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510(k) SUMMARY
SUMMARY OF SAFETY AND EFFECTIVENESS

FOR AE 27 ZW

ARROW ANTIMICROBIAL PRESSURE INJECTABLE PICC

. Submitter Information
Name: Arrow International, Inc (subsidiary of Teleflex Inc.)
Address: 2400 Bernville Road '

Reading, PA 19605-9607
Telephone Number: (610) 378-0131
Contact Person: Tracy Maddock

Regulatory Affairs Specialist
Telephone Number: (610) 378-0131 Extension 3384

Fax Number: (610) 374-5360

Email: tracy.maddock@teleflexmedical.com
Date Prepared: June 4, 2010

Device Name

Device Trade Name: Arrow Antimicrobial Pressure Injectable Peripherally
Inserted Central Catheter (PICC)

Common Name: Peripherally Inserted Central Catheter

Classification Name: Percutaneous, implanted, long-term intravascular catheter

. Predicate Devices

Predicate 1:  Pressure Injectable PICC (K061289) ,
Predicate 2: 6 French Triple Lumen Pressure Injectable PICC (K080604)
Predicate 3: ARROWg'ard Blue PLUS® Multi-Lumen CVC (K993691)

Device Description

The Arrow Antimicrobial Pressure Injectable PICC is a short-term or long-term,
single use catheter designed to provide access to the central venous system. It
consists of 2 non-tapered, radiopaque polyurethane extruded catheter body with a
softer, contoured Blue Flex Tip. The catheter is available in 4.5 Fr. single lumen
and 5.5 Fr. double lumen configurations with usable lengths of 40 — 55 cm. The
catheters can be used for the injection of contrast media. The maximum
recommended infusion rate is 5 mL/sec. The external catheter body and the
internal fiuid path of the device are treated with Chlorhexidine based

antimicrobial technology.

The catheters will be packaged sterile in both nursing and radiology
configurations. Both configurations will include components to facilitate

insertion.
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Indications for Use

The Arrow Antimicrobial Pressure Injectable PICC is indicated for short-term or
long-term peripheral access to the central venous system for intravenous therapy,
blood sampling, infusion, pressure injection of contrast media, and allows for
central venous pressure monitoring. The maximum pressure of pressure injector
equipment used with the Arrow Antimicrobial Pressure Injectable PICC may not
exceed 300 psi. Antimicrobial treatment on the external surface of the catheter
body as well as the entire fluid pathway of the catheter has been shown to be
effective in reducing microbial colonization. Antimicrobial effectiveness was
evaluated using in vitro methods, and no correlation between in vitro and clinical
outcome has currently been ascertained. It is not intended to be used for the
treatment of existing infections.

Summary Comparing Technological Modifications
Modifications to existing Arrow products include:

o Inclusion of 4.5 Fr. single lumen and 5.5 Fr double lumen catheters to
those ARROW PICCs already marketed. The increase in OD of the
catheters allow for the subject devices to achieve 5 mL/sec pressure
injection and to accommodate external / internal treatment.

e The catheter body material for the subject devices consist of a blending of
two durometers of polyurethane resin. A blue colorant was added to the
catheter body resins to differentiate from non-antimicrobial PIC catheters.

o A blue colorant was added to the juncture hub material of the subject
devices to further differentiate the antimicrobial catheters.

s The catheter tip material of the subject devices includes a different
radiopacifier for enhanced radiopacity.

e Antimicrobial treatment has been applied to the external catheter body
surface and the entire fluid path of the device.

e The antimicrobial treatment present on the external catheter body of the
subject devices consist of chlorhexidine only as opposed to chlorhexidine
and silver sulfadiazine present on currently marketed Arrowgard Blue Plus
central venous catheters.

Nonclinical Testing

Bench testing was performed on the Arrow Antimicrobial Pressure Injectable
PICC in accordance with ISO 10555-1, 10555-3 and FDA Guidance on Premarket
Notification [510(k)] Submission for Short- Term and Long- Term Intravascular
Catheters. In vitro and in vivo testing was performed to assess the safety and
efficacy of the proposed device. Testing included biocompatibility, in vitro
antimicrobial efficacy, and in vive animal infection study.



8. Summary of Verification Activities

Test Acceptance Criteria Results
Air Leakage There shall be no air leakage in the form of an air bubble in the Pass
during syringe connected to the PICC after the first 5 seconds when
aspiration tested per BS EN ISO 10555-1:1997 Annex D,
All catheters must pass to achieve a 5% LTPD with 95%
confidence
Collapse The catheter shall not collapse during aspiration as evidenced by Pass
Resistance water being able to be pulled out of the catheter when vacuum is
applied by a minimum of a 10 cc syringe: The extension line
clamps, if present, shall be in the fully constrained position.
All catheters must pass to achieve a 5% LTPD with 95%
confidence
Liquid There shall be no liquid leakage in the form of a falling drop of Pass
Leakage under | water at 300-320 kPa (43.5 -46.4) for 30 sec when tested per BS
pressure EN ISO 10555-1:1997 Anpex C.
Al catheters must pass to achieve a 5% LTPD with 95%
confidence
Force at break | There must be a 95% confidence level that 95% of the population Pass
-Tensile meets the specification.
Testing and
Catheter Tensile attribute Requirement
Elongation per BS EN
I1SO 10555-1
and 105553
Catheter Body Force at Break > 10N
Blue Flex Tip to Catheter Body Force at > 4N
Break ~
Catheter Body to Juncture Hub Force at > 10N
Break
Extension Line to Juncture Hub Force at > 15N
Break
Extension Line to Luer Hub Force at Break | = 15N
[ Catheter Body Elongation [>100% |
Radio- The optical density contrast must be at least 0.1. Pass
Detectability
Catheter Body | Does not kink at a radius greater than 0.5 inch when tested per BS Pass
Kink EN 13868:2002 Annex A under simulated in vive conditions. This

requirement shall be met with 95% assurance.
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Test Acceptance Criteria Results
Central - The average amplitude difference between input and output Pass
Venous signals shall be less than or equal to 1 mmHg when tested using a
Pressure 1 Hz sinusoidal input signal. This requirement shall be met with
Monitoring 95% assurance.

Column For catheters having a tip of different construction to the catheter Pass
Strenpth and body, the tip shall be constructed in accordance with the
Tip Stiffness requirement 5.1.6 and shall be made of lower durometer material

than that of the catheter body.

Design of tip shall ensure that the average force required to

deflect or compress the tip is no greater than the average force

required to deflect or compress the catheter body.

NOTE: Requirement 5.1.6 réferenced above is taken from an

internal Arrow requirements document. Requirement 5.1.6 is

identical to the requirement found in ISO 10555-3 Section 4.3.
Static Burst The maximum internal static pressure during pressure injection Pass
Pressure shall not exceed the static burst pressure.
Static Burst The maximum internal static pressure during pressure injection Pass
Pressure shall not exceed the static burst pressure.
Rate Limited | Each pressure injectable lumen shall withstand at least 5 repeat Pass
Injection injections without rupture or visually evident yielding of the
Testing catheter when injected at the maximum indicated flow rate using

125 mL of contrast media or equivalent (maximum viscosity of

11.8+0.2 cP) at 37+ 2°C.
Pressure “The average flow rate of each catheter lumen shall be at least 50% Pass
Limited of the maximum indicated flow rate.
Injection
Testing
Ink Adhesion | The catheter shall remain legible when examined without Pass
Testing magnification with exposure to ChloroPrep and Iodine for 1

minute each, then application and removal of semi-permeable

adhesive dressing and Biopatch after 7 days. The acceptance

criteria for meeting this requirernent will be a legible marking.
Step Stress The catheters shall pass the first 10 injections at the maximum Pass
Testing flow rate without visuaily evident yielding or rupture.
Trim Tool After trimming with the provided trisoming tool and visualized Pass

under 2.5X magnification, the indwelling catheter shall terminate
at the distal end with a square tip that:

s Has no points

s  Produces a clean, smooth surface
With a sample size of n=60, zero failures are required to show a
95% confidence level and LTPD=5% in an attribute test.
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Test

Acceptance Criteria

Results

Luer Hub Slip

Luer Hub Slip

‘The hub shall meet the following Luer slip requirements with
95% confidence and a LTPD of 10% when tested per BS EN
20594-1:1994, ISO 594-1:1986 Clauses 5.1through 5.5:
Gauging: The plane of the maximum diameter at the opening of
the female conical fitting shall lie between the two limit planes of
the gange. Rocking shall not be evident between the gauge and
the fitting made of rigid material underpoing test.

Liquid Leakage: No liquid leakage shall occur in the form of
one or more falling drops of water.

Air Leakage: There shall be no signs of continuzed formation of
air bubbles.

Separation force: The Luer hub shall remain aftached to the
reference fitting.

Stress cracking: There shall be no evidence of stress cracking of
the fitting,

Pass

Luer Hub
Lock

Luer Hub F.ock

The hub shall meet the following Luer lock requircments with
05% confidence and a LTPD of 10% when tested per BS EN
1707:1997 Clauses 5.2 through 5.8: ’
Ganging: When tested with the appropriate gauge, the conical
part of the tock fitting shall have the plane of the maximum
diameter at the opening of the female conical fitting shall lie
between the two limit planes of the gauge. Rocking shall not be
evident between the gauge and the fitting made of rigid material
undergoing test. : '
Liquid Leakage: No liquid leakage shall occur in the form of
one or more falling drops of water.

Air Leakage: There shall be no signs of continued formation of
air bubbles.

Separation force: The Luer hub shall remain attached to the
reference fitting.

Unscrewing terque: The Luer hub shall remain attached to the
reference fitting.

Ease of Assembly to Male Fitting: No resistance shall be
observed until the taper of the fitting under test and the reference
fitting fit together securely.

Resistance to Overriding Male to Female Luer Connection:
The reference fitting shall not override the threads or lugs of the
fitting under test.

Stress cracking: There shall be no evidence of stress cracking of
the fitting

Pass

Catheter
Securement

The catheter shall include a feature that enables the catheter to be
secured to the patient’s skin.

Demonstrate a 95% confidence level and LTPD=5% by having
the suture holes for all catheters fit over the Securement posts
with zero failures and the retainer wings from all catheters lock
into place with zero failures.

Pass
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Test Acceptance Criteria Results
First Article If the catheter is provided with distance markings, the marking Pass
Inspection system shall indicate distance from the distal end. From the first
mark, the distance between marks shall not exceed Sem. (BS EN ISO
10555-3: 1997 Section 4.4 and JIS T 3218:2005, Section 5.7)

For multilumen catheters, identification of each lumen shall be
apparent to the user (BS EN ISO 10555-3;1997, ltem 4.5 and JIS T
3218:20085, Item 5.8) )

The French size of the catheter shall be printed on the integral
juncture hub or in a location that can be seen after the catheter has
been inserted.

The tradename and/or name of the manufacturer of the catheter shall
be printed on the integral juncture hub or in a location that can be
seen after the catheter has been inserted.

Clamp The clamp closure capability shall be such that when the clamps Pass
Closure are in the fully constrained position, there shall be no flow
Efficacy through the lumen being tested when tested in accordance with

BS EN ISO 10555-3 Annex A or JIS T 3218 Annex C.
Flow The extension lines shall not be permanently deformed from the Pass
restriction use of extension line clamps during the maximum expected clamp

after clamping | duration of the catheter to the point where a restriction in the
' extension line decreases the gravity flow through the catheter
below the minimum gravity flow rate requirement (i.e. 90 ml/hr)

In vifro The antimicrobial agent release rate will be sufficiently slow to Pass
efficacy testing | provide efficacy against gram (+}, gram (-) and fungi for a

- external minimum of 7 days.

antimicrobial

treatment Note: Efficacy will be based upon a minimum 4 log reduction of

adherent biomass (microbial colonization) when compared to the
initial inoculum concentration.

In vitro The antimicrobial agent release rate will be sufficiently slow to Pass
efficacy testing | provide efficacy against gram (+), gram (-} and fungi for a

—internal - | minimum of 7 days.

antimicrobial

treatment Note: Efficacy will be based upon a minimum 4 log reduction of

adherent biomass (microbial colonization) when compared to the
initial inoculum concentration.

In vivo animal | The product shall exhibit efficacy against Staphylococcus aureus Pass
infection study | at minimum 7 days for in-vivo studies. Efficacy will be based
upon & minimum 4 log reduction of adherent biomass (microbial
colonization) when compared to the initial inoculum
concentration.

9. Conclusions

The Arrow Antimicrobial Pressure Injectable PICCs are substantially equivalent
to the Arrow Pressure Injectable PICCs (K061289) and the Arrow 6 French Triple
Lumen Pressure Injectable PICCs (K080604). The subject devices have the same
intended use, principles of operation and technological characteristics as the
predicates. The indications for use, for the proposed catheters, are the same as the
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Arrow PICC predicate device K080604 with the addition of the proposed
catheter’s effectiveness in reducing microbial colonization.

The antimicrobial agent for the proposed device is a similar Chlorhexidine-based
solution used for the ARROWg'ard Blue PLUS® Multi-Lumen CVC (K993691).
The process of application of the antimicrobial agent is also similar to that of the
predicate device,

‘The results of the testing performed have demonstrated that the Arrow
Antimicrobial Pressure Injectable PICC devices are safe and perform as intended.
The differences, between subject devices and predicate devices, do not raise any
new issues of safety and effectiveness. Thus, the Arrow Antimicrobial Pressure
Injectable PICCs are substantially equivalent to the predicate devices.
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‘ é DEPARTMENT OF HEALTH & HUMAN SERVICES " Public Health Service

‘¥ ' Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —WO66-G609
Sitver Spring, MD 20993-0002

Ms. Tracy Maddock

Regulatory Affairs Specialist

Arrow International, Incorporated non o
2400 Bernville Road UG 27 200
Reading, Pennsylvania 19605

Re: K100635
Trade/Device Name: Arrow Antimicrobial Pressure Injectable Peripherally
Inserted Central Catheter (PICC)
Regulation Number: 21 CFR 880.3970
Regulation Name: Percutaneous, Implanted, Long-Term Intravascular Catheter
Regulatory Class: I
Product Code: LIS
Dated: August 23, 2010
Received: August 24, 2010

Dear Ms. Maddock:

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 prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 1l (Special Controls) or class 111
(PMA), it may be subject 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 publlsh further announcements concerning your device in the Federal

Register.
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Page 2- Ms. Maddock

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 (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 the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control prowsmns (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

hitp://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDR HOffices/ucm [ 15809.htm for
the Center for Devices and Radiological Health’s (CDRIT’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/Diviston 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.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

! Anthony D. Watson, B.S.,, M.S., M.B.A.
~ Director '
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices -
'Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

FOI - Page 9 of 2676
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Indications for Use
510(k) Number (if known):

Device Name: Arrow Antimicrobial Pressure Injectable Peripherally Inserted Central
Catheter (PICC)

Indications for Use:

The Arrow Antimicrobial Pressure Injectable PICC is indicated for short-term or long-
term peripheral access to the central venous system for intravenous therapy, blood
sampling, infusion, pressure injection of contrast media, and allows for central venous
pressure monitoring. The maximum pressure of pressure injector equipment used with
the Arrow Antimicrobial Pressure Injectable PICC may not exceed 300 psi.
Antimicrobial treatment on the external surface of the catheter body as well as the entire
fluid pathway of the catheter has been shown to be effective in reducing microbial
colonization. Antimicrobial effectiveness was evaluated using in vifro methods, and no
correlation between in vitro and clinical outcome has currently been ascertained. It is not
intended to be used for the treatment of existing infections.

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)

0ff)

. 0 y

o S \
Division of AR \ Denta) Devices

. trol,
e XA —
51000 NurTe: | |

Dwison SO
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. é DEPARTMENT OF HEALTH & HUMAN SERVICES " ublic Healh Service

o : Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —WQ66-G60%
Silver Spring, MDD 20993-0002

Ms. Tracy Maddock

Regulatory Affairs Specialist

Arrow International, Incorporated - 0T o
2400 Bernville Road AE 27 20
Reading, Pennsylvania 19605

Re: K100635
Trade/Device Name: Arrow Antimicrobial Pressure Injectable Peripherally
Inserted Central Catheter (PICC)
Regulation Number: 21 CFR 880.5970
Regulation Name: Percutaneous, Implanted, Long-Term Intravascular Catheter
Regulatory Class: 11 :
Product Code: LIS
Dated: August 23,2010
Received: August 24, 2010

Dear Ms. Maddock:

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 prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls}) or class Iil
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Ti_tle 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.
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Page 2- Ms. Maddock

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 (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 the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 53 1-542 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.tda.gov/AboutFDA/CentersOffices/CDRH/CDRHO{fices/ucm15809.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/MedicaiDevices/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.gov/MedicalDevices/Resourcesfor Y ow/Industry/default, htm.

