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OURING AN INSPECTICN OF YOUR FHRM {1} M OBSERWED:

THE OBSERVATIONS NOTED IN THIS FORM FDA-485 ARE NOT AN eXHAUSTIVE LISTING OF
OBJCCTIONABLE CONDITIONS. UNDER THE LAW, YOUR FIRM [5 RESPONSIBLE FOR CONDUCTING
INTERNAL SELF-AUDITS TC IDENTIFY AND CORRECT ANY AND ALL WVIOLATIONS OF THE QUALITY
SYSTEM REQUIREMENTS.

I Review of the 1irm’s corrective and preveative action system revealed:

a) Corrective and Prevenrive Action procedure, TD-3A-01, dues not include the requirement for analyzing sources of qualicy
’ dara zo identifv existing and potential product and quality problems.

b) Not all quality data are being analyzed (o identify existing and potential product and guality problems, For example: in-
process rejects and MDRs.

‘ ¢y There are no cormective and praventive actions taken for the problems idenufied ir the rending recons. 70 g ™%
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2 Review of the firm's Devics Historv Records (DHRS) for the Tnran Plus Cathethers, IUP-400 revealed the following:

a1 Manufacturing Procedure ™ e Intran Pius and [UP-300 Final Tester, doas not assurs that TUP cathethers conform (o
all approved design specitications prior ;o acceptance. Devics Master Record specificauons tor Unbalance are e
Ry o »<  telease of fiushed devices in the range of > e
b} There dare no doccimented cvidence that the following required tests are oeing pertormed: e e
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c) Not all rejects are identified and documented. The devices failed during final test. documented in the Inrran Plus Final
- Tester Summary Report, does not indieate 2 tinal disposition.

3 Walidador steoies have oot been comdieted for the manufacuiring process of the Intran Plus products to determine
whether the e e e provess 18 capable of zenerating praducts or resuits meesting its predetermined
speoiiieations.
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4. Review of the frm’s Non-Coatorming Material system and reports revealed:
) Non-Cenrforming Materials procsdure > ™=~ Joes not include a determination of the need tor an investigation.

b} The Non-Conforming Matenals procedure, = < is not always being {ollowed. For exampie,

- Reword and Use As s dispositions do not always include an assessment of the potential adverse effects {or lack thereof) on

the qualiry of the rinal product. s o T = ol T e
o —”
- Use As Is dispositions do not always include the justification for the use of non-contorming producis. e
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3. The fum has vet o certifv o FDA ihat the electronic signarures In their system ure :ntended to be the leraily binding
equivalent of waditional handwritten signatures. Electronic signatures are being used in the complainr and :coming
inspection svstems.

4 For the electronic records and signarires, there ure no procedures addressing the tollowing:

a) Validarion of svsiems to ensure accuracy, reliubility, consistent interded performance, and the ability o discern invalid or
ajterad records.

5 The ability to generats accurate and complete toples of records.
ey Proteztion of records throughourt the racord retention period.

d] Limuting systent access.

e} And e s¥stem can create an audit mail that is computer-generated, time stamped to independeat]y record the date and
time of vperator 2nirtes and actwsny.

7. Sammpling plans weed are not always based on o valid statistical rationale. For example: e e
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