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. Food end Drug AdminMra~n 
D&oit Dktrtct 
300 FUvir Place 
suite SGOO 
Detroit MI 48207 
ralephonr: 313-3!&8100 
FAX: 313383-at39 

wARNINGLFiTTEcR , 
2004DT-05 

‘! 
Dr, Attila Molmr 

’ hident and CEO 
BayerCopration , 
loo Bayer Road 
Pitt&u@, Pmlvania 15205-9741 

Dear Dr. Molnar: 

A limited inspection of your Bayer He&hare LLC. Mishwaka, I&iana facility was 
conducted~A.pril15througb20;2004. ThepulposeoftheiqxctioIIwasto 
evaluate the adqmcy of your activities rehted to RecaU Z-91 I-03; Chit& 50 urine 
chemistryaaalyzers. Clinitek 50 urine chunistry analyzers ard devjces 88 defined by 
Section 201 (II) of the Federal Food, Drug and Cosmetic Act (the Act). This inspection 
revcaM that these dcviccs are a&d-d within the meaning of Section 501 of the Act, 
as wcplaintd~bclow. 

?lle above-referehcewQectionrevealodthatthese devices are acweratedwithinthe * 
rncdng of Sectioq5Ol(h) of the Act, ia that the methods used in, or the fkcilities or 

) 

contfo~ mccl for theirm%u~, pack@ storage, or hstauati0~ w pot ill . 
tzonfbm with ihe ctmcnt Good Maauhthg Pmctice (CGMP) r@runen@ of the 
Quality System regulation (QS qulation), as spkcifled in Title 21, Qdc pf Feda 
e (CFR), Part 820. Sign&ant deviations inchrds, but arc not huted to, ther ’ . . 

I. Failure to establish and maintain an adequate organizational shuctwe to 
enmc that your medical devices arc designed and produced in accordance 
with the requirements of Part 820, aa required by 21 CFR 820.20(b), M 
demonstrated by the types of observations made drrring thcsc hspccfions. 
[See, for example, FDA-483 observation 5.1. .. 
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2. Fa$re to establish and maintain a Quality System that is apprqiatc for the 
specific medical device(s) designed or m-cd, and that meets the 
iquirements of Part 820, as required by 21 CFR 820.5. For axample: 

a 

b. 

c. 
1 

, d.. 

c. 

f. 

Nonconforming Clinitck 50 analyzers have bees released and 
distriiuted by your Quality System. [See FDA-483 observation lA$ 
Not all Cliitclc 50 analyzers that were built by an operator who had - 
fanedtoinstallgroundingstrapswexcevaluated,inspected,or 
rew&d to dcttrmine whet& they had the same d&c%. [See! FDA- 
483 ob8ervatIon &hi]. 
Man&tuIing changes wue implemented withotivtsification, 
didation ar do-tatia. [See FDA-483 observation 41. 
Records of re-inspection and rework activities & not exist. [See EDA- 
483 0bservatIen 2AI. 
An untrained operator w= assigned to assembly of &nit& 50 
arxdyzas. [See FDA-483 obsemationa 1B.i.a. and SC]. 
There is no indication that an investigatiorl was pdolmd to. 
deemine whether all othcrempIoyms hadbacn propcrlytmincdto 
pcrfimn their assigned ilmtihs after it was de&mined that an 
untrained operator bad been assigned to the assembly of Clinitck 50 
z [SwFDAJs3 obyvrtfon lB.k]. 

comcttve and preventwe action activities rcIating to non- 
confbming CIidtelc SO sndyzus have been doamcnbd 
[See FDA43 observation 11. _ 

3. Failure to assure &at pccaom1 arc adquataly tmined to perform assigned 
fbnctions, as required by 2 1 CFR 82025(b). For -1e: 

a An untrained operator was assigned to assemble Cliiitck 50 aua@qrs., 
[See FDA-483 observath lBJ.a. and SC]. b 

b. Non-confMningCiintck50rmaIyzcnwcrcasscmbkl,&ascdand 
ciitibuted without your Qua&y System detecting the defect 
[See FDA-483 obrhation lAI. 

c. changes to a process or procedure arc not always verikd or vaLida@d 
[See FDA-433 observation 41. 

d Device acceptance activiticr arc not always documented. 
ISetEI)Ad83 observation 3]- 

c. YoraCAPA documentatioa does not address how your controIs 
allod an untrained operator to be assigned to the assembly of 
CIiitek 50 analyzers. [See FDA-483 observation lB.Lta]. 
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4, Failure to develop, conduct, control, and monitor production processes to 
eusure that a device conforms to its specifications, as required by 21 CFR 
.820.70(a). For example: 

a Non-collfbrmiug Clhitek 50 analyzers were maxmfhctid, reIeased 
ad dimheed without detection of the defect. 
[See FDA-483 obruvatfon I]. 

-. b. A non-trained operator was assigned to assemble Clinitek 50 - 
andyzors. [See FDA483 akervatlon lBf.a.]. 

c. Pmeduxes were not followed for the control of Clinitek 50 analyzers 
‘* that did not conform to specifications. [See R’DA-483 observatfon 21. 

. 7 5. Failure to have acceptance ruxxds for Clinitek 50 analyxs docmne&g the 
dates the acceptanoollctiviti~ weIepedomed,there8uits, the signature ofthe 
individual(s) conducting the activities and,’ where appropria& the equipmant 
used, a~ mpimd by 21 CFR 820.80(e). For 
mrds could not be located forthe testin 

6. Faihn to establish andmaintain pro&&es fbrrework, and to document 
pmduct mwark and x-ecduution activities, in the device hitstoxy rec43&8s 
rquixed by 21 v 820.90(b)(2). Fat c%aInpI~ 

a lbhpection and&orkrccords asaociakd with Di~~g~~ostica 
Manufeg lbquisitid~r S19OA were not avaiIable for 
review. [See FDA483 obtmvadon 2A.). 

b. Some rework mcorda associatsd with Diagnostics Manufm 
, ltequisition/C)rdcr S 188A do not indicate who conducted the n- 

hspcctions and/or IWO& activitica. [See FDA-483 obrervatfon 2B.). 

