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Mr. Michael M. Barbour, President
Henley Heathcare, Inc.
120 IndustrialBlvd.
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Dear Mr. Barbouc

Duringan inspedion of your firm located in Sugar Land, Texasl on February 24- March
19,1999, our investigator determinedthat your firm manufacturesFluidotherapy units
and traction machines. These productsare devices as defined by Section 201(h) of the
Federal Food, Drug, and CosmeticAct (the Act).

The inspectionrevealed the Fluidotherapyunitsare misbrandedwithinthe meaning of
Section502(t)(2) of the Act, in that informationwas not providedto FDA as required by
the Medical Device Reporting Regulation,21 CFR Part 803. For example:

. A complaint dated 4/24/97 involveda fire with a Model 115 Fluidotherapyunit,which
is believed to have started when patis of the foam distributorfell off and mntacted
the heater. This event is a reportablemalfunction,because the device or a similar
device would be likely to cause or contributeto a death or seriousinjury if the
malfun~lon were to recur, and was required by 21 CFR 803.50(a)(2) to be reported
to FDA.

. A mmplaint dated 11/26/97 involveda shortcircuitand sparldflamewith a Model
11OD Fluidotherapy unit, whichwas determined to have been caused by long metal
bolts that protruded into the inner housing, causing the housingto contact the
electricalm.nnectors for the heater. Electriccurrent, in the range of 13 amperes,
flowed from the heater connectorsthroughthe metal bolts to the aluminum legs of
the device. This event is a reportable malfunction,because the device or a similar
devicewould be likely to cause or contributeto a death or seriousinjury if the
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malfunctionwere to recur, and was required by 21 CFR 803.50(a)(2) to be reported
to FDA

In addition,FDA’s Center for Devices and RadiologicalHealth/Office of Device
Evaluation reviewed the labelingand promotionalmateriatobtained during this
inspedion. Their review found that these materials includeda number of
statementsklaims that FDA had objected to during the reviewof premarket (510(k))
submissionsfor yow devices and which you had agreed to remove or qwilii, as wall as
several new claims. The Mowing atatamentddaims are objectionable and shouldbe
removed

● Statementssuch as ‘... becam dry heat ~tinUOU@y tdk bactefi# “don’t wony

about germs —thehi~tempe@ns of dry heat md Celle~s inert nature inhibk
bacte@ growth.” lhese devices are not self-sterilizingbecause they do not reach a
highenough temperature. lWr#Ora, any referenms to killingbaot~a or inhibiting
bacterialgrowth should be deleted or Wbdantiated with valid StiC data.

● References to the use of Fluidotherapyfor Treatment of Range of Motion, unless
quatii by the phrase %hen it is used in combinationwith exercise.=

● Referencesto Treatment of Blood Flow Insufficiency,unless qualified by the word
‘Iooal:

Q Statements such as “Haat penetration and blood flowincrease signikantly: unless
the word ‘significantly is removed and the blood fluw is qualiied by the word ‘local.”

● The c!dm that ‘FIMMharapy causes mechanical and thermal stimulationwhii
producescounter-irntation.”

● The reference to the treatment of arthritis,unless revisedto state “symptomsof non-
rheumatoidarthritis.”

. The reference to “post-surgicaltherapy.” Heat usuallyaggravates post+erative
swelling,and it is not dear when heat is indicated post-surgioaliyand for what
purposq

● Any reference to the reductionof edema or swelling,or to compassion or pulsed
~siOn. me StatefTIWltS/C!aimSConstitutea major change in the intended
use of your device and require the submissionof a new premarket notification.

