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Honorable Roderick R. McKelvie
United States District Court

U.S. Courthouse, Boggs Federal Bldg.
844 King Street

Wilmington, DE 19801

Re:  The Johns Hoplins University, et al. v. CellPro, Inc.,
U.S.D.C., District of Delaware, Case No. 94-105 RRM

Dear Judge McKelvie:

On May 15, 1997, Plaintiffs filed a second revised form of proposed injunction and a letter
arguing its merits, suggesting that inhibiting the further dissemination of the CellPro device would
not deny patients access to treatment in view of the "large number of U.S. transplant centers" that
already had a stem-cell immunoselection device. In fact, only about one-quarter of all transplant
centers in the U.S. possess such devices. (See Supplemental Declaration of Edward Kenney,
4, attached.) We think there can be little doubt that patient access to treatment would be impaired
if further distribution of the only immunoselection device that is commercially available in the
U.S. were inhibited.

Moreover, the economic impact of Plaintiffs' current proposal would inhibit further
distribution of CellPro's therapeutic device just as surely as if it barred such distribution explicitly,
as CellPro would be forced to shut down operations while awaiting the outcome of the appeal.
(See Declaration of CellPro's Chief Financial Officer, Larry Culver, recently filed with the
National Institutes of Health, attached.) Corroborating Mr. Culver's view is the attached
Declaration of James Mack Folsom, former Acting Director of the Bureau of Economics of the
Federal Trade Commission, which reaches the same conclusion from an economic-theory
approach.

Plaintiffs' position that their proposal would not deny patients access o treatment is .
untenable.
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During the April 30 oral argument, Plaintiffs handed to the Court a letter from the FDA
to Dr. Monica Krieger, CellPro’s Director of Regulatory Compliance, conceming the text of
CellPro’s 1996 Christmas card (4/30/97 Tr. pp.76-77). CellPro objected for irrelevance and lack
of notice. (Id.,p. 76 L.25-77L.2.) .

Attached is a Supplemental Declaration of Dr. Krieger, which puts the FDA's letter in
context and, in particular, rebuts Plaindffs' argument that the letter is proof that the FDA
disapproves "off-label use" apart from "an authorized IDE." (See 4/30/97 Tr. p. 77, L. 23 - p.
78, L. 1.) As Dr. Krieger expiains, the treatment of the “Christmas Card" child was under an
authorized IDE (Krieger Supp. Decl. { 4). Hence, the letter could not have been addressing the
question whether off-label uses apart from an IDE were approved or disapproved. Obviously, the
FDA'’s focus in the letter could only have been on the question whether there was improper
promotion — not improper use ~ of the CellPro device to treat the condition from which the child
suffered.

Respectfully submitted,

R » ‘4 -
Gerard M. O'Rourke
Bar 1.D. #3265

e Clerk, U.S. District Court (Via Hand Delivery, with enclosures)
William J. Marsden, Esquire (Via Hand Delivery, with enclosures)
Coe Bloomberg, Esquire (All Via Federal Express, with enclosures)
Donald Ware, Esquire (All Via Federal Express, with enclosures)
Steven Lee, Esquire (All Via Federal Express, with enclosures)
Michael Sennett, Esquire (All Via Federal Express, with enciosures)

Attachments: Declarations of Edward Kenney, Larry Culver,
James Mack Folsom and Dr. Monica Kreiger

GMO/aih/4218
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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

THE JOHNS HOPKINS UNIVERSITY, a : Case No. 94-105 RRM
Maryland corporation. BAXTER :

HEALTHCARE CORPORATION, a

Delaware corporation, and BECTON

DICKINSON AND COMPANY, a New

Jersey corporation,

Plaintiffs. : :
v.
CELLPRO, INC., a Delaware corporation,

Defendant.

SUPPLEMENTAL DECLARATION OF DR. MONICA S. KRIEGER
IN OPPOSITION TO PLAINTIFFS’ MOTION FOR
PERMANENT INJUNCTION AND IN SUPPORT OF

ALTERNATIVE MOTION FOR STAY OF INJUNCTION



[, MONICA S. KRIEGER, Ph.D.. hereby declare as follows:

1. [ am the Director of Regulatory Affairs at CellPro, Inc.. Bothell,
Washington. [ have personal knowledge of the marters set forth in this declaration and if called

as a witness could competently testify thereto.

2. I am informed and believe that during oral argument on plaintiffs’
permanent injunction motion held April 30, 1997, plaintiffs produced and handed to the court a
copy of a letter which [ received from the FDA in January 1997, a copy of which is artached
hereto as EXHIBIT A. The handwritten notation at the top of the first page is mine, added afier
the letter was received at CellPro. I caused the letter, with my handwritten notation, to be
circulated internally within CellPro but [ gave no one permission (and to the best of my
knowledge no one else at CellPro gave anyone permission) to disseminate the letter outside the
company. The version of the letter containing my handwritten notation was not obtainable by
the plaintiffs from any public-record source, and could only have come into plaintiffs’ hands as a

resulit of having been improperly divulged by someone from CellPro.

3. Attached hereto as EXHIBIT B is an original specimen of the Chnistmas

card to which the FDA’s letter pertains.

4. I understand that plaintiffs’ counsel, at the April 30, 1997 hearing, argued
that the FDA’s letter is evidence of disapproval by the FDA of off-label uses of the CellPro
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CEPRATE® SC stem cell concentration system apart from “an authorized IDE.” In fact, the use
reported in the Christmas card was made under, and not apart from. an authorized IDE. As the
text of the Christrnas card suggests. the child “guest artist™ was enrolled for treatment of acute
myelocytic leukemia (AML) in the course of an investigation under the direction of Dr. Andrew
M. Yeager at Emory University, after his parents found out that physician-investigators at Emory
were involved in a clinical trial evaluating stem cell transplants from half-matched
(haploidentical) parents to children. The “Dr. Yeager” referenced in the Christmas card is, in
fact, the same Dr. Yeager who submirnted 2 declaration in this case on CellPro’s behalf, and the
clinical trial in which the “Christmas card” child was treated is in fact the same FDA-approved
clinical trial which Dr. Yeager described at paragraph 3 of that declaration. In other words, the
Christmas card, and the FDA's reaction to it, tell nothing whatsoever about what FDA's view, if
any, might be toward off-label uses apart from authorized IDEs. The use in this situation was
under, and not apart from, an authorized IDE, and the FDA’s letter does not state that the use of »
the device to treat the child was in any way improper. Rather, the letter’s expressed concern

pertained to what the FDA termed “promotion” of the device via the Christmas card.