Sincerely yours,

' Anthony D. Watson, B.S., M.S.,, M.B.A.
~ Director )
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
'Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use
510(k) Number (if known):

Device Name: Arrow Antimicrobial Pressure Injectable Peripherally Inserted Central
_ Catheter (PICC '

Indications for Use:

“The Arrow Antimicrobial Pressure Injectable PICC is indicated for short-term or long-
term peripheral access to the central venous system for intravenous therapy, blood
sampling, infusion, pressure injection of contrast media, and allows for central venous
pressure monitoring. The maximum pressure of pressure injector equipment used with
the Arrow Antimicrobial Pressure Injectable PICC may not exceed 300 psi.
Antimicrobial treatment on the external surface of the catheter body as well as the entire
fluid pathway of the catheter has been shown to be effective in reducing microbial
colonization. Antimicrobial effectiveness was evaluated using in vitro methods, and no
correlation between in vitro and clinical outcome has currently been ascertained. It is not
intended to be used for the treatment of existing infections. ‘ ‘

Prescription Use & AND/OR Over-The-Counter Use .
(Part 21 CFR 801 Subpart ) _ (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON AN OTHER PAGE
: OF NEEDED) ' ‘

(Division sign-Of

wision 0 - -
?r‘:«\i’:asctlon Control, pental Dewvt . |
. \Q\OO % |
510(K) Numper. 7 ,
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5 -/: DEPARTMENT OF HEALTH & HUMAN SERVICES ' Public Health Service
o\ft."rw ‘ U.8. Food and Drug Administration
“Hhagn : ) Center for Devices and Radiological Health

Document Mail Center ; WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

July 16, 2010

ARROW INTL., INC, 510k Number: K100635 ‘
2400 BERNVILLE RD. Product: ARROWGARD EVOLUTION

READING, PENNSYLVANIA 19605 AN ISR D
UNITED STATES . Extended Until: 08/27/2010

ATTN: TRACY MADDOCK

Based on your recent request, an extension of time has been granted for you to submit the additional information we
requested. -

If the :additional information (Al) is not received by the "Extended Until" date shown above, your premarket
notification will be considered withdrawn (21 CFR 807.87(1)). If the submitter does submit a written request for an
extension, FDA will permit the 510(k) to remain on hold for up to a maximum of 180 days from the date of the Al
request.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796 7100 or at their toll-free number (800)638-2041, or contact the 510k staff at

(301)796-5640.

Sincerely yours,

; ¢ St
Marjorid Shulman
Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and Radiological Health

iy
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ARROW.

INTERNATIONAL

July 15, 2010

U.S. Food and Drug Administration GCG' L, €3ﬂ[0
Center for Devices and Radiological Health eO'
Document Mail Center W066-0609 4
10903 New Hampshire Avenue W
Silver Spring, MD 20993-0002

Subject: S10(k) Premarket Notification - K100635/5001
Arrow Antimicrobial Pressure Injectable PICC

Dear Sir or Madam:

Arrow International received a request from the Center for Devices and Radiological
Health on June 24, 2010 for additional information in response to our Premarket
Notification of intent to market the above referenced device. Arrow has since requested a
teleconference with the reviewer to discuss the deficiency noted. Since the organization
of a teleconference with multiple participants may be necessary, Arrow is requesting a
30-day extension to be able to participate in the teleconference and provide a response to
the Agency.

If we do not receive correspondence to the contrary, we will assume that CDRH agrees
with this deadline extension request.

Sincerely,

Tracy Maddock, RAC /“’
Regulatory Affairs Specialist \L/\

N
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-/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

‘P:} U.S. Food and Drug Administration

L Center for Devices and Radiological Health
Document Mail Center ; WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

MEALT,
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June 29, 2010

510k Number: K100635

ARROW INTL., INC. Prod ow
2400 BERNVILLE RD. A “lﬁ#ﬁ}ﬁ‘}}ﬁ“ GARDEVOLETION

READING, PENNSYLVANIA 19605
- UNITED STATES
ATTN: TRACY MADDOCK

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at

http://www.fda. gov/Med1ca!Devmes/DevlceRegulataonandGu1dance/Gu|danceDocuments/ucm089402 htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues” document. It is available on our Center web page at:
http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/Overview/Medical DeviceProvisionsof FDAModer

nizationAct/uem 136685 . htm,

If after 30 days the additional information (AT}, or a request for an extension of time, is not received, we will |
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment". Ifthe submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at

http://www.fda.gov/Medical Devices/DeviceRegulationandGujdance/GuidanceDocuments/ucm089735 htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a

new premarket notification submission.

(1
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiclogical Health

11
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¢ SERVIC,
X3 tu,

xb
b b/
g -/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
s% : U.S. Food and Drug Administration
‘Q""*n‘w Center for Devices and Radiclogicat Health

Document Mail Center — W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

June 08, 2010

ARROW INTL., INC. 510k Number: K100635
2400 BERNVILLE RD.
READING. PENNSYLVANIA 19605 Product: ARROWGARD EVOLUTION

UNITED STATES
ATTN: TRACY MADDOCK

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
hitp://www.fda.gov/MedicatDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402 him. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at

htip.//www .tda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm.  Please

refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
-510(k).

The Sale Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please cnsure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) State.mcnt as
per 21 CFR 807.93, it mects the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640. :

Sincerely,

510(k} Staff
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: SERVICE
o L

: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

of MEALTY
G e,

U.S. Food and Drug Administration

*‘h - Center for Devices and Radiological Health
Document Mail Center — WO66-(:609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

May 11, 2010

510k Number: K100635

ARROWINTL., INC. Product: ARROWGARD EVOLUTIO
2400 BERNVILLE RD. A]g'rtrlfn'rr‘pnn LUTION

READING, PENNSYLVANIA 19605
UNITED STATES

ATTN: TRACY MADDOCK

We are holding your above-referenced Premarket Notification (510(k)} for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate 1o the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402 .htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A

- Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/Qverview/Medical Device ProvisionsofF DA Moder
nizationAct/ucm136685.htm.-

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment”. If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device-industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Meodernization Act. You may review this document at

http:/fwww fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm089735 htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission. '

/60
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Please remember that the Safe Medical Devices Act of [990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638 2041, or contact the 510k staff at
(301)796-5640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

/é/
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SERVICE,
o T

& /
f -/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
‘%,,{} - U.S. Food and Drug Administration
¥rayq Center for Devices and Radiological Health

Document Mail Center — WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

March 08, 2010

ARROW INTL., INC. 510k Number: K100635

2400 BERNVILLERD. Received: 3/5/2010
READING, PENNSYLVANIA 19605 Product: ARROWGARD EVOLUTION
UNITED STATES Py s

ATTN: TRACY MADDOCK

The Food and Drug Administration (FDA), Center for Devices and Radiologicat Health (CDRH), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above
will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
-2012. The tegislation - the Medica! Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDevice UserFeeandMod
ernizationActMDUFMA/default.htm

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill cut the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at

http://www.fda.gov/AboutF DA/ReportsManualsForms/Forms/default.htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form http://www.fda.pov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)YHDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

(95

FOI - Page 21 of 2676



Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIil of The Food and Drug Administration Amendments Act of 2007”
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissio

s/PremarketNotificationS 10k/ucm 134034 .htm. According to the draft guidance, 510(k) submissions that do not
contain clinical data do not need the certification form. -

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at

http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm(89402.htm.  Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/

ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at

htp-//www.fda.gov/Medical Devices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/ucm 134508.html. In addition, the 510(k) Program Video is now available for viewing on line at
hitp://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissio
ns/PremarketNotification5 1 0k/ucm070201 .htm_.

®lease ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as per
21 CFR 807.93, it meets the content and format regulatory requirements.

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
http://www.fda.cov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their
internet address hitp://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have
procedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

510(k) Staff

(96
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1. MEDICAL DEVICE USER FEE COVER SHEET (FORM FDA 3601)
Arrow International has remitted the Medical Device User Fee of (P)4) |to the Food and

Drug Administration. A copy of the Medical Device User Fee Cover Sheet is provided on

the following page.

FDA CDRH DMC
MAR 05 2010
Received ‘
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Forne Approved: OME No. 0910-511 Bxplraion Dater Yaomary 31, 2010, See Insiructions for OB Strement,

DEREFIHAENT QrHEALTUHENE HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER: | (D)(4) \
FOOD AND DRUG ADMINISTRATION e Dot e et - L
MEDICAL DEVIGE USER FEE COVER SHEET 2 Faymenticentiication’ numberon. yolr.c

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courler, piease include a copy of this completed form with payment. Payment and malling Instructions can be found at.
hitp:/fananw fda govioe/mdufma/coversheet himl

1. COMPANY NAME AND ADDRESS (include nams, sfrest 12 CONTACT NAME
address, cily state, country, and post office code) . Tracy Maddack
' : 2.1 E-MAIL ADDRESS
ARROW INTERNATIONAL INC :
2400 BERNVILLE ROAD ' tracy.maddock@teleflaxmedical.com
READING PA 15605 2|.’2 TELEPHONE NUMBE:! {include Area code)
us ) - ) v B610-378-0131 3384
1. (k:E)h(JII)LDYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)

3. TYPE OF PREMARKET APPLICATION (Select one of the following int each colurmn; if you are unsure, please refer to the application
descriptions at the following web site; http/Avwnw. fda.goviod/mdufma  *

Select an appfication fype: e ; 3.1 Selecta oenter

PX] Premarket notification(510(k)); except for third party Sl tnd| CDRH

[1513(g) Request for Information ‘ ) 1 CBER

[ ] Blotogics Licensa Application (BLA) Select ope o ow ‘
[ ] Premarket Approval Application (PMA) [X] Criginal Application H
1] Modular PMA Supplement Types:

(] Product Development Protocol (PDP) . ’ [1Efficacy (BLA)

{ 1 Premarket Report (PMR) T [1Panel Track (PMA, PMR, PDP) X
{1 Annual Fee for Parlodic Reporting (APR) [ 1ReaFTime (PMA, PMR, PDP)

{}30-Day Nofica _ [1180.day (PMA, PMR, PDF)

4. ARE YOU A SMALL BUSINESS? {See e Instructions for mora Information on determining this status)

[I1YES, I meet the small business criteria and have submitled the reqmred [XING, | am pot & small business
quafifying documents to FDA

4.1 If Yes, pleasa enter your Small Business Decision Number:

.

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABUSHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X] YES (All of our establishmants have reglstered and paid the fee, dr this Is aur first device, and we will register and pay the fee within
30 days of FDA's approval/clearance of this device.)

[1NO {if "NO,” FDA wiil not accept your submission until you have paid all fees due to FDAS Th:s submission will not be processed sea
httpiwww. fda.govlcd:hlmduﬁ'na for additional lnfonnahon) .

.

6. IS THIS PREMARKET APPLICATION GOVERED BYANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

[ 1 This application is the first PMA submitted by a qualified small business, []The sole purpese of the application is to support
Including amy affiliates condiions of use for a pediatric population

[ This biologics application ks subitted under section 351 of the Publl L1 The appficaion Is submitted by a stats of federal

' i b
Health Service Act for a product icensed for further manufactuing use only go"m"g;‘ﬁ;“w for a device that is not to be distributed

7. ISTHIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USEIN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? {if so, the application Is
subject to the fee that applies for an original premarket approval application (PMA).

[1YES XINO

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

(b)(4) : 23-Jan-2010
Fona FA 3601 (012047}
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2. CDRH PREMARKET REVIEW SUBMISSION COVER SHEET
A copy of the CDRH Premarket Review Submission Cover Sheet is provided on the

following page.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

Form Approval

OMB No, 9010-0120

Expiration Date: August 31, 2010.
See OMB Statement on page 5.

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Date of Submission

[ User Fes Payment IO Number

FDA Submission Document Number (if knowr)

03/03/2010
SECTION A TYPE OF SUBMISSION
PMA PMA & HDE Supplement PDP 510(k) Maeting
[T originat Submission [ ] Regular (180 day} [] original POP i/ Original Submission: [7 Pre-510(K) Maeting
[] Premarket Report (] spedial {T] Noties of Gompletion /] Traditional ] Pre-IDE Mesting
{] Modular Submiasion [[] Panet Track (PMA Only) | [[] Amendment ia DR [ special (] pre-PMA Moeting
|:] Amendment [[] 20-day Supptement N Abbraviated {Complete |:[ Pre-PDP Meeting
. section |, Page 5)
[_—_I Report E] 30-day Notica D Day 100 Mesting
[j Repart Amendment L__] 135-day Supplement l:l Adeional infemeion |:| Agreement Meeting
D Licensing Agreement !___] Realtime Review D Thind Party |:| Determination Meeting
» ﬁggnsd:%%ﬁ 10 PMA S [ other (spscify):
D Other
IDE Humanitarian Device Class 1l Exemptlion Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class Il Dasignation
{De Novo)
[] orginal Submission {1 originat Submission (] originat Submission [] Orginat Submisslon [ 51319)
D Amendment |:| Amendment D Additional Information D Additional Information I:] Othar
[] supplemem ] Supplement ¢ (describe submission):
] meport
[ ] Repart Amendment

Have you used or cited Standards in your submission?

SECTION B
Company / Lnstitution Nama

Arrow International, Inc. {subsidiary of Teleflex Inc.}

KFlves [INo

Establishment Registration Number (if known}
2518433

(If Yes, please complete Sectlon I, Page 5)
SUBMITTER, APPLICANT OR SPONSOR

Division Name (if applicabla}

Phone Number (Including area cods)

SECTION C
Company / instliution Nama

APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

Critical Care ( 610 ) 378-0131
Street Address FAX Number (including area code)

2400 Bernville Road ( 810 ) 3745360
Gity Stale / Province ZIPfPostal Code Country
Reading PA 19605 USA
Coniact Name

Tracy Maddock

Contact Tille Contact E-mail Address

Regulatory Affairs Specialist tracy. maddock@teleflexmedical.com

Division Name (if applicablg) Phone Nwnber {including area code)
( )
Strest Address FAX Number (including aroa cods)
( )
City Slate / Province ZIP{Postal Code Country
Contact Mame
Gontac! Tile Contact E-mall Address
FORM FDA 3514 (8/07) PAGE 1 OF 5 PAGES
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE [

[] wihdrawal [1 change In design, compenent, or [(] Location change:
[7] Additional or Expanded Indications specitication: [ ] Manufacturer
] Request for Extension [[] software/Hardware [ stecilizer
[] Post-approval Study Protoce! [ color Additive ] Packager
"] Request for Applicant Hold ! [[] Matera
[] request for Removal of Applicant Hotd [[] specitications
[[] Request 1o Remove or Add Manufacturing Site [] other (specity betow) [] Report Submission:
[ Process change: [ Annual or Perindic
D Manufacturing D Labellng change: D Post-approval Study
[ sterfization [ indications [ Adverso Reaction
D Packaging D Instructions D Devico Defect
(] Gther (spactiy betow) [ Perfomnance [ Amendment
[ sheli Lite
[ Trads Name [_] Change in Ownerstip
|:| Other (specily below) I:} Change In Correspandent
[} Responsa to FDA comrespondence: ‘ [} change of Applicant Address

[] other Reason {specify):

SECTION D2 REASON FOR APPLICATICN - IDE '

[[] New Device [[Jchangein: [[] Repese 1o FDA Letter Conceming:
[7] New Indication 7] cormespondent/ Applicant [ Conditional Approval

[] Addition of Institution [] wesign /Device [] besmed Approved

[ Expansion 7 Extension of Study "] informed Gonsent [] pefictent Final Report

] \rB Cenification ] Manutacturer [] Deficiant Progress Repart
] venmination of Study [[] Manutachuring Process [[] peficient Investigator Report
[] Withdrawat of Application [ Protocol - Feaslbility [] bisapprovas

[ unanticipated Adverss Etfect [] protocol - Other [] request Extersion of

[ Natification of Emergency Use [C] sponsor Time to Respond to FOIA
] compassionate Use Regquest [ request Mesting

