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I, James J. Vradenburgh, MD., hereby declare:

1. [ am an attending in the Bone Marrow Traruplart Progam at
DuhUMddeCm,anﬁymﬁubMDm. I am & co-agthor of
soma 37 published scientific papers and 3 books in the fields of oncology, bone marow
tansplantation, and related subjects. Am#deﬂMVhOthdh«ctouwn
A ‘

3. Duks University Madjcal Caztar is ons of the major stem cell transplant
centers in the worid The Madical Canter dr + patients from all Sty states end from foceign
couniries. We bave pecfisrmed aver 1200 cancer tranaplants, more than any other madical
eenter in the world, “ﬂl
3.  lam peronally muapumummommm
CdMMMwM“thmmwmﬂM”G
Our usa of the Isolex® 300 system is under Wmmmmm
cancer, in Which I s the Primsipal Invastigattr. W treet Shese paticnta with high dose
chomotherapy, and then support their
oells. Approximataly 15 patisnts are

4 Initially, we used the
ms,wommnmmms device, which sutomases the process w shones

by tansplanting CD34+ peripberal blood sem
y caroliad in this trial

300 SA devics in the trial In the &l &f

s. Our expetience with Isciax® 300 SA and 300I devices has been very



|
1
\owicitios aspociatel with uae of the device. Our petionts Rave engratied well, with 20 delays
5. Idnhmmh#ﬁnrkyﬁ&%’nwmscwu
c:nrﬁmmmaeﬁanmew cnter & few years ago and provided training in its use.
We used it in some research experimenta, : not in clinical procedures. We gave no
sonsidaration 10 switching to the CellPro device wisen it received FDA spproval for autologous
bmmwmthnhMll?%.ndmhwuephunuhinmﬁxmg
From my perspective as & clinician, its status us sn “FDAsapproved™ device is not relevant to my
¢eaision a1 10 which stem cell selection device I will use, and 1 am very comfurtable continiing to
use the Buxer device in trestment protacolsirequiring selgstion of C34-+ ceils.
7. Inmy emimation, $5% of mone of Memn cell Taneplams being perdrmed in
baspitals today ws peripheral bicod, ss | to bone marTuw, as the source of stem cdlls.
I declere under panaity of that the foregoing is trae and correct. Executed
this 22® day of Agril, 1997. '

y

I 1. Vredenburgh,
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