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UNITED STATES DISTRICT COURT- - L E D
SOUTHERN DISTRICT OF CALIFONXFEB ~7 Py s

ClLEpx :
UNITED STATES OF AMERICA, SUTHE i gy w7 BIST Couny
ALl ru,(wh,‘
Plaintiff, Civil No?¥96 CV 1706 BEN (NLS)
Depyyy
V.
Undetermined quantities of boxes
of Signature Edition Gold infusion 4
pumps, articles of device, each CONSENT DECREE FOR
box containing one infusion pump, CONDEMNATION AND
" Model numbers 7130, 7131, 7230, and

PERMANENT INJUNCTION
7231, labeled in part: ‘

(box)

"k ALARIS™ MEDICAL SYSTEMS ***
ALARIS Medical Systems, Inc. San
Diego, CA USA *** SN ***

| (puinp)

"*** ALARIS *** Signature Edition®
GOLD Infusion System *** ALARIS

*** MEDICAL SYSTEMS *** SAN DIEGO,
CA **x "

Defendants.

N’ N’ N’ N N N’ N’ N N N N N N N N N N N N N N N N N N N’ N

On August 23, 2006, Plaintiff, the United States of America, by and through its attorneys,
filed a veriﬁed complaint for forfeiture against cgrtain articles that were in the possession of
Cardinal Health 303, Inc. ("Cardinal 303"), located at 9190 Activity Road, San Diego, California.
The complaint alleged, among oth'er\ things, that the abovefcaptioned articles (the "Seized
Articles") are adulterated under Sections 501(c) and 501(hj of the Federal Food, Drug, and

Cosmetic Act (the "Act"), 21 US.C. §§ 351(6) and 351(h). Pursuant to the Warrant for Arrest
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issued by this Court, the United States Marshal for this district ("Marshal") seized the articles of
device at Cardinal 303's facility on August 25, 2006. Cardinal 303, formerly known as ALARIS
Medical Systems, Inc. ("Cfaiman " or "Defendant"), filed a statement of interest signed by
Dwight Winstead, President and Chief Operating Officer, for the Seized Articles on September 6,
2006.

The complaint alleges that the Seized Articles are: (1) adulterated within the meaning of
the Act, 21 U.S.C. § 351(c), in that their quality falls below that which they purport and are
represented to possess; and (2) adulterated within the méaning of the Act, 21 U.S.C. § 351(h), in
that the methods used in, and fhe facilities and controls used for, their manufacture,_ packing,
storage, and installation are not in éonformity with current good mariufactufing practice
("CGMP") and the Quality System regulation ("QS.regulation") as promulgated under 21 C.F.R.
Part 820, |

Defendants, _Cardinal 303, Dwight Winstead (Cardinal_ 303's President and Chief
Operating Officer), David L. Schlotterbeck (Cardinal 303's Chairman and Chief Executive
Ofﬁcef), and William H. Murphy (Cardinal 303's Senior Vice President of Quality and |
Regulatory Affairs) (collectiVely, "Defendants" unless other.wise specified), without admitting
the allégations in the complaint, have appeared, waived the filing and service of an amended
complaint seeking injunctive relief, and, before any testimony has been taken, agreed to the entry

of this Consent Decree.
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IT IS HEREBY ORDERED, ADJUDGED, AND DECREED as follows:

1. This Court has jurisdiction over the subject matter herein and has personal
jurisdiction over all paﬁies to this action pursuant to 28 U.S.C. § 1345 and 21 U.S.C. §§ 332 and
334, Venue is proper in this district under 28 U.S.C. §§1391(b)-(c) .and‘ 1.395.

2. The complaint states a claim for reliéf against the Sefzed Articles under the Act,
21 U.S.C. §§ 301-397.

3. Defendant Cardinal 303 has made a claim as to all of the Seized Articles.
Defendant Cardinal 303 further affirms that it shall indemnify and hold the United States
harmless should any other party or partie5 hereafter file or seek to file a statement of interest or
right to inteﬁene in this action, or seek to defend or obtain any part of the Seized Articles.

