrtc month period 
following FIlA approval of a L i d sum cell E~SLCBD.~&O~device, CellPm's total net sales 
of such disposabie products shell mt exceed 60% of its a v q c  quarterly nct sales of arch 
products during the tswlv.vscelcadar monrhs immediately preceding such FDA approval. The 
foregoing volurnc &tion shall not apply ta thepruviion of disposable prwlu~bsolely for 
use in clinical trials approved by thFDA and the applicable LRB on or before the FDA 
Approval Detc. 

b. Ca/lPro m y  continua to set1 thc 12.6 antibody h m  thr: United States. 
but fmm no o e r  location, to iCs cuetomcrs in the ~xstof tte world outside thc UJted States 
("ROW) for ws only with SC Systbm installed at a custotncr location oa or prior to March 
12. 1997, for iperiod of one (I)  year fmm the data ofthis Order. During the trm of such 
stay, Cellko shall sell the 12.8 arrlibody and otbar disporablr products to sucb CUJ~OIX~WSonly 
on 8 bona fide as-nceded ?a!&,and &all not oell, supply or cmtmct to supply any such 
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customer with any quantity of such antibody or related diqxmblc practucw in cxccss of such 
custom's anticipated short-mlgc 1 1 4 s .  During the fsst three-month period following the 
date of this Order, CeUPm's na sslaa of disposable products sold for use with the SC system 
pursoant to this subparagraph shall not exceed its total net sales ~f such disposable products in 
the ROW during the last calendar quartcr of 1%. T h e d e r .  such r#xiolum pennlittcd 
amount hall bc reduccd by an aimlute 25% in eaEh succeeding thna-month period, sucb that 
in the last three mo& of permitted d e s ,  Cd1Pro's net sales of such chpsable products 
pursuant to tbis m~bpanogr~phshall not exceed 25% of its t d  net ssle of such disposable 
products in the ROW during the last dendm quartet of 19%. 

c. CcllAP may continue to makq haw made, use and sell the 12.8 
antibody (but no other CD34 antibody), in the United Stam, solely for use with the SC 
Syltmrn in the United Statcs or in thc ROW-plumrr\ntto the tams of subpuaOraphs a. and b. 
hereof* but q y  not matie, bave made, u s  or d l  tht 12.8 d b a d y  for any dher purpose. . 

d. ~ n y d c s b ~ & ~ ~ o p u r s u a n t r o i b c ~ d t h i s ~ s f a ~ a a l l h  
at prices no lower than the prices at which such prod\lcts wae actually said by CellPro in the 
ordinary course of its business during tbcpxiod January 1, 1997 ro Februnry 28, I997b the 
t t l e ~ n tcountry or region, subject tb any quantity discount schedule or cmhdiscount schedule 
which was actuaUy published,toc u s ~ ~ m e r sin sucb cowr~yor xagion during tbat period.
CcllPm shall not engage- in any price or 0th special promotions with respcct to m y  produns . 

rold pursuaut to this partial stay, nor shall it provide oug.customer or user with any products . 
at no charge. The provisions oftbjs sobpmgmpb shEiU not apply to the extent the prodm 
are providcd m y  for use in clinical trials approved by thc FDA and applicable IRBoo ' 

m befim thc FDA Approval hb. 

c. Within forty-five (45) days &a tbe close of each of calaadar quarter 
(comm~cingwith the q w t r  d i n g  March 31, 1997), CrllPm &a11 provide a detailed 
writtca regor! to plain- and tha Coun, which shalA iacludc at itsst the following 
infonmation: 

the MI da,by numtur ofunits snd dollat v o l ~ . ,stated separately by 
product code, of tho dieposable products sold by CellPro for uae with 
the SC Systcm or witt~my other &vice that dim CD34 antiiodics id 
tbe United Statcs during said qufmm; 

the net sales, by number of units and doliar wlurne, stated separatrly by 
product code, of the disposable ptoducw sold by CcUPro sold for uw 
widr hc SC System or with 3ny otkr device that utilizes CD34 
anGbodit~in or to t5a ROW during oaid quarter; and 

the wt mlm of all SC Yysttms d other dcvicas that utilize CD34 
antibodies, by number of rmltY and doUar volume, aatcd mptmfply by 
product codc and by g e e arta ( i .~ . .US or ROW), during said 
q--



f. for so long ag CellPso canthues to d c sales in tht L'niud Stares 
pummt to subpawgraph a.above of this peragmph 4, Cellho sball pay to plaintiff% w i W  
sixty (60)days aftcr the close of each calendar qLlsrtxt. itp inrnmeatal profit on thc:total net 
U.S. revenues from s u t r  disposable prodwts during said quratcr, but not 1 s  than $2000 per 
disposable product. The foregoing $2000 floor on incrtmcatal profit per disposable product 
shall not apply to products provided on a w d l c d  "cost recovery" basis solely fix use in 
cliaical trials ap~rovedby the FDA and the ajplicable IRB on or beforr: t k  FDA Approval 
Date, and CcllPro not be r q u i n d  to make any payment'of incremental profit 10 

plaintiffs in the case of disposable products that arc provided solcly for use in such clinical 
trials where the products, in their entirety, arc provided to tht user for no charge Thc 
amount of mczernc~ltalprofit shall bc datamind a9 ptovi&d in subparalgaph i. htmwf, and, 
except as otherwise provided in the fangokg scnttnrce. Wl be payable or, all sudb products 
sold or shippad an or after March 12, 1997. 

