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IEl THE L N E D  S T A m  DISTRICT COURT 
FOR THE DISTRICTOF DeLAWARe 

THE JOHNS HOPKINS UNIVERSITY, 
a Mwylaad corpmtiw, 
BAXIER HEALTHCARE CORPORATION. 
a Delaware corporatibn, and 
BECTON DICKINSON AM, COMPANY, 
a New krsty corporation, 

CELLPRO, a Delaware mrporalion, 

Defendant. 

For the reasons set wt by tho wurt in its July 24,'1997 opinion. it is  hereby 

orderrcd as folhws: 

1. Celko, Inc., its subsidiaries, affiliates, dllptributars,md agents, and its and 

their ofliccfs, W m ,employees, agents, r i d  servants, and all others acting in concert 

or participation with any of the foregoing who have actual notice of this Order, be, and 

they hmby aro,pQLmdntnfly,aqjainedand roepraiaed &om any.andall of the foilwing: 

a From making, having mads selling. supplying. testing, evaluating, 

or using for my prlrposa whatev&, within the United States, and h m  impporting to or 



exporting&mtht UnitedStat65, any CD34antibody, including but not limited to the 

12.8 mtibody. 

b. Pram making, having made, sellin& supplying, testine, cvcrluating. 

maintaining. or using for any purpose whatever, within the United States, and fram 

importin8 to or sporting firam the United Smtcs, any hybridma cells capable of 

producing CD34antibdies, incfudhgbut xrot limited to the 12.8 bybridoma all line, and 

&om makin$ or having made any master cell bank or working call bank cierived imm 

such hybridomaooUs or any clone or subclone thereof. 

c. Frwn making, having mde, usirrg, selling, or o t h d s e  &applyingto 

others, in the United Statw, and fitm imparting to or exporting h m  the United Scateta, 

the C E P m  LC (CD34)Laboratory Cell %paradonSystem (the "LC34 System"), or 

any disposable praducta 4tmded for use &erewith. 

d. From mak;ing,having mula,usin& selling, or otherwise supplying to 

others, iathe Unitcd StaRcs, and from importing to or exporting from the United States, 

tht CEPRATE SC Stem Ccll Co~lctatratox(the "SC System"), or any disposable products 

intended for use thesswith. 

c. Fmm mwking, hiwing made, s o i l i  supplying, *mportiag,exporting, 

testing, evaluatiag, or ue iq  fm any purpose whatever, outside the United Statc8, any 

hybridamti cell) produud, s & l u  ar othawhe derived 6mm the 12.6 hybridoma cell 

line, or any other hybridoma mlls ptalucod, wbd(1~&or daived fkomhybrid- cells 

originally made in tht United States. 



E From m e &  having made, selling, supplying, importing, expofling, 

tcating, cval~tirrg,nurmg far any purpose whatever, outside the lJnittdStates, my 12.8 

antibodies or any atha CD34 antibodies ptoductd Fmm hybridoma cells originally mado 

in the Unitad Stabs. 

g. From infringing or inducing or contributing to the infiriagemcnt of 

any ofclaims 1,2,3,4,5, or 6 of U.S.Patent NO.4,965,680 ('the '680 patent")undl 

December 22.2004, by mRking, using, stlling, or snpplying in the United states, w 

iqportingto or exporting h r n  the United States, any inMngingsuspension of human 

cells or by makina, wing, or sdling any product designed to produce or capable of 

prodicing an Minging suspension. 

h. From inmgh8or induchg ac contributing to the infringement of 

claims 1 or 4 of U.S. Patexlt No. 4,965,204 C'the '204 patentn)until October 23,2007, by 

making using, selling, or upp plying in the United States, or impding to or exporting 

fmm the United States, any infkinging antibody ar any infkinginghybridom or any 

product which ut i l i i ,  or is desimd ar intcadod kw use with, an Mnpjng antibody. 