5. Attached hereto as EXHIBIT C is a true copy of my letter to the FDA in
response to the FDA letter which is EXHIBIT A. Attached hereto as EXHIBIT D is a copy of a
memo that [ distributed to responsible personnel within CellPro. My purpose in doing so was to
increase our company’s vigilance in complying with the FDA’s expectations as regards

commercial statements concerning the CEPRATE® SC system.




6. The FDA’s January 1997 letter to CeliPro (EXHIBIT A) is what is known
as an “untitled” letter. Although that letter was treated with due seriousness by CellPro, it should
be noted that an “untitled” letter is the mildest form of written citation that the FDA issues.
There is a recognized distinction between an “untitled letter” and a “warning letter,” which is so
titled and which denotes the FDA's view that a more serious infraction has taken place.

Attached hereto as EXHIBIT E is a true copy of an excerpt from an FDA practice manual which
explains the differences between an “untitled letter” and a “warning letter.” Attached hereto as
EXHIBIT F is an example of an FDA “wan'xing letter,” which was obtained under the Freedom
of Information Act (FOIA). The letter, dated January 11, 1994 and addressed to the Chairman
and CEO of Baxter Healtheare Corporation, reports the finding of an FDA investigation that
Baxter’s Bone Marrow Collection Kit was “misbranded” under the Federal F;JOd, Drug and
Cosmetic Act for failure to submit a Premarket Notification for significant changes made to the
design of the device. As will be seen in the fourth paragraph of the letter, it threatens regulatory
sanctions including seizure and/or injunction if prompt action is not taken to correct the
violation. The January 1997 FDA letter (EXHIBIT A) received by CeliPro, in contrast, is not
entitled “warning letter” and does not contain a similar threat of regulatory sanctions. I have
seen a number of additional FOIA-obtained titied FDA warning letters issued to Plaintiffs and

related companies in the last five years.

7. I believe that CellPro’s record of FDA regulatory compliance compares
very favorably with those of Baxter, BD and related companies. In contrast to the titled warning
letters mentioned above (and possibly others received by plaintiffs and related companies),
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CellPro has never received a single warning letter, so titled, from the FDA.

8. As should be plain from EXHIBIT F and from the other waming letters
mentioned above, infractions of FDA laws and rules, while regreuable, still occur with some
frequency to health care firms larger, longer established, more experienced. more generously

staffed and better financed than CellPro.

1 declare under penalty of perjury that the foregoing is true and correct.

oA
Executed at Bothell, Washington, this D day of May 1997.

Monica S. Krieger, Ph.D. '
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i Dear Dr. Krieger: Hm ' fMon.ce

We ara in raceigt of a heliday gresting card that was disseminaled by yeur campany

during the month at Decsmper, 1d¥HE, A CODY is encitsed Aapeanng on the bacl

caver of tha card s miormaton anout the artist whieh enntains fasts ang efficacy

claims rslatog te a new indication for use of yaur CCPRATE® SC Sicm Call -
Concantratloan Systam fgr which a suppiemental apphcation nas not tesn approved.

As dascnied in the conditions for approval of this gavics, no aovamsement ur other
descriptive prinied matarial issued By you 9r a dictributar shall racammend or inply

that tha device may be utilized for uses tnat are not :ncluded 1 the FOA approved
labaling.

The CEPRATE® SC Stem Call Concentration System. manufacturea by CeliPro,
Inc., is considerad 10 ba 2 davice within the meaning of section 201(n) of ina Feueral
Feod Drug and Cosmatic Act {the Act).- This gevice was agoroved fcr sale and
distnbution as a restricted device under the Pramarket Approval (PMA) process
described in secticn 515(d)(1){E3)(i) of the Act tor U3 lolicwing ndicauor (Nalerenca
PMA Numbper 8P940001]:

~...tor the processing of autalogous bone marmw ta abtain & CD34 - coN enricned
pooulation which is intended for hematopnietic suppon atter mycinadiative
| chemotherapy.’

: The specific areas of cancam related to tne promcton of this davics 2re noted
|
" below.

APR g 2
29 '37 12:49 714 533 1952 PRGE. B2



s Page 2 Dr. Kreger

a. In your “about the antist” profile. a brief discussion regarging the use ot the
CEPRATE system in allogenaic stem call transplants appsars in the second
paragraph.

] The evaiuation of stem cail transplants from allogeneic donoers (8.g. use
of stam cells from parents who are half-matched at tissus lype '
antigens) is still experimental. Thus far. the Center for Biologics
Evaluation and Rasearch (CBER) has not received data from you that
wouid render conclusive evidence to base your claim for use af the

: device in allogeneic transpiants therepy axpanding the doner pool and

! - providing many more children with curative treatmant of hign rnsk

laukemia. The new indication for use of this device described above may
not ba promored untit 8 PMA Supplement has been submitted and
approvad.

Y B. In tha third paragrach of the “about the artist” profile. the following claim is
mada: “Seiecting stam cells reduces the chances of savere graft-versus-host '
disease that would otherwise occur if a child wera to receive a hali-matched
bone marrow transplant from a parent”

CBER has not received a supplement to your PMA providing the
clinical data that would provids the evidence needed to suppan this
claim. in the absencs of this information, one cannot conclude that
CEPRATE®-salected (T- cell deplsteqa) aliogensic transptants will
prevent graft-versus-host diseass ar otherwise confar a henefit to the
patient.

The above mentioned misrepresantations or like misrepresantations about the
CellPro CEPRATE® davice misbrand your product under Section 502(o) in that you
hava falied 1o comply with Section 515 of the Act. Saction 515 of the Act requires
that you fils a PMA Supplement in accordance with the provisions described in 21
CFR Part 814.33. This ragulation requires that an applicant submit a PMA
Supplement befors making a change affecting the salety or effectveness of the
dsvice for which the applicant has an approved PMA. We have detarmined the
aforementioned claims regarding the CEPRATE® system affect both the safety and



Payz 5 Dr. Krieger

afficacy of this devica and, therafore, require the supmission ot 3 supplement that
wald orovica the datinitive avidencs 1o suornt such claims.