4. The complaint alleges that the Seized Articles violate the Act in the fdllowing

ways: |

A. The Seized Articles (Signature Edition Gold infusioﬁ pumps; model
numbers 7130, 7131, 7230, 7231) are adulterated within the meaning of the Act, 21 U.S.C.
§ 351(c), iﬁ that their quality falls ’below that which they purport and are rgpresented to posses.s;
and |

B. The Seized Articles (Signa_ture Edition Gold infusion pumps; model
numbers 71 3AO, 713.1, 7230, 7231) are adulterated within the meaning of the Act, 21 U.S.C.
§ 351(h), in that the methods used in, and the facilitiés and cbntrols used for, their manufacture',
packing, storage, and installation are not in conformity with CGMP and the QS regulation as

- promulgated under 21 C.F.R. Part 820.
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Without admitting these allegations, Defendants agree to enter this Decree without
contest.

5. The Seized Articles are hereby conderhned pursuant to 21 U.S.C. § 334(a) and
forfeited to the United States.

6. The UnitedlState_s shall recover from Defendant Cardinal 303 all court costs, fees,
and storage and other proper expenses, and such further costs for which Defendant Cardinal 303
is liable pursuant to 21 U.S.C. § 334(e) .with respect to the Seizéd Afticles. Defendant Cardinal
303 shall pay these costs within fifteen (15) calendar days of receiving writtep notice from the
Fo'od and Drug Administration ("FDA") of such costs.

| 7. Pursuant fo 21 U.S.C..§ 334(d)(1), within twenty (20) calendar days of the entry
of this Decree, Defendant Cardinal 303 shall execute and file with the clerk of this Court a good
and sufficient penal bond (the "Bond") with surety- in the amount of 3.6 million dollars
($3,600,000). The Bond shall be in a form acceptable to'the clerk of this Court and payable t§
the United States of America, and conditioned on Defendants abidiﬁg by and performing all of
the terms and conditions of this Décree and of such further orders and decrees as may be entered
in this proceeding.

8. A. Within thirty (30) calendar days of the entry of this Decree, and after filing
the Bond with this Cdurt as provided in paragfaph 7 of this Decree, Defendant Cardinal 303 shall
give written notice to FDA that Defendant Cardinal 303, at its own expense, is prepared to
atte'mpt to bring the Seized Articleé into compliance with the law under FDA's supervision. This -
‘notice shall include a detailed written plan describing Defendant Cé;dinal 303's proposal to bring

the Seized Articles into compliance with the Act. Defendants shall not attempt to bring the
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Seized Articles into compliance until Defendant Cardinal 303 has submitted a writtén plan to

FDA and FDA has notified Defendant Cardinal 303 in writing.that its plan is acceptable. FDA's

decision regarding the adequacy of the reconditioning proposal shall éonstitute final agency

action.

B. FDA shall notify Defendant‘Card‘inal 303 in writing within forty-ﬁvé (45)

calendar days of FDA's receipt of Defendant Cardinal 303's reconditioning plan whether the
“reconditioning plan is acceptable in whéle or in part. If the reconditioning plan is acceptable
with regard to some of the Seized Articles and not others, FDA. shall si)ecify those Seized
Articles for which thé reconditioning plan is acceptgble. If FDA notifies Defendant Cardinal 303
in writing that some or all of the reconditioning plan is unacceptable, FDA shall state the basis
for such determination. Defendant Cardinal 303 shall then submit, within twénty (20) calendar
days of receipt of FDA's letter, either a revised reconditioning plan for those Article_é for which
the initial plan was unacceptable or a plan to destroy those Articles as set forth below. FDA shall
fespond in writing within thirty (30) calendar days of its receipt of Defendant Cardinal 303's
revised reconditioning plan to notify Defendants as to whether the revised plaq is acceptable. If
Defendant Cardinal 303 has not submitted a revised reconditioning plan within twénty (20)
calendar days of receipt of YFDA's létter, or if FDA finds that the revised reconditic;ning plan is
unacceptable, Defendants shail cause that portion of the Seized Articl.es for which ho revised
reconditioning plan was submitted or for which the revised reconditfoning plén was‘deemed
unacceptable, to be promptly destroyed at Defendant Cardinal 303's expense and under the

supervision of an FDA representative. If FDA finds that Defendant Cardinal 303's revised .