[ ] Treatment IDE [] repon submission: [] Request Hearing

|:] Continued Accoss [:] Current Investigator

[[] Annual Progress Report
D Site Waiver Repott

O Finat

[] other Réason (spaciy):

SECTION D2 REASON FOR SUBMISSION - 510(k)

[] Additional or Expanded Indications [[] change in Technology

m New Davice

[] Other Reason (specify):

PAGE 2 OF 5 PAGES

7 301{

FORM FDA 3514 (9/07)
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is clalmed Summary of, or statament conceming,
safety a inf
1lus 2| FOZ 3 A ly and effectiveness informatlon
E/] 510 (k) summary altached
5 8 7 a8 []510 (k) statement

%ﬂn&tlon on devices 1o which substanifal equivalence Is claimed (# known)

510(k) Number B Trade or Proprietary or Model Name Manufacturer
; KO0G1289 ; Pressure Injectable PICC - ; ARROW INTL, Inc
K080604 6F Triple Lumen Pressure Injectable ARROW INTL, Inc
2 2|PICC 2
K993691 ’ ARROWg+ard Blue Plus Mufti-Lumen ARRCW INTL, Inc
3 3 Ve 3
4 4 4
5 5 5
6 [ 8

SECTION F RMATION - APPLICATION TO ALL APP
Cornmon or usual name or classification

Peripherally Inserted Central Cathetér

% Trade or Proprietary or Model Name for This Device % Model Number
1 | Arrowgiard Evolution Antimicrobial Peripherally Inserted Central Catheter (PICC) || 1 | S-44041-002, 5-45041-002, 8-455041-002

2 | Arrowgard Evolution Antimicrobial Peripherally Inserted Central Catheter (PICC) |j 2 | MC-44052-003, MC-45052-003, MC-45552-003
3 3
4 4
5 5
FDA document numbers of all prior relaled submissions (regandless of outcome)

! 1090263 2 1090263/5001 3 4 5 8

7 a8 g i0 11 12
Data Inciuded in Submission

/7 Laboratory Testing K7 Animal Trlals [ Human Trials

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
C.F.R. Section (if spplicatie) Devica Class

21 CFR BB0.5970 classt 7] Class it

SECTION G
Product Code

LIS
Ctassiflcation Panel
General Hospital and Personal Use Devices

[Joassi [ ] Unciassified

Indications (from tabsiing)

The ARROWg+ard Evolution Antimicrobial Pressure Injectable PICC Is indicated for short-term or fong-term peripheral access to the
central venous system for intravenous therapy, blood sampling, infusion, pressura injection of contrast media, and allows for central
venous pressure monitoring. The maximum pressure of pressure injector equipment used with the ARROWg+ard Evolution
Antimicrobial Pressute Injectabie PICC may not exceed 300 psi. Antimicrobial treatment on the external surface of the eatheter body as
well as the entire fluld pathway of the catheter has been shown to be effective in reducing microbial colonization. it is not intended to be
used for the treatment of existing infections.

FORM FDA 3514 (9/07) PAGE 3 OF 5 PAGES
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Note: Submission of this information does not affect the need to submita 2891
or 2B91a Devica Establishment Reglstration form.

SECTION H
{/] Osiginal

Madd [ oelete

Facility Establishment identiter (FE1) Number

FDA Document Number (#f known}

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

E] Manufacturer D Contract Sterilizer
[7] contract Manufacturer [ ] Repackager / Retabeler

Company / Institutlon Name

ARROW INTL, Inc (Subsidiary of Teleflex Inc.)

Establishment Raglstration Number
1036844

Division Name (If appficatie)

Phone Number {including area code)

( 336 )498-4153

Straet Address

312 Commerce Place

FAX Number {inciuding area code)

( 336 )495-1642

Facility Establishment ldentifer (FEL) Number

/1 Orginal

atd [oelete

] Manutacturer [] contract Sterilizer
[[] contract Manutacturer ] Repackager / Relabeter

City State / Province ZIP/Postal Code Country
Asheboro NC 27203 USA

Contact Name Contact Tile Contact ££-maf Address

Matt Winton Quality Assurance Manager Mailt Winton@teleflexmedical.com

Company / institution Name
ARROW INTL, Inc (Subsidiary of Teleflex Inc.)

Establishment Registration Number
2518433

Diviston Name (if applicabia)

Phone Number {including area cods)}

( 610 ) 3780131

Facility Establlshment Identifer (FEI} Nurmbar

[} onginal
[Jagd [ Delete

[C] Manufacturer [[J contract Sterilizer
[ contract Manutacturer [} Repackager / Relabeler

Sireet Address FAX Number (inciuding area coda}

2400 Bemville Road ( 610 )374-5360

City State / Province ZIP/Poslal Code Gountry
Reading PA 19605 usa

Contact Name Contact Title Caontact E-mail Address

William Sullivan Plant Manager William Sullivan@teteflexmedical com

Company [ Institution Name

Establlshmeni Registration Numbar

Civision Name (If applicable}

Phona Number {including area code)

FORM FDA 3514 (8/07)
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SECTION |

UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformily to a Rscognized Standard”
slaternent,
Standards No. Standards Standands Title Version Date
Organization
10555-1 Sterile, single-use Intravascular cathelers - Part 1: 1997 01/15/1997
1 BSENISO General Requirements
Standards No. Standards Standands Title Vorsion Date
Organization .
10555-3 Sterile, single-use intravascular catheters - Part 2; 1997 09/1511997
2 BSENISO Central venous catheters
Standards No. Standards Standards Title Version Date
Organization o R .
109931 Biclogical evaluation of medical devices - Part 1. 2003 10/09/2003
. S0 Evaluation and testing
Standards No. Standards Standards Title Version Date
Crganization .
10993-7 Biological evaluation of medical devices - Part 7: 2008 12/31/2008
. BSEN IS0 Ethylene oxide sterilization residuals
Standards No. Standards Standards Title Varsion Date
Qrganization K . .
111351 Medical Devices- Validation and Routine Conirol of 2007 06/29/2007
. BSENISO Ethylene Oxide Sterilization
Standards No. Standards Standards THle Version Date
Organization
1707 Conical fittings with a 6% (Luer) taper for syringes, 1997 06/15/1997
6 BS EN needles and certain other medical equipment - Lock
fiftings
Standards No. Standards Standards Title Version Date
Organization .
20594-1; Conical fittings with a 6% (Luer) taper for syringes, 1994 01/30/1987
180 594-1:1986 {BS EN needles and certain other medicat equipment - Lock
7
fittings
Please include any additional standards to be clted on a geparate page.
Public reporting burden for this collection of information is estimated 1o average 9.5 hour pes response, including (he time for reviewing instructions, searching
existing data souces, gothering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspeet of this collection of information, including suggestions for reducing this burden to: .
Food and Drug Administration
CDRH (HFZ-342)
9200 Corporate Blvd.
Rockville, MD 20850
An agency may noi condsict or sponsor, and a person is not required to respond 16, a collecrion of information unless it displays a currently valid OMB control

FORM FDA 3514 (3/07)

FOI - Page 33 of 2676

PAGE 5 OF 5 PAGES

10

07



UTILIZATION OF STANDARDS

Continued from CDRH Premarket Review Submission Cover Sheet

Aging of Sterile Barrier Systems
for Medical Devices

8 | Standards Standards Standards Title Version Date
No. Organization
F 1980 ASTM Standard Guide for Accelerated | 2007 04/01/2007

FOI - Page 34 of 2676
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3. 510(K) COVER LETTER

FDA CDRH DMC

March 4, 2010
MAR 05 2010

Food and Drug Administration

Center for Devices and Radiological Health .
10903 New Hampshire Avenue Received
Document Mail Center WO66-G609

Silver Spring, MD 20993-0002 K L{q

Subject: 510(k) Notification [21 CFR 807.90(¢)]
Dear Sir or Madam:

[n accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act, Arrow
International is submitting the attached premarket notification for a new device; the
ARROWg"ard Evolution Antimicrobial Pressure Injectable Peripherally Inserted Central
Catheter (PICC).

Pursuant to 21 CFR Part 807, Arrow International is submitting two copies of this traditional
510(k) for your review. In addition to a paper copy of the submission, an electronic copy, an
exact duplicate of the paper copy, is provided to facilitate the review. Information regarding
the subject device is listed below.

s Device Common Name: Peripherally Inserted Central Catheter

¢ Device Trade Name: ARROWg'ard Evolution Antimicrobial Pressure Injectable
PICC

¢ Device Classification Name: Percutancous, implanted, long-term intravascular
catheter

o FDA Classification Regulation: 21 CFR 880.5970

s FDA Classification: Class [I

¢ FDA Product Code: LJS

o Classification Panel: General Hospital and Personal Use Devices

o FDA Panel Number: 80

s Predicate Devices: ,
Arrow Pressure Injectable PICC (K061289), product code: LIS
Arrow 6 French Triple Lumen Pressure Injectable PICC (K080604), product code: LIS
ARROW(g*ard Blue PLUS® Multi-Lumen CVC (K993691), product code: FOZ

i2
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e Prior FDA Formal Correspondence Document Numbers:

Pre-IDE #1090263
Pre-IDE #1090263/5S001

A summary of relevant notes taken during the May 27" meeting between Arrow
International and the Agency is provided in table format on page 13. Also included in
the table are the Agency’s responses, received on February 16, 2010, to the
supplemental pre-IDE (submitted on November 6, 2009). Arrow actions/comments in
response to all of the Agency’s comments are provided.

e Manufacturing Site / Sterilization Site and Establishment Registration Number:

Manufacturing Site
ARROW INTL, INC. (Subsidiary of Teleflex Inc.)
2400 Bernville Road
Reading, PA 19605

Establishment registration number: 2518433

Manufacturing Site and Sterilization Site
ARROW INTL, INC. (Subsidiary of Teleflex Inc.)
312 Commerce Place

Asheboro, NC 27203

~ Establishment registration number: 1036844

The following table is a summary of principal factors regarding the design and use of the
subject device and is included as recommended in FDA Guidance for Industry and FDA Staff
“Format for Traditional and Abbreviated 510(k)s”.

I Question Jl YES | NOJ

[Ts the device intended for prescription use (21 CFR 801 Subpart D)?* | x |

|Is the device intended for over-the-counter use (21 CFR 807 Subpart C)?* “ r X

Does the device contain components derived from a tissue or other
biologic source?

X
[Is the device provided stérile? “ X l

|Ethe device intended for single use? “ X

IIS the device a reprocessed single use device? ” |

N

If yes, does this device type require reprocessed validation data? J

l
|
Eoes the device contain a drug? . ' I[

E)oes the device contain a biologic?

S P S

Does the device use software? ‘

13
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] Question | YES E NO |

lDoes the submission include clinical information? H X* i

listhe device implanted? ” “ X I

AA device may be intended for both prescription and over-the-counter use. If so, the answer to both of these
quiestions is yes. _ ‘ )
- *Clinical infoririation is provided for predicate device for comparison purposes only.

In accordance with the Medical Device User Fee and Modernization Act of 200
(MDUFMA), Arrow Intcrnational has submitted the required application fee o (©)4) | A
copy of the User Fee Cover Sheet is provided with the attached premarket notification.

Arrow Internatienal considers its intent to market the ARROWg ard Evolution Antimicrobial
Pressure Injectable PICC as confidential commercial information. The Company has not
disclosed its intent to market this device to anyone except its employees, others with a
financial interest in the Company, its advertising or law firms, and its consultants. The
Company, therefore requests that FDA not disclose the-existence of this application until
such time as-final action on the submission is taken: '

In addition, some of the material in this application may be trade secret or confidential
comtnercial or financial information within the meaning of 21 C.F.R. § 20.61 and therefore
not disclosable under the Freedom of Information Act even after the existence of this
application becomes public. We ask that you consult with the Company as provided in 21
C.F.R. §20.45 before making any pait of this submission publicly available.

We trust that the information provided in the 510(K)is sufficient for FDA to find the
ARROWg*ard Evolution Antimicrobial PressureInjectable PICC substantially equivalent to
its predicate devices for the:listed indication. Should you have any questions regarding the
context of this submission, please contact me at (610¢) 378-0131 extension 3384 or Robin
Fatzinger at (610)-378-0131 extension3731.

Sincerc_ly,

W%‘ Mﬁmw

Tracy Maddock, RAC
Regulatory. Affairs Specialist

14 ;l'l
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Summary of Agency Comments and corresponding actions
taken or comments made by Arrow International

Agency Comments -

(b)(4),(b)(5)

Arrow actions/comments

(b)(4),(b)(5)

FOI - Page 38 of 2676
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(b)(4),(b)(5)



(b)(4),(b)(5)
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4. INDICATIONS FOR USE STATEMENT
The Indications for Use Statement for the ARROWg'ard Evolution Antimicrobial Pressure
Injectable PICC is provided on the following page.

FOI - Page 42 of 2676
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Indications for Use
510(k) Number (if known):

Device Name: ARROWg ard Evolution Antimicrobial Pressure Injectable Peripherally
Inserted Central Catheter (PICC)

Indications for Use:

The ARROWg'ard Evolution Antimicrobial Pressure Injectable PICC is indicated for short-
term or long-term peripheral access to the central venous system for intravenous therapy,
blood sampling, infusion, pressure injection of contrast media, and allows for central venous
pressure monitoring. The maximum pressure of pressure injector equipment used with the
ARROW¢*ard Evolution Antimicrobial Pressure Injectable PICC may not exceed 300 psi.
Antimicrobial treatment on the external surface of the catheter body as well as the entire fluid
pathway of the catheter has been shown to be effective in reducing microbial colonization. It
is not intended to be used for the treatment of existing infections.

Prescription Use 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)

Page of

20 &”
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5. 510(K) SUMMARY
The 510(k) Summary is provided on the following page.

FOI - Page 44 of 2676
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510(k) SUMMARY

SUMMARY OF SAFETY AND EFFECTIVENESS
FOR
ARROWG'ARD EVOLUTION ANTIMICROBIAL PRESSURE INJECTABLE PICC

1. Submitter Information

Name: Arrow International, Inc (subsidiary of Teleflex Inc.)
Address: 2400 Bernville Road
Reading, PA 19605-9607
Telephone Number: (610) 378-0131
Contact Person: Tracy Maddock
Regulatory Affairs Specialist
Telephone Number: (610) 378-0131 Extension 3384

Fax Number: (610) 374-5360
Email: tracy.maddock(@teleflexmedical.com
Date Prepared: March 4, 2010

2. Device Name

Device Trade Name: ARROWg ard Evolution Antimicrobial Pressure Injectable
Peripherally Inserted Central Catheter (PICC)

Common Name: Peripherally Inserted Central Catheter

Classification Name: Percutaneous, implanted, long-term intravascular catheter

3. Predicate Devices
Predicate 1:  Pressure Injectable PICC (K061289)

Predicate 2: 6 French Triple Lumen Pressure Injectable PICC (K080604)
Predicate 3: ARROWg"ard Blue PLUS® Multi-Lumen CVC (K993691)

4. Device Description

The ARROWg"ard Evolution Antimicrobial Pressure Injectable PICC is a short-term
or long-term, single use catheter designed to provide access to the central venous
system. It consists of a non-tapered, radiopaque polyurethane extruded catheter body
with a softer, contoured Blue Flex Tip. The catheter is available in 4.5 Fr. single
lumen and 5.5 Fr. double lumen configurations with usable lengths of 40 — 55 cm.
The catheters can be used for the injection of contrast media. The maximum
recommended infusion rate is 5 mL/sec. The external catheter body and the internal
fluid path of the device are treated with Chlorhexidine based antimicrobial
technology.

22 2’3
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The catheters will be packaged sterile in both nursing and radiclogy configurations.
Both configurations will include components to facilitate insertion.

. Indications for _Use

The ARROWg"ard Evolution Antimicrobial Pressure Injectable PICC is indicated for
short-term or long-term peripheral access to the central venous system for intravenous
therapy, blood sampling, infusion, pressure injection of contrast media, and allows for
central venous pressure monitoring. The miaximum pressure of pressure injector
equipment used with the ARROWg ard Evolution Antimicrobial Pressure Injectable
PICC may not exceed 300 psi. Antimicrobial treatment on the external surface of the
catheter body as well as the entire fluid pathway of the catheter has been shown to be
effective in reducing microbial colonization. It is not intended to be used for the
treatment of existing infections.

