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Special 510(k): Device Modification

Rapid Intravascular Catheter Start System

SECTION 13. 5 10(K) SUMMARY
SEP 22 201i

This summary of 5 1 0(k) safety and effectiveness information is submitted in accordance with the
requirements of SMDA 1990 and 21 CFR 807.92.

510(k) Number: ________________

Applicant Information:

Date Prepared: July 15, 2011

Name: Vascular Pathways, Inc.
Address: 1847 Trade Center Way

Naples, FL 34109
Phone: (239) 254-0391
Fax: (239) 513-1533

Contact Person: Michael A Daniel / Steven J Hoffman
Phone Number: (415) 407-0223
Office: (925) 254-5228
Facsimile Number: (925) 254-5187

Device Information:

Classification: Class fl
Trade Name: Rapid Intravascular Catheter Start System
Common Name: Intravascular Catheter
Classification Name: Intravascular Catheter
Product Code/ Regulation: FOZ / 21CFR 880.5200

Predicate Device:

The RIVS 18, 20 and 22 gauge devices are substantially equivalent in intended use and method of
operation to the following predicate device:

K073241 - Vascular Pathways, Inc., Rapid Intravascular Catheter Start System

Device Description:

The RJVS 18, 20 and 22 Gauge devices are single use, sterile intravascular catheters designed to provide
access to veins. The devices are provided with a safety mechanism which allows the needle to be
shielded following placement of the catheter.

All devices have the basic structure of a protective cover, a catheter with a bier lock fitting, a needle
connected to a flashback chamber, a safety container, a guide wire within the lumen of the needle which
is connected to a slider and a spring and release button.
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Special 510(k): Device Modification
Rapid Intravascular Catheter Start System

Indications for Use:

The Vascular Pathways RIVS system is indicated for use to sample blood, monitor blood
pressure, or administer fluids intravenously. This device may be used with consideration given
to patient size, appropriateness of the solution being infused, and duration of therapy.

Comparison to Predicate Device:

The design of the three RIVS devices is essentially the same device as the predicate RIVS with moderate
design modifications to reduce cost of goods and improve manufacturability. The products share
common features such as identical operating principles, basic design, performance characteristics,
anatomical site for venous access, safety, and physical characteristics.

The devices are packaged sterile and are for single patient use. Further, the modified RIVS, two new
gauge devices and the predicate device have the same intended use, which is to provide access to veins.
Verification and validation testing provided proof the modifications met the design specifications and
user needs and biocompatibility testing provided evidence there were no changes to that safety aspect of
the device.

Summary:

Based upon the intended use, product technical information, performance testing and biocompatibility
information provided in this pre-market notification, the modified RrVS 22 gauge and the additional 18
and 20 gauge devices have been shown to be substantially equivalent to the currently cleared predicate
RB'S device in terms of design, performance and intended use. There are no new issues raised
regarding safety or effectiveness of the modified or additional gauge devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES P'ublii WtIdi Servicc

Va.scudl Pahwyslcerpola ted
C/C) Michael A. Daniel
President
Daniel & Daniel Conlsultino
S S no Wbery Court
On n IIda. CalIit i irnia 94 5 63

Re: 112347
Trade/Dc vice Name: Vascular Pathways IV\S Rapid fIntravascular Catheter

S tartL Systemr
Reg)Latiel Number: 21 CFR 880,5200
Re a til onNamec: hIt ravase U Iar Catheter

RegdatryClass: 11
product Code: EOZ
Dated: September 8. 2011
Received: September 14, 2011

Dear Mr. Daniel:

We have reviewed your Section 51I0(k) premarket not ilBeat ion of intent to market the dlevi ce
referenced above and have determined the device is substantially equivalent (for the
il!di cations for1 Use stated in the ecl1Cosure) to legal ly marketed predlicate devices marketed in)
interstate commerce prior to M/ay 28, 1976, the enactment date of the Medical Device
A mend ments, or to devices that have been reclassi lied in accordance with the previsions of'
the Federal Food, Drug, and Cosmetic Act (Act) that do not regqlire appreoval o1 a premarket
approval application (PN4A). You may, therefore, market the device subject to the general
centreoIs pro visions of the Act. Tfhe general controls provisions of the Act inI ride
req Lii remen s for annoUal reglistration, Ilistingw of devices, coed moanufacturingl practice.
labeling, and prohibitions agoainst misbranding- anld adir Iterat ion. Please note: CDR I- does
nlot eva I ate info rinat ion related to con tract li ability warranties. We remni rid v ou - ho weVye r
that devi cc abe Ii ng must be 1ruth1F11I and not misleading.

