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Foad and Doug Adminbrstion

Rocioville MO 20856

Jeff Raines, M.D., Ph.D. oec \ T 221
Vasocor, lAac.

4001 MW 97" Avenuse, Suite 101

piami, FL 33178

Re: K9T73659
Trade MName: WVascoor PVR 100
Fegulatory Class: II
Product Code: T&J0M
Dated: September 5, 1997
Recaived: Saptecber 23, 1557

bear Dr. BRalnes:

We have reviewsd your Section 510{k) notificatien of intent to market
the device rafersnced abowve and we have determined the device is
substantially equivalent (for the indications for use stated in the
gnclasure! to derices marketad in interstate commercs pricr To

May 28, 1976, the enactment date of the Medical Device Amendments, oF
to devices that haye been reclassified in accordance with the
provisions of the Federal Food, Drug, and Cosmetic Aot {Ack). You
may, therefsre, marke: tha dewice, subiect to the general contrals
provisions of the hcot. The general conbrols provisions of the Act
include raguiremants £or annual registration, listing of devices, good
manufacturing practice, labeling, and prohipitions against misbranding
and adulteraticn.

Tf your device is classified (see abbie] inte either class IL [Spacial
controls) or class ITI {Premarket Approval), it may be subject to such
additicnal cenctrols. Existing major regulations arffeccing your device
can be found in the Code of Faderal Hegulations, Title Z1, Parts EOO
by 895, A substantially equivalent determination assumes complliance
vith the Current Good Manufacturing Practice requirements, as sat
facrh in the Quality System Regulation (GS) for Medical Devices:
ceneral regulation {21 CFR Part 824} and that, through periodic g5
inspections, the Food and Drug hdministration [FDAR) will werify such
assumptions. Failure Eo comply with-the GHE regulation may result in
requlatory actisn. In addition, FDA may publish furthec Announcements
conesrning your device in the Fedaral Register. Please note: this
response Lo your premarket notification submisslon dees not affect any
ebligation you mignt have under se=tisna 531 threugh 542 of the Act
for devices under the Electronic Froduct Radiatien Control provisions,
or other Federal laws or fegulations.
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This latter will allow you te begin mark&ting your device as described
in your 510 (k) premarket notification. The FDA finding of substantial
equivalence of your device teo & legally marketed predicate device
results in a classification for your device and thus, permits wour
device to proceed to the market.

If yvou deaire specific advice for your device on our labeling
regulation (21 CFR Part B0l and additiomally 808.10 for in witro
diagneatic devices), please contact the Cffice of Compliance at (301)
5%4-4648. Additionally, for guestions o the promotion and
advertising of your device,; please contact the Office of Compliance at
{301} 594-4639%. BAlsc, please note the regulation entitled,
"Mishranding by reference to premarket netificatien™ (21 CFR BO7.97).
Other general information on your responsibilities under the Act may
be obtained from the Division of Small Manufacturers Assistance at its
toll-frea number (BO0OO) 638-2041 or (301) 443=8597 or at its internet
address "http: //www. fda.gov/cdrh/damamain. html".

Sincerely yours,

Thomas J. callz Ph.D.

Director

Division of Cardiovascular, Respiratory,
and Neursologlcal Devices

Cffice of Device Evaluation

Center for Devices
and Radiological Health

Enclosuce



510(k) Number
Mone assigned as of this time

Device Mame Vasocor PVR-100

Indications for Use

The Vasocor PVR-100 (Pulse Volume Recorder) is a non-invasive medical device used in
conjunction with other devices such as; continuous-wave Doppler ultrasound, treadmill testing, and
ultrasonic imaging techniques for vascular studies of limbs and digits. Use of the PVR in this
manner allows the physician to non-invasively diagnosis extremity arterial and venous disorders.

Concumrence of CDRH, Office of Device Evaluation {ODE)

& Prescription Use (per 21 CFR 801.109)
o Ower-the Counter Use

51.0(k} Mumber



Appendix 28

@ DEFARTMENTOF HEALTH & HUBAN SIRVICES

Puipiis Hasith Berdiod

WPR 12 B8

Jaff Raines Fh-0O.

VapoCor » s -F

Corporate Park of mimad

2708 .M. 43" BLIeat. suive 120
pismi, FL 3306¢

ne: KIMOLID
FYR-100/Vasogran
Ragulatory Class: IT
Coda: JOM
Dated: Jaousry 13. 1399
Feceived: Jssuary 3. 1599

paar Dr. Ralsas:

P v Dinagg Avirriniatrution

acinily WO 30000

Mg Eave ceviewed your gaption 530k} gotitication of intsat to marks:

the device refsrenced above and we have
substantiaslly sguivalent (fer tha imdlcat
sticlosare] Lo legally parketed pradicate davices

padical Davice AmsnSnancd, 9% O

un.nmﬁlnﬂﬂ:nthlpwhimn! tha
cosmeeic A=t lact). You may. charefore,
tha genaral mtwhwhmnmut

siens of the Aot Lnclude

iiseicg of devices. good panufacruring prastics.
prenibicions agminst mdsbranding and adulesration.

1£ your devige is clagsified (mas aboval imte i
£

controls) or class 1IX 1

additionsl contIola. Existing major regulaticona at

gan ba found in the

char class II [Bpugial
may b subjest T2 mnch
facting your device
le 21, Parts B0

to 895, A supetamcially squivalsat datsrminatica sagumss compliancs

ﬂﬂmm:mdmﬂwhgm

in the Zpdexsl Recleter
responsa To YOUE prenarRat notification submi

ice Teguiremsnts, & [ L]
y for madical Devices:
paricdic OF
i1l wesify such

ouy rewgulation may ragulc i
anpouncwmnent



Pags 3 - Nr. Edward 7. Weddell

cbligatieon you might Bave under sections £31 through 342 of the Aot
for deviess updsr tha Electronie Product Radistiom Coatrol provisions,
or othar Fedaral lawa or requlations.