Also, please provide a descriptionof the Fluidotherapymodels (such as the Model 115)
for whichyou have not submitteda 510(k) and an explanationfor why a 51O(k)was not
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submitted. Please refer to the document“Deciding When to Submita 51O(k)for a
Change to an Existing Device,”which is available on FDA’s homepage
(ht@#ww.f&.&ov/cdrb/iixps .html#P].

l’he statement “Thisunique technologyis approved for sale by the U.S. Food and Drug
Administration(FDA) ...” in the brochure“Fluidotherapy Heat+Stimulation+Compression
Combhation Therapy thatworks”is misleading and shouldbe deleted. Any
representation that creates an impressionof offiaal approvalof a device because of
complyingwith the premarketnotificationregulations is misleadingand constitutes
misbranding (21 CFR 807.97).

The above-referenced inspectionalso revealed that these devioesare adulterated
within the meaning of Section501(h) of the Aot, in that the methodsused in, or the
facilitiesor controlsused for their manufacturing, packing, storage,or installationare not
in conformancewith the Cwant Good Manufacturing Practice(CGMP) requirementsfor
devices set forth in the QualitySystemsRegulation specifiedin Ttile 21, Code @
Fedwal Re!xdationq (CFR), Part820.

The following violationswere providedto you on the FDA483 and are also discussed
below. Further, we are in receiptof your response to the FDA483, dated June 15,
1999,

1.

2.

3.

and the results of that revieware also indicated below.

Failure to have an adequate Device Master Record (DMR) for device and
component specificationsas required by 21 CFR 820.181. For example,
dimensional and space clearance specificationsfor the four column base botts
(part # BOLOO08)used in the production of the FluidotherapyDevice Models
110D/DE prior to 1/98 were not specified; and

Failure of the acceptanceactivitiesto indude inspections,tests, or other
verifmtion activities to assureconformance with specifiedrequirements, as
required by 21 CFR 820.80; and

Failure to monitorand controlprocess parameters, componentand device
characteristicsduringproductionas requir&i by 21 CFR 820.70(a)(2). For
example, space dearanoe between the long columnbase bolts and the heater
shield was not checkedto prevent the potential occumenceof an electrical
contact being transferredto the pedestal base of the FluidotherapyDevice
Models 110D and 11ODE.

The FDA inspetilon revealed yourfirmconducted a recall, via a service bulletin, of the
referenced devices January, 1998 after receipt of a complainton November 21, 1997.
The complainant’sproductfailure investigationindicated the base bolts protrudedfar
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enough into the inner housing to contact the thin metal shroud, causing it to collapse
into and cohtact the electricalconnectorsfor the heater. This contact in turncaused an
13-Amp current to flow from the heater connectorsthroughthe metal bolts intothe
aluminum legs of the device.

It is your firm’sresponsibilityto assure all productioncontrolsand component
specificationsare properlyused to assure the safety and functional”~of the devices.
Inspection records reviewed by this office and informationobtained duringthe
inspection indicatedyour firm looked at the complainant’sunitwhen it came back along
with other units currentlymanufactured. Your staff indicated it was obviousthere was
little clearance between the longer base bolts and the heater, confmningwhat the
complainant had fbund. It appears the bolt length specificationand space clearance
were not prqmriy defined, evaluated, and reviewed by your management before
implementation, and the proper space clearance was not checked during production,to
prevent this kind of problem.

/4$ comdon, your firm replaced the excessively long bolt (part #BOLOO08)with shorter
bolt (pat #BOLO049) as indicated in ECN 1739, dated 1/23/98. The size of bolt #0006
was not defined in the ECN or attached documentation. Our investigatorasked to
review the Billof Material (BOM)/DMR specificationsin effectwhen the complainant’s
unit was manufactured. Your staffkwlkated the old DMR and redline changewas not
available. Our fudher review of the Work Order Pick List under Work Order (W. O.)
#12270278, dated 8/2/97, revealed no length spedfioation and part number listedfor
the longer base bolts.

In order to correctthe above violations,your firm should performa comprehensive
rev-@vof all procedures,includingDevice Master Record and Device HistoryRead, to
identii any missingspecifications,quality attributes,and discrepanaes. Please inform
this offIceof the progressafter completionof your review.

