
IN THE UNITED STATES DISTRICT COURT 

- -. , , I" 37
I
FOR THE DISTRICT OF DELAWARE " " '-

THE JOHNS HOPKINS UNIVERSITY, 1 

a Maryland corporation, BAXTER 1 

HEALTHCARE CORPORATION, a 1 

Delaware corporation, and 1 

BECTON DICIUNSON AND COMPANY, 1 

a New Jersey corporation, 1 


1 Civil Action 
Plaintiffs, 1 NO. 94- 105-RRM 

1 

1 

1 


CELLPRO, a Delaware corporation, 1 

1 


Defendant. 1 


DECLARATION OF DR. BONNIE J. MILLS 

Submitted by: 

POTTER ANDERSON & CORROON 
William J. Marsden, Jr. (#2247) 
Joanne Ceballos (#2854) 
P.O. Box 951 

350 Delaware Trust Building 
Wilmington, Delaware 19899 
(302) 984-6000 
Attorneys for Plaintiffs 



OF COUNSEL: 

Steven J. Lee Donald R. Ware -
KENYON & KENYON Peter B. Ellis 
One Broadway FOLEY, HOAG & ELIOT LLP 
New York, New York I0004 One Post Office Square 
(2 12) 425-7200 Boston, Massachusetts 02 109 
Attorneys for Plaintiffs (61 7) 832-1000Attorneys for Plaintiffs 

Michael Semen 
BELL, BOYD & LLOYD 
Three First National Plaza 
70 West Madison Street 
Chicago, Illinois 60602 
( 312) 807-4243 
Attorneys for Plaintiff 
Baxter Healthcare Corporation 

Dated: April 28, 1997 



DECLARATION OF DR.BONME 1.MILLS 


knnwrnotherspyDivisivn. 1have p e r d  knowledge c- lhe preparation ofthe clinicai 

p r a t d  that support B m r ' s  ptmurkct approval application (TMAn)to the FDA for approval 

to begin cormnveirl d e b  ofthe I$olex@ 300 Stan Cell Separrrron System. In rdditioq 1 war 

p a m d y  i nvohd  htho pqamihn of the PMA rubnridoq which ulaa 0lcd with the FDA cm 





a a d l ~ p l v r t o d yU p s ~ t l c r J r a P l y u s c d d r ~ffumL h . M d o r n t D l d b r t u t ~ r t u d y ~  

& a h r s i r f o r ~ a p p m d .~ t w p r ~ W i t h t h e d W s r u f y r i r , r a d ~ d t h e P W u  

vroa yorribk leu rtr anaiyriu was W a d  ud its uscmbly of rupyorting infomath Ear the 

PMCI wu camplam. 'IhD PMA rubnriQbd by Rxtex oa F & N P ~ ~24, 1997 mdna of 36 

v d u m  af suppwtjq text and &a, mafingjurc n n k  20.W pya of infmticn.  Xt moat 

c a k h l p  rnncx p q a d  hastily for m 'm of trial*submirriccn, as t understand CeIlPro 

allqw* 


7. -'I qprad. invohring U X ~ V C.dvsnoe dh~rOiartwith th: 

FDA caDcaninp BaxWr dinicaldtaand its pmposad stnhsticJ ntodsl for datl Matym paid 

off earlier this month. By lei& &ttd April 9, 1!397, thc FDA formally pcccprtd f3asta'r 

PMA submission sssuft lchu 00 permit trrbsrrrUiYC xtuiew C, with ~ebrtmy24 ur tne t i h g  

&. ASWF Updcrrurnd it, d ~ :PMA will go through a nvkw cyclt of rpproximat8ly six 

months. O D l r J i s t s a t w i t h W ~ g , h F D A h r d v i a d B # P P t h J i t w U c a n d u a r  

midqck review raocring caccdng Baxm'aPMA in hhy.We bdbe, b a d  upon our 

lafarmaldiscanianswithFDArPtr, rhrtthePMAisouaoeLf;or;rppeonlbythacndof 

1997. 



- -  

CERTIFICATE OF SERVICE 

-
I ,  Joanne Ceballos. hereby certify that on h i s  28th day of April. 1997, 

copies of the within document were caused to be served on the attorneys of record at the 

following addresses as indicated: 

VIA HAND DELIVERY 

Gerard M. 07Rourke, Esquire 
Comolly , Bove, Lodge & Hun 
1220 Market Street 
P.O. Box 2207 
W ilmington, Delaware 19801 

VIA FEDERGL EXPRESS DELIVERY 

Coe A. Bloomberg, Esquire 
Lyon & Lyon 
633 West Fifth S u e t  
47th Floor 
Los Angeles. CA 90071 

*J-\.,' '7 i!> (,!' i'J 
Joanne Ceballos 