In addition, as a rastricied devica. you are further misbranding your device under
Sectian 502(q)(1) of the Act, by including usas and claims in your agvertising for this
devica that ara regarded to be faise and misieading

1t is your responsibility to ensyra that the viclations noted in this ietter that may
appear in othar advertising or promational matariais are aiso corrected. You shouid
-take promgpt acticn 10 correct the violations noted and assure campliance with the
applicable reguiations. )

Please respond to this staff, in writing, within 15 days of 1ne recsipt of this letter.
Yaur responsa shouid includs the steps you plan on taking to remedy the above
noted observations. Please send your responsa to the attention of:
.-Ms. ToniM. Stlano
-Canter for Blologies Evaiuation and Research
- Atvertisng and-Sramotionai Labeling Staff. HFM-?02

- %401 Hockville Piks
-..Rotkville, MD 20852-1448

Sincerely yours, 2
William V. Purvis
Dirsctor, Advertising and Promoational
Labeling Staf

Canter for Bioiogics Evaiuation
and Research

Enclosure

APR 2S *27 1Tiem
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CeitPro, Incorporated

22215 26th Avenue SE

Bcthell, Washington 98021
? (206) 485-7644

(206) 485-4787 Fax

February 10, 1997

Ms. Toni Stifano

Center for Biologics Evaluation and Research
Advertising and Promotional Labeling Staff, HFM-202
1401 Rockville Pike

Rockville, MD 20852-1448

Dear Ms Stifano: ’
We are in receipt of a letter from Mr. William Purvis dated January 30, 1997 regarding a
holiday greeting card disseminated by CellPro during the month of December 19396.

By way of background, it is important to point out that the card was not intended to be a
promotional piece. We have procedures in place to assure that all promotional
materials meet regulatory requirements. Simply put, this card slipped through ihe
cracks. We are taking steps to assure that this type of problem does not occur again.

The company wiil take the following action to remedy the observations noted in Mr.
Purvis's letter.

1. A copy of the lefter will be distributed {o employees responsible for
preparation and distribution of adveriising and promotional materials.

2. In the future, we will assure that all materials distributed by the company are
properly reviewed and are in accord with the labeling reviewed and approved
by the FDA. -

We are confident that our present procedures, coupled with the training of our staff, will
assure that only appropriate materials meeting all reguiatory requirements are

distributed by CelfPro. If you have any further questions in this regard, please do not
hesitate to call me.

Sincerely, DMJ(

Monica S. Krieger, Ph.D. Dol N,g
Director, Regulatory Affairs @




FROM: MONICA KRIEGER
T0: EXECUTIVE STAFF, MARKETING, CLINICAL
SUBJECT: FiA LETTER/CORRECTIVE ACTION -FEBRUARY 13, 1997

ATTACHED PLEASE FIND A COPY OF THE LETTER THAT WE SENT TO THE FDA REGARDING OUR CHRISTMAS CARD. PLEASE NOTE THAT WE SIIOULD ASSURE
THAT ALL MATERIALS THAT MAY BE SENT TO GUSTOMERS (CLINICAL SITES) THAT COULD BiZ CONSTRUED AS PROMOTIONAL LITERATURE SHOULD BE
REVIEWED THROUGH THE PROCESS ESTABLISHED IN THE MARKETING DEPARTMENT. IF YOU HAVE ANY QUESTIONS, PLEASE DON'T HESITATE TO CALL ME.

e
. \A/)(

N
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SUBCHAPTER
WARNING LETTERS

PURPOSE

The purpose of this chaprer is to spacify the
agency's enforcement procedures governing the uss
of Warning Letters.

BACKGROUND

Varigus forms of {atters contalning warnings of
violations have bsen used throughout the history of
FDA. However, such (etters were spaningly used
until 1887, when District Directors were autherized
w issus such corresgondence. A proposed
regulation was published in 1878 that would have
formailly defined the agency’s procsdures and
prascribed the use of two forms of Warning Lettars
(Notice of Adverse Findings Lotters and Regulstory

Latters).

The proposal was withdrewn in 1980; howaever,

the critaria for such lettars were placed in the APM -

and usad by the agency until May 1881, On May
23, 1891, the sgency impiemented the singie
Warning Letter system to0 repiace the two fetter
warning system. The Warning Letter systam placed
more authority, responsibility, and flaxibility at the
digtrict level ming enfc 1t strategy
decisions then previous procedures.

- A written communication from
FDA notifying an individual or firm thst the egency
considers one or more products, practices,
procssses, or other sctivities ¢o be in violstion of the
Feders! FD&C Act, or other acts, and that failurs of
the raspansible party to take sppropriste and prompt
sction to correct and prevent any future repeat of
the violstion, may result in sdministrative and/or
reguiatory enforcemant action without further notice,

PROCEDURES

When it is consistent with thae public protection
responsibilities of the sgency snd depending on the
nature of the violation, it is FDA’s practice to afford
Individuals and firms an opportunity to voluntrily
taks appropriate and prompt corrective acton prior
to the initdation of enforcement action. Waming
Letters are issued for the purposes of achisving this
~voluntary complisncs and estabiishing prior notice
{ses definitions in RPM Chaptar 10 and the RPM
section on “Prior Notice”. The use of the Waming
Letter and the prior notice policy are based on the
axpaciation that 4 majority of individuais and firms
will voluntarily comply with the lsw. The agency
position is that Warning Letters should only issus for
viclations of ; L., thoss
viclations that may actually lgéd to enforcament

AT s i
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action If not promptly and sdequstely corrected.

The Warning Letter was deveiopad and initisted
to correct violations of the statutss or regulations.
Alsc availsble toc the sgency asrs enforcement
stategies which are bssed on the particular set of
circumstances st hand and may include saqusntial or
concurrent FDA enforcement sctions such as recall,
seizure, injunction, administrative detandan, and/ar
prosecution to schieve corrgction. Daspite the
significancs of the violations, there are a number of
circumatancet which may preciude the agency from
pursuing any further entorcement action foliowing
tha issusnce of a Waming Latter. For example, the
violation may be serious snough to warrant the
lssuance of a Waming Lettar and subsequant
seizure; howsver, if the seizable gquantity fails to
mest the sgency’s threshinld vaiue, the agency may
choose NOT 10 pursys & seizure. in this intmance. the
Warning Letter wouid apprapristely document prior
waming i adequats corrsctians sre not made and
enforcemsnt action is warranted st s later time.

Reszponsibis officisis in positions of authority in
regulated firms have a3 lagal duty to implement
whatavar measuras are nscessary t0 ensureé that
their products, practices, processes. or other
activities are in compliance with tha law. Under the
iaw such individuals ars prasumad to be fully aware
of their responsibilitisa. Consequently, responsible
individuais should not assume that they will teceive
@ Warning Latter, or otfier prior notice, before FDA
initiates enforcemant action.