. Technological Characteristics and Substantial Equivalence

The ARROWg'ard Evolution Antimicrobial Pressure Injectable PICC is substantially
equivalent to the Arrow Pressure Injectable PICC (K061289) and the Arrow 6 French
Triple Lumen Pressure Injectable PICC (K080604) in terms of overall design,
manufacturing process, functional performance, and materials of construction. The
indications for use, for the proposed catheter, are the same as the Arrow PICC
predicate device K080604 with the addition of the proposed catheter’s effectiveness
in reducing microbial colonization. The antimicrobial treatment does not affect the
intended use of the product as the principle of operation of the device is unchanged.

The antimicrobial agent for the proposed device is a similar Chlorhexidine-based
solution used for the ARROWg ard Biue PLUS® Multi-Lumen CVC (K993691).
The process of application of the antimicrobial agent is also similar to that of the
predicate device.

. Nonglinical Testing

Bench testing was performed on the ARROWg 'ard Evolution Antimicrobial Pressure
Injectable PICC in accordance with 1SO 10555-1, 10555-3 and FDA Guidance on
Premarket Notification [510(k)] Submission for Short- Term and Long- Term
Intravascular Catheters. In vitro and in vivo testing was performed to assess the
safety and efficacy of the proposed device. Testing included biocompatibility, in
vitro antimicrobial efficacy, and in vivo animal infection study.

. Conclusions

The results of the testing performed have demonstrated that the ARROWg ard
Evolution Antimicrobial Pressure Injectable PICC device is safe and performs as
intended and therefore is considered substantially equivalent to the cited predicate
devices.

23
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6. TRUTHFUL AND ACCURATE STATEMENT
The signed Truthful and Accurate Statement is provided on the following page.

w LAl

FOI - Page 47 of 2676



PREMARKET NOTIFICATION

TRUTHFUL AND ACCURATE STATEMENT

{As Required by 21 CFR 807.87(K)]

I certify that, in my capacity as Regulatory Affairs Specialist of Teleflex Medical, I believe
to the best of my knowledge, that all data and information submitted in the premarket
notification are truthful and accurate and that no material fact has been omitted.

\W%/MM@ZML
(Signature)

Tracy Maddock

(Typed Name)
D4 parch - 2040

(Date)

. (Premarket Notification [510(k)] Number)

iRy

25
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7. CLASS III SUMMARY AND CERTIFICATION
The ARROWg'ard Evolution Antimicrobial Pressure Injectable PICC is a Class 1l device. A

Class HI Summary and Certification is not applicable.

AAT

26
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8. FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT

No clinical studies were performed for the proposed device. This section is not applicable.

a7
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9. DECLARATION OF CONFORMITY AND SUMMARY REPORTS

Consistent with FDA's guidance documents entitled "Use of Standards in Substantial

Equivalence Determinations” (March 12, 2000} and “Guidance for Industry and FDA Staff -

Recognition and Use of Consensus Standards” (September 17, 2007), Arrow is including this

statement that the ARROWg ard Evolution Antimicrobial Pressure Injectable PICC complies

with the following recognized consensus standards:

Standard

Title

BS ENISO 10555-1:1997

Sterile, single-use intravascular catheters - Part 1: General

Requirements

BS EN ISO 10555-3:1997

Sterile, single-use intravascular catheters - Part 2: Central

venous catheters

BS EN ISO 10993-1:2003

Biological evaluation of medical devices - Part 1: Evaluation

and testing

BS EN ISO 10993-7:2008

Biological evaluation of medical devices - Part 7: Ethylene

oxide sterilization residuals

BS EN ISO 11135-1:2007

Medical Devices- Validation and Routine Control of Ethylene

Oxide Sterilization

BS EN 1707:1997

Conical fittings with a 6% (Luer) taper for syringes, needles

and certain other medical equipment - Lock fittings

BS EN 20594-1:1994; I[SO 594-
1:1986

Conical fittings with a 6% (Luer) taper for syringes, needles

and certain other medical equipment - Lock fittings

ASTMF 1980-07

Standard Guide for Accelerated Aging of Sterile Barrier

Systems for Medical Devices

A Standards Data Report for 510(k)s Form (FDA Form 3654) is provided on the pages that

follow for each standard listed above.

FOI - Page 51 of 2676
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Form Approved: OMB No. 0910-0120; Expiration Date; 8/31/10

Department of Heaith and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510{k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510{K} SUBMISSION .
/] Traditional ["] Special [[] Abbraviated

STANDARD TITLE
BS EN ISO 10555-1 Sterile, single-usc intravascular catheters - Part 1: General requirements 1997

Please answer the following questions Yes No
Is this standard recognized BY FDAZ? ... ieeeeieessesssess e s e ssssessessesss e sssssssrsssssssssa ssesestssnaneas 0
FDA Recognition MUMDBEID ...c...cie s iressersrer e consres ses s ssssrares et et r ottt et ettt st s et saseren #6-161 N

Was a third party laboratory responsible for testing conformity of the device to this standard identified
IINE BADTK)? vt sir e senensesss s st enesmssbensssssnssensssesnssansssssasteressnssmssessseerssomsemsnsrennss o )

Is a summary report* describing the extent of conformance of the standard used included in the

S10(K)? e TSSO I N '/

If no, complete a summary repor‘c table

Does the test data for this device demonstrate conformity to the requiremants of this standard as it

PEMEINS 10 HIS BBVICE? ......ooceoeo oot era s ens e aes s sens st snsnsrssrssessannssessesmsnnnrenins D) ]
Does this standard include acceptance Criteria? ... s WA ]
If no, includa the results of testing in the 510(k). ‘

Does this standard include more than one option or selection of feSt87 ... iviiiininrn s 0 v
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?....... R, ¥4 ]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)S‘? R ¥
Were deviations or adaptations made beyond what is specified in the FDA SIS? ..o vevvnecrncrcenns Ll
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ... ... e ¥4 £l
If yes, report these exclusions in the summary report table.

. 1s there an FDA guidance® that is associated with this standard? ... i, ]
If yes, was the guidance document followed in preparation of this S10k? ..o 0
Title of guidance: Guidance on Premarket Notification submission for short-term and long-term intravascular catheters

1 The formatting convention for the title Is: [SD0] {numeric identifier] cerlification body Involved in conformance assessment to this
ftitle of standard] [date of pubfication] standard. The surmary report includes informatfon en alt standards

utilized during the development of the device.

§ The supplementa) Information sheet (SIS) is additfonal Information
which Is necessary before FOA recognizes the slandard. Found at
http:#fwww. accessdata. fda.gov/scripts/cdrh/cfdocs/ciStandards/
search.cfm

8 The online search for CCRH Guldance Documents can be found at
www.fda.gov/edrh/guidance. html -

2 pthority (21 U.S.C. 3560d], www.fda.govicdrhistdsprog.html

3 hitp:/www.accessdata. fda.gov/scripts/cdrhicfdocs/cfStandards/
search.cfm

4 The summary report shouid include: any adaptations used to adapt
to the device under review (for example, atternative test methods);
chalcas made when optlons or a sefection of methods are described;
deviations from the standard; requiremerds not applicable 1o the
davice; and tha name and address of the test laboratory or

FORM FDA 3654 (9/07) ‘ Page 1 PSC Graphica (1) 443109  EF
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EXTENT OF STANDARD CONFORMANCE |
SUMMARY.REPORT.TABLE |

STANDARD TITLE
BS EN IS0 10555-1 Sterile, single-use intravascular catheters - Part 1: General requirements 1997

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
4.1 General ' Yes [ine [dAwa

TYPE OF DEVIATION OR QPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

42 Biocompatibility [ ves Ne [INA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

Refer to Section 15 Biocompatibility for discussion. Some in vitro studies indicated cell cytotoxicity and red blood cell hemolysis.
SECTION NUMBER SECTION TITLE CONFORMANCE?

4.3 Surface vas LiNo Lina

TYPE COF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (NfA)
an explanation is needed under “justification” Some standards include options, so similar fo deviations, the option chosen needs
to be described and adequatsly Justified as appropriate for the subject device. Explanation of alf deviations or description of
optlions selected when following a standard is required under “type of deviation or option selected,” “description” and ‘justifica-
tion” on the report. More than one page may be necessarny

*Types of deviations can include an exclusion of a saction in the standard, a deviation brought out by the FDA supplemental

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.
—y—t

Paperwerk Reduction Act Statement

Public reporting burden for this collection of information is estimated to average | hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piceard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (9/07) Page 2
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e e )

“STANDARD TITLE
BS EN [S0 10555-1 Sterile, singlc-use intravascular catheters - Part 1: General requircments 1997

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE . CONFORMANCE?
4.4 Corrosion resistance dves Ono N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION )

The Arrowgard Evolution Antimicrobial PICC does not include metallic components, therefore this section does not apply.
SECTION NUMBER SECTION TITLE CONFORMANCE?

45 Force at break Alves Dnve OIwa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?

4.6.1 Freedom from leakage - Liquid leakage Mives One Tna

TYPE OF DEVIATION OR OPTION SELECTED *
Catheter connected to leak tester instead of syringe as stated in Annex C of ISO std.

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. !if a section is not applicable (N/A)
an explanation is needed under "justification.” Some standards include options, so simitar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of ail deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on tha report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SiS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is nof required to respond to, a collection of information
unless it displays a currently valid OMB control mumber.

FORM FDA 3654 (9/07) Page 2
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STANDARD TITLE
BS EN ISO 10555-1 Sterile, single-use intravascular catheters - Part 1: General requirements 1997

CONFORMANCE WiTH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

4.6.2 Freedom from leakage - Air leakage Mives [INo [Jwa
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

4.7 Hubs Hives OnNo [Ona
TYPE OF DEVIATION OR OPTION SELECTED ¢+

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

48 Flowrate Dves [no NIA

TYPE OF DEVIATION OR OPTION SELECTED *

fim o e RS i LT

DESCRIPTION
Section 4.6 of BS EN ISO 10555-3:1997 specifies flow rate requirements

JUSTIFICATION

This part of BS EN IS0 10555-1 does not specify requirements for flow rate, therefore this section does not apply.

tion” on the report. More than one page may be necessary.

* For completeness list all sections of the standard and indicate whether cenformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar fo deviations, the option chosen needs
to be described and adequately justified as apprepriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or aption selected,” “description” and "justifica-

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

aspect of this collection of infonmation, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless if displays a currently valid QOMB confrol number.

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing datz sources, gathering and maintaining the data necded, and
completing and reviewing the collection of information, Send comments regarding this burden estimate or any other

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

- FORM FDA 3654 (9107) Page 2
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STANDARD TITLE
BS EN ISOQ 10555-1 Sterile, single-use intravaséulgr catheters - Part 1: General requirements 1997

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE ) CONFORMANCE?
50 Designation of nominal size Yes [INo [naA

TYPE OF DEVIATION OR CPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTICON TiTLE CONFORMANCE?

5.1 Outside Diameter : . Mlves [dno [Owa

TYPE OF DEVIATION GR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTICN NUMBER SECTION TITLE CONFORMANCE?
52 Effective length Yes [ No N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSHIFICATION

* For completenaess list all sections of the standard and indicate whether conformance is met. If a section is not applicable {N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
io be described and adequately justified as appropriate for the subject device, Explanation of all deviations or description of
oplions selected when following a standard is required under “fype of deviation or option selected,” “description” and “justifica~
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the stendard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average | hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this barden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control mumber.

FORM FDA 3654 (2/07) Page 2
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1
STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

6.0 Information fo be supplied by manufacturer Vives [dno [InA
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIFTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?

Elves [QOno dwa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER

SECTION TITLE

CONFORMANCE?

Bves Bne Twa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selecled when following a standard is required under “type of deviation or option selected,” *description™ and “justifica-
tion” on the report, More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (S18), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Secd comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

unless it displays a currently valid OMB contrel number.

FORM FDA 3654 (9/07)
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Form Approved: OMB No. 0910-0120; Expiration Date: 83110

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
: {To be filled In by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 610(k) that refer-
ences a national or intemational standard. A separate report is required for each standard refarenced in the 510(k).

TYPE OF 510{K) SUBMISSION
[ Tradttionsd [ special O Abreviated
STANDARD TITLE
BS EN ISO 10555-3 Sterile, single-use intravascular catheters - Part 3: Central venous catheters 1997

Please answer the following questions Yes No
Is this standard reCOgNIZEd BY FDA2? .......vv.ueecreceresrrssessssssssssssarssssassasmssssissssssasssssensiss M O
FDA Recognition number? ........... derssaemmireseasea SR A s RSOOSR AR SR s L pleln
Was a third party laboratory responsible for testing conformity of the device to this standard Identifled
IV Eh8 STO(K)? vovverecrsirmosssmsssssnussssonsssonsssisssosssssonssarsonsassassassssssssssassnssssmssnessns ceevtes i seese s rasaseraaae *4
Is a summary report* describing the extent of conformance of the standard used included in the
BTO(KY? covvevervnssmmresssonserssarsasssrasessssssssesssssesnssesssssssssaerssessssssarsas veesssasssnererrsasenersesssesiss rersssneessesasnaons O 4
If no, complete a summary report table,
Does the test data for this device demonstrate conformity to the requirements of this standard as it
POAINS 10 IS HBVICOT .uvuvrerirssusserssusierisessersssssssssssssssssssmasssmsassssssssosssessasessssecstssssisssrsssssssrassssssssssssnsesen [l
Does this standard include acceptance criteria? ... s, rerresessrenesns O
if no, Include the resulis of testing in the 510(k).
Doses this standard include more than one option or selection of tests? ..........eerrrncsicinisicissienns ] vy
If yes, report options selected in the summary report table,
Were thera any deviations or adaptations made in the use of the standard? .........cceecersisins O ]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)®7.............. O O
Were deviations or adaptations made beyond what is specified in the FDA SIS? ...cu..ccussmmeemsensrenins O &
If yes, report these deviations or adaptations in the summary report table,
Ware there any exclusions from the BEANAARAT ..........ccwcrmrimmmnissimmesmasssrsisssssssssssesssssssssnasies M O
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is agsociated with this standard?...........mrrsriesnnn. ¥ O
If yes, was the guitdance document followed In preparation of this 510Kk? ......c.cccevvaens O
Title of guidance: Guidance on Premarket Notification submission for short-term and long-term intravascular catheters

t Tha formatting convention for the titie is: [SDO] [numeric identifier] cortification body !nvoived In conformance assessmant to this

[titio of standard] [date of publication} standard. The summary repert incledes information o all standands
2 Authority [21 U.8.C. 360d], www.fde.gov/cdrhvstdsprog.html utilized during the development ;\::th:s‘:::: :
accessda pia/cdrivcfdocs/cfStandards/ ® The supplemental Information additional Information
’m f21da goviect which I necessary before FDA recognizes the standard. Found al
«The summary report ehould Include: any adaptations used to edapt hupﬂmmsdam.mgmmwmwmmwdu

under review {for exam Iternative taet mmethods);
mmMopm;uaulmdm“dmaad: ¢ The onlina search for CDRH Guidance Documents can be found &t

deviations from the standard; requirements not applicable to the www.fda.govicdri/gukiance.html
device; and the name and address of tha test laboratory or

FORM FDA 3654 (9/07) Page 1 FSC Gagbics (¥1) 40-100  EF
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BS EN ISQ 10555-3 Sterile, single-use intravascular catheters - Part 1: Central venous catheters 1997
| oo . . — ———— |

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER
4.1

SECTION TIiTLE
General

CONFORMANCE?

Kves Ono Iwa

TYPE OF DEVIATION OR OFTION SELECTED*®

DESCRIPTION
JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?

42 Radio-detectability Yes [no [ONA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TiTLE CONFORMANCE?

43 Tip configuration E Yes [No N/A

TYPE OF DEVIATION OR OPTION SELECTED ©

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. if a section is not applicable (N/A)

an explanation Is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “Justifica-
tion* on the report. More than one page may ba necassary.

*+ Types of deviations can include an axclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS}, a deviation to adapt the standard to the device, or any adaptation of a seclion.

Public reporting burden for this collection of information is estimated 1o average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

Paperwork Reduction Act Statement

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

FORM FDA 3654 (9/07)
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NT OF STANDARD CONFORMANCE » -
'SUMMARY.REPORTTABLE - =% oo o0 7o

"EXTE

STANDGARD TTLE

'BS EN180-10555-3 Stetile, single-use intravascular catheters.. Part 1; Central verious catheters 1997 -
CONFORMANCE WITH STANDARD SECTIONS®

SECTION NUMBER SECTION TITLE CONFORMANCE?

