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Special 510(k): K133948
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510(k) Summary
21 CFR 807.92

As required by the Safe Medical Devices Act of 1990, coded under Section 513, Pant
(1(3)XA) of the Food, Drug and Cosmetic Act, a summary of the information upon which
substantial equivalence determination is based is as follows:
1. Submitter Information:

Applicant.  Bard Peripheral Vascular, Inc.

1625 West 3" Street
Tempe, Arizona 85281

Phone: 480-638-2954

Fax: 4B80-449-2546

Contact: Sarah McCariney, Regulatory Affairs Specialist

Date: January 23, 2014
2. Subject Device:

Device Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument

Bard® Max-Core® Disposable Core Biopsy Instrument

Common or Usual Name: Core Biopsy Instrument

Classification: Class Il

Classification Name: Instrument, Biopsy {Product Code KNW)

Review Panel: Gastroenterology / Urology

Regulation Number: 21 CFR 876.1075 (Gastroenterology-urology biopsy instrument)

3. Predicate Device:
The predicate device is the Bard® Monopty® Disposable Core Biopsy Instrument,
K922939, cleared February 16, 1993.

4. Summary of Change:

This Special 510(k} provides an updated file to FDA including several! changes that have
occurred to the subject device since the predicate submission. These changes include
updates to the labeling and the addition of a needle gauge size, addition of needle
lengths, and addition of performance specifications.

. ) TRADE SECRET/CONFIDENTIAL INFORMATION
Bard Peﬂpheral Vascular, Inc. Notify C, R, Bard Befare Releasing this Document, mmm
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5. Sub_ject Device Description:

Bard® Monopty® Disposable Core Biopsy Instrument

The Bard® Monopty® Disposable Core Biopsy instrument is a single use core biopsy
device. [t is available in several needle gauge sizes and lengths. The actuator button
and arrow in the ready window are color coded according to the various gauge sizes,
e.g., Yellow = 20 gauge, Pink = 18 géuge. Purple = 16 gauge and Green = 14 gauge,
and Light Blue = 12 gauge.

Bard® Max-Core® Disposable Core Biopsy Instrument

The Bard® Max-Core® Disposable Core Biopsy Instrument is a single use core biopsy
device. It is available in several needle gauge sizes and lengths. The side and rear
actuator buttons are color coded according to the various gauge sizes, e.g., Yellow = 20
gauge, Pink = 18 gauge, Purple = 16 gauge and Green = 14 gauge.

6. Indications for Use of Device:
The core needle biopsy device is intended for use in obtaining biopsies from sof! tissues
such as liver, kidney, prostate, spleen, lymph nodes and various soft tissue tumors. It is

nof intended for use in bone.

7. Technological Comparison to Predicate Devices:
The technological characteristics of the subject devices are substantially equivalent to

those of the predicate device, in terms of following:

+ Same intended use

¢ Same indications for use

s  Similar penetration depth

s« Similar sampie notch

« Same number of samples

+ Same mechanics of action

¢+ Same mode of action

¢« Same energy used / delivered

+ Same patient-contacting materials

o Same fundamental scientific technology

" TRADE SECRET/CCNFIDENTIAL INFORMATION
Bard Penpheral Vascmar’ |I1C. Notify C. R. Bard Belore Releasing this Docurment, mm
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¢ Same patient population
+ Same sterility

» Similar packaging configuration

When reviewing the changes from the predicate submission, the subject devices and the

predicate device are different in the following manner:

» Updated labeling
o Addition of needle gauge size
» Addition of needle lengths

« Addition of performance specifications

8. Performance Testing Summary:

To verify that the device design met its functional and performance requirements,
representative samples of the device underwent bench testing (dimensional, sample
quality, durability, needle to device tensile strength, and echogenicity). Results of this
testing demonstrate that the désign outputs continue to meet the design inputs and user

need requirements.

9. Conclusion:
Bard Peripheral Vascular, inc. considers the subject devices to be substantially

equivalent to the predicate device.