reconditioning plan is unaéceptable, in whole or in part, Defendants may challenge that decision

5 Civil No. 06 CV 1706 BEN(NLS)




‘Case 3:06-cv-01706-BEN-NLS Documen't 17 Filed 02/07/2007 Page 6 of 27

under tﬁe terms set forth in paragraph 27. Defendants may execute any portion of the initial or‘
revised reconditioning plan that was found acceptable to FDA in accbrdance with the applicable
provisions of the Decree.

C. Defendants shall not dispose of fhe Seized Articles or any part of them in a
manner aontrary to the provisions of the Act, or any other federal law, or of the laws of any state
or territqry (as deﬁned. in the Act) in which they afe disposed. All Seizéd Articles that are not
successfully reconditioned as provided by this Decree shall be destroyed by Defendants at |
Defendant Cardinal 303's expense under supervision of an FDA representative, and Defendant
Cardinal 303 shall pay to the United States all costs incurred in supervising the destruction of
such articles, at rates specified in paragraph 20 of this Decree. |

D. Following Defendant Cardinal 303's receipt of written authofization to
commence attempting to bring the Seized Articles into campliance with the Act and .following
the paymént of costs pursuant to paragraph 6 and the posting of the Bond by Defendaht Cardi'nal
-303 as required by paragraph 7 of this Decree, the Marshal shall, upon receiving writ_ten notice
from FDA, release those Articles that are spéciﬁe’d in FDA's notice to Defendant Cardinal 303
from his custody to‘the custody of Defendant Cardinal 303 for the purpose of attempting to bring

. tﬁe Articles into compliance with the law.

E. Defendants shall at all times, until the Seized Articles:have been brought into
compliance with the law as determined by FDA or destroyed under. FDA supervision, retain the
Seized Articles intaét for examination or inspection by FDA in a place made known to and
approved by FDA, and shall retain the records or other proof necessary tb establish thé identity of

the Seized Articles.
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F. If requested by FDA, Defendant Cardinal 303 shall furnish dupliqate

copies of invoices of sale of any released de{/ices, or other evidence of disposition as FDA may
request.

G. Within ninety (90) calendar days of receiving approval and/or rej'ection of
the reconditioning plan pursuant to paragraph 8(B), Defendants shall either destroy the Seized
Articles at Defendant Cardinal 303's sole expensé under the supervision of the FDA
representative or complete their attempt to bring the Seized Articles into compliance with the law
in a manner set forth in the reconditioning plan found acceptable to FDA. Defendant Cardinal-
_363 shall reimburse the United States for the costs of supervising the reconditioning and/or
.destruction of the Seized Articles Wifhin twenty (20) calendar days of receiving an invoice for
such costs at the rates ‘listed in paragraph 26. Defendant Cardinal 303 shall also bear all costs of
destructiqn and be responsible for ensuring that such destfuction is carried out in a manner th_at
complies with the provisions of the Act, othér federal laws, and the laws of any state or territory
(as defined in the Act) in which they are disposed. Within twenty-five (25) calendar days of ‘
receiving Defendant Cardinal 303's written notice to FDA of completion of the attempt to bfing
the Seized Articles into compliance with the Act and/or destruction of the Seized Articles, FDA
shall provide Defendant Cardinal 303 with an invoice for the costs of supervising such attempt
.and/or destruction. Defendant Cardinal 303 shall pay those costs within twenty (20) calendar
days of receiving FDA's invoice. Upon receibt of such payment from Defendant Cardinal 303,
FDA will notify the United States Attorney for this district that Defendants have brought the -
Seized Articles into compliance with the law and/or destroyed the articles, and that Defendant

Cardinal 303 has paid the costs set forth in FDA's invoice.
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H. The United States Attorney for this district, upon being advised by FDA that
the foregoing conditions of this Decree have been performed, shall transmit such information to
the clerk of this Court, whéreupon the Bond given in this proceeding shall be canceled and
discharged.

