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dulterated within the meaning of Section 501(h)

of the Act, in that the methods used in, 1e facilities or controls used for manufacturing,

packing, storage, or installation are not in conformance with the Quality System regulation for

medical devices, as specified in Title 21, Code of Federal Regulations ( CFR) Part 820, as

follows

1. Failure to establish and maintain procedures to include requirements that ensure that
information related to guality problems are disseminated to those directly responsible for
assuring the quality of infusion pumps. For example

1.1. EIS -Large Volume Pump Quality Reviews conducted for quarter 4/1999, quarter 1/2000, and quarter
2/2000 did not include review of corrective and preventive actions as per procedure #PHG177. Also,
procedures did not discuss review of engineering studies/investigations or production data related to pump
design. The related information was not presented during the quality reviews.

.._.
o
1'1

Engineering management did not respond to an internal memorandum that discusses the cause of

premature main battery failures. The mformatlon was not contained in the corrective and preventive
action system.

2. Failure to complete the investigation of nonconformities. Failure to justify the halt or delay
of an investigation of nonconformities. For example:

o Bk . . .
2.1. The report for study ##SNAENE explained that further studies would be conducted to investigate
influences that may have contributed to slightly larger increases in aenvery error for tria iS 7 and 12. No
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3. Failure to establish and maintain cotrective and preventive action (CAPA) procedures thaf

2.2. The following complainis included device failures that were n restigated before compiaint ciosure.
| Complaint #/Serial # | Device Failure -
L i '
L ' 4_

2.3, The occurrence nfhal‘harv ternneratures 3! \'pc

Y WSS wrtYw we = Twrve tvems

documented during study i!"

n, LAl o i s 1cations w

;71,) in March 1997 and study #1

%gﬂ inalld

1) in May 98. Study { "3nvesugatod the effects of temperatures on the infusion pump battely
that were above those spécified by the infysiog pump battery wanufacurer. The teuperatures observed on

the main batery for this study group were{ ‘7: prees greater than the manufacturer’s specification. In
LoLacidme

furra toct arrmrne wean st m.—lﬁmnﬂ-
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different s " eveles. A statistical analveie was not run at the time of the status report to confirm

lzne

different ay( cycles. A statistical analysis was not run at the time of the status report to "_—Wd—&ml

author’s suezes( on as per the protocal. The final report with a statistical analysw was not eomplete
9/20(00, appmxmnhelyZycu‘saﬁermesmdywu initiated, _ . o

soma & am A w

include requirements-to analyze sources of quality-data such as monthiy quality meetings.
For example, the requirements for monthly quality meetings between Baxter and the servi
organization were not described in the CAPA procedures. Possible quality problems and
trends observed dunng serv:cmg are dlscussed and tracked at these meeungs

Failure to establish and mmntam verification and validation procouures to ensure sucn
corrective action is effective and does not adversely affect the finished device., For exam

verification activities associated with the PDP-99-E08 (l{eplacement Shuttie Motor for

Colleague® Pump) did not include testing the new shuttle motors thn the improved snutuF

motor gearbox before nnplementanon

Failure to. conﬁ.tm dunng dwgn venﬁcanon, that deslgn output meets the aﬁlgn mpm
requuements before translatlon of device deslgn to pxoduct specifications. For example:

5.1. Design file #PDP-99-E03 showed that the battery chargc level indicator did not accuraiely poriray umr‘x‘i

R - o Al oo AdNeianalle sha indicatas ramresentine the number of hattarv
TNgel Ul idin GIUUILS, t\uuatlunully, LIV JUQIVG WL LV VOVl WiV RIVLLUSE oa LesseRy

\ |
§
charoa/diccharos cvelas did not nerform ag intended. Desien mnuts were not changod 1o reflect the n

VaAla BW WG WLl BV W) VAWY wew not PoieViiet 83 NIV LaTSs RN

requirement. The Formal Design Review dlscussed thcse issiog, but determnined no comective action
neccssary. - : ‘ . - , .
- e A_ 2 af

\
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tance crniteris (Gesign inpul requ irements)., Design ir

5.2. Data documented in Design File #PDP-99-E08 shawed that battery tefnpcratures excecded the L“
Ve mmma § nre Desion in

pe

jie,

as

t

manufacturer’s SPECLIICIUOI 8l LaXIET 5 aCtS
requirements were not-changed to ref] gg; the new reguiremcnts and the Formal Design Review did no
discuss these results. Additionally, thc Verification Rcy:ew Summ;lry showed that all input reqqx_:emlnts
were met. .
e - rm L e e ) v mrr riie AT T 0 oane £2PTATY irnlisdard il
d>.3 ne Vel.' 1canon SMY\ —d 1 Maii patiery UYSHBE LT 18580/ /77 7] ITIUGE0 OF
cha:nnhl-m-lvu-.-n cunlas’  Acnardine ra the servics mannal if the number of charee/ discharpe cvcles id
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greater thar

n 100, the battery should be replaced.
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Additionally, your firm’s infusion pumps are misbranded within the meaning of Section
502(t)(2) in that your firm has not provided an adequate explanation for not submitting MDR
Malfunction Reports as required by 21 CFR Part 803.50(a)(2).