TRADE SECRET/CONFIDENTIAL INFORMATION
Bard Peripheral Vascular, Inc. Neotfy C. R, Bard Before Releasing this Document. Bm
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_ ‘/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
(,“ Food and Drug Administration
"evara 10903 New Hampshire Avenue

Document Control Center - WO56-G609
Silver Spring, MD 20993-0002

February 21, 2014

Bard Peripheral Vascular, Inc.
Sarah McCartney

Regulatory Affairs Specialist
1625 West 3rd Street

Tempe, AZ 85281

Re: Kl133948
Trade/Device Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument
Regulation Number: 21 CFR§ 876.1075
Regulation Name: Gastroenterology-urology biopsy instrument
Regulatory Class: Il
Product Code: KNW
Dated: January 27, 2014
Received: January 28, 2014

Dear Sarah McCartney,

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 Il (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
publish further announcements concerning your device in the Federal Register.

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.
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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 531-542 of the Act); 21 CFR 1000-
1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www fda gov/AboutFDA/CentersOffices/ CDRH/CDRHOffices/ucm115809.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
hitp://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, Intemnational 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 ou/Industry/default.hitm.

Sincerely yours,

for

Benjamin R. Fisher, Ph.D.

Director

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): K133948

Device Name: Bard® Monopty® Dlsposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy instrument

Indications for Use: The core needle biopsy device is intended for use in
obtaining biopsies from soft tissues such as liver, kidney,
prostate, spleen, lymph nodes and various soft tissue
tumors. It is not intended for use in bone,

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 IF NEEDED)

- Concurrence of CDRH, Office of Davice Evaluation (ODE)
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February 21, 2014

Bard Peripheral Vascular, Inc.
Sarah McCartney :
Regulatory Affairs Specialist
1625 West 3rd Street

Tempe, AZ 85281

Re: KI133948 :
Trade/Device Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument
Regulation Number: 21 CFR§ 876.1075 -
Regulation Name: Gastroenterology-urology biopsy instrument
Regulatory Class: 11
Product Code: KNW
Dated: January 27, 2014
Received: January 28, 2014

Dear Sarah McCartney,

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 II (Special Controls) or class I1I (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
publish further announcements concerning your device in the Federal Register.

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.
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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 531-542 of the Act); 21 CFR 1000-
1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/ CODRH/CDRHOffices/ucm| 15809.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

hitp://www.fda.gov/MedicalDevices/Safety/ReportaProblem/defautt.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, Intemational and Consumer Assistance at its toll-free rumber
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default. htm.

Sincerely yours,

Herber

for

Benjamin R. Fisher, Ph.D.

Director

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): K133948

Device Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument

Indications for Use: The ccre needle biopsy device is intended for use in
obtaining biopsies from soft tissues such as liver, kidney,
prostate, spleen, lymph nodes and various soft tissue
tumors. It is not intended for use in bone.

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 IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Bard Peripheral Vascular, Inc.

C. R. Bard, Inc.

1625 West 3rd Street FDA CDRH DMC

Tempe, AZ 85281 - RS

Tel:  (800) 321-4254 DEC 273 2013 -;5\ \{ )

(480) 894-9515

im'&_'_._...,

Fax: (480) 966-7062 Bespaiisd
December 20, 2013 _ L e

U.S. Food and Drug Administration

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

Silver Spring, MD 20993-0002

Re: Special 510(k)
Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument
Common Name: Core Biopsy Instrument
Predicate Device: Bard® I\/Ionopty® Disposable Core Biopsy Instrument
(K922939)

Dear Sir/fMadam:

Pursuant to 21 CFR 807.90, Bard Peripheral Vascular, Inc. (BPV), a division of C.R.
Bard, Inc., is submittin(g; one paper copy and one eCopy of a Special 510(k)
notification for the Bard® Monopty® and Bard® Max-Core® Disposable Core Biopsy
Instruments. The eCopy is an exact duplicate of the paper copy. There have been
no prior formal submissions for which FDA provided feedback related to the data or
information needed to support substantial equivalence for this device.