FDA Is under no iegal cbligation to wam
individuais or firms that they or their products are in
violation of the isw prior to tsking enforcemant
action, except in a few s&pecifically defined sress.
Whan acting under the authority of the Radiation
Control for Hesith and Safety Act (RCHSA), FDA is
requirad by {sw to provide a written notification o
manufacturers when the sgency discovers products
that talt to comply with a perfarmance standard or
that contain a radistion safety dsfect. Dus to the
legai requirements of the RCHSA, minor variations
on the procedures specifiad below may occur.

A Waming Letter is informal and advisory. It
communicates the agency’s position on a martter,
but it does figtr cammit FDA te taking enforcement
action, For these reasons, the ggency doas not
congider Warning Letters to be final agency action
on which FDA can be aued.

Thers are instancaes when issusnce of 3 Weming
Latzer iz not apprapriate, snd, as previously stated,
issugnca of such & letter is not a prarequisite to
taking enforcement action. Exampies of situstions
where the spency wiil take enforcement &ction
without necessarily issuing a Warning Letter includa:
1. The violation refiacts a histwery of rspeated or

continuous tonduct of 8 similar or substantially
similar nature during which time the individual
and/or firm have been notified of a similar or
substantially similar violation.

2. The viglation is intentionat ot flagrant.

3. The violation pressnis a reasonable possibility of
Injury or death.

4, The violations, undar Titla 18 U.S.C, 1001, are
intentional ang willful acts that once having
occurred, cannot ba retrscted; also such a felony
violation does nat require prior notice.
Therefore, Title 18 U.S.C. 1001 violstions sre
not cuitabig for inclugion in Warning Letters.

in certain situatons, the agency msy also take
othar actions as an alternative 19, or concurrently
with, the issusnce of 8 Waming Letter. Additionat
ingtryctions concerning the issuance of Waming
Letters in spectfic oroduct aress are located in
various agency compliance programs and compliance
policy guides.

AGENCY POLICY ON THE ISSUANCE OF WABNING

Warning Letters should ba Issued only for
viclations of “ragulatory signiticance.® The
threshold for determination of what constitutss
*regulatory significance” is that failure tc adequately
and promptly achiave cofrection (o the Waming

* Letter may be expected to rasult in enforcemant

sction. it is recognized that despite the ceriousnass
of the violations there are a numbar of
circumstances which may mitigate against the
Agency pursuing further regulatory action following
the issuance of a Waming Letter. For example, the
violation may be serious enough 1o warrant ths
Warning Letter and subsequenst seizure. if, howaever,
the ssizable quamity fails 1o meat the Agancy’s
threshold value, the Waming Letter would be
appropriate to documaent prigr warning if adequate
corrections aren’t made and aubsequent
enforcement action is warranted, Le., injunction o¢
prosecution.

WAANING LETTERS TO OTHER
GOVERNMENT AGENCIES :
All governmant establishmente shouid be held to
the seme standards as non-governmantal
sstablishments. However, aithough the public heaith
standards are idantcal, the process utilized to ensure
complisnce with thase standards may vary. The
Agency belisves that government astablishments will
achieve and maintain a higher rate of voluntary
compiiance with FDA reguiations compered 1o non-

government establishmaents. Thersfore, the most
efficiont use of our limited enforcament resowres is
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Division of Compliance Policy has develoged 17
criteria points.

The sudit form, see Exhibit 21, can assist in
inswring uniformity in the issusncs of waming
letters.  Through use of an eudit, strengths and
weskness osn be addressed and glans for correction
implemented.

EXHIBITS

|moentz

4-1 Sampls Waming Letter {(WL) - Violative
Shipmants

4-2  Sample WL Language (WLL) - Fsilure 1o Hold
Entry Misrepresentation

Sampie WLL - Distribution Prior to Release

Sampls WLL - Misrepresentation

Sample WLL - Stendard of identity/Farsign
Language

fiologics

4-3 Sample WL - Blood or Plaama

4-4 Sampie WLL - Computer Software
Sample WLL - Sourcs Plasma

Prugs

4-5 Sampie WL - Mistranded

4-8 Sampie WL - Tamper-Resistant Packaging

4.7  Sample WLL - Sterite drugs/CGMP -
Sampie WLL - DESI Drug/NDAs and ANDAS
Sempie WL - H pathic Drugs

Ravigey
4-8 Sampie WL #1 - GMPs and MDR
4-3 Sample WL #2 - GMPs and MDR
4-10 Sampie WL #3 - GMPs and MDR
4:11 Semple WL #4 - GMPs and MDR
4-12 Sampie WL #5 - GMPs and MDR
4-13 Sampie WL #8 - GMPs and MDR
4-14 Sampie WL #7 - GMPs and MDR
" 4-15 Sample WL #B - GMPs and MDA
4-18 Sampie WL #B - X-Ray Assembiers
Eoods ’

4-17 Ssmple WLL - Standard of Identity
Sampie WLL - Undeclared Additive
Sample WLL - Sesfood Misbranding
Sample WLL - Labsling
Ssmpie WLL - Sulfites in Potatoes
Sampis WLL - infent Formula
Ssmple WLL - interstate Sanitation
Samgple WLL - insanitary Conditions
Sample WLL - NLEA

Coimatics
4-18 Ssmple WLL - Color Additives

Yetarioary Magdicing

4-19 Sample WL --Medicsted Feed Mill

4-20 Sampls WLL - GMP Veterinary Drug
Sampla WLL - Producer Warning Letter
Sampie WLL - Misbranding
Samptle WLL - Dealer Waming Letter

Other
4-21 WL Audit Report Form

SUBCHAPTER
UNTITLED LETTERS

AGENCY POLICY ON ISSUANCE

There are some specific circumstances in -
- which the agency has s need to communicates with

reguiated industry about documented viclations that
do not meat the threshold of reguistory significancs.
Therefore, when circumsiances warrant the lasuance
of an untitied lettar to a member of an FDA-
reguisted industry, the letter should be in a format
that clearly distinguishes it from a Warning Letter.
The assantial slements of this untited letter are:

1. Net tited;
2.  May be issuved by any sppropriste agency
compllance officisl;

No smtement that FDA will advise other
{ederal agencies of the issuance of the latter
§0 that they may taks this information into

- account when considering the awarding of
contracts:

4.  No waming statement that fallure to take
prompt correction may result in snforcement
sction; ]

5. No rmandated district follow-up;

8. Tima frames for corraction are not specifiad;
and

7. A written response may be an option, but is
not necessary.

The following types of corraspondence should
be issued as untitied iatters and not as warning
letters:

1. Lettars gant to an entire industry, such &s the
istter on excessive glazing of sesfood. Letters
issued to put an entire industry "on notice"
should be untitied tetters.