If ye ur device is classi ied (see abovye) into either class [ I (S peci al ContieoIs) or class Ill
(PM-\,A). it may be subject to additionial controls. Existing major reanLatiens af'fectingu Vetir
device can be found in the Code of' Federal ReglationIs. Title 2 1, Parts 800 to 898. In
add it ion, FDA may publish fuirt her announFcemlents cocerninc your (lVice in the Federal
Register.



PaLce 2 - NMs. Daniel

Please be advised that FDA's iNsuiafe of a substantial equivalence clete rinaition dues not
mean that FDA has nodec a deternunation that y Our device complies with other reqtiirrents
of the Act or any Fedleral stattites and regu I ltions administeed by otheirFedleral agencies.
You must Comply with all the Act's reqruirements iNcluin, but not liited to: registration
and listing (2 1 CF R Part 807); labeling (2 I C FR Part 80 IQ; med icalI devi cc reportng-
(rep1)orinc of medi cal dcvi ce-related ad verse events) (2 I C1FR 803); good manuf[aeturi ng
practice requirements as set forth in the qtuality systems (QS) regulation (2 1 CFR Part 820);
and if applicable, the electron ic prodtict rad iation control provisions (Sections 53 1-542 of
the Act); 21 CFR 1000- 1050.

[[vyot desi re spec ific advice for "our device on OT IabeIiring regulation (2 I CFR Part 80 I
please go to hr /w.fauvAotD/etr~~csCRIICD~-~fcs
oem I 5809.11tm1 for thre Center for Devices and Radiological -Health's (CDRI-l's) 0ffice of
Compliance. Also, Pleatse note thre regtilation entuitled. "IMisbraniun by reference to
premarket notificeat ion'' (2 I CFTR Part 807.97). For1 CLCj est ions rearding the reporting OfI
ad verse events Under the NOl R regulation (21I CFR part 803), please go to
Istp ://ww. fda. gov,/i\ ed ical Dcv ices/Sa fetv/Rcpotab lcm/dc bolt. htm for the CD RH's
0(1cc of Stirxveill ance and Biomrics/Division offPostimarket Surveillanc,

You may obtain other general in formation on your responsi bihIfles under te Act from the
Division of Small [Manu factturers, International and Constimer Assistance at it toll-1fre
number (800) 638-204 1 or (301) 796-7 100 or at its Internet address
IIItp://www.Id'Ca.tov/NMIcclicalI t'C\ices/Resourtce for Yo ti/I FmCl str V/de rIlt.htmn.

Sincerely yours,

Anthony D. Watson. B,.., NI.S., M.B.A.
Director
Divison of Anesthiesiology. General H-ospital

Infection Control and Denial Devices
Office of Device ELva! titio
Center for Devices and

Radiological Healrth

Enclosure



Special 510(k): Device Modification
Rapid Intravascular Catheter Start System

8.3 INDICATIONS FOR USE

5 10(k) Number (if known): t 2 Y
Device Name: Vascular Pathways RIVS Rapid Intravascular Catheter Start System

Indications For Use:

The Vascular Pathways RIVS system is indicated for use to sample blood, monitor blood
pressure, or administer fluids intravenously. This device may be used with consideration given
to patient size, appropriateness of the solution being infused, and duration of therapy.

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CER 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divsion Sign-Oft)
Division of Anesthesiology, General Ho6pltal
Infection Control, DentalDevices

510(k) Number: , " 3 -
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