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Food and Drug Administration
2098 Oaithar Road
RoclcWa MD 20850

● MichaelHenson
chairmanandChiemxealtiveOfficer
cardiovasCdarDynamia$ho.
13700AltonParhvay
~q ~Offliti 92618

API?-21997

Dear Mr. Henson

The Food andDrug Administration(FDA)has reviewedpromotionalmaterialdistributed
by CardiovascularDynamiq Inc. (Cardiovascular Dynamics)at the “Advancesin
CardiovascularRadiationTherapy”conferenceheldin Washington DC on February20
and 21, 1997. The materialpertainsto the PwiflowandBullettcathetersmarketedby
CardiovascularDynamics. Theseproductsare deviceswithinthe meaningof section
201(h) of the FederalF- Drug andCosmeticM (the Act) becausethey are used to
diagnoseor treat a medicalconditionor to a&ct the structureor iimctionof the body.
The law requiresthat manufiwturersof medicaldevicesobtainmarketingclearancefor
their products fkomFDAbtiore theymayofferthemfor sale. Thishelpsprotect the
publichealthby ensuringthat newmedkd devicesare shownto be eithersafeand
effkctiveor substantiallyequivalentto other devicesalreadylegallymarketedin this
country.

The sectionsof the brochurepertahdngto the Periflowcatheterscontainseveral
inappropriatestatementsandclaims. One is that “localdeliveryof lowmolecularweight
heparinat the time of predilatationpermitsstentingwith reduced~stemic anticoagulation
and earlyambulation. Impacton late loss maymakethis strategyan optim4 cost
effeotiveapproach.” Thereare two problemswith this paragraph. The referencefor this
paragmphis anarticleconcerningintracoronarystent deployment.Sucha refwenm
impliescoronaryarteryuse of the catheter,The Periflowcatheteris not approvedfor use
in the cororuuyarteri~ as you note in the starredparagraphat the bottomof the 1ss page
of the brochure. To use a refkrenceto an articlethat dusses an unapproveduse as the
basis for a claimis inappropriatebecauseit changesthe intendeduse of the produq as
describedmore Mly below. In addido~ coronaryuse wouldrequirethe submissionby
Cardiovascular Dynamicsof a premarketapprovalapplication,

The other problemis that the catheterwas not clearedfor the deliveryof low molecular
weight hepti. The catheterwas clearedapeciflcallyfor the delivecyof heparinizedsaline
md contrast media. We havebeen advisedby the Center for DevicesandRadiological
Hea!th’sOfficeof DevicoEvaluation(ODE)that the companywas informedthat claims
for use of the catheter with specificdrugswould haveto be supportedandclearedon an
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individual bask Thuq the ref~ence to the heparin alSOchanges the intended use as
approved in the product’s labeling.

TIMrefwencefor the secondinappropriatestatemat inthe brochurq “Regulation of
antithrombotic and antiproliferative process by 100aldelivery of low molecuhr weight
heparin may filvorably impaot on late restenos,is” is to an artiole desoriiig a study in
rabbits. No human olinioaldata have been referenced to support the fhvorable effect of
100alinfidon of low molecular weight heparin with regard to restenosis. And Mher, as
noted abovq the oatheter has not been cleared to deliver the heparin.

The statement “treatment of no-reflow with verapaxnil in degenemted vein grafts is
associated with normalization of TIM flow in 95% of oases” also reftiences intracoronary
in&ion ofveraparnd and nitroglycerin The implied use of the catheterin the coronzuy
artery is again inappropriate because it ohanga the intended use of the devi~ and the
reference to use of the device to deliver verapamil changes the intended use as well.