2.  Tha district may issus a brisf untitied letter
with the FDA-483 attachad 10 assure that top
manegemant of g firm (l.e. president, CEO,
atc.) hes secopy of the FDA-483 when the
odginal FDA483 was not Issued t0 top
management during the inspecticn. Since this
conrsspondencs is only a brisf trangmittal letter
it is not conaidered a waming ietter. f

B b U
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significant gdeviatlons are fdund, a warning
lattar shouid be sant and not an unttied istter.

UNTITLED LETTERS ISSUED TO
INDUSTRY ON ILLEGAL
PROMOTIONAL ACTIVITIES

if & center is willing 10 support further Agency
raguistory action (f the vioiative practice doesn’t
cegse, 8 warning letter and not an unttied letter
should be issued for illegal promotional activities
such as the promotion of a device or drug which has
not been gspproved by FDA for commercial
distribution snd making representations that the
device or drug is safe or sffective for such purposes.
If the center is not prapered o support regulstory
sction should a firm ignore a letter issued for illegal
promational ectivites, neither s warning letxer nor an
untitied letter shouid be used. An altemaste
spgrosch would ba 1o alert the district office of the
viclation and request that they bring the promationas!
activity 1o the ettsntion of the firm on the paxt
schaduiad vigit. This way if the diatrict inspection
tevealt additong! problems, this violstion may be
included as part of their regulatory action plan,
should the firm fail to meke appropriste corrections.
If the problem ls desmed to be .mome urgent the
district could siso request 8 meeting with the firm to
digcuss the violations.



January 11, 1994

WARNING LETTER
CHI-B857-94 -

CERTIFIED MAIL T
RETURN RECEIPT REQUESTED

Mr. Vernon R. Loucks, Jr.

Chajirman and CEO

Baxter Healthcare Corporation

One Baxter Parkway

Deerfield, IL 60015 :

Dear Mr. Loucks:

An inspection of the corporate headquarters of the Fenwal Division
of Baxter Healthcare was conducted on November 2, 1993, by
Investigator Nalini Patel. The inspection covered the Baxter Bone
Marrow Collection Kit. The Bone Marrow Kit is a medical device as
defined by Section 201(h) of the Federal Food, Drug, and Cosmetic
Act (Act).

The inspection revealed that the Baxter Bone Marrow Collection Kit
is misbranded under Section 502(o) of the Act for failure to submit
to FDA a 510(k) Premarket Notification for significant changes made
to the design of the device. The size and composition. of the
filters were changed and a pre-filter was added to the collection
container of the kit in May 1993. Under Title 21, d £ F ral
Requlations, 807.81{(a)(3)(i), a premarket notification submission
is required when a change or modification is made to a device that
could significantly affect the safety or effectiveness of the
device.

This is not intended to be an all inclusive list of vioclations
which may exist at your firm. It is your responsibility as a
manufacturer of medical devices to ensure that your operations are
in full compliance with all requirements of the Act and regulations
promulgated thereunder.

We regquest that you take prompt action to correct this violation.
If such action is not taken, we are prepared to invoke regulatory
sanctions provided for by law including seizure and/or injunction.
No pending application for premarket approval (PMA) or gquality
assurance evaluation requests for procurement by government
agencies will be approved until adegquate corrective actions have
been taken with respect to the above violation.

Please advise this office in writing within 15 working days of
receipt of this letter as to the specific actions your firm has
taken or intends to take to correct this violation. If corrective
action cannot be taken within 15 days, state the reason for the
delay and time within which the corrections will be completed.
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Your reply should be sent to Jerome Bressler, Director, Compliance
Branch, 300 S. Riverside Plaza, Suite 550 South, Chicago, Illinois
60606, - ——

Sincerely,

Raymond V. Mlecko
District Director

cc: EF

ce: SJ

cc: HFM-~-600

ce: HFR-230

cc: HFI-35

cc: HFR-MWIS0

cc: HFA-224

cc: SDE

cc: CHI-DO R/F (2)

RVM/JB/SDE/dag



CERTIFICATE OF SERVICE
1, Gerard M. O’Rourke, do hereby certify that on June 5, 1997, 1 caused to be served copies
of the foregoing SUPPLEMENTAL DECLARATION OF DR. MONICA S. KRIEGER IN
OPPOSITION TO PLAINTIFFS' MOTION FOR PERMANENT INJUNCTION AND IN
SUPPORT OF ALTERNATIVE MOTION FOR STAY OF INJUNCTION upon the following

counsel of record by the means indicated:

BY HAND: BY FEDERAL EXPRESS:
William Marsden, Esquire Steven Lee, Esquire
POTTER, ANDERSON & CORROON KENYON & KENYON
Hercules Building One Broadway
Wilmington, DE 19801 New York, NY 10004
Michael Sennett, Esquire
BELL, BOYD & LLOYD
70 West Madison Street

Chicago, IL 60602

Donald R. Ware, Esquire
FOLEY, HOAG & ELIOT
One Post Office Square
Boston, MA 02109

Gerard M. O’Rourke, Eéquire
Del. L.D. Number 3265




UNITED STATES DISTRICT COURT T

FOR THE DISTRICT OF DELAWARE v b ;

THE JOHNS HOPKINS UNIVERSITY, a
Maryland corporation, BAXTER
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Case No. 94-105 RRM i

HEALTHCARE CORPORATION, a Delaware :
corporation, and BECTON DICKINSON AND :
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CELLPRO, INC., a Delaware corporation,
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Delaware Bar No. 3265

1220 Market Building

P.0. Box 2207

Wilmington, Delaware 19899

(302) 658-9141

Attomneys for Defendant

CELLPRO, INC.



DECLARATION OF JAMES MACK FOLSOM

I, James Mack Folsom, declare as follows:

1. I am Senior Vice 2resident of Glassman Oliver Economic
Consultants, Inc. of Washington, D.C., having been employed by the
firm for over 18 years. Prior to employment at Glassman Oliver, I
worked for the Bureau of Economics at the Federal Trade Commission
for over 14 years where my highest position was Acting Director of
the Bureau. Prior to employment at the FTC's Bureau of Economics,
I taught at Duke University for four years. A ‘copy of my
curriculum vitae 1is attached hereto. I have reviewed the
financials of CallPro, including the material attached to Mr. Larry
Culver’s May 28, 1997 Declaration, and the declaration of Professor
Hausman in this matter dated April 27, 1997.