The Bard® Monopty® and Bard® Max-Core® Disposable Core Biopsy Instruments are
Class Il products. The Product Code for these devices is KNW (Instrument, Biopsy).
The Review Panel for this Product Code is Gastroenterology / Urology (Medical
Specialty No. 78). The Device Classification Regulation Number is 21 CFR
§876.1075.

This submission seeks FDA concurrence on the use of the subject device in a
broader list of soft tissue organs for promotional purposes. The enumeration of this
list represents the original intent of the indications for use statement. There is no
change to the intended use or indications for use of the subject device, and the
promotional change does not alter the fundamental scientific technology of the
device. This modification complies with the requirements for a Special 510(k)
submission as outlined in “The New 510(k) Paradigm — Alternate Approaches to
Demonstrating Substantial Equivalence in Premarket Notifications - Final
Guidance”, issued March 20, 1998.

\ Page 1 of 2



Bard Peripheral Vascular, Inc.
C. R. Bard, Inc.
1625 West 3rd Street

Tempe, AZ 85281 _gmp )
Tel:  (800) 321-4254

(480) 894-9515
Fax: (480)966-7062

n 1

The terms “substantially equivalent”, “similar’, and related terms and descriptions in
this notification are terms or words of art defined by the Food and Drug
Administration in the Federal Food, Drug, and Cosmetic Act, as amended, and the
regulations promulgated thereunder and are not to be construed or interpreted for
any other purpose.

This document contains a Medical Device User Fee Cover Sheet and a completed
CDRH Premarket Review Submission Cover Sheet following this cover letter. A
checklist for Special 510(k)s can be found on Page 4 corresponding to the FDA
guidance document, “Refuse to Accept Policy for 510(k)s,” dated December 31,
2012, which also denotes where each required element outlined in this guidance can
be found in this submission. Furthermore, this document contains a signed Truthful
and Accuracy Statement on Page 30, Indications for Use Statement on Page 75,
and Declaration of Conformity with Design Controls on Page 92. The 510(k)
Summary can be found on Page 26.

BPV requests that the FDA keep and maintain confidential both the existence and
the contents of this premarket notification in accordance with 21 CFR §807.95(b).

BPV also requests that the FDA keep and maintain confidential the contents of this
letter.

Please do not hesitate to contact me if you have any questions or need any
additional information. | can be reached via telephone at 480-638-2954, fax at 480-
449-2546, or by e-mail at sarah.mccartney@crbard.com.

Sincerely,

omel s

Sarah McCartney
Regulatory Affairs Specialist
Bard Peripheral Vascular, Inc.

Page 2 of 2
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Bard® Monopty® Disposable Core Biopsy Instruments and

Bard® Max-Core® Disposable Core Biopsy Instruments

Special 510(k)

20 December 2013

CONFIDENTIALITY STATEMENT

This document contains information that is confidential and
proprietary property of C. R. Bard, Inc. Neither this document
nor the information therein may be reproduced, used or
distributed to or for the benefit of any third party without the

proper written consent of Bard Peripheral Vascular, Inc.

Bard Peripheral Vascular, Inc.
1625 West 3™ Street
Tempe, AZ 85281



Site: null Page 1 of 1

Form Approved OMB No. 09100511 Expiration Date April 30, 2016. See Instructions for OMB Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES ]
FOOD AND DRUG ADMINISTRATION VS’XY"S]ENFT 'DENPIZ'C’:% IouN NUMBb'iR‘ *
MEDICAL DEVICE USER FEE COVER SHEET fite the Fayment [dentitication number on your cne

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http://www.fda.gov/oc/mdufma/coversheet.html

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) Tim Williams
2.1 E-MAIL ADDRESS
BARD PERIPHERAL VASCULAR -
1625 WEST 3RD STREET tim.williams@crbard.com
P O BOX 1740 2.2 TELEPHONE NUMBER (include Area code)
TEMPE 480-303-2539
Gé 85281 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
480-449-2546
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)
.l'tt02g7

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site:
http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm345263.htm

Select an application type: 3.1 Select a center

[X] Premarket notification(510(k)); except for third party [X] CDRH

[1513(g) Request for Information [1CBER

[ 1 Biologics License Application (BLA) 3.2 Select one of the types below
[ 1 Premarket Approval Application (PMA) [X] Original Application