This latter will allow you to begin marketing your davice ay described
in your ¥i0(k) presazkst notiflcationm. The FOA finding of substaotial
aquivalencs of yeur device to a lagally mazketed predicate devicen
resulty in a classificatien fox your device and thus, permiits your
device te procasd to the marker.

I:mn-mwiium“mmmtummr labeling
regulation (I1 CFR Pazt 801 and additicaally $09.10 for la ¥IEZQ
disgnostic davices), plomss conbact the Cffice of Complisace &t (301]
s34-4048, Addicicually. for questioms em the prowctlon and
advartising of your device, pleasa contact the Office of Coopliance at
{301) 384-4¥3%. Also, Pleame note ERe regulaticn sncitled,
iNiskhranding by referesce to premarkst pocifications: (21CFR BG7.97).
ocher geasral infermacion oa your responsibilities under the Aot way
be cbtainsd from the Divisicn of Gmall Mapufactursrs Aspistance at its
toll-free numbar [B00) €38-3041 or (361) 4431-§%837 or at its inter=at
addrasa "RELR: /S e, fda . gov/edeh/dama/desamalin. heal " .

Sincerely wl?

Themas J. Czllahan, Fh.D.

Dizwstor

pivision of Cardiovascular, Respizatosy.
and ¥eurslogieal Devices

offics of Davice Fwaluntion

Canter for Devices and
Eadiclogicel Maaleh

Eacilosurs
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Appendix 5

After acquiring GMP and completing the Precision and Accuracy Studies the
Company submitted its last 510(k) on May 22, 2001 (received May 25, 2001).
The Trade Name was: Vascular Diagnostic Center Model 300. The FDA raised
questions regarding this submission in a document dated August 22, 2001. The
Company answered in an extensive documented dated October 29, 2001. This led
to a substantially equivalent letter from the FDA (K011625). The Intended Use
statement read as follows:

The Vasocor Vascular Diagnostic Center (Model 300) is a non-invasive
medical device that can be used by physicians and other health care
professionals to measure blood pressure values (systolic, diastolic, and
pulse pressure) and the heart pulse rates based on segmental measurement.
The Vascular Diagnostic Center (Model 300) also calculated Framingham
coronary heart disease, stroke, and peripheral disease risk scores, body
mass index (BMI), ankle/brachial index (ABI), and pressure differentials
between certain adjacent peripheral limb segments, and provides
indication of arterial compliance. The indications of arterial compliance
(that is, elasticity indices) can be used to assist in assessing and managing
patients that may have potential underlying vascular disease, including
cardiovascular disease that might require more specific diagnostic
evaluations by physicians or other health care providers.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
§200 Corporate Boutevard
FRockville MD 20850

JRN 23 202 ECEIVE

JAN 28 2002

Mr. Walter M. Rosenbrough
President and Chief Executive Officer
Vasocor, Inc.

4599 A Jessen Lape

Charleston, SC 29492

Re: K011625
Trade Name: Vascular Diagnostic Center Model 300
Regulation Number: 21 CFR 870.1130
Regulation Name; MNon-invasive Blood Pressure Measurement Svstem
Regulatory Class: Class II {two)
Product Code: DEN
Dated: October 29, 2001
Received: October 31, 2001

Dear Mr. Rosebrough:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) 1o legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
- You may, therefore, market the device, subject 1o the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibirions against misbranding and

If your device is classified (see above) into either class II (Special Controls) or class ITI (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts §00 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply With all the Act’s requirements, including, but not limited to: registration and listiog (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-342 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for vour device and thus, permits your device
to proceed o the market. '

If you desire specific advice for your device on our labeling regulation {21 CFR Part 801 and
additiopally 21 CFR Part 809.10 for in vitro diapnostic devices), please contact the Office of
Compliance at (301} 594-4646. Additionally, for questions on the promotion and advertising of
your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the
regulation entitled, "Mishranding by reference to premarket notification” (21 CFR Part 807.97).
Other peneral information on your responsibilities under the Act may be obtained from the
Division of Small Manufacturers, International and Consumer Assistance af its toli-free number
{800) 638-2041 or (301) 443-6597 or at its Internst address

bttpu/iwrww.fda gov/edrh/dema/dsmangain htsal

Sincerely yours,

CJFit-

Bram D. Zuckerman, M.D.

Acting Director

Pavision of Cardiovadoular
and Respiratory Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use Statement
Premarket Notificafion [510(k)]:

Vasocor™ Vascular Diagnostic Center (Model 300)
Indications for Use:

The Vasocor™ Vaseular Diagnostic Center (Model 300) is a non-invasive medical device that
can be used by physicians and other health care professionals 1o measure biood pressure values
(systolic, diastolic and pulse pressure) and the heart pulse rates based on segmental :
measurement. The Vascular Diagnostic Center (Mods! 300) also calculates Framingham
coronary heart disease, stroke, and peripheral disease risk scores, body mass index (BMI),
ankle/brachial index (ABI), and pressure differentials between certain adjacent peripheral limb
segments, and provides indications of arterial compliance. The indications of arterial compliance
{that is, elasticity indices) can be used to assist in assessing and managing patients that may have
potential underlying vascular disease, including cardiovascular disease, that might require more
specific diagnostic evaluations by physicians or other health care providers.

Concurrence of CDRH, Office of Device Evaluation (QDE)

v

+ Prescription Use OR Over-The-Counter Use
{Per21 CE.R § 801.109)

S
Division
5id{x) Number ] \&fa ..

(Optional Format 1-2-96)