2. The question examined in the Hausman declaration and in
this declaration is when a firm like CellPro would cease production
and sale of a good. Economic theory tells us that in both the
short and long run, a firm will cease sales when its variable costs
exceed its revenue. The difference between the short run case and
the long run case is that some costs are fixed in the short run and
no costs are fixed in the long run. Economic theory also tells us
that a firm may sell below cost in the short run if it believes
that in the long run it will make a profit that will more than
offset the losses. That condition would not apply if the relief
reguested were granted, forcing CellPro to pay all of its
"incremental profit" to the Plaintiffs until the Plaintiffs’

product obtains FDA approval and to cease sales shortly thereafter.




3. Economic theory teaches us that a multi-product firm may
continue to operate if it must continue to bear all other costs
even if it ceases to produce a particular product. CellPro is,
however, essentially a single product £firm, with sales of the
products in question amounting to more than 20 percent of the
firm’s total sales. This means that the remaining products of
CellPro cannot support the overhead and research and development
expenditures that are occurring.

4. I understand that it may well be two to three vyears
before FDA approval could be obtained by the Plaintiffs in this
matter. Accordingly, CellPro’s decision making mode is a long run
one. From a practical standpoint, an examination should be made of
what CellPro’s incentives would be if it could only recover, at a
maximum, its short run variable costs when it is operating in a
"long run" decision mode. It is obvious that virtually all of
CellPro’s costs would disappear if it shuts down operation._ This
- would include its overhead costs and its research and development
costs. It follows that CellPro should close its operations down if
the overhead and research and development costs can be avoided by
closing down but would have to be paid if CellPro continued to
operate.

5. The argument that CellPro has a substantial sum of cash
should not be a factor in the decision which must be made by
CellPrc as to whether it should continue to do research and
development and to produce and sell the relevant products. CellPro

has a responsibility to its stockholders not to throw that money

2




away. And, stockholders could well take the view that this is what
CellPro would be doing 1f it were to cperate while losing more
funds than it would lose by closing down.

5. Mr. Larry Culver, Chief Financial Officer of CellPro, has
examined what would happen to CellPro‘s cash under several
scenarios in his declaration dated May 28, 1987. His models
demonstrate that even if CellPro is required to pay only a 4
percent Bayh-Dole rovalty during the time that the appeal of the
matter is being heard, CellPro would be unable to operate for more
than two years without going to the capital market to raise more
funds. Mr. Culver believes that with the cash flow situation and
certainty that would result from a 4 percent royalty, CellPro could
raise capital to allow it to continue to operate. The models also
confirm my expectation, as indicated above, that CellPro would have
to go into a shutdown mode if it were required to pay the royalty
urged by the Plaintiffs in this matter. The reason is that the
approximately 50 percent royalty and other injunctive relief
requested by Plaintiffs would make the cash flow situation and
future prospects of CellPro so bad that it would eliminate
reasonable access to the capital market to raise the funds that
would allow CellPro to continue to operate. Such a shutdown
decision by CellPro would, of course, result in a loss of any and
all public health advantages that flow from continued availability

of the CellPro product.




I declare under penalty of perjury that the foregoing is true
and correct.

Executed at Washington, D.C., this 2nd Day of June, 1997.

B Lol

(fames Mack Folsom




CERTIFICATE OF SERVICE
I, Gerard M. O'Rourke, do hereby centify that on June 5, 1997, I caused to be served copies
of the foregoing DECLARATION OF JAMES MACK FOLSOM upon the following counsel of

record by the means indicated:

BY HAND: BY FEDERAL EXPRESS:
William Marsden, Esquire Steven Lee, Esquire
POTTER, ANDERSON & CORROON KENYON & KENYON
Hercules Building One Broadway -
Wilmington, DE 19801 New York, NY 10004
Michael Sennett, Esquire
BELL, BOYD & LLOYD
70 West Madison Street

Chicago, IL 60602

Donald R. Ware, Esquire
FOLEY, HOAG & ELIOT
One Post Office Square
Boston, MA 02109

Del. I.D. Number 3265



UNITED STATES DISTRICT COURT <l
¥OR THE DISTRICT OF DELAWARE <L

THE JOHNS HOPKINS UNIVERSITY, : Case No. 54-105 RRM
a Maryland corporation,

BAXTZR HEALTECARE

CORPORATION, & Delaware

corporation, and BECTON

DICKINSON AND COMPANY, z New

Jersey corporation,

Plaintiffs,
V.

CELLPRO, INC., a Delaware
corporation,

Defendant.

SUPPLEMENTAL DECLARATION OF EDWARD KENNEY
IN OPPOSITION TO PLAINTIFFS’ MOTION FOR
PERMANENT INJUNCTION AND IN SUPPORT OF
 CELLPRO’S ALTERNATIVE MOTION FOR STAY



I, EDWARD KENNEY, do hereby declare:

1. I am the Vice-President of Marketing and Sales for
CellPro, Inc. I have personal knowledge of the mattsrs set forth
in this declaraticn and if called as a witness could compstently
testify thereto.

2. I am informed and believe that, during an oral
argument on April 30, 1957, plaintiffs’ counsel suggested that
the CellPro CEPRATE® SC stem cell concentrator may already be in
place at most, or substantially all, of the transplant sites
within the United States. Specifically, I am informed that
plaintiffs’ counsel remarked to the Court that it was “not clear”
to him “that there are even a whole lot more transplant centers
in the United States” than those that already had a CEPRATE® sC
device.

3. In faect, as of March 12, 1997, there wers 54
transplant centers in the United States that possessed at least
one CellPro CEPRATE® SC Stem Cell Concentratcr. In contrast, the
total number of medical institutions in the United States that
perform stem cell transplants is estimated to be at least 300.
This number is probably conservative, and it is derived from the
number of transplant centers that report to the Bone Marrow
Transplant Registry. There are known to be other centers that
perform transplants but that do pot report to the Registry, and
that would cause this number to be an undercount. Even if this
probably-conservative estimate of 300 as the total number of

transplant centers in the U.S. is adopted, the percentage of such



centers which possessed a CellPro device as of March 12, 1997 was
oniy 18% -- that is, 54 of 300. If the number of transplant
centers that report to the Registry is indesed an undercount of

the total number of centers in the United States, then even this

18% percent figure would of course be an pverestimate.