4. Failure to establishand maintain documented instructions,standard operating
procedures (SOPS), and methods that define and controlthe manner of
productionas required by 21 CFR 820.70(a)(l ). For example, the handwritten
assembly procedure“BuildingProcedure for Fluido 11O“,dated 10/98, was
neither legible nor readable.

5. Failure to review and approve changes to specification,method, process,or
procedure as required by 21 CFR 820.40(b). For example, the handwritten
assembly procedure referenced above contained changes wWout management
review and approval.
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A copy of the handwritten Fluidol 10 Assembly Procedure was providedto our
investigatorduringthe inspection. In order to determine the adequacy of your
manufacturingprocedurewith regard to the January, 1998 recallof the referenced
devices, this officeconducted a tirther review of the procedure. This procedure, as
written, is difFicultto follow because of illegiblehandwriting,unorganizedtechnical
descriptions,and inadequate drawings. This procedure also containschanges (line
throughs)withoutdocumenting management review and approval. Your firm should
performa review of this procedure and other handwrittenproceduresto assure they are
legible, readable, and contain correctmanufacturinginformationas intended. Please
provide this officewith documentationto supportyour correctionand documentation of
training or m-trainingof employees involved.

6. Failure to verify or validate the correctiveaction to ensure that such action is
effective and does not adverselyaffect the finished device as required by 21 CFR
820.100(a)(4). For example, engineeringchanges to use a shorter base boltand

were not adequately
validated or verified by adequate means of documentationor documented
testing.

In the June 15, 1999 response letter, you indicated “theapprovalsignatures on the ECN
provide evidence of documented vetiications of the revisionsW-orto implementation.
Further verificationand retrospectivevalidationof the device is supportedby the
functionalperformanceof units producedfollm”ng implementationof the ECFJin
January, 1998.” This rationale is not adequate for the followingreasons:

ECN 1739 attached to your response letterdoes not indicateany documented
verificationor validationactivities. Even if you believe this changeonly requires a
simple verification,your rationale shouidbe either documentedor referenced in this
ECN or in other related documents. Further, you have not documentedand provided
how the verificationwas done, the verificationacceptance criteria,and who performed
the verification. The approval signatureson this ECN must be supportedby evidence of
documentation.

Also, in ECN 1739, your stafFdocumented“additionally
~to conformto th~Standard.” Ne
providedevidence of documented testingor evaluation to assureconformance with this
standard. Further, there is no assuranceprovided to demonstrateECN 1739,
implementedas mwective a~[on, is effectiveand does not cause additional problems
or adverselyaffect the device.
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?

In your response, you also stated” the~na-rda-wi~
generally accepted electrical standards.” YOUhave not provided identificationof the$e
electricalstandards.

The design controlprovisionof the Quality SystemRegulation was effective June 1,
1997. As such, it Is your firm’s responsibilityto complywith design controls. ECN 1739,
to change bolts and was considereda design change as evidenced
in the January, 19$6 Service Bulletin. In your separate response to FDA463 Item 9
mncerning ‘designcontrol procedures, you stated ‘to date, this SOP has not been
exercis~ due to the fact that Henley has not generated any new productdesign or
made significantmodiicationa to existingproductswhich would require the use of the
design control procedue.g This statement clearlyindicated Heniey had not used design
controlsfor ECN 1739 to ensure compliance with ha requirementsof 8k.30, especially
820.30(1) Design Changes. Whether a change isa simple or complexdesign ohange,
Henley shouldfollow 820.30(1) for establishingproper design documentationand refer
to -.w~tti for more information on designccmtrols.

Our review @the complainant’s fail- investigationof the unit Model 110D, S/N-
~ indicated ECN 1739 was a significantchange because it was intended to
improve the safety of the device. Because of “lethaleffects of a potentialektrical
oonta@ Henley should have at least performeda risk analysis to validate or W* ECN
1739. Your Director of Engineering indicatedto obr investigatorthat the changes in
ECN 1739 were verified vkdly and resultsof the verificationwere not documented.
our view, “visualverification”alone withoutMher dowmented evaluationvia a

documented risk analysis pmcadure does not constitutean adequate risk anatysis.