In additio~ the average burst pressure of 11 atmospheres is presented on the back page of
the brochure. ODE has indicated that the statement of average burst pressure for PTA
and PTCA catheters in labeling and promotional material is not permitted.

mA’s regdations at 21 CFR 801.4 define the intended use of a device to refer to the
objective intent of the persons legalIy responsible for the labeling of the device. The intent
is determined by such persons’ expressions or may be shown by the circumstances
surrounding the distribution of the article. This objective intent may, for example, be
shown by IabeIing claims, advertising matter, or oral or written statements by such persons
or their representatives, It maybe shown by the oirwmstances that the article is, with the
knowledge of such persons or their representativ~ offixed and used for a purpose for
which it is neither labeled nor advertised. In your brochurq the claims and the references
to articles that discuss uses that have not been cleared for the device ohange the intended
use of the catheter, Pursuant to section 51O(Qof the act and m explained in 21 CFR
807.810, olaims that establish major changes or modifications in the intended use
of a mtiketed devioe require the submissionof premarket notification.

Beause you do not have marketing okarance for the uses claim~ marketing your device
is a violation of the Aot. In legal te~ the product h misbrandedunder section 502(0) of
the Act and adulterated under section 501(~(l)(B). As disoussed abovq your product is
n“sbranded beoause you did not submit Mormation that shows that your device is
substantially equivalent to other devioesthat are legally marketed. It is adulterated
because you did not obtain premarket approval pursuant to section 513(9 of the act based
on information developed by you that shows that your device is safe and effkctive for the
uses you are claiming. The devioe is a class.,111device without an approved premarket
approval application and without an approved application for an investigational device
exemption under section 520(g) of the Act,



The note at the bottom of the promotional brochure sa~ ‘See Instructions for Use
pachged with each catheterfor FDA approved indications.” FDA’s regulations at 21
CFR 807.97 prohiit any ref&cxIoeto ~A ~~n or ~prod kause the submission
of a premarket notifi~on ~d a ~b~uent dettion byFDAthat the devkw is
substantially equiwmt to a @lly ~et~ device does not denote official approval of a
device. Any representation that creates an impression of official approval of a devicu
because of complyingwiththe premarket notification regulations is misleadingand
constitutes misbranding The refkrencuto I?IM-approved indications should be removed.

Finally, you should be aware that the agenoy expects that claims for W@ eff’’ven~
such as the one made in your brochure, are supported by relevant data and that you
maintain that data on file.

You should know that these serious violations of the law may result in FDA taking
regulatory action without Mher notice to you. These actions includq but are not limited
to, seizing your product inventory, obtaining a court injunction against further marketing
cf the produ~ or aswssing civil money penalties. Also, other Federal agencies are
informed about the warning letters we issu~ such as this on% so that they may oonsider
this Mormation when awarding government contracts.

It is necessary for you to take action on this matter now. Please let this office know in
writing within fifteen (15) working days from the date you received this letter what steps
you are taking to correct the problem. We also ask that you explain how you plan to
prevent this from happening again. If you need more timq let us know why and when you
expect to complete your correction Pleased- your response and any questions to
Deborah WOK Regulato~ (lmnse~ Promotion and Advertising Policy Sta&@FZ-302),
Offiw of Complian~ Center for Devices and Radiological Healt@ 2098 Gaither Road,
Rockville, Maryland 20850.

Finally,you should understand that there are manyFDA requirements pertaining to the
manufacture and marketing of medicaldevioes. This letter pertains only to the issues of
premarket cknrance and approval for your device and the appropriate promotion of the
device and does not necessady address other obligations you have under the law. You
may obtain generzdWormation about all of FDA’s requ”mmentsfor manutiwturers of
medical devices by contacting our Division of SmallManufacturers Assistance at (800)
638-2041 or through the Internet at http~hww.fda.gov.
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A COpyof this warning ktte$ is being sent to FDA’s Los hgeks Distriot ~cc. Pkase
send a copy of your response to District Director, Food and Drug ~ “on(HFR-
PA240), 19900 MacArthur Blvd., Suite 300, Irvinq CaMOrnia92612-2445.

sincerelyyour$

#4$$rJp
Ldiian Gill
Director
Office of Compliance
Center fix Devkes and

Radiological Health