44 Distance markings , Aves Ono Owa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

4.5 Lumen markings ves [ne [wa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTICN

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

4.6 Flowrate Q Yes Z No N/A

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION
Refer to Arrow International (°)(4) for a detailed explanation.

* For completeness [lst all sections of the standard and Indicate whether conformance Is met. If a section I not applicable (N7A)
an explanation ls neadad under <ustification” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately Justified as appropriate for the subject device, Explanation of all devistions or description of
options selected when following a standard is required under "type of daviation or option selected.” "description” and “Justifica-
tion” on the report. Mora than ona page may be nacessary.

* Typas of deviations can Includa an exclusion of a section In the standard, a deviation brought out by the FDA supplemental
information shest (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information, Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Rediological Health

1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3684 (8/07) Page 2
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STANDARD TWLE
BS EN IS0 10555-3 Sterile, single-use intravascular catheters - Part 1: Central venous catheters 1997

CONFORMANCE WiTH STANDARD SECTIONS*
SECTION NUMBER | SECTION TITLE . CONFORMANCE?
47 Force at break PAlves One [CIa
TYPE OF DEVIATION OR OPTION SELECTED®

DESCRIFTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

4.8 Information to be supplied by the manufecturer vYes [INo [Ctwa

TYPE OF DEVIATION OR OPTICN SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Oves Ono Biwa

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

__
* For completeness [ist all sactions of the standard and Indicats whather conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards Include options, so similar to deviations, the optlon chosen needs
to be described and adequately justified as appropriate for the subject devica. Explanation of all deviations or description of
options selecied when following a standard s required under “type of deviation or option selected,” “description” and “justifica-
tion" on the report. More than one page may be necessary. \
¢ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet {SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

e ——e

——

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to aversge 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (8/07) Page 2
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Form Approved: OMB No. 0810-0120; Expiration Date: 8/31/10

Dspartment of Health and Human Services
Food and Drug Administration
STANDARDS DATA REPORT FOR 510(k)s
{To be filled In by applicant)

This report and the Summary Report Tabls are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced In the 510(k).

TYPE OF 510(K) SUBMISSION
] Traditional [ special O Abbreviated

STANDARD TITLE*

ISO 10993-1 Biological evaluation of medical devices: Part 1: Evaluation and testing 2003
e |

Please answar the following questions Yes No
IS this Standard racogMzad BY FDAZ? ...........cc.uimeuecemmmesssessssssssssssssesss smssssesssassssssssmssssssssuassessssses M 0O
FDA RecOgnItion NUMDBBI? ... eeereeecccersmnrsssnssssssnsrsrsrssnsssessistbest istasasasssns svassussessasasasasnassoss s #2:98
Was a third party laboratory responsible for testing conformity of the device to this standard identified
118 STO(K)? ..vcvueusnereeseresessssssnsnassessessssssassenesessssssasesess sessssessasssssssssesssssssssons st bsassssasssssssssasssssasssssasssans O
Is a summary report* describing the extent of conformance of the standard used included In the
BAO(K)? e veveveressssssnssosessessisassssessessessessssesesnssesstesssseasassessssassiass 4444544418144 R 4RE RS SRR R SRR 8 HE AR SRS O
If no, complete a summary report table.
Does the test data for this device demonstrate conformity to the requirements of this standard as it
POILRING O B GBVICOT .evverreemeseeerrerererersasersrssmsssssassessssmsssmasereasemstsssssesssnssssssassiot aasmssmsnsassrmssissassseessses M 4
Does this standard Include 8cCEptaNCE CIBHAT .......c.wrreresserissessessssstsssnirssssissssmsssssassasssases R
If no, include tha results of testing in the 510{k).
Dees this standard include more than one option or selection of tests? ..........ceeemcemissienennniinen ] ¥i)
If yes, report options selected In the summary report table.
Were there any deviations or adaptations mads in the use of the standard?............ccceicnneniiiiininne L1 ¥i
If yes, were deviations in accordance with the FDA supplemental Information sheet (SIS)*7?.............. O 0O
Were deviations or adaptations mada beyond what is specified in the FDASIS?......cceeriinininininns B %]
if yes, report thesa deviations or adaptations [n the summary report table.
Were there any exclusions from the StaNdArd? ..........crewieecsrrarsssmmsrmresssssssssesecs i ssransasassos sosaees 7| O
if yes, report these exclusions in the summary report table.
Is there an FDA gulidance® that is associated with this Standand?..........ceecimimsssesmssesessesssennses O i}
If yas, was the guldance documaent followed in preparation of this S10K? ... eirsisirmsccnscsessnesannnss [ O
Title of guldance:

1 The formatting convention for the title Is; [SDO] [numeric identtfier] cortification body Involved In conformance assessment to this

[titte of standard] [date of publication] standard. The summary report Includes information on all standards
2 Authority [21 U.S.C. 380d], www.fda.govicdrh/stdsprog.htmi utiltzed during the development of the device.
¥ hitp-ffwww.acoessdata. fda. goviscriptaicdri/elsoca/cfStandards/ ® The supplemental information sheet (SIS) Is additional Information

saarch.cfm whinhlsnemssmybeforeFDAmmg:mmmnda:d.Fo;rgal
“The summary report should Include: any adaptations used to edapt hupzlfw:wm;ewesadata.fdagwlawpwurruddomldsmnda
to the device under review (for example, alternative tsst methods); ‘md" " bo found at
cholcea made when options or a selection of methods are deseribed; The online search for CORH Guidance Documents can L
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance. htmt

device; and the nams and address of tha test laboratory or .
FORM FDA 3654 (9/07) Page 1 PSC Graghica (1) 4411000 E¥
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EXTENT OF STANDARD GONFORMANCE
" SUMMARY REPORT TABLE |

STANDARD THLE
ISO 10993-1 Biological evaluation of medical devices: Part 1: Evaluation and testing 2003

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER | 8ECTION TITLE CONFORMANCE?
5.1 General Yes [INo [Ona

TYPE OF DEVIATION OR OPTION SELECTED *+

DESCRIPTION

JUSTIFICATICN

SECTION NUMBER SECTION TITLE CONFORMANCE?

522 Cytotoxicity i ves No [dwa

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE ' CONFORMANCE?

523 Sensitization Yes D No E N/A
TYPE QF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

e L

* For completeness list all sactions of the standand and indicate whether conformance Is met. If a saction is not applicable (N/A)
an explanation is needed under Justification” Soms standards Include options, so similar to deviations, the option chosan nesds
to be described and adequately Justified as appropriate for the subject device, Explanation of all deviations or description of
options selected when following a standard Is required under “type of deviation or option sslected,” “description” and “justifica-
tlon" on the report. More than ons page may be nacessary.

* Types of daviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
Information shest {SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

|
Paperwork Reduction Act Staterment

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the

time for reviewing instructions, searching existing data sources, gathering and maintaining the dat!l needed, and

completing and reviewing the collection of information, Send comments regarding this burden estimate or any other

agpect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently vaild OMB conirol number.

FORM FDA 3654 (3/07) Page 2

40 28"

FOI - Page 63 of 2676



B U ' EXTENTOF STANDARD CONFORMANCE . . .
G .77, SUMMARY REPORTTABLE =

ISO 10993-1 Biological evaluation of medical devices: Part 1; Evaluation and testing 2003
CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
524 Trritation ' Oves N0 FINA
TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION
The Intracutaneous Injection test was performed as it is a more appropriate test for the Arrow Evolution Antimicrobial PICC.

SECTION NUMBER SECTION TITLE CONFORMANCE?
525 Intracutaneous Reactivity Yes [INe [OQwa

TYPE OF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

526 Systemic Toxicity (acute toxicity) Bves Bno Bwa

TYPE OF DEVIATION OR OPTION S8ELECTED *

DESCRIPTION

JUSTIFICATION

R A
* For completeness list all sections of the standard and indicate whether conformanca Is met. If a section Is not applicable (N/A)
an explanation is needed under Sustification.” Some standards includa options, so similar to deviations, the option chosen nesds
to be described and adequately justified as appropriate for the subject davice. Explanstion of all deviations or dascription of
options selected when following a standard Is required under “typa of deviation or option selsctad,” "description” and “Justifica.
tion™ en the report. Mora than ona page may be nacessary.

an exclusion aof a section In the standard, a deviation brought out by the FDA supplemental

* Types of deviations can Inciude
Information sheat (S18), a daviation to adapt the standard to the device, or any adaptation of a section.
|

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to averege 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

unless it displays a currently valid OMB control number.

FORM FDA 3654 (9/07) Page 2
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EXTENT OF STANDARD CONFORMANCE
 SUMMARY REPORTTABLE .

.STANDARD TITLE
ISO 10993-1 Biological evaluation of medical devices: Part 1: Evaluation and testing 2003
m

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
527 Subacute and subchronic toxicity Yes [dMo N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION
JUSTIFICATION
SECTION NUMBER | SECTION THLE CONFORMANCE?
528 Genotoxicity Hlves One Ona

TYPE OF DEVIATION CR CPTION SELECTED*

DESCRIFTION
JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

529 Implantation Hves Brno Bwa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

i

* For completenoss [ist all sections of tha standard and Indicate whether conformance Is met, If a section is not applicable (N/A)
an explanation [s needed under “justification.” Soms standards Include options, so similar to deviations, the option chosen nesds
to be described and adequately Justified as appropriate for the subject device. Explanation of afl deviations or description of
opticns selacted when following & standard is required under “type of deviation or option selectad, “description” and Justifica-
tion® on the report. More than ona page may ba necessary.

* Typas of daviations can Include an exclusion of a saction in the standard, a deviation brought cut by the FDA supplemental
Information sheet (S1S), a deviation to adapt the standard to the device, or any adaptation of a section.

e —

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for revicwing instructions, searching existing deta sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health

1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3634 (0/07) Page 2
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" EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ISO 10993-1 Biological evaluation of medical devices: Part 1: Evaluation and testing 2003
——— . . |

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TILE CONFORMANCE?
534 Reproductive and developmental toxicity Clves [Ono N/A
TYFPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

‘There are no potential effects of this device on reproductive function, embyonic development, or prenatal development,

SECTION NUMBER | SECTION TITLE CONFORMANCE?

535 Biodegradation OvYes Cnoe Hwa

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION
There is no potential for resorption and/or degradation to exist when the device is used as intended.

SECTION NUMBER SECTION TITLE CONFORMANCE?

Bves Cne Ena

TYPE OF DEVIATION OR OPTION BELECTED *

 DESCRIFTION

JUSTIFICATION

AR

* For completensss list all sactions of the standard and Indicate whether conformance is met. If a saction Is not applicable (N/A)
an explanstion Is needed under “Justification.” Some standards include options, so similar to deviations, the option chosen neads
to be described and adequately justified as appropriate for tha subject device. Explanation of all deviations or description of
options selectad when following a standard s required under “type of deviation or option selected,” “description” and “Justifica-
tion* on the report. More than ona page may be necessary.

* Typas of deviatlons can includa an excluslon of & section in the standard, a deviation brought out by the FDA supplemental
Information sheet (S18), a deviation to adapt the standard to the device, or any adaptation of a section.

e —— —_— |
Paperwork Reduction Act Statement

Public reparting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instractions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information, Send comments regarding this burden estimate or any other
aspect of this collection of information, inciuding suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (9/07) Page 2
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Form Approved: OMB No. 0910-0120; Explration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration
STANDARDS DATA REPORT FOR 510(k)s
{To be filled In by applicant)

This report and the Summary Report Table are to ba complstad by the applicant when submitting a 510(k) that refer-
ences a natlonal or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510G{K) SUBMISSION
W] Traditicnal [ speciat [ Abbreviated

STANDARD TITLE
ANSIAAMIASO 10993-7 Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals 2008

Ploasa answer the following questions Yes No
Is this Standard recognized by FDA 27 ........uuveumsersrissssssssisssssssssssesssssasressscssessiststsmssmssssasassssasssssss M O
FDA RBCOGNIION MUMDBBI? ........ovvorerssessersrmssossssmssssssssrsssssssasssassesssssaons " “ .. #14279
Was a third party laboratory responsib!e for testing conformity of the device to this standard Identified
T B0 BIO(KY? ..oeueermeermserssseenssestsesssssssnsirersassssns ssasssassasssussmsasesmasesssasvassrsssss s bR R S ssSs s Ra RS 14|
1s a summary report* describing the extent of conformance of the standard used Included in the
BAO(K)? cvvvvrevesersnsonsessssossssssnsssssssnasarsseassssssssmesasesesssssesssasessssessssesssaesesase s RSRL SIS R RR SRS R RSB SRR SRR R 2RSSO ¥
If no, complsate a summary report table.
Does tha test data for this device demonstrata conformity to the requirements of this standard as it
pertains to this device? rereeeeestsIeeERS PRTA bR STASe TR RRES beS AT PR SRR ST FRORE KR SRS RS RA SRRSO R R e R R taverenenaennre e nsans O
Doas this standard include acceptance Critaria? ... e iressensransrsrins il |
if no, include the results of tasting in the 510(k).
Does this standard include more than ona option or selection of test8? ........ccvvniceiiniesinncsiinninns ¥4 d
If yas, report options selected In the summary report table.
Were there any deviations or adaptations made in the use of the standard? ..........c.cmniinisisisisanns O
If yes, were deviations in accordanca with the FDA supplemental information sheet ({1153 R S O O
Wera deviations or adaptations made beyond what is spacified in the FDA SIS?............cccuemsersesienas a i
if yas, report these deviations or adaptations in the summary report table.
Were there any exclusions from the SIANGAIG? ..........cwrmsssssssmmsresssssssssns ceveseresesessssmasssersaees O ™
If yes, report these exclusions in the surmmary report table.
Is there an FDA guidance® that Is associated with this standard?.............ccimsniccs i A ;)
If yes, was the guldance document followed in preparation of this 510K? ..u..r..cemrenmrsisssssccrissssssmsnsnns | a
Title of guidance:
1 The formatting convention for the titls Is; [SDO] [numeric Identifier] certification body [nvolved In conformence assessment to this
(titte of standard] [date of publication] standard. The summary report Includes information on all standards
2 Authority [21 U.S.C. 360d]), www.fda. govicdrh/stdsprog.htmi utitzed during the development of the dewvice.

% Tha supplemsntal Information sheet (SIS) ks additional Information

3 hup:”m” accessdata mﬂnd!
saarch cfm T goviscrpta/odicidocs) i which 13 necessary before FDA recognizes the standard. Found at
‘ cd/cfdoca/ciStandards/
4The summary report should include; any adaptations used to adapt mwm‘m fda.goviscripte/cdrhictdocal

to tha device under review (for example, alternative test methods);
dwmmmomréwau&mwmnmdm&d: % The oniine search for CORH Guidance Documents can be fourd at
deviations from the stendard; requiremants not applicable to the www.fda.gavicdrhiguidance. him

devics; and the name and address of the taat laboratory or

FORM FDA 3854 {9/07) Page 1 PEC Gupiios (1) M3-100  EF
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EXTENT OF STANDARD CONFORMANCE
.. SUMMARY REPORTTABLE

STANDARD TITLE
ANSIAAMLI/TSO 10993-7 Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals 2008

CONFORMANCE WITH STANDARD SECTIONS*®

SECTION NUMBER SECTION TITLE CONFORMANCE?
All sections ves [no [Dna

TYPE OF DEVIATICN OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Oves Cne Ona

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Oves Bno Bwa

TYPE OF DEVIATION OR OFTICN SELECTED *

DESCRIPTION

JUSTIFICATION

U __
* For completeness list all sections of the standard and indicate whether conformance ls inet. If a section Is not applicabls (N/A)
an explanation ls needed under *justification” Soms stendards include options, 50 similar to deviations, the option chosan neads
fo be described and adequately justified as appropriate for the subject device. Exptanation of all deviations or description of
cptions selected whan following a standard Is required under “type of deviation or option selacted,” "description” and “Justifica-
tion” on the report. More than one page may ba necessary.
*Types of deviations can Include an axcluslon of a section In the standard, a deviation brought out by the FDA supplemental
information shest (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.
—— — ﬁ
Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 bour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the coilection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not condhct or sponsor, and a person s not required to respond to, a collection of information

unless it displays a currently valid OMB control number.