Pomoru of 

2. CellPro shall take immediate measures torepatriate to the Uuited Stabs (1) 

all clones or subclones of the 12.8 hybridom cell line previously exported by it, as well 

12.8 master cell bad  hybridoma cells shipped by Cellpro to Biornira, Tnc.: (U) all C~OI'CS 

or subclones ofany other CD34antibody-producinghybridomrr in its possession, custody, 



or control, which hybridurn was fimt made in thc United States by my p o n ,  or which. 

if produced &oma hybridoma fkamade outsidethe United States, has bcen used Inany 

way by CellPro at any time wf thin ?heUdted Stares; and (iii) any CD34antibodies that 

have beenproduced outside the United Statea fioRl any CD34hybridomas first made in 

the United States. awhich, ifprodkd within the United States, are currently 

warehoused or stored outside the United Stutu. Ccllffo &dl mport to thc caw in 

writing w k ,and under what o h s t a n c e 8 ,  such repatriation has occurid, md shall 

cmifjlin writing tothe court at that time that no clmw or subclones of the 12.8 

hybridom cell line, or of any other CD34antibody-producing hybridomr cell line f i t  

made in the United States and thereafter uscdby CclW, exist anywhm emida the 

United States. or, if it is unable to so c w ,  shall explain in detaiI the reasons for its 

inability to do so. 

3. To the extent that CallPm has passmion, custody, or control of any CD34 

~d hyhdoma cellsantibodies, including but not lirnibcd to ths 12.8 d b ~ d y ,  

capable ofproducing CD34smibodics, including but not limited to the 12.8 hybridoma 

cell line and clones and subclones thatof. Cellpro $hailpR7fIlptl~d-y, in the Presence 

ofa United States Marshal, dl sucb antibodlea mdhybridomas, and Shd.&fy in 

writing to the court at that time that it no Ioli$u haa auy CD34antibodies inits 

possession, custody, or cantml. 



spccifioactiviliss only, and ouchpartial stay is watinpt upon CellProJsgood fidh 

compliance with the condidom act forth below: 

a. CellPro may continue to make, have made, use, aad sell SC Systems 

and disposable products (including the 12.8 antibody) for use with SC Systems, within 

use in t h ~United States by the United States Food and Drug Administration(the "FDA 

Approval Date") and for a M o d  of three months thereak. During the term of such stay, 

CdlPro shall sell suchd'ispbjable products to such customers only oa a bona flde as-

needed basis, and shall not sell, supply, or contract to supply any such customer with my 

quentity ofdisposable products in excess of such custamtr's anticipatedshort-range 

nctds. During the t h e  month period following FDA approval of a licensed stcm cell 

concentration device, CdlPro's total net sales d8wh di~poaablapmdW shall not 

exceed 60% ofits a v m p  quartarly net sdev of such product$ during the twelve calendar 

months immediatelypreceding ruch FDA approval. TheforegoingvoIume restriction 

shall not apply to the piwidon of disposableproducts sotsly fbr use in clinical trkh 

appttM1 by the FDA and 166rpplicabk IRB on aWim the FDA Appro~aiDate. 
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b. CellPro may continue to sdI the 12.8 antibody b m  the United 

States to its customas in the reet of tht world outside the United States ('ROW) for use 

only with SC Systems installed st a c~lf tomalocation on or prior to March 12, 1997, for a 

ptriod ofone (I)  year fiorn the date of this Order. D h g  the term of~uchstay, Cellpro 

shall st11 the 12.8 arrtibody and other disposable products to such customen only on a 

bona fide as-noedcdbasis, d&dl not dell, supply, or contract tosupply any such 

cuetomcr with any quantity ofsuch antibody or related dispawtbleproducts in excess of 

such customer's anticipated short-range nseds. During the firstthree-month period 

fallawing the date of this Order, CellPro's net sdd ofdirposablc praducts sold for use 

with tha SCsystem pursuant to this subparagnph shdl not exceed iw total mt sales of 

such disposable pmducu inthe ROW durhg the last calendar quartet of 1996. 

