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Cat&d Mail 

Mr.HarryIcraeQler 
chairmaa Exexutive Offiw/Pfcsidmt 
Baxter Hcalthcare Cqoration, 
One Baxter Parkway, Dee&Id, 
Illinois, 600154633 

Durhg an ixqxxtim of your establisbmtwtt, Baxtar Hkalthcar-e Co&oration of Puerto Rico, located 
at Rd 721, Km 0.3, Aibonito, PR 00705, on October 29,202, thuugh November 22,2002, our 
inveatlgator d&umined that your firm manufawres sterile I.V. sets and sterile fluid path I.V. sets, 
(C~II~~~whiob~msdioaldtvicsses~bysection2OI(h)ofthtFaddpalF~Drug 
and -cAct(the Act). 

The above iaqmtion revealed that these devices are adulterawl with the meaning of Section 
50l(h)ofthcActinthatthem~usadin,orthc~tiiesor~~~usedfotmanufaduring, ‘i. 
packing, storage, Or in&a&&n are not in conhwwe with the Qualhy System qulation for 
medical devices as specified in Title 21, Part 820 (21 CFR 820). 

Quality system deficiencim were observed in rZae areas of nonconforming product and corrective and 
preventive actions. Deficiencies included, but are not limited to: 

1. Failure to implement the procedure far cohve and preventive actions, as wquked by 21 CFR 
820.100(a), and Qoummt all activities, as required by 21 CFR 820.100(b). For example, a 
CAPA file includhg an evaluation of the significance of a failure mode, based on a risk 
assessment was not initiated after obtaining a non-co&hnance product event. An event 
dwxibii leetrs at the junction of the male lut# adapter and the levff lock camhula were reported 
aspartoftlaefiaatinlproGecwinspectionoftbk~~s~6o”Micto-vol~Extsasion 
SetLever~Carmulafor~~~~AlthougharcoouMMofanon-confarmancewas 
attributed to the use of a game &f&w component, a CAPA file w2u not iuitiated. 

WC dim with your regponse 
indicatqancedtogemxateahighlwclCAPAafkPRR 
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should have required a CAPA to be initiated. Your response also M S  to include any follow up 
action or information r&ted to your supplier’s communications of September 11,2000, and 
November 2,2002, acknowledging the leakage problem . There is no indication of any corrective 
actions implemented by the supplier to correct the problem  and if any, an indication that these were 
Vdfid. 

2. Failure to have cornpletc procedures for the implementation of corrective and prevcntivi tions, 
as required by 21 CFR 820.100. For example, the investigation related to the use of a defective 
component (Lever Lock Cannula) to manufacture batches of Interlink System 60” h&ma- 
Volume Extension Set Lever Lock Cannula, ti 

ther related batches 
aIsoman~tured 

blem  in a subsequent 
These fbur Iots were 

‘bcenml~withdefeetiveunits. 
(leak) inspection and, 

3item#2isinadcquateinthattbercviewoftheracordscollcctedshowthat 
the same~dekiive lot of luer lock adapter (s, a9 the above 

ed or 100% in-process inspecM tir lea&, a sigmficant amount 
defect attributed .to the defective adapter ,(a.g, 1400 of 4900 units 

response indicates that an inv@ igation was 
Lockcaowlaonule~shcdprod~thi~ 

neither avarIable for r@ew during iIspclion nor documenti as acknowledged 

the FDA invest&a&r was Wormed that the 100% in process 
assembledtothcmale~ueradapterwasrcin#allcdas 
rise to &is Ictter a list of all the lots assembled after 

s pressure test inspection pc&rmed to the Interhnk System 
ro Volume Extension Sets Lever Lock Cannula are not documented. . 



your response to this letter the number ofunits per lot of Interlink System 60” Micro 
n Sets Lever Lock Cannula that arc currentIy being discarded due to a leak defect 

in-process leak inspection (for lots assembled after batch- to the 
in&de a list of all your products that are subject to a 100% in-process leak test 

how the deftcts being found are cuncntly being documented. 
I 

ur written response to the FDA-483. Your proposed commitmer& to 
our next follow-up inspection. 

0 document the evaluations and gations of nonconforming products, as required 
002, three samples from 60” h&z 

&ophiliGast~ 
theThreeLeadBxteMonSctE 

ig +Khg th8 final testing. Illvestigations to I 
wcrcmtcxxld~ 1twasnotuntiladdi 

APA was opened to investigate the root cause 

rci y 
’ 
r 

’ filhm 
:I failures, 

and subsequent fkilure events a& the closin, ,f 
c 

le., ~ 

unjtutilkd. Howuvq we admowhdge y 
y implmaw should addresathis additic 

e ponseand 
1 .:, t -- 

iire consi- to be recm deficiencia &om your kpection of Au 
in your CAPA system, including but not lhnited to: ftiure to 

non-coIkfbdties and identi@ the actions needed to prevent rc 

k&x&xi to bc an all-inclusive list of deficiencies at your facility. It is 
acbreme to each reqhent of the Act and regulations. The 
letter and in the form FDA-483 issued at the conclusion of the It 
underlying problems in your establishment’s quality system. Y 
sting and detepmining the causes of the violations that have bw 

initiate permanent co+ve and prevcntivc action on your qu 

for certificates to Foreign Governments will be approved until the vi 

of the +uancc of all Warning Letters about devices so ti 
alinto account when considering the award of contracts. 

action to amect these deviations. Failure to promptly correct 
a&ion being initiated by the Food and Drug Administration wi 

, but are not limitai to, seizure, h$mclion and/or civil peg 

6,2002, December 12,2002, January 1: 
on November 22,2002. The ccm~ 

id+ deviations 
b i mer 
2 l !‘S. 

!  

K402, and 
rej mtions 
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proposed far 
next follow 
itemsland: 

Please updat 
actions take1 
ident@ and 
not recur. IX 
delay and thl 

Your respon 

Cc: Edwi 
Baxtr 
P.O. 
Aibo 

Baxt 
Medi 
P.O. 
Roux 

:m& 3 through 5 of the FDA-483 appear to be adequate and will be verifi 
I idspection. However, please provide the additional information requesl 
f this letter. 

hid offree in writing within 1S working days of receipt of this letter of thl 
I cbrrcct the noted violations, including an explanation of each step be& 
I&Z+ corrections to any underlying systems problems to assure that similcu 
n&tive action cannot be completed within 15 working days, state the re 
I+ within which the comons will be completed. 

shbuld be sent to Carmelo Rosa, Compliance Officer at the address on tl 

E5tjtanco~ General &Wager 
E-lqbaltbcare cotpotion of Puerto Rico 
1x:1389 
0; PR 00705 

Eiellar, Senior VP 
HUthcare corpor?ai4m 
s&n D8liVfzy DivkiOQ 
1x1490, RT 120 & Wii Road, 
L$ke, IlIinois 60073 

Sincerely yours, 

tGs ofthe 
r&o 
ol~ons will 
In /for the 

;+rhead. 


