




PowerPlICC T 510(k)

Section 1.2

5 Fr Single Lumen PowerPICC TM Catheter
Abbreviated 510(k)

INDICATION(S) FOR USE STATEMENT*

I state in my capacity as Senior Regulatory Affairs Specialist of Bard Access Systems, that this notification
[510(k)] for the following devices, 5 Fr Single Lumen PowerPICC catheters, is indicated for the
following:

The PowerPICC catheter is indicated for short or long term peripheral access to the central
venous system for intravenous therapy and power injection of contrast media. For blood
sampling, infusion or therapy, use a 4 French or larger catheter. The maximum recommended
infusion rate is 5cc/sec. The maximum pressure of power injectors used with the PowerPICC
catheter may not exceed 300 psi.

Signature of 510(k) Submitter:

Typed Name: Michaela Rivkowich
Senior Regulatory Affairs Specialist

Date: iP 0

*Suggested language and format to meet the requirements of sections 5 13(i) of the Federal Food, Drug, and
Cosmetic Act, as amended, and sections S07.92(a)(5) and 801.4 of the Code of Federal Regulations, Title
21.

Concurrence of Office of Device Evaluation

510(k) Number __o.___

Division Sign-Off f
Office of Device Evaluation

(Division Sign-Off)
Division of Anesthesiology, General Hospital 000035
Infection Control, Dental Devices

510(k) Number: / •0 3 3 3 ff 6
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Section 7 k ~ 3~

510(k) Summary of Safety and Effectiveness Information

PowerPICCrN! Catheter

7.1 Submitter Information

Submitter Name: Bard Access Systems, Inc. (BAS)
[Subsidiary of C. R. Bard, Inc.1

Address: 5425 W. Amelia Earhart Drive
Salt Lake City, UT 84116

Telephone Number: (801) 595-0700, Ext. 5541
Fax Number: (801) 595-4903
Contact Person: Michaela Rivkowich
Date of Preparation: January 12, 2004

7.2 Device Name

Device Name: PowerPICCT MI Catheter
Trade Name: PowevrPICCTM Catheter
Common/Usual Name: Peripherally Inserted Central Catheter (PICC)
Classification Name: Class 11, 80 1JS - Long Term Intravascular Catheter
Classification Panel: General Hospital

7.3 Predicate i)evice(s):

l)evice Name: Poly Per-Q-Cath® PICC Catheter
Trade Name: Poly Pcr-Q-Cath®PICC Catheter
Common/Usual Name: Peripherally Inserted Central Catheter (PICC)
Classification Name: Class 11, 80 LJS - Long Term lntravascular Catheter
Classification Panel: General Hospital
Premarket Notification: K03 1129, concurrence (late May 5, 2003

7.4 D)evice l)escription

· The PowverPICC Catheters are open-ended radiopaque polyurethane catheters.
• Catheter size is 5 Fr SL with 50 cm usable length.
* The catheter has a reverse taper design.
· Catheter shaft tubing is marked with depth indicators, with "0" indicated to serve as a

reference for the catheter insertion point.
* Catheters are provided sterile in basic radiology PICC configurations.
· Purple colorants were added to the catheter materials to provide the catheter with an

appearance that allows the end user to differentiate the PowerPICC from other PICC
catheters.

* The catheter extension leg, junction and clamp ID tag were printed with markings to identify
the catheter as PowerPICC and to include information to facilitate proper use of the device.
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7.5 Intended Use

The PowerPICC catheters are intended for short-term or long-term peripheral access to the
central venous system for intravenous therapy and blood sampling.

This is the identical intended use for the predicate Poly Per-Q-Cath® PICC.

7.6 Indications for Use

The PowerPICC catheter is indicated for short or long term peripheral access to the central
venous system for intravenous therapy and power injection of contrast media. For blood
sampling, infusion or therapy, use a 4 French or larger catheter. The maximum recommended
infusion rate is 5cc/sec. The maximum pressure of power injectors used with the PowerPICC
catheter may not exceed 300 psi.

7.7 Technological Characteristics Summary

New device is compared to Marketed Device

Yes.

Does the new device have the same indication statement?

The indications for use were expanded to include power injection of contrast media and to provide
more detail for blood therapy.

l)o the differences alter the intended therapeutic/(Iilagnostic/ete. effect (i.e. deciding may
consider impact on safety and effectiveness)?

No, the differences do not alter the intended use of the device.

i)oes the new device have the same technological characteristics, e.g. design, material, etc.?

Not in all regards. The PowerPICC has some minor differences friom the predicate Polv Per-Q-
Cath'R) PCC. However, the basic fundamental scientific technolo[,v of the catheter has not
changed.

Could the new characteristics affect safety or effectiveness?

Yes. The new characteristics could affect safety or effectiveness of the device.

Do the new characteristics raise new types of safety and effectiveness questions?

No. There are no new types of safety and effectiveness questions.

Do accepted scientific methods exist for assessing effects of the new characteristics?

Yes. The FDA's Guidance on Premnarket Notification [510(k)] Si binission for Short-Termi and
Long-Term Intravascular Catheters, dated 3/16/95, and relevant ISO 10555 Standards were used
to deternmine the appropriate methods for evaluating the modified device's performance.

Biocompatibility requirements of ISO- 10993, Biological Evaluation ofAfedical Devices Part- /
Evaluation and Testing, and the FDA-Modified ISO 10993 Test Profile for externally
communicating, blood-contacting, long-term devices, will be met.

000032

35



PowerPICC'" 510(k)

Are performance data available to assess effects of new characteristics?

Yes. Verification testing was performed according to protocols based on the above-referenced
guidance document recommendations and additional standards.
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