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5 510(k) Summary

Subminitteir's inftormuationi: Rad i Medical Systems AB1
Pilniblacdsgatan 10
SF-754 50 Uppsala, Sweden
Plhone: (+46) 1891 6 I 000

Con tact Person: Fhelenle Lkstrand

Date Pre pared: Jantii av 23 rj, 2008

Propriewta ry Namine: lFe moS (op®) FemoralI Comnpress ion Sy~ste m

Regulation Namec: VaZscular Clarn[)I

Product code: DXC

j)redica te Devices: [(024i07 FernioStop® I-It Feminoal Compression System

1(0620331 BP101 Dig-ital Blood Pressure Monitor

lDese i iptioni of the Devi cc: Th is corbnhiaati on of FernoS tol p® Femo ralI Com-prcsion
S ystemi conssiss of an arch wilh a ster'ile p n C2LI MaiC c preSStIn Cc omfe, anII integrated pu npII

viha digita i mii nometer, a belt andl a hemostatic dressing, and is cal led Fe moS top®~co d
Fe moralI Corn press ionl System.[h p1I lressii i-11c d is p1aced over thle Vessel p1icilnet aeSite
ia the mowin. Tli e bell is p laced a rou l. the patient. [he domne applies nec hani cal pressure
over' thle vesseil)Lpuncture Site to induice lhemostasi s. Thle pressure of the domle is contmo lied
by [ihe integra111ted [)U mip and the. ianoamieter. Thie arch and belt p rov'ide coune nI)ICrpessa ic
for the domle. The sterile hemilostatic dressing is p laced onl thle skin incision site as a
bacterial barrier and lbri topical control of bleediniz.

Ini [la tioni for Use of the Device: Femo Stop® Fe moralI Compr ession System is indicated
fowr use in the coinpress ion of the femora I artey or Vein after vessel can IAL lim tio, and1 inl
ul 1tiasouLind-,gu Ided co mpress ion repair of a femnoral artery, p scud oancIU rVsn]1

Technical Characteristics: The technical characteristics of the actual FernoStop® arc
identi cal to those of the predlicate FemoStop®FDemotal Cominpession System except for
the integration of a singple-use digital pum-1p.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service4
Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

FEE 2 6

Radi Medical Systems AB
c/o Ms. Helene Ekstrand
Regulatory Affairs Officer
Palmbladsgatan 10
SE-75450 Uppsala
Sweden

Re: K080206
Femostop Femoral Compression System
Regulation Number: 21 CFR 870.4450
Regulation Name: Vascular Clamp
Regulatory Class: Class II (two)
Product Code: DXC
Dated: January 23, 2008
Received: January 28, 2008

Dear Ms. Ekstrand:

We have reviewed your Section 5 10(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 II (Special Controls) or class fII (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 800 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 detenrination 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); 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 531-542 of the Act); 21 CFR 1000-1050.
This letter will allow you to begin marketing your device as described in your Section 5 10(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 801), please
contact the Center for Devices and Radiological Health's (CDRH's) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH's Office of Surveillance and Biometric's (OSB's) Division of Postmarket
Surveillance at 240-276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems at 240-
276-3464. You may obtain other general 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 (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Brain D. Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



4 Indications for Use

510(k) Number: K 05 0 6

Device Name: FemoStop® Femoral Compression System

Indications for Use: FemoStop® Femoral Compression System is
indicated for use in the compression for the femoral
artery or vein after vessel cannulation, and in
ultrasounded-guided compression repair of a femoral
artery pseudoaneurysm

Prescription Use X_ AND/OR Over-The-Counter Use

(Per 21 CFR 801 Subpart D) (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
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