In order to comectthe oitedviolation, l+enleyshouldperforma current review of the

In

des@ncontrolprocedures and other changes for compliancewith design controlsand
should providetraining to employees involved! After completingthe comeotiveaction,
please providethis offioewith necessary documentation to show evidence of correction.

7. lha correctiveand preventive action procedureaddressing documentationof
CAPA activities was not complete as requiredby 21 CFR 820.lCiO(b). For
example, 72 out of the 98 CPARS entered through 1/21/99 had not been closed
out by QuaMy Assurance (sX FOA* Item 1).

In the June 15, 1999 response, you stated The numb&of CPARS logged in the
Correctiveand PreventiveActionRequest 1-q from 6/15/98 - 225/99 was 107; 45 of
which were closed and 62 (not 72) remained open at the time of the inspection.
Subsequently, all 1998 CPARS and all but ~ from 1999 have been closed out.’ You
have not provided copies of the closed reportsfor evidence of correctiw.
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You fi.vtherstated “The bulk of the CPARS included itemsthat were rejected during the
incoming,r&ceivinginspectiondue, in pa~ to incomplete documentation”of
wmponentlpart specificationson a Receiving Inspection Docume
Henley maintained specificationson the Item Data Master Sheet of
(conyxAersoftware). Subsequent to the Company’s developmentand implementation
of a Quality System Program, componentspecificationshave been completed and/or
are in-prooessof conversion into the rwwiy implemented DocumentationControl
System.= You have not provided a descriptionof the newly implemented
Dowmentation Control System and assurancethat componentspecificationsentered
intothe Documant*lon Control System are reviewed for completenessand accuracy.
You shouldalso provide up-to-date employee training to prevent incomplete
documentationof component specificationsand training on the new Dqwnentation
ControlSystem. Please pmide trainingdooumentetionfor ow review of evidence of
correction.

You also stated “Allfbtum investigationof CPA’s will be fullydocumented and copies of
the investigationresults will be attached to the completed CPAR. Copies of all CPA
_- -intaiti by ti Q@itY Assurance Manager and disawed at the regular
QuaIii Review meetings.” Please providethis office with management review
x~s f~ ~n~lfW w QUSW R*w HHIWS for w review. During the
hwpedon, the FDA investigatorasked your Direc@ of RegulatoryAffairs how your firm
was detectingrecurring qualityproblems. Your staff indicatedthat CPARS, SROS, and
other qualii concerns were discussedat the quality improvementmeetings, and that
this informationwas confidential. As per 21 CFR 820.l(X) (Correctiveand Preventive
Action),820.90 (Noncdomi mg Product), results of correctiveactii along with sources
of qualitydata, e.g., trending data, are qubjectto FDA inspectionand review. Wresults
of CAPA and related data are documentedor referenced in the quality improvement
meetings,then affected portionsof the meeting minutes are subjectto FDA review.

8. Failure to analyze sewice reportswith an appropriate statisticalmethod to
identifyexisting and potential causes of noconforming produot in accordance
with 21 CFR 820.100, as requiredby 21 CFR 820.200. For example, the
trfmdingof Sewice Request Orders (SRO) -bynumberwas performed only for the
time period 1/98 - 8/98 (FDA483 Item 1); and servicereportswere not analyzed
followingappropriate statisticalmethods to identii potentialquality problems
(FDA~83 Item 5)

In yourresponse, you stated “Subsequentto the FDA inspection,all SROS from
September, 1998 through May 31, 1999 have been reviewedwith representative
trendhg and quality data analysis. The results of these data have been reviewed with
the responsibledepartmenVindividualsas well as Executive Management. Statistical
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analysisof qualitydata has been implemented in accordancewith SOP 1701 –
StatisticalTechniques.” You have not provided SOP 1701 (StatisticalTechniques),
documentationof trending data and results of correctiveaction, if taken, to demonstrate
evidence of corr~lon.