Specifically, your firm'’s rationale for not submitting malfunction reports includes the
“adverse reporting Guidance for Medical Device Manufacturer or its Authorized
Representative.” The Global Harmonization Task Force, Study Group (SG) I drafted
this document. The SG II document does not reflect current MDR policy and cannot be
used to make MDR reporting decisions. Therefore, the firm has not provided or
documented an adequate reason for its failure to submit the referenced MDR Malfunction

Reports.

In addition, your firm's current MDR policy regarding failure codes and MDR reporting
does not appear to be compliant with 21 CFR Part 803.50(a)(2) — malfunction reporting.
During the inspection, the firm's policy was reported as, “Baxter’s current policy is not to
submit MDRs for complaints related to failure codes unless the information suggested
that an injury occurred or medical intervention was required.” This policy conflicts with
the malfunction reporting requirements in 21 CFR 803.50(a)(2) because a reportable
malfunction by definition involves an eveat that is likely to cause or contribute to a death
or serious injury. An actual injury or medlcal mterventlon would be reportable asa
serious injury.

Also, there is a lack of information about patient medical treatment in your firm’s
investigations. For example, your firm bas no way of determining if the device is likely
to cause or contribute to an injury or death if there is no information about the medication
being infused. The risk to the patient is affected by the nature of the drug being infused.
For example, is the patient receiving saline, a narcotic, a cancer drug, a cardiac drug,
etc.?

The Corrections and Removals regulation requires manufacturers, importers, and distributors to
report promptly to FDA corrections or removals of devices undertaken to reduce risk to health
within 10 working days. Your firm’s Colleaguc single channel infusion pumps are misbranded
within the meaning of Section 502(t)(2) of the Act in that your firm failed to submit information
to FDA required by 21 CFR Part 806, Medical Device Corrections and Removals, promulgated
under Section 519(f) of the Act. For example, your firm failed to submit a Rgport of Correction
and Removal to FDA for adding a second additional battery to the Colleague® single channel
infusion pump to correct numerous reported battery failures. The Correction and Removal began
in September 1999, and is currently ongoing. If you have not done so already, you are required
to submit a report of all corrections and removals to the FDA, within 30 working days of the
receipt of this letter, of which your firm has conducted since May 18, 1998. Please send your
report to our office and address it to Ms. Kathleen E Haas, Recall & Customer Complaint

Coordinator.
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to FDA483 #2 z.
s Al mcemm Ten Lumment Sam omnommdia man Araadamm P ment sausdav,

apes not AisCuss the format for presenting information GUNLE MARSETICHL ICVICW
meetines to ensure uniformitv from mesting to mesting, Alzo, the nrgggdt_!_rg does not digcugs the

requirements for elevating lnz‘ouuaﬁon obtained dunnz CAPA's and engineering studies/investigations to
the management review. 'PHG177 does not discuss how information will be summarized or presenwd
during the quality meeting. |

1M82/ND Dasrnanna 6~ ETYA _AQ92 41 1.
UHLOIUU RNESPONIE W0 S UA-909 I J.L.

EIS Larse Volume Pumn Ounhrv Review reports did not discuss the significance of the CAPA's. the

;tz];honshxp 1o the complamts, or what lnformnnon related to the CAPA was reviewed. Pages 3 and 4 of
the quality review reports did not include o summmary of any corrective/preventive actions. Also, PHG177
does not discuss how information will be summarized or presented during the quality meeting.
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our firm provided no documentation in the response to support the statement that some points in the

waw & ww v-—-“-.-r

memo were decmed without merit and did not pertain to actual conditions seen in the Colleague pump.

11/28/00 Response to FDA-483 #4.1:

Yaurﬂxmdldnotaddtessd:epncﬂvedinsmbﬂnymthesmdygrmzpduemﬂwsmasonﬂaepump Your
ﬁxmptowdednomfotmauondwmglhemspecuon mtuseuuposemcuamywaa"\,mwﬁs
than one hour. xwm'ﬁhw&mmmw of study J(Colleague® III study) apply to the

Calianana® ! %gg.n- e }n !‘Iﬁ m- Hn-nﬂ nenl' m f"l. {.n“;hﬁf. m We ramain mgm “ﬂl ﬂﬂs

responsé beoause the Colleaguc® 1T pump hes two main batserics, whereas the Calleague I had osié miain
battery. Yaurﬁrmpmposednoudditonn!mvesﬁxlhoutosmdytheeffectsofwmmonbmery

