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. Your firm failed to establish and maintain the requirements, including quality
requirements that must be met by potential suppliers and contractors as
required by 21 CFR 820.50(a)(1). For example, your purchasing control
procedures fail to verify all specifications for vendor supplied devices and/or
components, your firm failed to assure adequate process validation of
molding of breast localization needle hubs at the contract manufacturer, and
you failed to require periodic supplier audits (FDA 483, ltem #2a-c).

. Your firm failed to identify action(s) needed to correct and prevent recurrence
of non-conforming product and other quality problems as required by 21 CFR
820.100(a)(3). For example, your purchasing control procedures are
inadequate because complaints related to a vendor supplied product were not
adequately addressed and resulted in a recall of the device(s) (FDA 483, Item

] Y our firm failed to verify or validate the corrective and preventive actions to

sure that such action is effective and does not adversely affect the finished
ce as required by 21 CFR 820.100(a)(4). For examDIe you failed to

verif /valldate oreventlve action taken at a suonher after receiving comolamrfs

that reported needles breaking off at the hub, and you failed to document and

verify preventive action taken in response to comolalnts of biopsy needles

(FDA 483, Iltem #5).
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. Your firm failed to analyze, identify and document existing and potential
es of non-conformlnd oroduct and other quality problems as required by
CFR 820.100(a)(1). For example, you falled to comolete analv3|s of
e reports to determme corrective and preventive action, you failed to
nd investigate service reports as comolalnts your anaIVSIs of
a nts does not include the actual number of defects and analvsns of
ints fail to trend complaints by failure code (FDA 483, Item #6 7 & 8)

‘O

. Your firm failed to validate the aeration process following sterilization with a
assurance that it is approved according to established

I required by 21 CFR 820 75. For examole validation of the

apabilities Qf th aeration room at your contract sterilizer was determined

i levice being checked for EtO residues on which your

spex fication was based (FDA 483, Item #11).

. Your firm failed to document the evaluation or investigation of non-conforming
product as required by 21 CFR 820.90(a). For example, you failed to
document investigations of gamma sterilization failures of dose audits dated
May 21, 1998 and June 26, 1998 (FDA 483, ltem #12).
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. Your firm failed to confirm that design output meets design input requirements
as required by 21 CFR 820.30(f). For example, you failed to complete testing
of soecﬁ' ic device characteristics to ensure verification of the design (FDA

483, ltem #3).

MEDICAL DEVICE REPORTING

Your devices are misbranded within the meaning of section 502(t)(2) in that there
was a failure to f nish material or information reau1red by or under section 519
respecting the devices. These violations include, but are not limited to the

r firm fa t mit an MDR report within 30 days of receiving or
otherwise becoming aware of information that reasonablv suacests that a
a e caused or contributed to a death or serious injury

y hav
for 21 CFR _03950( a)(1). For examole you failed to submlt a
i a

& :
9 5
ol

AN A

O E,
= T
(@)
(o]
<
[}
yoa |
-]
(o]
Q)
(o]
3
'fU_
[
15'
= 3t
(4,8
N -
N .
Q|
[
—-
(0]
Q.
>
O -
=.
TN
e
N
(=]
o
—
i
®
[¢]
3
o,
3
«Q
o]

=
@
-3
[
_,

<
N
.0
3
o |
> s P
-]
®
®
o
L[]
—
-
V]
—
o
c
wn
-
®
|Q_ —

=]

h h
__j!ed tos b |t an MDR to FDA coverlna
, 1998 covering a biopsy needle that broke off

y 11
ich required interv vention to remove the needle to

50809

g

D

< 3
°]

«?o- 19
-
—
3
N
[¢))]
©

: Q-
JAY]
—
D
Q.
<
o))
<
) = iy

10.Your firm’'s written MDR procedure fails to include an internal system to
determine when a reported e

epa vent meets the criteria for reporting under the
MDR regulation as required b, y 21 CFR 803.17(a)(2). For examole you failed

obtain necessary information to adequately assess complaints resulting in
o

D
D
le

njury or death for the purpose of makmo MDR reoorts to the FDA

| Warning Letters about devices so
n considering the award of
r Class |l dewces to which QS

rke missions for
asonably related will be cleared until the violations have
r Certificates for Products for Export will be

0 ,NOT 1or
roved until the violations related to the subiject devices h ave been corrected.
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18V y ind reviewed vour firm's response dated September 21, 2001, which
romises corrective action. Your response is madeouate because it fails to orovnde a
me!ine when corrective actions will be made, there is no documentation showing

ve ac tlons taken nor does your response describe any specific actions taken.
Your response will be placed in our permanent establishment file.
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You should 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 fifteen (15) working days of receipt of this letter,
of any steps you may have taken to correct the noted violations, including (1) the time
frames within which the corrections will be completed if different from those annotated
on the FDA 483, (2) any documentation indicating the corrections have been achieved,
and (3) 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.

Your response should be sent to Timothy J. Couzins, Compliance Officer, Food and
Drug Administration, 555 Winderley Place, Suite 200, Maitland, Florida 32751, (407)
475-4728.

Slncerely,

)
/
( Emma Slngleton

Director, Florida District