9. Sewice reportsdo not indude the test and inspectiondata as required by 21
CFR 820.200 (d)(6). For example, service reports(SROS) generated
electronicallydo not fully characterize repair and failure modesand document
action taken to bringthe item back to specification,e.g., SRO 10006495,
10007599, 10008913 (FDA483 Item 4).

In yourresponse, you stated “therepair code(s) are not always listedon all SROS. This
is due, in ~ to the fact that at the time the SRO is initiated,the actual repair(s)
needed to bring the unitpart/componanVdeviceinto specificationsmay not be known.”
Our review of the referenced SROS indicated these servicereportsware generated in
July and Ootober of 1998, and as such, all reievant repair data shouldhave been
mmpleled at the time of the inspection. Piaase providecopies of the dosed SRO’S for
evidence of cowction.

As comectiveaction, you indicated‘more care and attentionto the completionof the
SRO form and follow-p testing of such repairs will be documentedin the future.
Tasting resultswili be attached to the originai SRO upon completion,”and that “Specific
trainingprogramshave been implemented.”

Your responsedid not indicate if all applicable serviang procedureshave been revised
and approved as a resultof the training programs. Piease providethis offmawith
trainingrecordsand trainingdocumentation to show evidenoe of correctiveaction.

10. Failure to document evaluation of complaintsfor possibleMDR events as
required by 21 CFR 820.198(d), 803.17(b)(l); and

11. Failure to establishwritten MDR procedures as requiredby 21 CFR 803.17.

FDA483 Item 3 cited your firmfor not documentirig MDR evaluationsof Product
Experience Form#O17330FMSOOOl, dated 11/26/97, regardinga shortcircuitlfire
inadent in a Model 110D Fiuidotherapyunit. Your response indicatedthat the inadent
was thor’wghly investigatedby the company, and in your staff’sopinion,this complaint
did notwarrant an MDR report. You have not providedrecordsof the MDR evaluation
of thisincidentto supporta non-MDR report.

You further indicated a written reportof the MDR event was not formallydocumented in
a formatconsistentwith that in the MDR regulation, and that a MDR guidance manual
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will be developedand completed by July 31, 1999. You have not providedthis office
with the MDR guidance manual and training documentationfor evidenc6 of correctbn.

Our further reviewof inspectionrecords revealed anothercomplaintreportthat was not
MDR investigatedand documentedfor possible MDR reporting. For example,
Complaint Number 98-0001, dated 6/26/98, documented a possiblemalfunctkmwith a
Cmical Tmdion Maohine TRAO060. The complainantreportedthe unit was jerking
during ceoticaltractionand the patient interruptswitchdid not release.

Service repair recordsdocumented the unit was sent back to the factoryfor
recalibration,and that the customer stillexperienced the same mechanicalsymptoms
after the unitwas recalibrated. The unit then locked and would @release. The
harness was cut to release the patient. Telephone logsattachedto the complaintreport
documentedtwo patients involved in the incident complainedof pain.

Accordhg to the hospital inddent rep@ one of the patientsfelt increasedpullingand
jerky movements,and complained of increased pain on the neck Your complaint
investigationindicatedthe unit was woddng propdy and the customerneeded trahing
for end user(s).

This inddent was deemed, as documented in the complaintreport,to be not MDR
reportable. You have not documented any rationalesandlor dedsions based on the
referenced recordsto show why this inadent was not MDR reportable.

12. Failure of the complaintfiles to indude all necessaryrecordsof complaint
investigationsas required by 21 CFR 820.198. For example

Complaint#984001, dated 6/26/98, did not inchde all dates and resultsof
the investigation.

Complaint#984X102, dated 5122t98, did not indude the device serial number,
resultsof the investigation,or reason why no investigationwas made.

Complaint, dated 11/26/97, pertaining to a FluidothempyModel 11OD
malfundlon, did not indude the results of any internalinvestigation,or
evaluation as to whether is was MDR reportableor not.