4. From the list appearing in the April 28, 1997
Declaration of Kristin F. Houser purporting to show the North
American "transplant centers and other facilities" at which a
Baxter ISOLEX system was "currently installed," it appears that
there were, at most, 37 U.S. transplant centers represented (I
did not count three facilities listed by Ms. Houser which are
obviously Canadian, nor did I count Systemix, which according to
my understanding is a business corporation that has a research
facility but not a transplant center). By comparing this list
with CellPro’s list, I counted an overlap of 21 transplant
centers that had both CellPro’s and Baxter’s device. This would
yield a total of (54 + 37 - 21 =} 70 U.S. transplant centers
which have at least one (CellPro’s or Baxter’s, 1f not both}
therapeutic stem cell immunoselection device. Based on the above
estimate of 300 as the total number of transplant centers in the
U.S., it can be calculated that only some 23% (= 70/300) of such
sites possess a therapeutic stem cell immunoselection device.
This estimate is approximate not only because the 300-centers
estimate is probably conservative but also because CellPro’s
number is taken at March 12, 1997 and éaxter‘s at April 28, 1997.

Nevertheless, I believe it is fair to conclude, based on the



above estimates and analyses, that the proportion of ail
transplant centers in the U.S. that possess stem cell
immunoselection devices is a small proportion, probably in the
neighborhood of one-fourth of all U.S. transplant centers.

I declare under penalty of perjury that the foregoing

is true and correct.
N Executed at Bothell, Washington, this v« day of
L1o0

_May 1997. . .

T Edward Kenrey




CERTIFICATE OF SERVICE
1, Gerard M. O'Rourke, do hereby certify that on june 5, 1997, I caused 1o be served copies
of the foregoing SUPPLEMENTAL DECLARATION OF EDWARD KENNEY IN OPPOSITION
TO PLAINTIFFS' MOTION FOR PERMANENT INJUNCTION AND IN SUPPORT OF
CELLPRO'S ALTERNATIVE MOTION FOR STAY upon the following counsei of record by the
means indicated:
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BY HAND: BY FEDERAL EXPRESS:

William Marsden, Esquire Steven Lee, Esquire

POTTER, ANDERSON & CORROON KENYON & KENYCON

Hercules Building One Broadway

Wilmington, DE 19801 New York, NY 10004
Michael Sennett, Esquire
BELL, BOYD & LLOYD
70 West Madison Street

Chicago, IL 60602

Donald R. Ware, Esquire
FOLEY, HOAG & ELIQT
One Post Office Square
Boston, MA 02109

oo JH B L,

Gerard M. O’Rourke, Esquire
Del. I.D. Number 3265
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wualai e Hughes Institute taps Hahn, Roberts
' pehaidi for prestigious 7-year appomtments

Two researchers in the Center's Basic Sci- would otherwise be
ences Division — Drs. Steve Hahn and James able to do,” he says.
Roberts ~ joined 68 other scientists nationwide Billionaire industri-
last month in being named to the faculty of the  alist Howard Hughes
Howard Hughes Medical Institute. founded the institute in

The prestigious appointments last seven years.  1953. [nstead of

The Hahn lab focuses on the complex series of building its own
molecular events that start the process of tesearch campus, the
reading, or transcribing, genetic information into  institute enters into
a protein blueprint. Roberts’ laboratory studies  long-term rescarch

the mechanisms involved in starting and stop- agreements with
ping cell division. universities and other. .
Hahn says he is gratified to be named 2 academic research Dr. Steve Hahn Dr. Jim Roberts
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. FHCLE,
Patent dispute: Center’s stakes high as rulings

awaited on CellPro appeal, ‘march in’ request

industry. And aithough the Center is not & party ta the suit, the stakes

I( could be the bitterest patent dispute yet in the youag biotechnology

for the Center - both for research and revenue — are high.

Since the beginnings of the nation's biotechnol

industry in the sarly

1980s. patent lawsuits have become commonplack. But the dispute
between Bothell-based CellPro, Inc.. and Baxter International. of
Deerfield, [I1., has been especially contentious, with more twists and turns

than a daytime soap opera,

i Dr. Ron Berenson, CellPro, Inc. developed t0 sell our product. So
automated systems for purifying large quantities  as a practical matter,
of specific cells for therapeutic and diagnostic  CellPro could not
applications. continue operating
The first cell type targeted by CeliPro wasthe  under the terms of the
blood-making stem cell, a rare cell produced in  injunction.”
bone marrow that gives rise to the body's blood While the Center's
and immune systems. interest in the case is
The Center granted the compsny an exclusive  not on the same scale
license to the patented core technology of the as the two companies,
company's system. a column device that Catherine Henmings,
CellPro calls the Caprate SC Cell Concenteation  director of the
‘It has System. At the same time, CellPro licensed an  Center's Technology
I T patented lonal antibody developed by  Transfer Office, sa
implications E s Dr lowin Bemsein, tne potential impact is
beyond this case. In 1991, Johns Hopkins School of Medicine  significant.
Whole areas Of  was granted four patents, one of which claims “Should CellPro be
all d lonal antibodies that bind - forced out of business,
research such as (e o the surface of stem cells thus leaving the
gene therapy,  igenified ss CD34. The other covers any means  product unsupported,
thempguﬁc cell o isolating stem cells using the CD34 antigen it could disrupt some
. that yields a cell collection substantially free of  of ouf investigators'
expanston are also more mature lymph or mamrow cells. research,” she says,
affected. Dr. Bill Bensinger, a researcher in the Dr. Scou Rowiey,
” Center's Clinical Research Division and co- who heads the
Therehastobea  iqyeqor of the CeilPro deviee, believea thit  Cryobiology Labora-
balance betteen  such a browd patent is the oot of the problem.  tory, where both the
allawing “1t has implications beyond this case,” he CeliPro system and
) says. “Whole aress of research such as gene Baxter’s competing
commercial therapy, therapeutic cell expansion are also Isolex system are used
development and  affected. for clinical trials, says
gmnling such “There ftas (0 be a balance between alfowing the Center is conduct-
ial develop and ing such ing three clinical trials
broadly broadly intsrpeeted rights a1 to restrict re- using the CellPro
interpreted rights  search.” device, and another is
as to restrict Despite CellPro’s contention that the planned.
' Hopkins' patent was invalid. in January 1992 If CeitPro haited
research. CellPro entered into negotistions with Buxter  production suddenly, GRS x
The Center's (o2 licsase o the Hopina patenes, Neither - Rowley sayathe 1y S1AUGH, technician, operates a GelPro column ddvice n the
, . side could agree on terms for 4 license, bow.  impact on those Cryoblology Laboratory, off the tuninel thet runs betwsen the Colurmbia
Dr. Bill Bensinger,  ever, nd each sued the other. studies would vary g jiyn'and Swecish Mecical Center. The monocional antibody used in
co-inpentor of the  In A"!‘:‘ 1995, zﬂ““;e“l”"!'“ it had won :{‘Pﬂ‘p:'mflglgv'"d the device, which CeliPro cails the Caprate SC Ceft Concentration
: its patent dispute when a Delaware jury unani- suj , is the of & bitter patent dispute.
 CellPro device 10y found that the patents held by Hopkins  provides. S : pe

At stake in this dispute are patient access to a
potentially life-saving technology and a market
industry estimate of at least $60 million a year.