9. If Defendants fail to abide by and pérform all of the terms and conditions of this
Decree, or of the Bond, or of such further order or decree as may be entered in this proceeding,
then the Bond posted as provided in paragfaph 7 of this Decree shall, on motion of thé Plaintiff
in this proceeding, be forfeited in its entirety and judgment entered in favor of Plaintiff. In
addition, if Defendants breach any term or condition of this Decree or such furthgr order or
decree as may be entered in this proceeding, then Defendant Cardinal 303 shall, at its own
expense, immediately return the Seized Articles to the Mérshal or otherwise dispése of them
pursuant to an orde'r of this Courf. Following return of the Seized Articles to the United States,
the Marshal' shall destroy the Seized Articl¢s-and make due return to this Court. In the event that
destruction éf the Seized Articles by the Marshal becomes necessary pursuant to this paragraph,
Defendant Cardinal 303 shall be responsible for all costs of storage and disposition that are
incurred by the United States.

10. Défendants shall at no time, and under no circumstances whatsoe’ver, Ship, sell,
0/ffer for sale, or otherwise dispose of the Seized Articles, or any .part thereof, until: (a) FDA has
had free access to thé articles in order to take any samples or make any tests or ¢éxaminations that
'FDA Aéems necessary; (b) FDA has notified Defendants in writing that any reconditioning to be
conducted in accordance with the reconditioning proposal in paragraph 8(A) is complete g.rld that

the reconditioned devices comply with the Act, its implementing regulations, and this Decree;
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~and (c) FDA has notified the United States Attorney for this district that Defendants have
completed their attempt to bring the articles into compliance with the law in accordance with
paragraph 8(G). |

.1 1. - Upon entry of this Decree, Defendants, and each and all of Defendant Cardinal
303's ofﬁcers, directors, agénts, representatives, e‘rnployeés; SuCcessors, assigns, attorneys, and
any and all persons in active concert or participatioﬁ with any of them (including franchisees,
affiliates, and "doing business as" entities), who have received actual notice of the contents of
- this Decfee by personal service or otherwise, are permanently enjoined, pursuant to 21 U.S.C.
§ 332(a), frqm designing, fnanufacturing, processing, packing, repacking, labeling, holding,
distributing, or importing into the United States of America all models ot” its Signature Edition
infusion pumps identified ("SE infusion pumps"), unless and until:

A. The methods, facilities, and controls used to design, manufacture, process,
peick, repack, label, hold, and distribute the SE infusion pumps are established, operated, and
administered in compliance with 21 U.S.C. § 351(h) and 21 C.F.R. Part 820.

B. | Defendant Cardinal 303 retains at its éxpense an independent person or
persons (the "Expert"), who is qualiﬁgd by education, training, and expérience to conduct
inspections of any Defendant Cardinal 303's facilities that desig‘n, manufacture, process, pack,
repack, labél, hold, or distribute the SE infusion pumps or any component thérein (hereafter, "SE
infusion pump facilitiés"), and to review procédures and methods for designing, manufacturing,
processing, packing, rei:aacking, labeling, holding, and distributing SE infusion pﬁmps, to
determine whether their methods, facilities, and con_trols are operated and administered in

éonformity with 21 U.S.C. § 351(h), 21 C.F.R. Part 820, and this Decree. The Expert shall be
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without personal or financial ties (other than a consulting agreement between: the'parties) to eny
officer or employee of Defendant Cardinal 303 or their immediate families. Defendants shall
notify FDA in writing of the identit/y of the Expeﬁ within ten (10) calendar days of retaining such
Expert or ten (10) calendar days after the date this Decree is entered, whichever is later.
C. The Expert shall perform a comprehensiVe inspection of Defendant