11/28/G0 R mponsc to FDA-483 #5.1:
snonges did not mgle. nl.-r how Hmmma not 'n mvreﬁwaft and lmw gg ;ggggg!glg for thosge

onr firm e ra.
A VWL I JF IV

dacisionswouldbedocﬂnwnwd TheCAPAmlemdoesnotmtohavem?ed!}mwmkm
brought to the CAPA group for which no investigation was deemned ‘necessary.’ ;

11/28/00 Rcsponse to FDA-483 # 7.1 and 7.3:

oy o lam e _____va_ _owe ﬂ nmmotdomad acsasntahle diia ¢t 0 non
We remain con,cemcu uut nom:nmutmmg ITHRUW OL: L.')" ~di WCIC USI0TITU atiipiaviv Guv
uﬂllﬂnuﬁnﬂ chlf’v hat’ mas for mufmnﬁm.‘a! mwirnee M!‘U Your ﬁ,nn d_id ggt :d___ i

ru\yvu- - v o .
address design outnut not meeting input reauiremcnts t'or this design.
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11/28/00 Response to FDA-483 # 7.2: L L
The current PRD, asrevlcwedduﬁngthemspecuon,dxdnotamwssmemaccum the battery charg
Tt * PV Sy X TG DN SRy T S ot stdantfiod o -nﬁmn that addrecs
ICVGL mmcawr or oauu)' CUATET/QISCOALPD 1MIGHWIL. l Oour ll.llll has oot ICCONIICS any actions Lnsl alCIess
desion "‘“","."-H not mﬁpn innnt rga‘m"rpmnﬂh for thie deﬂim R . ’

11/28/00 Response to FDA-483 # 8: '
The underlining cause of the failure code was not evaluated to determine if the device malfunctioned.

o _at . __..

Also, complamt #99101213 did not include information regammg whether or not medical intervention was

o nbhoaruaty
necessary. Your firm Cllﬂ not pmvmu any GOITW[IVB action for this observalion.

11/28/00 Resvonse to FDA-483 # 11.1: - '
Sludyf —Jwas conducted on a dual battery pump, not a single battcry pump as in EIS-96-078 The
proposed study included with the response does not discuss the cqmvalency betwcen simulated cycling and

- [4 Yy o Y, I PN
acrual pump Cycuﬂg The Smd.y does not dlscuss the recnargc time perlou orhowa T 100mil/ar was
R o VLT | Ny iy .-h-.lu An-e not Aiccuice
chosen as a iypical operating condition. Additionally, the S

{un to I.')Mmllhr\ will nffgﬂ hatterv ﬂprfnrm_‘n_nrr -
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11/28/00 Responsc to FDA-483 # 11.2:
Your firm’s responses did not discuss correction of the operator’s manuals currently in the field that list the
storage temperature range as -29° to 57° C.

11/28/00 Response to FDA-483 # 11.5:
During the inspection, Investigator Schmear did not observe mbing dimensions discussed in EIS-96-096.
Additionally, no study observed during the inspection cvaluated tubing dimensions ih order to verify

accuracy specifications.

11/28/00 Response to FDA-483 # 12.2:
Study C )was conducted to predict the affect of tubing dimensions on pump accuracy under
specific laboratory conditions. The study did not discuss operation ranges as evaluated in EIS-92-073 and
)-he studies that were reviewed did not discuss evaluating pump accuracy at warst casc
ting conditions and wbing dimensions.

6/27/01 Responsc:

We reviewed the Study Report Number 12371, eatitled Colleague® Yuasa Battery Cycling Evaluation,
issued June 15, 2001, that your submitted in the response dated June 27, 2001. We noticed that the
mwdemshowsdmtm!, , and les, the time froma the low battery alert to the depleted battery
alarm is less than the specififation of{] tes for several pumps. The report does not address this
apparent failure to meet specifications and contains no failure investigation.

We request that you take prompt action to correct these deviations. Failure to promptly correct
these deviations may result in regulatory action being initiated by the Food and Drug
Administration without further notice. These actions include, but are not limited to, seizure,
injunction, and/or civil penalties.

Please notify this office, in writing, within 30 working days of receipt of this letter of the specific
steps you have taken to correct the noted violations, including an explanation of each step being
taken to identify and make corrections to any underlying systems problems necessary to assure
that similar violations will not recur. If corrective action cannot be completed within 30 working
days, state the reason for the delay and the time within which the corrections will be completed.

In a meeting with your firm’s representatives on December 14, 2000, Ms. Margaret Foss, Vice
President Quality Management, explained that i m June 2001 your firm intended to finish
replacing the single-battery design of Colleagne infusion pumps with a dual-battery desi gn We
need to know if your firm finished implementing this correction/removal to all Colleague
infusion pumps in the field. Please send this office a detailed status report regarding your firm'’s
efforts regarding this correction/removal.

Your response should be sent to Michael Lang, Compliance Officer. If you have any questions
regarding this letter, please contact Mr. Lang at (312) 353-5863 x171.

Sinccrely,

\a\
Raymond V. Mlecko
District Director

Attachments
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