. . 

7. Failure to eatabUshandmain& adequate procadurgs for implcma&g i 
con-ective audprwtantive action [CAPA], which include rcquimnenh for 
anatyzing~~ses,~~~,w~~~~~,““““““””””~, 
8ervice records, com&ints, retumedm and other sources of quality 
data to identify &sting and potential caues of nonconforming product or_ 
other quality problems, as requimd by 2 1 CPR 820.100(a). For example: 

a. CAPANPT-E-2003~0075instructstheimpl~~tion ofnew 
controls, but no written procedums were established for implemcntjng 
these controls. [See FDA-483 observation lA.&d.]. 

b. CAPA NPT-E-2003-0075 ~118 not adequately implmted in t&at the 
range of products selected for inspection, rework and retest does not 
reflect the tota! time periodof manufacturing the product by employee 

-See FDA-483 observutlon 1A.I.J. 
. . 
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8. Failure to vexi& or validate corrective and preventive actions to ensure that 
such actions are eflkctive and do no? adversely affect the finished device, as 
required by 2 1 CFR 820.100(a)(4). For example: Neither CAPA NPT-E- 
2003-0075 nor CAPA NPT-E-2003-OOSO indicate whether the comctive and 
preventive actions have been verified or vatidattd to ensue that they are 
effective and do not adversely affect the finished devices, or whether any 

..- problems were associated with the implementation of the CAPA actions. - 
[See FDA-483 obsexntfonr WK. and 1BJLj. 

9. Fti to documti the pcrfo~s of all CXPA activities, and their k&s, ‘. as rcquirdby21 cFR820*100@). 

a. Your Grm lack8 ckuaxnWon thatthe corrective actions rqorted to 
the FDA in coqjunction with Red Z-91 l-03 were pdormed., 

b. Some of the CAPA activities reportedly pfkmed were not 
documented fbr citk CAPA NPT-E-2003-0050 or NPT-&2003- 
OOfS. [See FDA-483 ob~srvation 11. 

10. Faihve to establish and m&ainpdu~ to ensure that Device History 
Records @IRS) dw that devices are manufactureci according to the 
Device Master Records and the requirements of 2 1 CFR Part 820, aa nquired 
by 21 CFR 820.184. For example: 

a. It is ttnclar~ d&cc history rekd documents 
, 

acccptancetcsts,rstm&mroworla3. 
, [See FDA433 observatlom 1A.Ii.c.~. 

b. It is unclearwh~ device history record documents-with 
S&OMOIlfO~ refcrtoiuitial 

i 
- ffee FDA-483 obseryatlom lBJi.b.]. . - 

This l&r is not intended to be ti all inclusive review of your firm’s compliance statq 
It is your responsibility to assure afihmce to each requirement of the regulations. OJher 

-Federal agencies are advised of the issuance of all War&g Letters about medical &vices 
so that they kay tale this h.fomation into acmnmt when conaidcr&g the award of 
c~ntrac& Additionally, pending 510(k) or PMA appiicationa and export approval 
rquestsmaynotbe approveduntiI the violations are correct&. 

-. 

We reqaest that you take prompt action to correct these violations. Failure to pkptly 
correct violations may result in enforcemeat action being initiated by the Food and Drug . . AdmmstWon without.fbtlm notice. The Federal Food, Drug, and Cosmetic Act 
provides fbr the seizure ofillegal pmducts, the assessment of civil money penalties, and 
fir ix&&m against the mam&&er and/or dimi butor of illegaI pruducts. 
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We acknowledge receipt of the May 14,2004 letter of Mr. W ilson Ford, vice-Pmiden~ 
Quality Assurance, SelfTest, written innsponsc to the FDAd83. His letter addresses the 
very specific nature of the insp&onal obmvations. 

The response appars adequate with one exception. The response to observation 1 .B.i.c., 
on page 9 of AttaC3mfznt 1 of the letter states, 

The production &taks of two reportedly trained employees, the Mum of a qeniscr 
!to prop&y document employee training, and the fiilum of your inte&l audit pmoess to 
‘i&ntif;jtIuscwwhmscs,suggcststhatthees areproblemsreqkingyoura~n.The 
managemutt ofgaahtion deficiencies cited as violation number one, the quality system 
dcfScieacies cited as violation number two, and the ernplayce training cztampks listed 
under violation numbnthree in this I&t= arc indicative of the need for a thorough 
aSseswtetrtofyour complete qua!@ system. 

fD+.tiII furthei evalute the Sdequacy of the other elcrncnts of your mpmse during it3 
nextlaepection. . 

Pklse noti@ this office in writing, withill fmcQ (19) working days of your mceipt of 
this Ietk, as to the specific steps you havc b&en to correct them violations. You shouId 
aIso inchdc an expiauatiw of eachatcp being taken to id&i& aud make comctiom to 
(Issumthatsimilarviolati6aswillmtftollt. IfcoITectionacti~celm~ba C~leteti 
within 15 working &ys, please state the mason for the &lay and the time fkamc within 
which the comctions witl be impkmented. 

. _ . . 

Your reply should be directed to Melvia 0. Robkm, CompEanoo OfIicer, at the above 

, 

Enclosum: FDA-483 . 

- . 