Cardinal 303's SE infusion pump facilities and manner of operation and certify in writing to
FDA: (1) that he or she has inopected Defendant Cardinal 303's SE infusion pump facilities,
processes, and controls; (2) whether Defendants have corrected all deviations set forth in FDA'S
Inspectiona] Observations (Form FDA 483) from all prior FDA inspectiono since 2000; and (3)
based upon this comprehensive inspection whether Defendant Cardinal 303's infusion pump
| operations are.operated in conformity with 21 U.S.C. § 351(h), 21 C.F.R. Part 820, and this
Decree. ’i‘he Expert's certiﬁcation report shall encompass, but not be limited to, an evaluation of
the following:

i. Defendant Cardinal 303's compliance with 21 U.S.C. §§ 351(h),
360j(f)(1), and 21 C.F.R. Part 820;

ii. Defendant Cardinal 303's procedures for its éorrective and Preventive
Action ("CAPA") system including, but not limited to: analyzing quality data to identify existing
and potential cauees of nonconforming product and other quality problerns; inveStigating the
causes of nonconformities relating to product, processes, and the quality system; identifying the
action(s) needed to correct and prevent recurrence of nonconforming product and other quality
problems; verifying or validating corrective and preventative actions to ensure such actions are

effective and do not adversely affect the finished device; implementing and recording changes in
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methods and procedures as needed to correct and prevent quality problems; conducting an’d
documgnting adequate failure investigations; and implementing an effective complaint hanvdling
system; |

iii. Defendant Cardinal 303'5 design control systefn, including the design
change control process and performance of risk apalysis;

iv. Steps taken by Defendant Cardinal 303 to identify the root causes for
the key bduﬁce problem in the SE infusion pumpé and an evaluation of whether Defendant
Cardinal 303 has implemented appropriate steps to correct and prevent key bounce;‘

v. Defendant Cardinal 303A's protocols and vdocumentation fqr all design
validation for the SE infusion pump, including any design changes made to the software; and

vi, Defeﬁdant Cardihai 303's procedures to adequately inspect and test
incoming products used in the SE infusion purhps to verify conformance to product
spéciﬁcations.

D. Defendants rej)ort to FDA in writing the actions that they have taken to:
(1) correct all deviations sef forth in FDA's Inspectional Observations (Form FDA 483) from all
prior FDA inspections since 2000; and (2) ensure that the methods used in, and the facilities and
controls used for designing, manufacturing, processing, packing, repacking, labeling, holding,
and dfstributing SE infusion pumps'are operated and administered aﬁd will be continuously
operated and administered in conformity with 21 U.S.C. § 351(h), 21 C.F.R. Part 820, and this
Decree. |

E. Within forty-five (45) calendar days of receipt of the report under

paragraph 11(D), FDA'may, in its discretion and without prior notice, commence an inspection
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of Defendant Cardinal 303's SE infusion pump facilities to evaluate the réport, determine
whether the requirements of this Decree have been met, and whether Defendant Cardinal 303's
SE infusion pump facilities are otherwise operated in conformity with 21 U.S.C. § 351(h) and 21
C.F.R. Part 8?0. |

F. FDA notifies Defendants in writing that Defgﬁdants appear to be in
compliance with the requirements set forth in paragraphs 11(A)-(E).

G. Notwithstanding the foregoing, Defendant Cardinal 303 may continue its
service and repair operations of the SE infusion pumps so long as it: (1) affixes the warning
label relating to the key bounce problem referred to in Defendant Cardinal 303's August 15,
2006, voluntary recall letter to any such pumps that are returned to Defendant Cardinal 303 for
service without such a label; (2)l sendsv a notiﬁcgtion along with all such pumps being returned
from service, stating that the device has not been repa.ired’ or serviced for any problem relating to
the key bounce problem; and (3) provides FDA on a rhonthly basis with the number of pumps
éerviced, including seriél and model numbers of the pumps, and the location of the facilities
where the pumps are returned. The notification requirement set forth in subparagraphs (1) and
(2) of this paragraph shall not apply with respect fo any serviced or repaired SE infusion pump
where the key bounce problelﬁ has been previously corrected or modified puréuant to paragraphs
8(G) or 15.

12.  Paragraph 11 of this Decree shall not apply to the following:

A. Any SE infusion pumps or components thereof, or parts or accessories

thereto, manufactured, processed, packaged, labeled, held for saie; or introduced into interstate

commerce solely for export from the United States, provided that the applicable requirements of
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