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SRR 1.~K053345 Medcomp, PRO—L]NE@ CT Pressure
T -"iIn_;ectable CVCi class 18805970 - - :
- K081904. Medcomp, PRO-PICC® CT, class II 880 5970
- K070996 Bard Access Systems Ing., 4Fr SL. PowerPICC@ cIass
- II880 5970 Wi AR
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~ The PRO-PICC@ atheter is an open-ended lumen catheter de51gned for power mjectlon The
- “catheters aréari extension of the Medcomp@ PRO-LINE® CT Power Injectable CVC (K053345) -
.~ .and PRO: PICC@ CT (KOS] 904) catheter.line. 'Ihe PR.O-PICC@ . catheter | is compnsed of a soft -
. radlopaque po]yurethane material. The lumen has a‘reverse taper desxgn and i connected to the g |
- éxtensions via 4 soft phable hitb with suture wing: for seciire placement.: Clamps aré provided on 1
~ the extension tubes o’ prevent air/fluid communication. Female luer conneéctors prowde the -

connection. for intravenous admmlstratlon The power: m_]ectable extension lines'are purplein_ -
color to differentiate it from non-power mjectable catheters. The extensions are also is printed _
with the words’ power injectable. The LD. Ring within the clamp contains information regarding -

 checking for blood return and flushing along'y with rate of infusion for power. injection. The dual

lumen catheter has-one purple colored clamp and oneé natural colored clamp al!owmg units fo. -~
designate power injection on one side and infusion; ‘blood Wlthdraw and pressure momtonng on

"the other although_both lumens are capable of power m_|ect10n

catheter is avallable in addmonal French ‘sizes- and erthcr i smgle or. double

.Iumen “The catheter has a usable length of Sﬂcm to 60 cm dependmg on’ French size wnth depth

- :' _.75"",'_1_; :




markmgs m 5. crn mcrements Stylet and adaptor stdeport are prowded to ass' ‘:m‘ catheter
"msemon G o _ U

'_T'he catheter is packaged stenle in a. vanety of tray conﬁguratlons w1th the. necessary aecessorles 1
: ‘to facthtate catheter insertion. : '

Bl ‘_.Indncatmns for Use:

‘ -';The PRO-PICC@ catheter is indicated for short tenn orlong term perlpheral access to the '
 central venous system for intravenous therapy and power injection: of contrast media-and allows
. for central venous- pressure monitoring whena. 20gauge or larger lumen is used. For blood - 3 -
e "samphng, infusion or therapies use-a4F or larger catheter. The maximum: recommended mﬁ:smn 1
. ‘fate variés by catheter French : sme and is pnnted on the catheter ' - SRS

o F .Z_: Comparlsen to Predlcate Deﬂc :

, " inténded use; anatomlcal location, basic. design, i most matenals performance labeimg,
o manufactunng process and method of stenhzatlon

L ::'The PRO-PIC catheters are; substantlally equlvalent to, the predlcate devu:es in‘terms. of N

,;:The dlfferences between the PRO-PICCo and the predlcate devtces are one matenal change
and expansion of product line w1th addmonal French sizes and the addition of" smgle and double
iumens o » .

‘. G- . Benchi Performance Data:_

o Performance testmg of the proposed dewces was. conducted in accordance w:th apphcable S
- intérnational standards and FDA guidance documents. Performance standards.for pressure -
R f-m_;eet[on have not been established by FDA under section 514 of the Federal, Food,"Drug end
i ;Cosmetlc Act. Testmg I8 based upon mtemal engmeermg testmg methods i

R The results of these tests in con_| unctron wrth the substantxal equ lvalence clanns eft‘ectlvely
o ‘demonstrate the proposed dev1ces are equwa]ent to the predtcate dev:ces

! H.. E'-.Broeompatlblllty . ‘ - 7

. ":'.Testmg for all matenals used for the PRO- PlCC@,"“—r has beeni submrtted in prevnously c]eared
_ _Medcomp devices. All btocompatlblhty testm g demonstrates the matena.ls used meet the
B .‘_reqmrements of ISO 10993 .

'?"; 1] echnologlcal Charactenstlcs

' Technologaca] sumlantles between the proposed dev1ces and predncate dewces remam the same

: :The proposed dewces mest the performance crltena of des:gn ver:ﬁcat:on as spécifig d by ISO

o "’standards guidance documeats and ‘iriternal test protocols “The proposed device has the same.

B ;;Intended use, operation and functionas the predlcates There are no differences that raise new’
“issues.of safcty and effectlveness The proposed devmes are substantlally equwa]ent to the legally .
: ,marketed predlcate dewces g : _ o '
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Dear Ms. Callow:

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) 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 prohlbltlons agamst misbranding and adulterauon

If your device is classified (Sce above)' into either class 1T (Special Controls) or clags IIT
(PMA), it may be: subjéct to 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 pubhsh further announcements concernmg your device in the Fedcral

chlster ‘
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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 mustcomply 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 theé 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801},
please go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH

/CDRHOffices/ucm 1 [5809.htm for the Center for Devices and Radiological Health’s
(CDRH’s) Office of Compliance. Also, please note the regulation entitled, “Misbranding by
reference to premarket notification” (21CFR 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.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

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 (301) 796-7100 or at its Internet address

http://www.fda. poviMedicalDevices/Resourcesfor Y ow/Industry/defanlt. htm.

Sincerely yours,

Y
Susan Runnér, D.D.S., MLA.
Acting Division Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health
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‘Indications for Use

510(k) Number (if known):

Device Name: _ PRO-PICC o T

Indicattons for Use:

The PRO-PICCq " catheter is indicated for short term or long term peripheral access to
the central venous system for intravenous therapy and power injection of contrast media
and allows for central venous pressure monitoring when a 20gauge or larger lumen is
used. For blood sampling, infusion or thetapies use a 4F or larger catheter. The
maximum recommended infusion rate varies by catheter French size and is printed on the
catheter,

Prescription Use X AND/OR ~ Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801-Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(K) Number: f@‘? 1952
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