Complaint,dated 4/24/97, regarding afire inddent in a Model 115D
Fluidotherapydevice, did not include the resultsof any internal investigation
andlor mrective action taken.
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In your responsefor Complaint#98-0001, you indicated“thememo written by the
manufacturingsupervisorwas signed but not dated.”

For Complaint#98-0002, yw indidad ‘it was true that the serial number of the unit
was not recorded in the file for this complaint.”

For Complaint dated 11/2697, you indicated “thereportof the internal investigationwas
not formallywritten up outsideof the issuance of an EngineeringChange Notb to
revise the mannerthe unitwas assembled.”

For Complaint dated 4/24/97, you indkatad “althoughnot thoroughlyinvestigatedin the
file, this incidentwas thoroughlyinvestigated internally.”

Henley has not provideda correctiveaction plan to addressthe deviationsas stated
above in your response. Specifically,you should review the currant complainthandling
p- fm *u~, review of recent complaintrecordsto assure they irwludeall
necessary documentation,and providetrdning or retrainingto employees. Please
informthis officeof your progressand provide documentationto show evidence of
correction.

13. Failure to develop, conduct,cxmtrol,and monitorproductionprocessesto ensure
that a device conformsto its specifications,as requiredby 21 CFR 820.70. For
example, the spedfkd time interval for the Fluidotherapydevice to reach a
specifiedtemperature has not been defined and valldatad.

14. Failure to document evaluation and investigationof nonconformingproductas
required by 21 CFR 820.90(a). For example, &Model 1100 and 1-Model 1150
Flu-kfotherapyunitsfailed to heat up withina specifiedtime limitduring production
testing.

In your response to FDA-483 Item 5, you indicatedthe primary issuewith the test
procedure is to ensure the unitswill heat to a sp@fied temperature and cool down
within a representativetimeframe. You have not defined what constitutesa
representativetime frame and what action to be taken if the device fails to meet this
requirement.

You further indicatedthat the time interval for the Fiuidotherapyunit to reach a specified
temperature varies because of dtierent operating condiions (e.g., if the unitwas not
“cold”when firstturned on, the media may have retained some heat ,and therefore, it
would not take as long to reach the specif’Iadtemperature as a unit that was cold). The
device historyrecords (FluidotherapyManufacturingTraveler), referenced in FDA483
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Item 5, do not show if the devices were previouslyturned on before testingor calibration
to support your statement.

If the devioes were not turned on priorto testing, they should be able to heat up and
cool down to within a specifiedtime intervalduring testing. The possibletime intwal
should have been defined and validatedduringdesign controlsfor this device and used
as acceptance criteriaduring productiontesting. The aclual elapsed timesfor the
devices to heat up and cool down along with specMed time limitswere recordedon the
device history records. if this specificationdid not senm as a useful indicationof quality
attributes, why did yw monitorand record it during testing.

Our review of the inspectionreport indioatedyour General Manager of Manufacturing
explained to the FDA investigatorthat if a unit heated up slowly and cooled down

‘:A”=wk
uicidyand cooled down slowly, t~n th~- would indicatea problem

Your stafffurther indicatedthey would investigatethe out-of-
spacificationraw ts or e nine Fluidotherarwunits referenced in FDA483 Item 5.
Your response has not provideddocument&i-& of failure investigationfor ow review.

15. Failure to establishproceduresto assure finished devices meet all acceptance
actWitiesbefore distribution,as requiredby 21 CFR 820.80(d). For example, the
final acceptance status of tractionmachineswere not dearly identifiedon the
DHR (FDA483 Ham5).

Your res~se indicatedthat in the future, only designated individual(s)will have the
authorityfor release to stocidhventory, and that, these individuals are ‘area manager”
for all finished product. The documentationwiil be reviewed and released by the
designated individual(s)who wili affix his/her signature and date of acceptance on the
specificdocument. You have not providedproceduresthat incorporatethe pr6posed
corrective action and training documentation.