FORM FDA 3654 (9/07) Page 2
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Form Approved: OMB No. 0810-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration
STANDARDS DATA REPORT FOR 510(k)s

(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k} that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K} SUBMISSION
1 Traditionai [ special [[] Abbreviated

STANDARD TITLE !
ANSI/AAMUIISO 11135-1 Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development.. 2007

Please answaer the following questions Yes No
Is this standard recogniZEd by FDAZ? ... .uecsmscamsrssssssssssasssassssstssesmsssssssssssnssssasssssssssssassss b 0O
FDA ROCOGNHIION NMUMDBEIY 1uvvovieneecsreescasraseeserscmseoresessecesssssssessesssessistsssssassessssmsmmssssansasesns . # 14228

Was a third party laboratory responsible for testing conformity of the device to this standard identified
NG BTO(K)? oot civrisecirtmeeceemeamecrmsavessarmssmsnesessensse smsmmarnssras srsamss sbeBEREIRERERE RAEPRRSL RS BRER SR NSRS SRS RSB H A1 00

Is a summary report* describing the extent of conformance of the standard used included In the
BLO(K)? 1ev114201s4s0xxsesssessesexs e 4228222888888 84515 5848885548408 R AR AR R BRSO S g

If no, complets a summary report table.

Does the test data for this davice demonstrate conformity to the requirements of this standard as it

PEHBINS 0 hiS GBVICOT ......eesssssseemeeseassresmessssesssssasmsssessssssesnsssssmsssrassssesssessassssssssasssases
Dogs this standard Include 8cCeptance criteria? .........mrrsessssens |
If no, include the results of tasting in the 510(k).
Does this stendard Include more than one option or selection of tasts? ..........ccccrreirrcemrmrersmsaninnacee 74| I
if yes, report options selected In the summary report table.
Were there any deviations or adaptations made in the use of the standard?...........omcinmmeeonsonine. O A
If yes, were deviations in accordance with the FDA supplementa! infarmation sheet (S1S)37 ... [ O
Were daviations or adaptations made beyond what is specified in the FDA SIS? .........cceervecemcinisns Cl i
* If yes, report thase deviations or adaptations in the summary repart table.
Were there any eXclUSions from the SEANAAIAT ...............cwrmeeersessesssssssessessssssmsanessssssesesssesssrssassssersssenss O @
If yes, report these exclusions in the summary report table.
Is there an FDA guldance® that Is asscoclated with this standard?...........ccrevmmecincssicncscsissininnenens O ¥4
If yes, was tha guldance document followed in proparation of this 510K ..........cc..eceessrissssssssssssrenesen o 0O
Title of guldance.
1 Tha formatting convention for the title [s: [SDO] [rumeris Identifier] cortification body invoived In conformance aseessment to this
[title of standard] [date of publication] standard. The summary report includes Information on all standards
2 Authorlty [21 U.8.C. 380d], www.fda.govicdrh/stdsprog. htm! . utilized during the mmmsgrw | nformati
The supplemental | on nal n
2 mmamm.mfmwmwmm wh?d'\ gﬂi e e . Found ot
“The report should Include: any adaptations ussd to adapt nupymmm.fdagwfmpwmmmwsmmw

to the device under review (for example, alternative test methods);

mmm”méwn”%demdmgw: 9 The eniine saarch for CORH Guldance Documents can be found at
deviations from the standard; requirements nat appiicable to the www.fda.govicdrhiguidance.hml

device; and the neme and atddress of tha test laboratory or

FORM FDA 3654 (9/07) Page 1 PeC Gaphin G 461000 EP
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'EXTENT OF STANDARD CONFORMANCE
" . SUMMARY REPORT TABLE _

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

ANSI/AAMI/ISO 11135-1 Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development.. 2007

SECTION NUMBER SECTION TITLE CONFORMANCE?
See attached matrix of ISO section Titles/Requirements COves One [Dwa
TYPE OF DEVIATION OR OPTION SELECTED *
DESCRIPTION
JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFCRMANCE? .
Oves Ono DOna
TYPE OF DEVIATION OR OPTION SELECTED ¢
DESCRIPTION
JUSTIFICATION
SECTION NUMBER | SECTION THILE CONFORMANCE?

Blvee Onoe Dwa

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

tion” on the report. More than one page may ba necessary.

| ———

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burdes, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

* For completeness |ist all sections of the standard and indicate whether conformance is met. If a section Is not applicable (N/A)
an explanation s needed under "justification* Some standards Includs options, o similar to deviations, the option chosen needs
1o ba describad and adequately justified as appropriate for the subject devica. Explanation of all deviations or description of
options selected whan following a standard Is required under “type of deviation or option selected.” “description” and “Justifica-

* Types of deviations can Include an excluslon of a section In the standard, a deviation brought out by the FDA supplemental
Information shest (SIS), a deviation tu adapt the standard to the device, or any adaptation of a saction.

Public reporting burden for this collection of information is estimated to average 1 hour per response, inctuding the
time for reviewing instructions, searching existing data sources, gathering and maintaining the datfz needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654 (9/07) Page 2
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510{k)s
{To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510{K) SUBMISSION
] Traditional ] Special "] Abbreviated

STANDARD TITLE !
BS EN 1707 Conical fittings with a 6% (Luer) taper for syringes, needles and certain other medical equipment-Lock fittings 1997

Please answer the following questions . Yes No
Is this Standard reCOGNIZEA BY FDA 27 ..........occovvemeeesivsmesmssassssssssssssssssessssssssssssessasoesesasssssassssaaneins g «4
FDA RECOGNIION TIUMBEE? ...eo.eeeeeeeeeseeeseeeascsseesesessssessssssssssssesesasesesseetsssssssssasassassass ressssantsssesusssssssasmons # NA

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I ENE STO(K)? cvvevvrvreeeessassisssasesassmorsesesassesssserssassersesesesessassaseassassssssssssscssssssssssaseasssasas ssssssssssssasesssssascenas O

Is a summary report* describing the extent of conformance of the standard used included in the
BTO(KYP -.-vvevvreesmasessasessassesssesssesssstrssmsssssessansoebessesnsece e bees st RS 4RSSk R bR AR 0O ¥

If no, complete & summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEMBINS L0 IS BEVICOT .v..vuesveceesmsseresessessesssssessressassrssensasssssrsssesessesas sesssssessssrasssssssarsstsessssssassssssnssasess O
Does this standand include accaptance Crteria? ... s e s s svssssasresss 4} 1
If no, include the results of testing in the 510(k).
Does this standard include more than cne option or selection of tests? ... ] A
if yas, report options selected in the summary report table.
Were there any deviations or adeptations made in the use of the standard?..........ccviiniiiinnnens O ¥
If yes, were deviations in accordance with the FDA supplemental information sheet {SI8)57.ccrrrrcenns il ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.....c.coveinvrvrimninene [l V|
if yes, repurt these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ..........ccernnirnesrssmirs et [l W
If yes, report these exclusions in the summary report table.
Is there an FDA guldance® that is assoclated with this standard? ... O A
If yes, was the guidance document foilowed in preparation of this S510K? ... iiiisnrecninnenceeae | O
Title of guidance:
1 Tha formatting convention for the title Is: [SDO] [numeric identifier] cartificatlon body Involved In conformance assessment to this
[titie of standard] [date of publication] standard. The summary report includes Information on all standards

2 Authority [21 U.S.C. 380d], www.fda.gov/cdrivstdsprog.html utilized during the davelopment of the device.
$ The supplemental information sheet (SIS) is additionel information

* hitp://www.accassdata.fda. pia/cdrivefdocs/ciStandards/
hitp: ate.fda goviscrt which is necessary befors FDA recognlzes the standard. Found at

saarch.cfm

4 The summary report should include: any adaptations used to adapt :g:mﬂwm-fda.gwismpucdﬂvﬂdoWdSmMaw
to the device under review (for example, alternative test methods); )
cholces made when options or a selection of mathods are described; ° The online seardll’or.CDRH Guidance Documents can be found at
deviations from the standard; requirements not appficable to the www fda.govicdrh/guidance. himl
device; and the name and address of the test iaboratory or

FORM FDA 3654 (8/07) Page 1 PIC Graphic (O 4031050 EF

70 367

FOI - Page 93 of 2676



CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
4.1 Gauging MYes [ONo [INa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

421 _ Liquid Leakage Yes [Cdno Owa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE . CONFORMANCE?

422 Air Leakape Aves Onoe Gna

TYPE OF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standands include optiens, so similar to deviations, the option chosen needs
fo be described and adequataly justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard Is required under “type of deviation or option selected,” “description” and “justifica-
tion* on the report. More than one page may be necessary. ‘

* Types of deviations can Include an exclusion of a saction in the standard, a deviation brought out by the FDA supplemental
tnformation sheet (SiS), a deviation to adapt the standard to the device, or any adeptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimsted to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3854 (9/07) Page 2

7

267




LRI R e
STANDARD TITLE
BS EN 1707 Conical fittings with a 6% (Luer) taper for syringes, needles and certain other medical equipment-Lock fittings 1997

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
43 Separation force ves [dno [Owa

TYPE OF DEVIATION CR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TiTLE CONFORMANCE?

4.4 Unscrewing torque Hlves Oro wa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

4.5 Ease of assembly @ Yes E No N/A

TYPE OF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION

JUSTIFICATION

* For campleteness list all sections of the standard and indicate whether conformance is met. If a section Is not applicable (N/A}
an explanation is needed under *justification” Some standards include options, so similar io deviations, the option chasen needs
1o be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard Is required under "type of deviation or option selected,” “description” and “Justifica-
tion™ on the report. More than one page may be nacessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

information shest (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health

1350 Piccard Drive

Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond 1o, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (9/07) Page 2 3 6 ﬂ
72
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BS EN 1707 Conical fittings with a 6% (Luer) taper for syringes, needles and certain other medical equipment-Lock fittings 1997

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
4.6 Resistance to overriding Hves Ono Ona
TYPE OF DEVIATICN OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

4.7 Stress Cracking Aves One Owa

TYPE OF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Bves One Bwa

TYPE OF DEVIATION CR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

I
* For completeness list all sections of the standard and indicate whether conformance is met. it a ssction is not applicable (N/A)
an explanation Is needed under Justification.” Some standards include optlons, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected;” “description” and Sjustifica-
tion" on the report. More than one page may be necessary.
* Types of deviations can Include an exciusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.
——— —_— . —_—

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

2 An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currenly valid OMB contro! mumber.

FORM FDA 3854 (9/07) Page 2 QVO
73
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled In by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or interaticnal standard. A separate report is required for each standard referenced in the 510(k).
TYPE OF 510(K) SUBMISSION
\ ] Tredttional [0 spectal ] Abbrovtated
STANDARD TITLE '

BS EN 20594-1:1994; ISO 594-1 Conical fittings with 6% (Luer) taper for syringes, needles and certain other medical equipment
e ———— e

Please answer the followlng questions Yes No
I8 this standard racogNIZed BY FDAZ? .......ewssissesessuemssssnsasssrosssssesissssssssasssssssisssess sonssssssssssessmsssssssss M 0O
FDA ROCOGNION NUIMBEI? «....v.ceooreonrsseacecesssmssessseasssassssssassssssssmessssssssasssessassstsssssasesaons # 611

Was a third party laboratory responsible for testing conformity of the device to this standard identified
IN e BTQ(K)T ...oceeeerinmimriiistenseanseee s sssvssssesnssestssnanesisessssasnsnernsssaess assoss

Is a summary report* describing the extent of conformance of tha standard used included in the

If no, complate a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

POMtAINS 10 thIB HBVICET ......eovvercersrrrecsesinessrstreasemsesessesamessesressepsssensssasssecssssssrsmsssssssssbsssstssemsssssassasshsse O
Does this standard INCIUAE ACCOPLANGCE CHIBIAT .....ccc.c.ceeereremssremrermsrersssssssssisessassssssasmansssesessssrssasssases O
i no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tasts? .........cemercvniiinincnsniinsenns O ;|
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ........c.cceeeeciiisniniinnseneee. O )
If yes, were daviations in accordance with the FDA supplemental information sheet (SIS)®? ............. O O
Were deviations or adaptations made beyond what Is specified in the FDA SIS?........cowceeemmeremrsne O 4
If yes, report these deviations or adaptations in the summary report table,
Wara there any exclusions from the StENAAMTT ........wsemeecreressssessresrssssssisssissessassasssstsnssssssesssssssnstssssss O ]
if yes, report these exclusions in the sumrmary report table.
Is there an FDA guldance® that is associatad with this SENCAMT? ............wsesemsmmsmmmsrenismsmrmsssssssssssssnss O &
If yes, was the guldance document followed In preparation of this S10K? .........cusmeeeresesssssssseresssssassasss 0O 0O
Title of guidance:

1 The formatting convention for the titfe ls: [SCO] [numeric idantiflar] certification body Irwvoived In conformanca assessment to this

[titte of standard] [date of publication] standard. The summary repert Includes information on all standards
2 puthority [21 U.8.C. 380d), www.fda.goviedvstdsprog.htm! . utilized during the ‘[’M'Wm B::e ut\?smaddlﬁonal | i
. The nformaticn nformatio
3 xm:msdam.fdagwfsmw&owmmw wmd:"':i”'mm A e o the standam. p

¢ X fodrhi cfStanderds/
4 The summary report should Include: any edaptetions usad to adapt http:/www.accesedata.fda. goviscriptalodrh/chdocs/

search.cfm
to the device under review (for example, alternative test methods
mbammmoptbr;uaww:'momeuusmdmged: ® The online search for CORH Guidance Documents can be found &t
doviations from the standard; requirements not applicable to the . www.ida.govicdhiguidance.himl
device; and the name and addresa of the test [aboratory or
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

BS EN 20594-1:1994; ISO 594-1 Conical fittings with 6% (Luer) taper for syringes, needles and certain other medical equipment
e e ——
CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER BECTION TITLE CONFORMANCE?
4.1 Gauging Flvee [OOne [CIna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

42 Liquid Leakage Mves ONo Ona

TYPE OF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION
JUSTIFICATION
b SECTION NUMBER SECTION TITLE CONFORMANCE?
4.3 Air Leakage Aves Ono Bwa

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

e _ A

* For completenass list all sections of the standard and Indicate whether conformance ls met. If a section is not applicable (N/A)
an explanation Is nesded under Justification.” Soms standards include options, so similar to deviations, the option chosen needs
to be described and adequatsly justified as appropriate for the subject device. Explanation of ell deviations or description of
options selected when following a standerd Is required under “type of deviation or option soalocted,” "description” and “Justifica-

tion® on the report. More than one page may be necessary.
* Types of deviations can Include an exclusion of a section In the standard, a deviation brought out by the FDA supplemental

Information sheet (S/S), a deviation to adapt the standard to the dsvice, or any adapiation of a saction.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, scarching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health

1350 Piccard Drive

Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.
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"/ EXTENT OF STANDARD CONFORMANCE:.
*~.. SUMMARY REPORTTABLE =

BS EN 20594-1:1994; ISO 594-1 Conical fittings with 6% {(Luer) taper for syringes, needles and certain other medical equipment

CONFORMANCE WITH STANDARD SECTIONS*®

SECTION NUMBER SECTION TITLE ) CONFORMANCE?
44 Separation force Yes [Ino [nva

TYPE OF DEVIATION OR OFTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFCRMANCE?

4.5 Stress Cracking Yes [no [Jwa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

A SECTION NUMBER | SECTION TITLE CONFORMANCE?

Bves COnvo Bwna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIFTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If saction is not applicable (N/A)
an explanation is needed under Justification” Soma standards includa options, so similar to deviations, the option chosen needs
to ba describad and adequately justified as appropriate for the subject device. Explanation of ali deviations or description of
options selected when foliowing a standard is required under “type of deviation or option solected” “description” and “Justifica-
tion™ on the report. More than one page may bo nacassary.

* Types of deviations can Include an exclusion of a saction in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation fo adapt the standard to the davice, or any adaptation of a sectlon.

