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Dear Judge McKelvie:
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Civil Action No, 94-105-RRM
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1 am enclosing for the Court’s consideration a leter from my co-counsel, Donald R.
Ware and a Supplemental Declaration of Dr. Jerry A. Hausman addressing CellPro’s June 5,
1997 letter to the Court and accompanying declarations.
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Donald R. Ware, Esquire (w/enclosure) (Via Facsimile and U.S. Regular Mail)
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CellPro’s business records to evaluate Mr. Culver’s assertions, we urge the Court to give no
weight to any of CellPro’s iatest submissions.

We also offer the following brief comment on the declarations:
Declarations of Lary Culver and James Mack Foisom

These deciarations threaten that if the Court enters an order requiring CellPro 10 disgorge
its incremental profit on post-trial infringing saies, CellPro will have no choice but to go into a
“shut down mode.” For the Court’s information, Mr. Cuiver’s declaration was submitted to the
NIH in support of CeliPro’s Bayh-Dole petition. The deciaration represents another tactic in
CellPro’s campaign to bully the NIH into granting CellPro a compulsory license by threstening
to deprive cancer patients of treatment if CellPro does not get what it wants. CellPro’s
willingness to instill unnecessary fears in cancer patients and their famulies in support of its
business strategy is callous, iresponsibie, and deplorable.

When CellPro submitted its papers in opposition to plaintiffs’ motion for entry of 2
permanent injunction, including the declaration of its accounting expert, William Simpson, it did
10t contend that the terms of the proposed order would force it to shut down operations. Mr.
Simpson opined only that the proposed minimum payment on infringing commercial sales would
cause CellPro to iose money. The focus of CellPro’s opposition papers was not oa alleged
financial ruin, but rather on its argument that certain restrictions in the proposad order would -
prevent patients from obtaining access to stem cell technology in clinical trials.

In response to CellPro’s arguments, plaintiffs removed any restrictions on CeliPro’s
commercial sales or its clinical trisls peading FDA approval of an equivalent aitemnative system.
Only then, after it recognized that the proposed order raised no genuine patient access issues, did
CellPro conceive its argument that the order would force it to shut down operstions and on that
basis would “deny patients access to treatment.”

As the enclosed Supplemental Deciaration of Dr. Jerry A. Hausman shows, CellPro’s
latest argument has no besis in economic reality. By CellPro’s own admission, it will need
additional finsacing in 1998 whether or not the Court enters the proposed ocder. Dr. Hausman
explains that the capital markets have been willing to finance CellPro throughout its existence in
the face of patentially blocking patents and despite the known risk that & court would uitimately
enjoin further sales. CellPro has represented to the financial community that it intends to appeal
the Court's judgment and expects to win. Financial snalysts coatinue to recommend the purchase
of CellPro’s stock, and investors continue to buy it. In view of CellPro’s assessment of its
prospects on appeal, the potential size of the market foc its Ceprate® SC products, and the
significant upside oppartunity for CellPro should it succeed in its long-term litigation strategy of
invalidating the Hopkins patents, CellPro has ample ability to finance its operstions peunding the
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outcome of its appeal. Moreover, it would be irrational and imprudent for CellPro to abandon its
principal product line during its appeal and thereby run the risk of forfeiting the substantial profits
that will accrue should it succeed. Notably, CellPro’s May 14, 1997 press release announcing its
results for fiscal 1997 (Hausman Decl, Exh. B) discusses the pending litigation but contains no
suggestion that entry of the proposed order would force it to shut down operations.

Dr. Hausman’s declaration also shows that the sales, expense, and cash flow projections
which are essential to Mr. Culver’s analysis are unsupported and highly questionable. Plaintiffs
requested back-up documentation from CellPro to allow them to evaluate Mr. Culver’s
declaration (Hausman Decl., Exh. C), but CellPro refused. This is further reason to disregard the
declarations of Mr. Culver and Mr. Folsom.

Declamtion of Edward Kenney,

The purpose of Mr. Kenney's declaration is unclear. According to CellPro’s letter, it is
offered to rebut a statement made by piaintiffs in a letter dated May 15, 1997 concemning the
availability of stem cell seiection devices in & “large number” of U.S. transplant centers. In the
same letter, however, plaintiffs agreed to remove any restriction on CellPro’s sales of Ceprate®
SC devices 1o new customers or on its initiation of new clinical trials pending FDA approval of an
equivalent alternative. The Kenney declaration is irrelevant.

Declarstion of Monica K

The purpose of Dr. Krieger’s declaration is also unciear, apart from its gratuitous attempt
to disparage Baxter’s record with the FDA. Plaintiffs did not assert that the use of the Ceprate®
SC device touted in CellPro’s Christmas card was outside the scope of an FDA-approved clinical
triel. Rather, plaintiffs pointed out that CellPro’s extensive promotion of its device for “off-label”
use by commercial customers is & violation of feders! law, as the FDA emphasized in its letter to
CellPro. Plaintiffs also pointed out, as did the FDA in its letter, that there has been no
determination that CeliPro’s device is safe and effective for any indication other than processing
autologous bone marrow. As Dr. Rowley's deciaration shows, this procedure is no longer used in
U.S. transpiant centers.

CellPro’s entire public health argument thus is based upon uses of its device that are still
experimental and unproven. Indeed, CellPro has not even applied to the FDA for approval of its
device for indications other than the limited one covered by its December 1996 approval. Baxter,
by contrast, submitted its PMA in February, has been scheduled for Advisory Committee review
in July, and expects approval by the end of the yesr.




" RCV BY.Lyon & Lyon L.A. © £-13-97 111:36AM : | 302 658 2508~  Lyon & Lyon L.A. i# 6

The Honorable Roderick R. McKelvie
June 13, 1997
Page 4

Respectfully submitted,

.7/ Ny

Donald R. Ware

DRW/kaw
Enclosure N

cc:  Coe A Bloomberg, Esq.
Gerard M. ORourke, Esg.
William J. Marsden, Jr., Esq.
Steven J. Lee, Esq.
Michael Sennett, Esq.