g. For so long us Ct& continues to makc d a a  in Lhc ROW pursuant to 
subparegraph b. above of this paragraph 4, CelIRo shall pay to plainti&, within sixty (60) 
days after the cbst d a h  calendar qoarter, its inutmsntal profit on the benlnct ROW 
rcvarlts from such disposdble producb during mid quarter, but not less than $2000 per 
disposable product Such incremental profit shall be detennincd as provided in subpetagraph 
i. hereof, and shall be payable on dl such products sold or shipped on or after March 12, 
1997. 

h With nwct to any SC System LC34 Syatear twd any othu devices 
thd utilize CD34 axhtibodita tbat said or o&rwka suppkcf6a a ~ 1 ~ ~ m a ~ a n p v h c r ein the 
world after h c h  12, 1997,CeHPro shall, within sbdy (60) days of the date htrrof?pay to 
p W f f s  ils inmcntal net profit on ouch devices, If md to the c-utcntthat any such devices 
w m  sold or otherwise supplied at a.price kss than the stated ht price for such devicc in the 
country or in which the custama is loaocd, ltss any discount actually &henflpursuant 
to a q d t y  discount tchalulc or cashd k a m t  schedule aEtually publishad in such countq 
or region prior to March 12, 1997, sucb &vices s&ll be cbnclusivcly deemed to have been 
sold at the stated prc-March 12, lW7 list price for the country or region in which tbc 
c w o m  is locatcd.provided, however, tbat this scntance &all clot apply to SC Systcms 
supplied solely for u#: in cknhd trials approved by the FDA and the applicable IFU on or 
bebe the FDA Approval Date. In all other respects, iacranentd profit Wl be detcrmiaod 
as provided in subpwsrmph i. hamof-

i. CcllPro's i n c r e  profit, nzi thdt tcnn is used in subparagraphs f. and 
g. above d l  ba deemad to be CellPro's a 4 total revenue3 for the r c l t v ~ tproducts (net 
of scpmtcly-stabad bight or insunace charges, permitkd discomu, and returns) less its 
variable cost of sales,as baein dcfincd. CellPro's ~~arkblecost of sslcs shall be d d to 
bc its variable cost of manufar:tvnc(detcxmined ia a c o d a a u  with gentrally-acccpttd cost 
accowuing practices, and adjusted for any actual xnanhnaing variations), plua its vatiable 
to* of disfriioo of such goods. Variable cost ofd t u n  shall not under any 
cirnanstamcs be calculated to include any gencral, admiaistrative or o v W  expensea. any 
ruesrcb and developmenr expensus, or my dtpreciaticm or anorhQanexpeas.  CcllPro's 
vRnablc cost of didbution fat each qurutcr shrill ha deemed include the following 
expcruce only: actual salcs cornmidooj paid; a fairly allocated portion of.the salary and 



benefits of any sakspersOn dewting subl~antidlyfull time lo selling the relevant produczs; 
and actual ficigIu chargc8 not billed to the customer 

j. CeIlPto shall provide phntiffs' counsel, on a quarterly basis and at the 
time of paymat, and qar8tely with respect to the payments fzquired - d e r  subparagraplu f ,  
g. and h above, with a detailed breakdown of its calculation of its imrtzncntal profit in 
accocdaacc with he above standards, and shall, on request, provide plairdffs' counsel with . 
supporting &cumem, data and written cxplanatioas. If plaintiffs with C d b ' 6  net 
sales tcports andor incrtmcncai prafit cdculatims with respect to any quarts, t k y  shall be 
entitled, on request, to have a firm of independent auditors emmine CcllPro's books and 
rrr;orcis for the pwposc of determining whether such nparts and calculations are fXr and 
coma, If in any quarter CellPro i s  determined to have rmdcrpard rhc amount due by more 
than five pcrcent (5%), Ccllffo shll reimburse plaintiiEs for the casrs associated with such 
audit, 

L. %court inteacis tha thc limitad pnnisioo granted to C ~ U P ~ Oby the 
pama1stay set fbrth in subparagraphs a,b. and c. hereof shall be strictly and ~lsvrowly 
constnd. If thm is any question as to whetbaa a psxticular activity is permitted under such 
partial stay, CcllPro shall seek appval fiom 'plaintiffs' ~ounscland, if necessary, clarificafion 
h r n  the Cowt, before angaging in such activity. 

1. Udam modified by f k bordcr, thc partial stay pcnnirtcd by this 
paragraph 4 SsU. terminate in accordance with the terms h m f ,  and without further action by 
the Court, and the pumanent injunction shall then- bc in fuH effect. 

5 ,  The CMPt Will retain jurisdiction of rhe partics and of this m a w  for thc 
purpose of enforcing and/or modifjing the arms of this injunction d m  thr: termsof the . , 

P- m. 
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