16. Failure to estabiishand maintainproceduresto ensure that equipment is
routinely calibrated, inspected, checked, and maintained as requiredby 21 CFR
820.72. For exampie, calibrationreoordsdo not indude actual temperature
readings before and after calibration,specificcalibrationdates and calibration
due dates, for the FluidotherapyDial Thermometers, as listed on FDA483 Item
6.

Your response indicatedthe Fluidotherapyequipment calibrationprocedurehas been
modified and all caiibmtionactivitieswill be more thoroughlydocumented in the future
via the modifiid CalibrationChecklistand Log Book. You have not provideda compiete
copy of the revisedcalibrationprocedure,Checkiist, and Log Book for our review.
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You should provide trainingor retrainingto employees in charge of calibrationactivities,
and trainingdocumentationfor our verification.

In addition, FDA-483 Item8 cited your firmfor not documentingevaluation and approval
of the supplierfor the controllerboardsfor the Fluidotherapyand tractiondevices. In
response to this observation,you statedthat all futurecontmctorsandhr subcontractors
will be formally evaluatedfor quality conformityand compliancewith SOP 0502 Supplier
Quality and WIN 0022 SupplierAudit Checklist. These referenced procedureshave not
been providedfor our review.

In the June 15, 1999 response,you stated shordyafterthe inspectbn, afire occurredin
the warehouse at the 120 IndustrialBlvd. buildingand caused extreme smoke and
water damage in the building. The buildingand itscontentswere rendered inaccessible
and all records and fileswere boxed and sent to a restorationfacilityfor recoveryand
cleaning. Access to pertinentfiles supportingthe responseto the FDA483
obswations has contributedgreatly to the delay in Henley’s response letter, dated
June 15, 1999.

We acknowledge yourcommitmentto gather informationand recordsto develop the
written response to the inspeotionalobsewations. However, we are quite concerned
with the fire incident at yourfacility and are unable to confmn if it has caused any
danages to, or contaminationof, finisheddevices in st~ manufacturingequipment
and material used for production,qualitysystem records,etc. You should be aware of
the requirementsof 21 CFR 820.70(e), ContaminationControl, and other provisionsof
the Quality System Regulation(QSR), to prevent distriiutkm of the nonconforming
productas a result of thisinoident. Please providethk officewith a damage
assessment report for our review.

This ietter is not intendedto be an all-inclusivelistof deficienciesat your facility. it is
Henley Healthcare’s responsibilityto ensure adherenceto each requirement of the Act
and regulations. The specificviolationsnoted in this letterand in the FDA483 issuedat
the closeoutof the inspectionmaybe symptomaticof seriousunderlying problemsin
your firm’smanufacturingand quality assurance systems. You are responsiblefor
investigatingand determiningthe causes of the violationsidentified by the FDA. If the
causes are determined to be systemsproblems, you mustpromptly initiate permanent
correctiveactions.

Untii these violations are corrected,and FDA has documentationto estabiish that such
correctionshave been made, federal agenaes will be advised of the issuance of this
Warning Letter so that they may take this informationintoaccount when consideringthe
award of contracts.
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YOIJshould take promptaction to correctthese deviations. Failureto promptlycorrect
these deviations may result in regulato~ action being initiatedby the Food and Drug
Administrationwithoutfurthernotice. These actions include,but are not limitedto,
seizure, injunction,andlor civilpenalties.

Please noti~ thisofke in writingwithin 15 working days of receiptof this letter,of the
specific steps you have taken to identifyand correct any underlyingsystemsproblems
necessary to assure that similarviolationswill not recur. If correctiveactioncannot“be
mmpleted within 15 workingdays, state the reason for the delay and the timeframe
within which the correctiis w“IIbe completed. Your reply shouldbe directedto Thao
Ta, Acting Compliance Officer,at the above letterhead address.

Sincerelyyours,

&g-’-$QgQg
Joseph R. Baca
Dallas DistrictDkector