Themafter, such msxizaumpkmitted amount shall be d u d  by rur absolute 25% in each 

succeeding three-month period, such that in the last three months ofpermitted sales, 

CellPro's net salesof suchdisposable praducts pursuant to this subparagraph shall not 

txccui 25% of its totat net sales of such disposableproducts in the ROW d&g the last 

caloadar quartar of 1996.. 

c. C e l h  may coatiaut tomab,have made, use, and sell the 12.8 

antibody (but no crther Cb34antibody), inthe United Sbtea. soleiy for use with the SC 

System in the UnitedS t u a  inthe ROW pursuantto ths term of subparagraphs a and 

b. hereof, but m y  not make, have mad%use, or scU the 12.8 antibody fbr any other 

purpose* 
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d. Any sales by CeilPro pursuaat to the terms of this partial stay shall 

be at prices no l o w  thanthe prices at which such prod- were actually SOUby CellPro 

in the ordinary course of its businas during the period January 1,1997 to February 28, 

1997 in the relevant country or &on, subject to any quantity di-t schcduleor cash 

discowlt schedule which was actwlly published to customm in such w r Q y  ar region 

during that period. CtllPro shall not engage in any price orother special promotions with 

respect to any produets sold pursuant to this parlid my,nor shall it provide any customer 

or user with any producjs at no charge. The prouisitw of thiv subpagraph shall not 

apply to the Went the products are provided solely for use in clinical trials approved by 

the FDA and the applicable IRB onor b e h e  hFDA Approval Date. 

e. Withiu forty-iive (45) days after the close of each ~fcalcndarquarter 

(commencing with the quarter endhp March 3 1, 1997)- CelLPm ahall provide a detailed 

written rwrtta plainti@ and the Court, which shall include at leeat the fbllowing 

information: 

(1) the net sales, by numw of units and dollar valurne, stated separately 

by product code, bftho disposable pmduow #oldby CellPro fbr use 

with the SC System or with any other dcv i ithat utilizw CD34 

antibodit5 in the United St- during said qu;arter", 

(2) tbt mt &Lea, by number of units and do1Lar volume, stat& separately 

by p r o d r ~code, of the dispasttblt p m d ~ t ssold by CcllPro sold for 



usewith the SC System or with any other device that utilizes CU34 

antibadlicsinerr to the ROW during said quaaer; and 

the net adas of dl SC System and orher devices that utilize CD34 

mtibodi~s,by number of units red dollar volume. &ted separately 

by plrodua code and by geampbicarea (i.e., USor ROW), during 

mid gurvtbf. 

For so longaCcllPm coatmum ta rnake seltsin the United States 

to subpsrrrgt8ph a &OW of thls p m ~ p h~UCWUA~ 4, C d R o  shall pay toplaintiffs, 

within six ty  (60)days after the close of each calendar quarter, 60% ofits increru~tal 

on the total net U S  rc~enuesfzam such dhqms&Ic products during said quarter, 

but not less than $2000 per disposable product. The fwegoing $2000floor an 

inmrnenial profit per disposable product shall not apply to products provided on a s c ~  

called "cost recovery"basis solely fix wa in cMwl trirla, appmwd by theFDA and the 

apptieable RE on or btfm thc FDA A p v a l  Data, and CeUro shall not be requittd to 

makc any payment of incremental protit to plaintifFs in the case of disposable products 

that are provided rday fnlainsuchclinical ldalswhm the products, htheL mtinty. 

are provided to the uset fbr no charge. The mount of incremcntd profit shall be 

datarminad asprovided in subparagraph i.  bereof, and, except as othmise provided in 

rhs f*oing sentence,shall he payable on d suchpod- sdd or shipped on or &er 

Msrrsh 12,1987. 
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g. FOC 90 ions r~ C S U P ~ ~conthcs to make &les inthe ROW jwrmant 

to subparagraph b. above of thispangaph A CslIRo shall py to plaintiffir, within rix(y 

(60) days after the clwe of tach calendar q~nrter,60% of its incranenta1 profit.onchc 

total net ROW revmuss &arnsuch disposable producfs during said qwutm, but not less 

than $2000par disposable product. Such incremental profit shall be &terminad as 

provided in seafagraph i-hereof, and Wl be payable cm dl Juch prducts sold w 

shipped on or after March 12,1997. 