[ 1 Modular PMA Supplement Types:

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

[ 1 Premarket Report (PMR) [ 1Panel Track (PMA, PMR, PDP)
[130-Day Notice [1Real-Time (PMA, PMR, PDP)

[1180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[1YES, | meet the small business criteria and have submitted the required [X] NO, | am not a small business
qualifying documents to FDA

4.1 If Yes, please 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 ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X] YES (All of our establishments have registered and paid the fee, or this is our 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 will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/ucm053165.htm for
additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY 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 purpose of the application is to support
including any affiliates conditions of use for a pediatric population

L B L y . . [1 The application is submitted by a state or federal

This biologics application is submitted under section 351 of the Public y . - P
I-[k]ealth Ser\n(')(?e Acteglr a product licensed for further manufacturing use only govemment entity for a device that is not to be distributed

commercially

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN 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

PAPERWORK REDUCTION ACT STATEMENT

Public reporting burden for this collection of information is estimated to average 18 minutes 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 the address below.

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 1350 Piccard Drive, 4th
Floor Rockville, MD 20850
[Please do NOT return this form to the above address, except as it pertains to comments on the burden estimate.]

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

- 18-Oct-2013

Form FDA 3601 (01/2007)

"Close Window" Print Cover sheet

https://userfees.fda.cov/OA HTML/mdufmaCScdCfeltemsPopup.jsp?vename=T1m%?20... 10/18/2013



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 0910 0120
Expiration Date: December 31, 2013
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET Son PRA Statoment on pags &,
Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known)
12202013 NG
SECTION A TYPE OF SUBMISSION
PMA PMA & HDE Supplement PDP 510(k) Request for Feedback
D Original Submission |:| Regular (180 day) |:| Original PDP E Original Submission: D Pre Submission
|:| Premarket Report |:| Special |:| Notice of Completion |:| Traditional |:| Informational Meeting
|:| Modular Submission |:| Panel Track (PMA Only) |:| Amendment to PDP XI Special D Submision Issue Meeting
|:| Amendment |:| 30 day Supplement D Abbrevi?tlejd (C%mplete |:| Day 100 Meeting
. section |, Page
[ ] Report |:| 30 day Notice . g .) |:| Agreement Meeting
[] Report Amendment [] 135 day Supplement U Adf:htlonal Information [] Determination Meeting
[] Licensing Agreement [] Real time Review [] Third Party [] Study Risk Determination
Amendment to PMA & Other (specify):
D HDE Supplement D (specily)
[] other
IDE Humanitarian Device Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Designation
(De Novo)
[] Original Submission [] Original Submission [] Original Submission [] Original Submission []513(g)
D Amendment |:| Amendment D Additional Information D Additional Information |:| Other ' .
I:’ Supplement D Supplement (describe submission):
[ ] Report
[ ] Report Amendment
Have you used or cited Standards in your submission? & Yes |:| No (If Yes, please complete Section I, Page 5)
SECTIONB SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known)
Bard Peripheral Vascular, Inc. 2020394
Division Name (if applicable) Phone Number (including area code)
480 638 2954
Street Address FAX Number (including area code)
1625 West 3rd Street 480 449 2546
City State / Province ZIP/Postal Code Country
Tempe Arizona 85281 US.A.
Contact Name
Sarah McCartney
Contact Title Contact E mail Address
Regulatory Affairs Specialist sarah.mccartney@crbard.com
SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
Company / Institution Name
N/A
Division Name (if applicable) Phone Number (including area code)
Street Address FAX Number (including area code)
City State / Province ZIP Code Country

Contact Name

Contact Title Contact E mail Address

FORM FDA 3514 (1/13) Page 1 of 5 Pages

PSC Publishing Services (301) 443 6740 EF



SECTION D1

[] New Device

[] withdrawal

[ ] Additional or Expanded Indications

[ ] Request for Extension

|:| Post approval Study Protocol

|:| Request for Applicant Hold

|:| Request for Removal of Applicant Hold

|:| Request to Remove or Add Manufacturing Site

REASON FOR APPLICATION - PMA, PDP, OR

|:| Change in design, component, or
specification:
[] Software / Hardware
[] Color Additive
[ ] Material
[] Specifications
|:| Other (specify below)