_—#ﬂ_—_
Paperwork Reduction Act Statement

Public reporting burden for this collection of information is cstimated to averege 1 hour per response, inchiding the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health

1350 Piccard Drive

Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

unless it displays a currently valid OMB control number.
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Form Approved: OMB No, 0910-0120; Explration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 51 0(k)s
{To be filled in by applicant)

This report and the'Summary Report Table are to be complated by the applicant when submitting a 510(k) that refer-
erices a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
7] Traditional (] special ] Abbreviated

STANDARD TITLE?
ASTM F 1980-07: Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices

—— mm—

Please answer the following questions ) Yes No
Is this standard recognIZed BY FDAZ? .........c.ueressresssmmsessssessseasseresssssmmmssiasssssisssasassesssssssasassssasssses M O
FDA RECOGNIHON NUMBBES ....ovcvscvesseecreresessesssesrsssssssssasesnsssesssssssnrssssssesassesssssses sassssbessssssssssssmasansssssses #14-229
Was a third party laboratory responsible for testing conformity of the device to this standard identified
IV EHB STO(K)? w.evvuueeeueerasreserersssssessassmessssesossssssssensesessssessonsseoease iibss s sms e ss s sEAFeRRA SRR S SRR LR s 00 ]
Is a summary report* describing the extent of conformance of the standard used included in the
BAO(K)Y? ceveuenressereesssssssossasseesanssesuensassss sesssserssessasnatessasasesessseseseasensssesers LR RS SRR SR SRR RS R SRR
If no, complete a summary report table.
Does the test data for this device demonstrate conformity to the requirements of this standard as it
pertains to this device? ........ccc.ceens, 7 amsee P8 2ea AR AR RR AR e AR AR R SR OOR L]
Does this standard include acceptance criteria? ... e J m
If no, include the results of testing in the 5§10¢k).
Does this standard include more than one option or selection of tEStS? ..........cereservarssrssesssrsnsssissens O ;]
if yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .........coeevrrme e ccinninsnenees ¥4 A
If yes, were deviations In accordance with the FDA supplemental information sheet (SIS)% 72 irersernne O
Were deviations or adaptations made beyond what is specified in the FDA SIS?........cciieeciiiennnnn %) o
If yes, raport these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ... O
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard? ... Ol A
if yes, was the guidance document followed in preparation of this 510K? .......covveiisenirniinnsinnnnmninns | O
Title of guidance:
1 The formatting convention for the title Is: [SDO] {numeric Identifier] certification body Involved In conformence assessment 1o this
[titia of standard] [date of publication] standard. The summary report Includes information on all standards

wtllized during the development of the device.

S hito: . tda.coviscriptl cfStandards! 5 The supplemental Information sheet (SIS) Is additional Information
ip/www.accessdata. fda govisciipts/cdrhicfdocs/cfStanda which Is necessary befora FDA recogntzes the standard, Found at

search.cfm
:{wrww.accessdata.fda. s/ cfdocs/cfStandards/
4+ The summary report should include: any adaptations used o adapl 2::;‘;1 cm;a ata.fda.goviscripts/odrh

to the device under review (for example, alternative test methods);
cholces made when opﬂoné ora w]:don of methods ara dm-iaed; ¢ The online search for CORH Guidance Documents can be found at

deviations from the standard; requirements not applicable to the www.fda.govicdrivguldance hmi
device; and the name and address of tha test laboratory or
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'EXTENT OF STANDARD CONFORMANCE
Lk " SUMMARY REPORTTABLE .. -
STANDARD TITLE

ASTM F1980-07: Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices

CONFORMANCE WITH STANDARD SECTIONS®

SECTION NUMBER SECTION TITLE CONFORMANCE?

All Sections All Sections Yes [Ino [INa
TYPE OF DEVIATION OR OPTION SELECTED *

NA

DESCRIPTION

N/A

JUSTIFICATION

N/A

SECTION NUMBER SECTION TITLE CONFORMANCE?

6.5 Accelerated Aging Theory Yos No LCInA
TYPE CF DEVIATION OR CPTION SELECTED *

Adaptation of section 6.5

DESCRIPTION

Accelerated aging duration for antimicrobial testing was calculated takintcm into consideration.
JUSTIFICATION

(b)(4)

SECTION NUMBER SECTION TITLE CONFORMANCE?

6.5 Accelerated Aging Theory A ves O no NA
[ TYPE OF DEVIATION OR OPTION SELECTED *

N/A

DESCRIPTION

Accelerated aging duration for mechanical testing is in complete conformance with ASTM F1980-07

JUSTIFICATION

N/A

e e
* For compleieness list all sections of the standard and Indicate whether conformance Is met. If & section is not applicabla (N/A)
an explanation Is needed under “Justification” Some standards Include options, so similar to deviations, the option chosen neads
to be described and adequatsly Justified as appropriate for the subject device. Explanation of all deviations or description of
options seiected when following a standard Is required under “type of deviation or aption selected,” “description” and “justifica-
tion® on the report. More then one page may be necessary.
* Types of deviations can Include an axclusion of a section In the standard, a deviation brought out by the FDA supplemental
information sheet (SI8), a deviation to adapt the standard to tha device, or any adaptation of a section.
W F
Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the datfi needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control mimber.
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10. EXECUTIVE SUMMARY

Arrow International Inc. is proposing to add the ARROWg'ard Evolution Antimicrobial
Pressure Injectable Peripherally Inserted Central Catheters to its family of PICC products.
The ARROWg*ard Evolution Antimicrobial Pressure Injectable PICC is a single or double
lumen, radiopaque polyurethane intravascular catheter with antimicrobial treatment on the
external catheter surface as well as on the entire fluid pathway. The catheters are available in
4.5 French or 5.5 French sizes with catheter lengths ranging from 40 cm to 55 cm. The

devices are supplied sterile and intended for single use.

The ARROWg'ard Evolution Antimicrobial Pressure Injectable PICC is indicated for short-
term or long-term peripheral access to the central venous system for intravenous therapy,
blood sampling, infusion, pressure injection of contrast media, and allows for central venous
pressure monitoring. The maximum pressure of pressure injector equipment used with the
ARROWZg'ard Evolution Antimicrobial Pressure Injectable PICC may not exceed 300 psi.
Antimicrobial treatment on the external surface of the catheter body as well as the entire fluid
pathway of the catheter has been shown to be effective in reducing microbial colonization. It

is not intended to be used for the treatment of existing infections.

The ARROWg'ard Evolution Antimicrobial Pressure Injectable PICCs are substantially

- equivalent to the Arrow Pressure Injectable PIC catheters, K061289 and the Arrow 6F Triple
Lumen Pressure Injectable PIC catheters, KO80604. Table | contains a design characteristics
comparison between the proposed ARROWg'ard Evolution Antimicrobial Pressure

Injectable PICC and the predicate PICC devices.
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Table 1: Substantial Equivalence Table - Catheter Design

Design
Characteristic

Pressure Injectable
PICC (K061289)

6F Triple Lumen
Pressure Injectable PICC
(K080604)

Proposed ARROWg*ard
Evolution Antimicrobial Pressure
Injectable PICC

Intended Use

The Pressure Injectable
Peripherally Inserted
Central Catheters are
intended for short-term or
long-term peripheral
access to the central
venous system for
intravenous therapy and
blood sampling.

The Pressure Injectable
Peripherally Inserted Central
Catheters are intended for
short-term or long-term
peripheral access to the central
venous system for intravenous
therapy and blood sampling.

The Pressure [njectable Peripherally
Inserted Central Catheters are intended
for short-term or long-term peripheral
access to the central venous system for
intravenous therapy and blood
sampling.

The Pressure Injectable
PICC is indicated for
short or long term
peripheral access to the
central venous system for
intravenous therapy,
blood sampling, infusicn
and power injection of
contrast media. The

The 6F Triple Lumen Pressure
Injectable PICC is indicated
for short-term or long-term
peripheral access to the central
venous system for intravenous
therapy, blood sampling,
infusion, power injection of
contrast media, and allows for
central venous pressure

The ARROWg ard Evolution
Antimicrobial Pressure [njectable PICC
is indicated for short-term or long-term
peripheral access to the central venous
system for intravenous therapy, blood
sampling, infusion, pressure injection
of contrast media, and allows for
central venous pressure monitoring.
The maximum pressure of pressure

Medial - NO CT

Indications . - . - . .
for maximum pressure of monitoring, The maximum injector eqlupment use‘:d with the )
power injector equipment | pressure of power injector ARROWg ard Evolution Antimicrobial
Use used with the pressure equipment used with the Pressure [njectable PICC may not
Injectable PICC may not | pressure Injectable PICC may { exceed 300 psi. Antimicrobial
exceed 300 psi. not exceed 300 psi. treatment on the external surface of the
catheter body as well as the entire fluid
pathway of the catheter has been shown
to be effective in reducing microbial
colonization. It is not intended to be
used for the treatment of existing
infections.
Catheter OD 4 Frand 5 Fr 6 Fr 45Frand 5.5 Fr
Cathet 4 Fr, — 60 cm 6Fr.-40 cmto 55 cm 4.5 Fr. — 40, 50, and 55 cmt
U:abfeeLrength 5 Fr.— 40 cm, 60 cm 5.5 Fr.—40, 50, and 55 cm
Numb 4 Fr.— t lumen 6 Fr.—3 lumens 4.5 Fr.— 1 lumen
oful_l:melZns 5 Fr.—2 lumens 5.5 Fr. — 2 lumens
Internal 4 Fr.—Round 6 Fr. — Round/Round/D 4.5 Fr.— Round
Lumen 5 Fr.—Double D 5.5 Fr.—Double D
Configuration
Catheter Tip Trimmable, Blue Flex Tip Blue FlexTip
Configuration | Bl“¢ FlexTip
P Distal — 4 cc/sec, Power Distal — 6 mL/sec MAX, Distal — 5 mL/sec, Pressure Injectable
ressure : .
Injection Injectable Pressure Injectable Proximal — 5 mL/sec, Pressure
Capabilities Proximal — No printing Proximal - NO CT Injectable
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Design
Characteristic

Pressure Injectable
PICC (K061289)

6F Triple Lumen
Pressure [njectable PICC
(K080604)

Proposed ARROWg ard

Evolution Antimicrobial Pressure

Injectable PICC

Catheter
Body
Material
Catheter

Tip

Material
Jancture
Hub Material

Extension
Line Material

(b)4)

Biocompatibility testing

Biocompatibility testing

Extension
Hub
Material
Printing Ink

Mechanical testing to: Mechanical testing to: Mechanical testing to:
f,‘;:‘;g;’;ice e ISO 10555-1 e ISO 10555-1 . 1SO 10555-1
Testi e [SO 105553 e [SO 10555-3 s [SO 10555-3

eSig Biocompatibility testing

The ARROWg " ard Evolution Antimicrobial Pressure Injectable PICCs are also substantially
equivalent to the ARROWg ard Blue PLUS® Multi-Lumen CVC, K993691 with respect to

the antimicrobial agents utilized and application of the agents to the device. Refer to the

Substantial Equivalence Discussion section (Section 12) for a more detailed comparison of

predicates versus proposed devices.
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11. DEVICE DESCRIPTION
11.1 Background

Peripherally inserted central catheters are intended to provide access to the central
venous system for purposes such as intravenous therapy, blood sampling, infusion,
pressure injection of contrast media, and central venous pressure monitoring.
Although such catheters provide necessary vascular access, their use puts patients at
risk for local and systemic infectious complications, including local site infection,
CRBSI (Catheter-Related Bloodstream Infection), septic thrombophiebitis,
endocarditis, and other metastatic infections (e.g., lung abscess, brain abscess,

osteomyelitis, and endophthalmitis).]

Intravascular devices (1VDs) are now the single most important cause of health care-
associated BSI, with an estimated 250,000 to 500,000 1VD-related BSIs occurring
each year throughout the United States.” PICCs have gained popularity because they
are thought to have specific advantages over central venous catheters. Mainly, PICC
was seen as a longer term catheter than CVC; it almost abolished the feared risk of
hemorrhage and pneumothorax associated with the insertion of subclavian CVC, and
it appeared to be well tolerated by patients.® Catheter-related BSI rates are generally
lower with peripherally inserted central catheters utilized in the out patient setting.
However when comparing CRBSI rates of inpatient PICCs with CVC’s, the rates are
more closely related. Peripherally inserted central catheters used in hospitalized
patients (2.4%, 2.1 per 1000 catheter-days) posed risks approaching those seen with
short-term conventional CVCs used in the intensive care unit (4.4%, 2.7 per 1000

catheter-days).*

! Guidelines for the Prevention of Intravascular Catheter-Related Infections. CDC MMWR Morbidity and
Mortality Weekly Report. August 9, 2002. Vol. 51 No. RR-10,

? Maki, D., Kluger, D., and Crnich C. The Risk of Bloodstream Infection in Adults with Different Intravascular
Devices: A Systematic Review of 200 Published Prospective Studies. Mayo Clin Proc. September 2006;
81(9):1159-1171.

? Turcotte, §., Dubé, S., and Beauchamp, G. Peripherally Inserted Central Venous Catheters Are Not Superior
to Central Venous Catheters in the Acute Care of Surgical Patients on the Ward. World Journal of Surgery
(2006) 30: 1605-1619.

* Maki, D., Kluger, D., and Crnich C. The Risk of Bloodstream Infection in Adults with Different Intravascular
Devices: A Systematic Review of 200 Published Prospective Studies. Mayo Clin Proc. September 2006;
81(9):1139-1171.
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Understanding the pathogenesis of CVC-related BSI’s is essential to devising
strategies for prevention of these infections.” There are two major sources of
intravascular-related bloodstream infection: 1) colonization of the 1VD, catheter-
related infection, and 2) contamination of the fluid administered through the device,
infusate-related infection.® Overall, about 65% of catheter-related infections (CRI’s)
originate from the skin, 30% from the contaminated hub, and 5% from other
pathways. ' Catheter contamination is primarily a three step process. First,
microorganisms reach and contaminate the catheter segment(s); second
microorganisms adhere and proliferate on their surfaces; and third they seed the

bloodstream once they have reached a significant number (colonized catheter).®

Microorganisms found on patients skin, which gain access to the 1VD extraluminally,
occasionally intraluminally — coagulase-negative staphylococcei (39%),
Staphylococcus aureus (26%) and Candida spp. (11%) — account for 76% of IVD-
related BS1’s with short-term noncuffed devices of all types; only 14% are caused by
gram-negative bacilli.® In contrast, with long term surgically implanted devices, such
as cuffed and tunneled catheters, PICCs and subcutaneous central venous ports, gram
negative bacilli, which gain access intraluminally and grow rapidly within the
infusate in the device, account for nearly half of [VD-related BSE’s; only 2% are

caused by Candida spp.™

Arrow therefore, has designed and developed the ARROWg'ard Evolution
Antimicrobial Pressure Injectable PIC catheters in response to an overwhelming

clinical need for additional infection protection measures.

% gafdar N. and Maki, D. The pathogenesis of catheter-related bloodstream infection with non-cuffed short-
term central venous catheters. Intensive Care Med (2004) 30:62-67.

¢ Safdar, N., Mermel, L., Maki, D. The Epidemiology of Catheter-Related Infection in the Critically I11.
Catheter-Related Infections in the Critically 111, 2004 Chapter 1:1-22

" Nitenberg, G., Blot, F. Diagnosis of Catheter-Related Infections. Catheter-Related Infections in the Critically
111, 2004 Chapter 4:59-76.

® Sitges-Serra, A. Epidemiology and Pathogenesis of Catheter-Related Bloodstream Infections. Catheter-
Related Infections in the Critically 111, 2004 Chapter 2:23-40.

? Safdar, N., Mermel, L., Maki, D. The Epidemiclogy of Catheter-Related Infection in the Critically Il1.
Catheter-Related Infections in the Critically 11, 2004 Chapter 1:1-22

19 Safdar, N., Mermel, L., Maki, D. The Epidemiology of Catheter-Related Infection in the Critically Tl1.
Catheter-Related Infections in the Critically 111, 2004 Chapter 1:1-22
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The ARROWgard Evolution Antimicrobial Pressure Injectable PICC is a non-
tapered, radiopaque polyurethane intravascular catheter with a Blue FlexTip. The
Blue FlexTip is a contoured polyurethane tip that is softer than the catheter body and
is designed to enhance maneuverability while minimizing vessel trauma. The
catheters are available in 4.5 French single lumen and 5.5 French double lumen
configurations with usable-lengths of 40, 50 and 55 cm. The double lumen catheters
have non-communicating lumens with staggered ports designed to reduce solution
precipitation during infusion. Depth markings are printed on the catheters in 5 cm
increments originating at both the juncture hub and the catheter tip. The indwelling
portion of the catheter is connected to the extension line(s) via a soft, pliable juncture
hub with suture wings for secure placement to the patient. A slide clamp is provided
on each extension line to occlude flow through lumens as needed. Female luer

connector hubs on each extension line provide connection for IV administration.