Founded in 1989 by former Center researcher

and licensed to Baxter were invalid.

In a surprising tumaround. however, the federal judge in the case
refused to enter the jury’s verdict. The judge determined that the jury's

verdict was not supported by evidence and felt that he had erred in his =
instructions to the jury. He awarded damages to Baxter and ordered a
retrial.

In an ironic twist of fate following that trial, Richard Murdock, the chief
executive officer of CeilPro was diagnosed with a form of non-Hodgkin's
lymphoma. Given little more than two years to live, Murdock asked to be
treated with an experimental procedure vsing his company's device.

Today Murdock is cancer-free, but his company, despite receiving FDA
approval for the Ceprate SC system, has been given fittle more than two
years 10 survive,

In March, the jury in the pacent rearial found that CeilPro had “willfully
infringed”™ Baxter's patent and swarded it and its partners §2.3 million in
damages. [n a follow-up hearing April 30, Baxter asked the courtto
impose triple damages of $6.9 million, $7 million in legal costs and a two-
year phase-out of sales of CellPro’s product.

{n response, CellPro is appealing the jury verdict. At the same time, it
has asked U.S. Secretary of Health and Human Services Donna Shalala for
permission to continve selling the product based on a compeiling public

interest and the fact that the technologies in question were developed
through federally funded research.
Baxter says such g action is y because it is asking

for the injunction to be phased in over two years. If such a staged injunc-

tion is granted, Deborah s; director of corporate communications for : Please sce PATENT, page 4

Baxter, says it will allow current clinical trials using the CellPro device to
continue.

“Baxter bas no intention.of denying any patient or physician access o
technology which can help treat cancer,” Spak says. “Our intent is to
assure a smooth wali d technology.”

CeltPro’s Joann Reiter. director of corporate development, says that
under the terms of the injunction, CellPro would lotw money if it continues
the clinical trials.

“We would only be able to treat a very narrowly defined patient popula-
tion,” Reiter says. “We would also have to pay Baster for ail the
disposables at a cost of $2.000 per unit, which is more than our profit.

“In the ond, the trial resuits will do us no good, since we won't be able

Rowley, who serves as a scientific advisor to Baxter Biotechnology,
explains that such trials typicaily are conducted in three ways,

In a study initisted by a Center investigator, & company will sell the
necessary materials to the Center just as it would %o any other customer.

In other cases, in which the study offers potehtially useful data to the

pany, the fs often provid ials for free.-

The third i0 involves & pany-sp d study, in which the
company not only provides ali materials at no charge, but it also it pays the
Centet to conduct the study and collect data.

“We curremiy have studies using CellPro products under each of those
scenarios,” Rowley says. “In the case where CellPro is selling the column,
it costs the Ceniter $4,000 per use. If that study were to switch to Baxter's
system, it wonld cost $3,000 because Baxter does not have FDA approval
and therefors can culy offer it on & cost recavery basis.

“In the othet two cases. the cost impact could be significant. In the study
where CaliPro is providing the swoplies at no charge, [den't know
whether Baxter would support that study of not. For the CellPro-sponsored
study, that research coulgh-be set back three to six months becanse Baxter
is not quite there yee." o

Rowley explains that the CellPro-sp
pldenuvilhnimwrelmddonmm&llhoml'cm the
donor lymphocytes thought to produce graft-versus-host disease, and
CeliPro is ahesd of Baxter in that area of research,

Dr. John Hansen, bead of the Center's Clinical Immurniogenetics
Program, is coilaborating with investi at both the University of

d study invol ,
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Device was anticipated to be first ‘home run’ licensed by Center
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that uses the CellPro system.

“It would be very disruptive if CeifPro could
no longer provide the columns,” Hansen says.
"Theoreticaily, we couid switch to the Baxter

system, but that would take time and surely
require additional negotiations.”

In terms of financial impacts on the Center,
Hennings says the CeltPro device was antici-
pated to be the first “home run” licensed by the
Center with the potential of generating millions
of dollars in royalties.

*The Center has a significant interest in

CellPro's ability to sell its device,” she says.

in asking Shalala to step in, CellPro is secking
protection under a provision of the Bayh-Dole
Act of 1980, That law is widely credited with
launching the U.S. biotechnology industry by
allowing academic institutions to own and patent
technologies developed with federal funding.

To protect taxpayers’ research investment, the
bill's authors inserted a provision often referred
to as “march in rights.” Under this provision,
the government retains the right to step in if a
X is not jalizing a technology
fast enough, or if there is a compelling public
interest.

Hennings says that in the 17 years since the
Bayh-Dole Act was passed, the government has
never exercised its “march-in” rights.

Whether the government should intervene in
this case is the subject of heated debate in the

demi ity. Technology transfer
professionals differ sharply how such action

. would affect technology licensing.

Some vehemently denounce CeilPro and
predict that if the government does “march in,”
it will bave a chilling effect on technology
transfer. The argument goes that if CellPro

d panies will be rel to license

hnologies developed at fed: fanded

. » ik
Others say the CellPro case is just the type of
situation the law's authors had in mind when

" they included the “march in” provision. Adding

credence to that view is the fact that the 18-page
letter from CellPro to Secretary Shalala was
prepared and signed by former U.S. Sea. Birch
Bayh, co-suthor of the law.

Without commenting on the merits of either
party’s case; the Center supports CellPro’s

request.
In a letter to Shalals, Drs. Robert Day, Cente'
president and director, and Lee Hartwell,

P and director-desi express this
support strongly.

“At g minimum,” the letter states, “we believe
itis i upon the Dep of Health

and Human Services and the National Institutes
of Health to ensure that a commercially reason-
ablé license under the Johins Hopidns patents is
offered to CellPro.” :

Rulings on Baxter's request for sm injuaction
against CellPro, and on CellPro’s request that

. the govemment exercise its “march in” rights,

are expected this month.
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