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WARNING LETTER

VIA FEDERAL EXPRES S

Mr . t,lwat7-Sik Kim
CPO and President
A ll Medicus Co . Ltd

021Jong-il Techmc, Town 7 "'
823) { :;waTivaTt ; 2-dong
Anyang, Gyeorigbi-do 431-062
Korea

Dear Vl:r. Kin.? :

Ptik7tiE : FIE :aII?: 5ur1ic>

~~~ 9 2007

During an inspection of your firm located in .4n.yan-, yCprik;g i-d(?, .Korea on June 4 ;
2007 through June 7, 2007, investigator(s) from the Unitcd. States Food and . Drug
Administration (FDA) determined that your firm manufactures Ciltici3Ul" M super sensor
and f,ilucoLirT111,sttper sensor Blood Glucose Test Strips . Under section 201 (h) of the.
Federal Food, Drug, and Cosmetic Act (the Act'), 21 t:&C. 321(ti), these products are
devices because they are intended fi3r use in thL' diagnosis of disease or other conditions
or in the cure, m itigation, treatment, or prevention of disease, or are intended to affect the
structure C)r .turiti:t.lE)n t?f'the body,

This inspection revealed that these devices are adulterated within the meaning of section
S(31(l.i) of the Act (21. U.S.C . § 35 1(l .l) ) , in that the methods used in, or the fiacil.i€ies or
controls used for, their manufacture, packing, storage, or installation are not in
confonmity with the Current Good Manufacturing Practice (( . ;( ;M:P) requirements of the
Quality System (QS) regulation It?t7.r!(1 at. Title 2 1, Code of Federal Regulations (C.F.R.),
Part 8 ~2Q . We received a response from ;~9r . Jo Young C'liang, Senior Research Engineer
dated June 1 8 , 2007 concerning our investi-ator's observations rioted on the O'(?rn.? FDA
483, List of Inspectional Observations that was issued to you, We address this response
below, in relation to each of the noted violations . These violations include, but are not
limited to, the following :

1 . Failure to establish and maintain adecluate procedures for validating the de-vice

software design to conform to the intended uses, as required by 21 CFR 8 20 .30 ( (0 .,
For example ,

a. The validation results do not meet the pre-determined acceptance criteri~j, and there
was no doc.urrierltation why the results were acceptable .

h, The validation reports do not contain an evaluation of the validation data and
activities . Nor does it contain t-alidation analyses and conclusion .
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We have reviewcd your response and have concluded (fiat i t is inadequate because no
information is provided other than the fact correction is to be taken by August 1 Uth .
2007 .

7 . Failure to document acceptance activities, as required 1"SS~ ? I C FR . &I/M . 8 tz{e) . F or
e;Y.Ftrn (3 l e ;

a . Failure to document the acceptance status of the IriiiSlCs, by the Quality .Assurance
pr ior to release for use in production . Instead, they are released by verbal
c:oMrrxUn ication ,

b . The suitability of vial labels released for use in packaging area .ferr various
CU.StMriers Is not documented .

We have reviewed your response and have concluded that it is Inadequate because no
in ff)rinat .iotl is prov ided other than the fact correction ➢ s to be taken by August If3th,
20(.?7 .

3 . Failure to adequately dcace<n-ient changes, as required by 21 CFR 820.40(}7) . For
example, different LCD screen suppliers have different dimension specifications .
Howevc;r, the fir LC.`i3 change history failed to Include documentation
of the chaii~ in the incoming acceptance criteria on dimensions for each [,0)
supplier, ft only states the change in the supplier . In addition, a clear set of I_: CD
acceptance specification documentation as supported by design validation is, not
provided .

We have reviewed yCF1Fr response and have concluded that it is inailcciuate, because no
information is provided other tl1aE, the fact correction is to be taken by A ugus t .101h,
20(}7 ,

A follow up in4l±ectlor! will ble 1' equi red to assurc that corrections are adequate . We ~si .llcontact the appropriate people and request an establishment re-inspection . An FDA trip
planner tiv i.ll be in touch w ith you to arran ge a nititually convenient date for this
inspection .

You should take prompt action to correct the viola.tion(s) addressed in this lette.r . E ailc :re
to promptly correct these vicslat .ic>n(s) III ay result in regulatory action, which may include
detaining your devices without plly'SIC%il examination upon, entry illto the United States
until the corrections are crsnlpletc;d . Section 801(a) of tl,e Act (21 U.S.C. ~ 38 1 (a)) Also,U .S . federal agencies are advised of the issuance of all Warning Letters about devices so
that they may take this information into account when considering the award ofcontrac_ ts . Additionally, preinarket approval applications for Class Ill devices to ~vl :ictk theQuality System regulation deviations are reasonably related will not be approved Until the
Violations have been corrected . Requests IQt' Certificates to 1'oreinl? Governments will no4
he granted until the violations related to the subject devices have been corrected .



Page 3 -- Itirlr . Gwan-Sik Kim

Please notify this office in writing within fifteen (15) working days from the date you
receive th .is letter of the spec:itic; steps you have taken to correct the noted Vif3lations .
including all explanation of how you plan to prevent these violation(s), or similar
violation(s), from occurring a;ain . Include documentation ot the coI"I'tc€Fve acticrn . You
have t.a~en . If your planned corrections will occur over tiin :, please include a timetahle
for implementation of those corrections . If corrective action cannot he completed within
15 working days, state the reason for the delay and the time within u-hich the corrections
Will be ccl7r:pletexl . Ift.t.e documentation is not in English. please provide a translation to
fa<,ilitate our review .

Your response should be Wilt to : JaFlies Woods (l il:. Z-44()), 2098 4.'r~sitl"FeI' R :~d, Rockville,
NI :C3 ::'.08>{) . 1:1" you have any questions ahout. the content flt:'this lettc;r please contact :
"1'eIia Wei at. 24o-22M ..0193 (tr;lelllx?I7c)or 240 -217 6-0644 (l:ax ) .

Finally, you shoLilel kno~,v that this letter Is not ~r~teIlijtd to be an all-inclusive list oft?le
violation(s) at your fi3Cllltti . IF. 78 your responsibility to ensure Compliance with applicable
:aws and regulations administered by FDA, The. Sni:CFtl : v ;c1latli>n(s) noted in this letter
and in the Insp c:ctiona i t:}hselwatit3m, Form FDA 4835 (FDA 453), issued at the closeout
of .he .irzspes;tiol, may be syn:7ptoIxlatic of serious problems in your firnY's rnanEai4cturing
and quality assurance systems . You should investigate and determine the c.atlsi's of the
Vi(.?liftlOl)(si; and t~dl:e prompt actions to correct the violation(s) and to bring your products
into cc?rripiiancrt

Sincerely yours,

Evaluation and Safet y

: r
-

Steven I . ( :i u.t±tian . \-1 :U., ~.'[ :TI.A .
Director

Office of in 1%i ;rc, I3ia gg ulstic~ Devicevic~

Center for Devices, and Radiological Health
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