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Applicant’s Name: 

Medical Compression Systems (DBN) Ltd. 
2 Ha-Ilan Street, P.O. Box 75 
Or-Akiva 30600, Israel 
Tel: +972 (4) 6266630 
Fax: +972 (4) 6266640 
mcs@?mcsmed.com 

Contac t  Person: 

Arava Hacohen 
Push-med Ltd. 
117 Ahuzah St. 
Ra’anana 43373, Israel 
Tel: 972-9- 7718130 
Fax: 972-9-77lS131 

T r a d e  Name: 

Classification Name: 

Compressible Limb Sleeve 

Classification: 

Class 11; Product Code JOW; Regulation No. 870.5800. 
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Device Description: 

The  WizAir DVTr"' is a prescriptive, pneumatic compressioc device 
designed to apply sequential compression to the  lower limb. The contro! 
unit of the WizAir DVFkl  is l ight a n d  compact, t hus  making it a 
portable ambulant  system. The WizAir D V P '  provides the user with a n  
option of bat tery operation i n  addition to th? operation from the mains 
option. The WizAir D V F '  is easy to use a n d  provides the user with 
several  t rea tment  options: compression of the  foot -- single or double 
(either regular foot or foot booster), conpression of the calf - single or 
double, compression of the Thigh - single or double, and  ccmbineci 
compression of any  combination of two cuffs. 
The  foot cornpression program is sequent ia l  interniittenr; pressure pulse 
application to a single celled foot cuff. The calf and  thigh compression 
program is a sequential intermit tent  gradient application of a pressure to 
a three-celled calf cuff. 

Indic a t '  ions: 

The  WizAir D V F '  is a prescriptive device tha t  induces ConcinuQix 
Enhanced Cixulat ion Therapy of the  lower limbs. 

The F.t'r:zAir D V T "  is intended for use in: 
e 

Enhancing blood circulation. 

0 Reducing wound-healing t ime.  

Preventing Deep Vein Thrombosis (DVT). 

Diminishing post-operative pa in  and  swelling. 

Treatment  and  assiskance in healing: stasis dermatitis: 
venous stasis ulcers: a r te r ia l  a n d  diabetic leg ulcers. 
Treatment  of chronic venous insufficiency. 
Reducing edema. 

Contraindications: 

The  wizA4irT'' system should not be used in  the  following cases: fresh 
pre-existing DVT, pulmonary embolism, leg gangrene, recent skin graft, 
acute  thrombophlebit,is and in  medical si tuations where increased 
venous and  lymphatic re turn  is undesirable 



Statement . Subsxantial Equivalence: 

The modified WizAir D V F '  System is substantially e ~ p i ~ a l ~ n t  in dl 
aspects, e. g. , technological characteristics, rndes of operation, 
performance characteristics, intended use, etc., to the commercially 
available WizAir DVF3*. The modiCied WizAir D V F *  System includes 
a n  additional cuff - the Foot. Booster cuff for faster inflation of the cell. 

The pressure profile of the new cuff is similar to tkGi: of the A-V Impulse 
System. Moreover, the additional cuff and sofcware modification were 
venfied through bench testing and va1idate.d t h i r  ugn ciiiumi aixdysis 
that was performed on healthy volunteers, 

Testing r e s d t s  showed that the Foot Goosixr perforna according 
specifications in safe and effective manner. 

its 

Performance Data: 

A series of safety and performance testing including bench testing and 
clinical comparison between the Foot Booster CUE of' the JV'izAir O.VT'?*I 
and its predicate device demonstrated that t:he rndified IVizAir- D \ F  
System is substantially equivalent, to its predicate device:; w itiiout 
raiehg new s,dety andor  effectiveness issues 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Eioulevard 
Rockville MD 20850 

NOV 2 1 2002 

Medical Compression Systems (D.B.N.) Ltd. 
c/o Mr. Arava Hacohen 
Project Manager 
Push-med Ltd. 
1 1 7 Ahuzah St. 
Ra'ananna 43373 
ISRAEL 

Re: KO23573 
Trade Name: WizAir DVTTM 
Regulation Number: 21 CFR 870.5800 
Regulation Name: Sleeve, Limb, Compressible 
Regulatory Class: Class I1 (two) 
Product Code: JOW 
Dated: October 21, 2002 
Received: October 24. 2002 

Dear Mr. Hacohen: 

We have reviewed your Section 5 1 O(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) 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, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
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 manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code ofFederal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish fiirther announcements concerning your device in the Federal Register. 



Page 2 - Mr. Arava Hacohen 

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 (2 1 CFR Part 80 1); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (2 1 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050. 
This letter will allow you to begin marketing your device as described in your Section 5 1 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part Sol), 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, “Misbranding by reference to premarket 
notification” (2 1 CFR Part 807.97). Other general information on your responsibilities under the 
Act may be obtained from the Division of Small Manufacturers, International and Consumer 
Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its Internet addre:js 
http ://www . fda. gov/cdrlddsma/dsmamain. html 

Sincerely yours, 

Director ” 
D iv i si on of Card iovasc u 1 cir De v i cc s 
Office of Device Evaluation 
Center for Devices and 
Radiological Health 

Enclosure 



5lO(k) Number (if known): .. 

Device Name: WizA4ii. DVF' 

Indications for Use: 

The  WizAir D V P R 1  is a prescriptive device that intli;ces Conr,inu.ous 
Enhanced Circulation Tlxjrapy of the iower limbs. 

The  WizAir D V P '  is intended for use in: 

Enhancing h!oocl circi:lntion. 
e 

Reducing wound-healing t ime. 

Preventing Deep Vein Thrombosis (DIT).  

Diminishing post-oFerative pa in  a n d  s w e l h g .  

'Treat.ment a n d  assistmce iu healing: si-asis der.nia.t,itis: 
venous stasis ulcers; art.eria1 and diabetic ieg d(:zrs. 
?'reatrner_t of chrcnic venous iiir;ufficticnsy. 

. .  

., 
e Reducing edema. 

510(k) Number "(I 

Prescription Use 
(Per 2 1  CFR 801.109) 

OR Over the Counter Use 
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