h. With respect to any SC Systems, LC34Systems and any other 

dt\ricca that utilii CD34antibodies that;ul:sold ot othauyise supplied t~ a customer 

~ywhcaein the world after Mi& 12,1997. CellPro shall. within sixty (60) days of the 

date hereof,pay to plaintif560% of i%ainomntntalnet profit on Such dcviccs. If and to 

the extent that any such devices were sold or othenvise supplied at aprice Iess than the 

suited list price forsuch dwiw id the country or region inwhich the customer is located. 

less any discount m y given pursuant to a qumtity discount schedule or cash discount . 

schedulewrurlly published in such country ar region prior to March 12; 1997, such 

devices shall bc conclusively daoned to hrve beensold at atbestated prc-March 12,1997 

list price for the country or region in which the c;wtb.mer is located, provided, howevw, 

that rhis sentence shall not apply to SC Sfitcm mpplicd solely for uso in clinical trials 

approved by the FDA md thdtippliorbleIRB-onor kfom the FDA Approval Wtc. In all 

ather respects, inuemtntal profit hal l  be dctennSned a3 provided in ~ubparasrrrphi. 

hereof. 
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i. Cellh's incremmtdprofit, ru that term is used in nrbpmgrapbs L 

and g. above shall be detmed to be CellPro'a actual total reueaucs for therelevant 

products (net of separately-stntedfiewt or insurance chargss, pemlUcd discounts, and 

returns) less its variable cost of sales, as herein defined. CcflP~'svariable ~ b s tof saics 

shall be deemed to be its variable cost of manufacture (detmnined in accordance with 

generally-acceptcd cost accountingpractices. and adjusted for any actual manufacturing 

vart&ons), plug its variable cost of distributionof such goods. Variable cost of 

manuhcturc shall not under any circumstmces be celculatsd to include any general, 

administrativt, oroovorhtad expenses; any research and development expenses;or my 

depreciation or amortization cxpcnsw. CallPro'a variable cost of distribution for each 

quarter shall be deemed to include the following expemscs only: actual sales commissions 

paid; a fairly allocated portion ofthe salary and benefitsof any salesperson devoting 

substantially MI tima to sellingtbe relevant products; and actMl &eightcharges not 

billed to the customer. 

j. CcllPm shall provide pIaintifEs' counsel, on a qumtt~lybasb and at 

the time of p a y m e  and scparataly wjth respect to the payments vaquindunder 

subparagraphs f., g. and h. above, with a detailed bmkdown of its caiculation of its 

incrmentai profit in 8cco~durccwith.the abave standnrds, and shall, on request.provide 

plaintif%' counsel with mpphhgdocuments, aand Wtittw explmdou. If 

plaintiffs diugrat with CclWs net sales repDrts d o r  incrambntalprofa calculations 

with rmpwt to any quarter, they shall b entitlad, a1wet.,to have sfirm of 
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independent auditors examine C e b ' r  boob hod @cP~&for the purpose of d m n g  

whctbcr sufh reports and catculations are fkir and corrcc~If in any quarts Glib i s  

determined to have underpaid the amount due by more 5%, CeUPro shall reimburse 

plaintif%for the costs associated with suchaudit 

k. Thecowt intrcnda that tht limited pnmission granted to C e l h  by 

the partial stay set forth in rmbparapipbs a,b-and c. htreof shall be strictly andnarrowly 

construed. Ifthem is my question as to whether a particular activity is pmitted under 

such pMid stay, CeUPm shall seek a p d  fiom plaintie' ccmsel and. if necessary, 

cldficatiw &om the cow4 before engaging in such activity. 

1. Unless modified by htheo*, the partial stay permitted by this 

paragragh 4 shall tcrmlnata in accordancewith the fmnshereof. and witbout fwther 

action by the court, and the gcrztlanent injundim shall thenceforward be in &ll cffkct. 

5. The GO& will retainjurisdiction of the partie and of this matter for the 

purpose ofenforcing d o t  modif)lingthe temrs of thia injunotion maor the tenns of the 

partial stay. 

STATESDISTRICT JUIC)OE 

Dated: July24, 1997 