(b)4)

(b)4)

A detailed list of the ARROWg ard Evolution Antimicrobial Pressure Injectable PIC
catheter components is presented in Table 2. For each component, the materials of
construction, whether the component is patient contacting, and if the component is

antimicrobially treated is provided.
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Table 2;: Components of the

(b)4)
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{Figure 1) was taken with the catheter body guard and catheter tip puard in place. The 3.5 Fr
catheter photograph (Figure 2) did not include these components so that the blue Flex tip
could be better visualized. Refer to Engineering drawings, located in Attachment 1 for
dimensional specifications and additional detail on the ARROWg ard Evolution

Antimicrobial Pressure Injectable PIC catheters. Attachment | contains both coated catheter

assembly drawings and uncoated catheter assembly drawings

Figure 1: 4.5 French, Single Lumen, 53 em ARROWg ard Evolution Antimicrobial Pressure Injectable
PICC

utlon Antimicrobial Pressure Injectable

Figure 2 5.5 French, Double Lumen, 58 cm ARROWg ard Evol

Pico

Ee
® @fi | -
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The ARROW¢ ard Evolution Antimicrobial Pressure Injectable PIC catheters are
capable of high pressure injection of contrast media at a maximum infusion rate of 3
mL/sec. The maximum pressure of pressure injectors used with the ARROWg ard
Evolution Antimicrobial Pressure Injectable PICC may not exceed 300 psi. Each

catheter hub is labeled with the maximum infusion rate as scen in Figure 3 and 4,

Figure 31 4.5 Fronch, Single Lumen ARROWg ard Evalution Antimicrebial Catheter showing
maxinum pressure injectable flow rate

Figure4: 5.5 French, Double Lumen ARROWg ard Evolution Antimicvobial Catheter

showing maximum pressure infectable How mate

The ARROWg ard Evolution Antimicrobial Pressure Injectable catheters are sterile,
single use devices that will be available in both nursing and interventional radiology
configurations depending upon the end user. Both configurations contain accessories
to facilitate catheter insertion, A stylet and T-port connector is part of the catheter

assembly provided in the nursing kits to assist in catheter insertion.

g
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Table 3: Kit Component Certification

All kit components sold with the Pressure Injectable PICC kits were certified under

the requirements set forth in FDA’s Guidance, Kit Certification for 510(k)s.

I certify that the following components of the subject kit are either:

1. legally marketed pre-Amendments devices

2. exempt from premarket notification (consistent with the exemption criteria

described in the classification regulation(s) and the limitations of

exemptions for Section 510(k) of the act (e.g. 21 CFR Part 862.9) , or

3. have been found to be substantially equivalent through the premarket

notification process for the use(s) for which it is intended (i.e. I am not

claiming or causing a new use for the component(s)).

The kit components listed in Table 3 have the corresponding market authorizations

listed. The components are packaged with the subject device, labeled and subjected

to sterilization via ethylene oxide. Refer to the sterilization section, Section 14, for

further information on the Arrow sterilization process.

Component

(b)(4)

Device
Classification

Regulation

Certification

Class 11, DYB 21 CFR 870.1340
Class I, DYB 21 CFR 870.1340
Class II, DQX 21 CFR 870.1330
Class II, DQX 21 CFR 870.1330
Class I, FOZ 21 CFR 880.5200
Class 11, DQX 21 CFR 8§70.1330
Class I, DQY 21 CFR 870.1250
Class I1, FMF 21 CFR 880.5860
Class 11, FMI 21 CFR 880.5570
Class II, FMF 21 CFR 880.5860
N/A - Drug 21 CFR 314
Class 1, NGT 21 CFR 880.5200
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Component Device Regulation Certification
Classification
(b)(4) (b)(4)
N/A - Drug 21 CFR 314
N/A - Drug 21 CFR 314
N/A —Drug 21 CFR 314
Class I, NEC 21 CFR 880.5090
Class [, KGZ 21 CFR 878.4200
Class |, KGZ 21 CFR 878.4200
Class i1, FMI 21 CFR 880.5570
Class | 21 CFR 878.4800
Class [, KGZ 21 CFR 878.4200
Class I1, FRG 21 CFR 878.6850
Class I1, IZI 21 CFR 892.1600
Class I, FYA 21 CFR §78.4040
Class I, KKX 21 CFR 878.4370
Class I, KKX 21 CFR §78.4370
Class 2, FPA 21 CFR 880.5440
Class I, GDX 21 CFR 8§78.4800
Unclassified, FRO Pre-Amendment
Class I, FPA 21 CFR 880.5440
Class I, KGX 21 CFR 880.5240
Class I, NAB 21 CFR §78.4014
Class I, NAB 21 CFR §78.4014
Class L, FTY 21 CFR 878.4800
Class I, FYF 21 CFR 878.4040
ClassII, FYA 21 CFR 8§78.4370
Class [, FYA 21 CFR 878.4370
Class [I, FXX 21 CFR 878.4040
Class I, FXX 21 CFR 878.4040
Class II, FXX 21 CFR 878.4040
Class I, GAX 21 CFR 878.5900
Class I, KGX 21 CFR 880.5240
Class I1, DYB/FOZ 21 CFR 870.1340
Class i, DQX 21 CFR §70.1330
Class IT, FPA 21 CFR 880.5440

11.2 Identity and Formulation of the Antimicrobial Agent
The ARROWg ard Evolution Antimicrobial Pressure Injectable PIC catheters are

(b)4)

(b)(4)

biocide in antiseptic products, in particular in hand washing and oral products but also '
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(b)(4),Design Specifications




12. SUBSTANTIAL EQUIVALENCE DISCUSSION
The ARROWg ard Evolution Antimicrobial Pressure Injectable PICC is substantially
equivalent to the Arrow Pressure Injectable PICC (K061289) and the Arrow 6 French Triple

Lumen Pressure Injectable PICC (K080604) in terms of catheter design, manufacturing

process, materials of construction and principle of operation. The subject device is also

substantially equivalent to the Arrow 6 French Triple Lumen Pressure Injectable PICC

(K080604) in terms of intended use and indications for use. Refer to the table below for a

design characteristic comparison between the ARROWg ard Evolution Antimicrobial

Pressure Injectable PICC and the Arrow predicate PICC devices. Differences between

predicates and the proposed device are discussed following the table.

Table 6: Substantial Equivalence Table — Catheter Design

Design

Charaecteristic

Pressure Injectable
PICC (K061289)

6F Triple Lumen
Pressure Injectable PICC
(K080604)

Proposed ARROWg'ard
Evolution Antimicrobial
Pressure Injectable PICC

Intended Use

The Pressure Injectable
Peripherally Inserted
Central Catheters are
intended for short-term or
long-term peripheral
access to the central
venous system for
intravenous therapy and
blood sampling.

The Pressure Injectable
Peripherally Inserted Central
Catheters are intended for
short-term or long-term
peripheral access to the
central venous system for
intravenous therapy and blood
sampling.

The Pressure Injectable Peripherally
Inserted Central Catheters are intended
for short-term or long-term peripheral
access to the central venous system for
intravenous therapy and blood
sampling.

for
Use

Indications

The Pressure Injectable
PICC is indicated for
short or long term
peripheral access to the
central venous system for
intravenous therapy,
bloed sampling, infusion
and power injection of
contrast media. The
maximum pressure of
power injector equipment
used with the pressure
Injectable PICC may not
exceed 300 psi.

The 6F Triple Lumen
Pressure Injectable PICC is
indicated for short-term or
long-term peripheral access to
the central venous system for
intravenous therapy, blood
sampling, infusion, power
injection of contrast media,
and allows for central venous
pressure monitoring. The
maximum pressure of power
injector equipment used with
the pressure Injectable PICC
may not exceed 300 psi.

The ARROWg ard Evolution
Antimicrobial Pressure Injectable
PICC is indicated for short-term or
long-term peripheral access to the
central venous system for intravenous
therapy, bloed sampling, infusion,
pressure injection of contrast media,
and allows for central venous pressure
menitoring. The maximum pressure of
pressure injector equipment used with
the ARROWg ard Evolution
Antimicrobial Pressure Injectable
PICC may not exceed 300 psi.
Antimicrobial treatment on the
external surface of the catheter body as
well as the entire fluid pathway of the
catheter has been shown to be effective
in reducing microbial colonization. It
is not intended to be used for the
treatment of existing infections.
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6F Triple Lumen

Proposed ARROWg'ard

Design Pressure Injectabl . . . . .
Charact%ristic PICC (K(]‘tlieiczgfa)e Pressure Injectable PICC Evolution Antimicrobial
(K086604) Pressure Injectable PICC
Catheter OD 4Frand 5 Fr 6 Fr 45Frand 5.5 Fr
4 Fr.— 60 cm 6 Fr.—d0cmto 55 cm 4.5 Fr. — 40, 50, and 55 cm
h ) )
g:;bfzel:mg i | 3 Fr-—40 om, 60 cm 5.5 Fr.— 40, 50, and 55 cm
4 Fr.— 1 lumen 6 Fr. - 3 lumens 4.5 Fr.— | lumen
(iju[lj:ll:ﬁ:ns 5 Fr.— 2 lumens 5.5 Fr. =2 lumens
Internal 4 Fr. — Round 6 Fr. — Round/Round/D 4.5 Fr. — Round
Lumen 5 Fr.—-Double D 5.5 Fr. — Double D
Configuration
Catheter Tip Trimmable, Blue Flex Tip Blue FlexTip
Configuration Blue FlexTip
Distal — 4 cc/sec, Power Distal — 6 mL/sec MAX, Distal — 5 mL/sec, Power Injectable
Injectable Pressure Injectable
Pr.essqre Proximal — 5 mL/sec, Power
Injection Proximal — No printing Proximal - NO CT Injectable
Capabilities
Medial - NO CT
Catheter (b)4)
Body
Material
Catheter
Tip
Material
Juncture
Hub Material
Extension

Line Material

Extension
Hub
Material
Printing Ink

Mechanical testing to: Mechanical testing to: Mechanical testing to:
iaﬁtyand e [SO 10555-1 e 1SO 10555-1 o 1SO 10555-1
erlormance e ISO 10555-3 ¢ 150 10555-3 » 180 10555-3
Testing Biocompatibility testing

Biocompatibility testing

Biocompatibility testing

The differences between the proposed device and the Arrow predicate devices are as follows:

. [6)@)
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(b)(4), Technical Information-CClI
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13. PROPOSED LABELING
Draft labeling has been created for the proposed ARROWg"ard Evolution Antimicrobial
PICC devices. The following standards and guidance’s have been utilized in the creation of
the labeling. '
¢ BS ENISO 10555-1:1997, Sterile, single-use intravascular catheters — Part :
General requirements

¢ BS ENISO 10555-3:1997, Sterile, single-use intravascular catheters — Part 3:
Central venous catheters

s FDA Draft Guidance for Industry and FDA Staff, Premarket Notification [510(k)]
Submissions for Medical Devices that Include Antimicrobial Agents

o FDA Guidance on Premarket Notification [510(k)] Submission for Short-Term and
Long-Term Intravascular Catheters
The ARROWg*ard Evolution Antimicrobial PICC Kits are labeled latex-free. All raw

materials that constitute the ARROWg"ard Evolution Antimicrobial PICC do not contain
latex.‘(b)(d')
(b)(4)

((b)(“) The kit components specified in Table 3

have also been determined to meet these requirements.

" The tests described in Table 8 were performed to provide data to be used in determining in
the final labeling for the device. The actual values to be used on the device labeling will

consider the results from all of the available age preconditioning end point data and some

calculated values per the method described‘(b)(d')
(b)(4)

(b)4)

105 30 py
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Table 8: Testing performed for proposed device product labeling

(b)4)

Test Results Test Report
{Protocol Number
o
106
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14. STERILIZATION AND SHELF LIFE
(b)4)

108 30§
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(b)(4),Design Specifications, Technical Information-CCl
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16. SOFTWARE

The proposed device does not include software. This section is not applicable.

114 ?“
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17. ELECTROMAGNETIC COMPATIBILITY AND ELECTRICAL SAFETY
The proposed device does not include an electronic component. This section is not

applicable.

115 ?/QJ
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18. PERFORMANCE TESTING - BENCH
(b)(4)

116 ?/3 ;
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(b)(4),Testing Data
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21. CERTIFICATION OF COMPLIANCE WITH CLINICALTRIALS.GOV DATA
BANK :

A completed copy of the Certification of Compliance with ClinicalTrials.gov Data Bank,
FDA Form 3674, is provided on the following page.

134 331
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Sea OMB Statement on Reverse, Form Approved; OMB No, 0910-06168, Expiration Date: 10-31-2011

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Foed and Drug Administration

IQ A Cortification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with
Requirements of ClinicalTrials gov Data Bank (42 U.S.C. § 282(j))

{For submission with an appfication/submisston, including amendments, suppicments, and resubmissions, under §§ 605, 515, 520(m), or 510(k) of tha
Federal Food, Drug, and Cosmetic Ad or § 351 of the Public Health Serviee AcL)

NAME OF SPONSOR/APPLICANT/SUBMITTER ' 2. DATE OF THE APPLICATION/SUBMISSION

Arrow International, Inc. WHICH THIS CERTIFICATION ACCOMPARIES
) Mar 1, 2010
3, ADDRESS (Number, Streel, State, and ZIP Cada) 4. TELEPHONE AND FAX NUMBERS
{Inciude Area Code)
2400 Bernville Road (Tel) 610-378-0131
Reading, PA 19605
{Fax) 610-374-5360

: RDDUCT INFORMATION: e
FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary and/or ChemlcaUB|ochem|caUBlondfCellulariGane Therapy Product Name(s)
FOR DEVICES: nclude Any/All Common or Usual Name(s), ClaSsnﬁcauon, Trade or Proprietary or Model Name(s) and/or Model Number{s)

{Aftach extra pages as necessary)

Devite Common Name: Peripherally Inserted Central Catheter (PICC)

Device Classification; Class I

Device Trade Name: Arrowgard Evolution Antimicrobial Pressure
Injectable PICC

\PRLEICATIONTSI B
6. TYPEOF APPLICA'HONIS BMISSIDN WHIGH THIS GERTIFIGATION ACCOMPANIES

Oino [ npa Canoa  [Isia L pma (7] voe Klsww [1ror ] Other

7. INCLUDE IND/NDA/ANDA/BLAPMA/HDEMS 10(KYPOP/OTHER NUMBER (If number praviously assigned)
1020263 1090263/5001

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

£ Ll

CERTIEICATION S TATENENTZINEORMATIONS
8. CHECK QNLY ONE OF THE FOLLOWING BOXES (See insiructions for additional information and explanation)
D A | certify that the requirements of 42 LL.S.C. § 282(}}, Section 402()) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply because the application/submission which this certification accompanies does no{ reference any clinical trial.
K] B. | certify that the requirements of 42 U.5.C. § 282(]), Section 402(j) of the Pubfic Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinica! rial referenced in the application/submission which this certification accompanies.
[ €. ! certify that the requirements of 42 U.S.C. § 2B2(]), Section 402()) of the Public Health Servica Act, enacled by 121 Stat. 823, Public Law
110-85, apply fo one or more of the dinical trials referenced in the applicatfon/submission which this cerlification accompanies and that
those requirements have been met.

10. IF YOU CHECKED BOX C, IN NUMEER 8, PROVIDE THE NATIONAL CLINICAL TRIAL {NCT) NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S),"
UNDER 42 U.5.C. § 282(}1}A)(). SECTION 402(){(1)A)(} OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE AFFLICATION/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES {Alfach exira pages as necessary)

NCT Numberts)

. SIGNATURE bF SPDNSOR!AF‘F'LICANT!SUBM]‘I"I'ER OR AN = 12. NAME AND TITLE DF THE PERSON WHO SIGNED IN NQ. 11

AUTHORIZED REPRESENTATIVE (Sign) Tracy Maddock
Tacy

{Name)
Wledcloar .
Regulatory Affairs Specialist

(Titie)
13. ADDRESS {Number Stree!, State, and ZIP Code) (of parson identiffed 14, TELEPHONE AND FAX NUMBERS 15. DATE OF

in Nos. 11 and 12) {include Area Cotg) CERTIFICATICN
§10-378-0131

2400 Bl Rout (we) O4-Mar-2070

eading, PA

E. {Fax) 610-374-5360

Form FDA 3674 (11/08) (FRONT) PSC Goagticr: GO} 431050 EF

135 33
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ATTACHMENTS
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2— Test Method Validation Protocols and Reports

3 — Analytical Testing

4 — Preconditioning Protocols

5 — Mechanical Testing Protocols and Reports

6 — Proposed Labeling
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8 — Aging Documents

9 — Biocompatibility Test Reports
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