
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903.New H-ampshire Avenue
LDocumrent Control Room -W066-G609
Silver Spring, MID 20993-0002

Mr. Leonard Nass
Compression Therapy Concepts, Inc.

35 James Way t 0I
Eatontown, NJ 07724

Re: K-102940
Trade/Device Name: Vasoress Sequential DVT Pump, Model-VPSODS

Regulation Number: 21 CFR 870.5800
Regulation Name: Compressible Limb Sleeve
Regulatory Class: Class 11
Product Code: JOW
Dated: September 29, 20 10
Received: October 4. 20 10

Dear Mr. Nass:

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 inl thle enlosue) to 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, Druig,

and Cosnmet ic Act (Act) that do not FClu ire approval of a premarket approval appl icat ion (P MA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manuf[actu ring practice, l abel ing, and prohibit ions agauinst imisbrand ing and

aduli teration. Please note: CDRH does not evaluate information related to contract I iabil itv

warranties. We remind YOU, however, that device labeling must be truthful and not n i slead ing.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it

may bsuject to add itiOMI alcontrols. Existing major regulations affecting your device canl be

found in the Code of Federal ReuIlalions, Title 21, Parts 800 to 898. In add it ion, FDA may

pu~blIish furt her an nou nceme nts concerning your de\'iceinl the Federal Registe r.
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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 listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (OS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Fart 801), please
go to http:Z/www.fdai.gov/AboutFDA/CeiitersOffices/CDRH/CDRI-HOffices/ticni Il 15809.htm for
the Center for Devices and Radiological H-ealth's (CDRI-ls) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21iCFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.,_ov/MedicalDevices/Safety/ReportaProbleim/def'aulttin for the CDRI-I's Office
Of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other generai information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
hittp://www.fda.eov/MediciDevices/ResourtcesforYoulndustry/dlefautlt.hitn.

Sincerely yours,

Brain D. Zuckerman, M.D.
DP--irector
Division of Cardiovascular Devices
O ffice of Device Evaluation
Center for De\'ices andl

Radiological HeIalth

Enclosure



Indications for Use Statement JA20 ci

51Q.(k) Number: t Z4

Device Name: Vasoress Sequential DVT Pump

Indications for Use:

The VasoPress Sequential DVT Pump is an external pneumatic compression device for
use with VasoPress Sequential Garments, and is intended to lower the risk of deep vein
thrombosis (DVT) in patients who may be at risk.

Prescription Use __X__ AND/OR Over-the-Counter Use___
(Per 21 CFR 801 Subpa-rt 0) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Cardiovascular Devices

51 0(k) Number- V\ 02- 40O

CONFIDENTIALA.-


