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Telephone (949) 796-7600

WARNINGLETTER

April 1?, 2001

WiUi@ R Schik
Presidebt and CEO
CardIo~edics, Inc.,
18872lkrdeen Avenue
Wine, CA 92612

WL-33-01

Dear Mr. Schilt:

DurirLgan inspection of your firm located in Irvine, Californi~ on March 7 to 16,2001,
our investigators detamined that your fm manufactures counter pulsation devices.
Countw pulsation devices are medical devices as defined by Section 201(h) of the
Feder~ F* Dru~ and Cosmetic Act.

Our inspection disclosed that these devices are adulteratedwithin the meaning of Section
510(h) of the Act, in that the methods used ~ or the facilities or cuntrols used for
manu&Wlring, packing and storage are not in conformance with the God
h&nu&turing Practice (GMP) requirements for the Quality System Regulation as
speci$kd in Title 21, @d e of FederalReg@tion~ (CFR),Part 820,as follows

1.

●

●

●

●

Milure to implement and control a quality system that is appropriate for the specific
dtices manufwtured by your company. [21 CFR 820,2(?].For example,

Management with executive .mspOnsibilitieshas not ensured that quaiity system
requirementsare efkctively esttiblishedand effectivelymaintained.

Managementwith executive responsibilityhas not establisheda policy and objectives
fbr, and commitmentk, quality for specificdevices manufactured.

NO quality plan deiining the quality practices, resources, and activities relevant to
devica that are designed and manufacturedhas km establishedor implemented.

The qua.lii system procedures and instructions where appropriate have not been
implemented.
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Procedures for management review were implementedand no documented evidence
that any management reviews have been conducted to ensure that quality system
r&@rements are met.

Failure to control procedures and to conductqualityaudits to assurethat the quality
system is in compliance with established quality system requirements and to
determinethe effectiveness of the quality system [21 CFR 820,22]. For example,

QuaIity au#its did not veri& that the quality
quality system requirement.

No documented evidence that reaudit(s) when

system is effkctive in fulfilling the

deemed necessary are conducted to
ensure that corrective actions of deficientmatters were undertakenwhen necessary.

A.ppropfite management representativesdo not review audithaudit reports.

Failure to implement proceduresto control the design process of the specific devices
manufacturedby your company[21 (XR 820.30]. For example,

No designand developmentplan has been established.

Procedures for planning and conducting revkvs of the design results at appropriate
stages of a device’s design developmentwas not implemented.

Procedure for veri$ing that designoutput meet design input was not implemented.

No documented evidence to support the validation of design changes made to the
CardWkt CounterPulsationSystemdespitechanges nm.deto this device.

No procedures for the developmentof softwareused to controldevices.

The software used for the operation of the CardiA.ssistCounterPulsationsystem was
not propdy validated. Problems with this software have lx% identified and
corrective measures have been undertakento replace this softwareversion.

production processes are not controlledor monitoredto ensurethat a device conforms
to its specifications [820.70]. For example,

Modifications made to devices to conwt non-conformitiesafter final assembly are
not documented.
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●

5.

●

●

●

●

6.

●

●

Electro Static
implementedm

Discharge controls in the electronic assembly have not been
specifiedby written procedures.

Non-conformances found in production are not documented in the device history
record,

Failure to estabiish and control appropriate procedures for implementing corrective
and preventive actions [21 CFR 820.100]. For example,

There are no comctive and preventive action procedures for addressing the analysis
of sources of quality date to ident@ existing and potential causes of non-conforming
product or other qualityproblems.

The corrective and preventive action procedures do not address the investigation of
the cause of non-conformitiesrelating to product,processes,and the quality system.

No documentationto support changesmade to device in response of complaints and
field ftilures.

Information on identified quality problems
to management for reviewand evaluation.

and corrective actions are not submitted

Failure to establis& implement and control appropriate procedures for handling
complaints [21 CFR 820.198]. For exampie,

A formally designated unit for handlingcomplaintshas not been established.

Complaints involving the possible fki!ure of a device to meet its specificationswere
not documented.

We acknowledgethat you have submittedto this office a responsedated March 21,2001
concerning our investigators observations noted on the form FDA 483. We have
revhmed your response and consider it inadequate. Specifkially, your letter does not
describe any corrective measuresundertakenby your h to ensure compliance with the
requirements of the Quality System Regulation it only indicates that your firm is
currently evaluating the observations and implementing a comctk action plan to
address the problems noted during our inspection.

Additionally, our office has serious concerns regarding your premarket notification
submission for your counter pulsation device. Design control requirements are now in
effkct and require the manufacturer to conduct verification and validation studies of a
type that have traditionally been included in 510(k)submissions.
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Under the new 510(k) paradigm your ilrm submitted a ‘!Declarationof Conformity”
indicating that your firm was in compliance with the design control requirements.
Because our investigation disclosed several significant deficiencies fkom the design
control requirements of the Quality System Regulationwe were unable to reconcile the
design activities undertaken by your company with respect to your counter pulsation
device and is our reason for serious concerns.

Due to the District’s serious concerns,we wish to meet with you and your representatives
to discuss these concerns. Please contact Thomas L. Sawyer, Director of Compliance
Branch at (949) 798-7755to make the necessaryarrangementsfor the meeting.

This letter is not intended to be an all-inclusive list of deficiencies at your i%cility. It is
your responsibility to ensure adherence to each requirement of the Act and regulations.
The specific violations noted in this letter and in the Form FDA 483 issued at the
conclusion of the inspectionmaybe symptomaticof serious underlyingproblems in your
firm’s manufacturingand quahty“ assurance system. You are responsiblefor investigating
and determining the causes of the violations identified by the FDA If the causes are
determined to be systems problems, you must promptly initiate permanent corrective
actions.

Federal Agencies are advised of the issuance of all WarningLetters about devices so that
they may take this information into account when considering the award of contracts.
Additionally, no premarket submissions for devices to which the GMP deficiencies are
reasonably related will be cleared until the violations have & corrected. Also, no
requests fir Certificates For Exportabilitywill be approveduntil the violations related to
the subject devices have been corrected.

You shouldtake prompt actionto correctthese deviations. Failure to promptlycorrect
These deviations may result in regulatory action being initiated by the Food and Drug
Administration without fbrther notice. These actions include, but are not limited to,
seizure, injunction andor civil pedties.

Please noti@this 0mk42in writing within 15working days of receipt.of this lettet, of the
specific steps you have taken to correct the noted violations, includhig an explanation of
each step being taken to identi~ and make corrections to any underlying systems
problems necessary to assure that similar violations wili not recur. If corrective action
cannot be completed within 15 working days, state the reason for the delay and the time
within which the comectionsWUbe completed.
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I%ase submit your response to:

ThomasL. Sawyer
Director, ComplianceBranch
Food and Drug Administration
19900MacArthurBoulevard,Suite 300
Irvine, CA 92612-2445

/ District Director
Los AngelesDistrict Oflke

cc: StateDepartment of Public Health
EnvironmentalHealth Services
Attn: Chie~ Food and Drug Branch
601 North @ Stree$ MS-35
Sacramento,CA 94234-7320