DE

[] Location change:
[ ] Manufacturer
[] sterilizer
[] Packager

D Process change:
|:| Manufacturing |:| Packaging
[] Sterilization

|:| Other (specify below)

|:| Response to FDA correspondence:

D Labeling change:
[] Indications
[] Instructions
[] Performance Characteristics
[] Shelf Life
[] Trade Name
|:| Other (specify below)

[ ] Report Submission:
[] Annual or Periodic
|:| Post approval Study
[ ] Adverse Reaction
[] Device Defect
[] Amendment

D Change in Ownership
D Change in Correspondent
D Change of Applicant Address

D Other Reason (specify):

[] New Device

|:| New Indication

|:| Addition of Institution

[] Expansion / Extension of Study
[] IRB Certification

[] Termination of Study

|:| Withdrawal of Application

[] Unanticipated Adverse Effect
[] Notification of Emergency Use
[] Compassionate Use Request
|:| Treatment IDE

[] Continued Access

[] Change in:
|:| Correspondent/Applicant
[] Design/Device
[] Informed Consent
[ ] Manufacturer
[] Manufacturing Process
[] Protocol Feasibility
[] Protocol Other
[] Sponsor

D Report submission:
D Current Investigator
D Annual Progress Report
[] site Waiver Report

[]Final

SECTION D2 REASON FOR APPLICATION - IDE

[ ] Response to FDA Letter Concerning:
D Conditional Approval
|:| Deemed Approved
D Deficient Final Report
D Deficient Progress Report
D Deficient Investigator Report

D Disapproval

D Request Extension of
Time to Respond to FDA

[ ] Request Meeting
[ ] Request Hearing

[] other Reason (specify):

SECTION D3

[ ] New Device

REASON FOR SUBMISSION - 510(k)

[] Additional or Expanded Indications

|:| Change in Technology

& Other Reason (specify):

indications for use statement.

This submission seeks FDA concurrence on the use of the subject device in a broader list of soft tissue organ examples that represents the original intent of the

FORM FDA 3514 (1/13)

Page 2 of 5 Pages




SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
safety and effectiveness information
1| KNW 2 3 4
E] 510 (k) summary attached
5 6 7 8 []510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Model Name Manufacturer
K922939 Bard® Monopty® Disposable Core Biopsy Bard Peripheral Vascular, Inc.
1 1 | Instrument 1
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6
N
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification name

Core Biopsy Instrument

Trade or Proprietary or Model Name for This Device Model Number
1 | Bard® Monopty® Disposable Core Biopsy Instrument 1| See attached list
2 | Bard® Max Core® Disposable Core Biopsy Instrument 2| See attached list
3 3
4 4
5 5

FDA document numbers of all prior related submissions (regardless of outcome)

T K922939 2 3 4 5 6
7 8 9 10 11 12
Data Included in Submission
D Laboratory Testing D Animal Trials D Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class
KNW 876.1075 []Class| X] Class II

Classification Panel
[JcClassil [ ] Unclassified
Gastroenterology / Urology

Indications (from labeling)
The core needle biopsy device is intended for use in obtaining biopsies from soft tissues such as liver, kidney, prostate, spleen, lymph nodes and various soft tissue
tumors. It is not intended for use in bone.

FORM FDA 3514 (1/13) Page 3 of 5 Pages



FDA Document Number (if known)
Note: Submission of the information entered in Section H does not affect the
need to submit device establishment registration.

SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

. Facility Establishment Identifier (FEI) Number
IX] original

[ ] Manufacturer [ ] Contract Sterilizer
[ ] Add [] Delete (b)(4) |

E Contract Manufacturer D Repackager / Relabeler

. Facility Establishment Identifier (FEI) Number
X] Original

[] Manufacturer K] Contract Sterilizer
[ ]Add [ ] Delete (D)(4)

[] Contract Manufacturer [ ] Repackager / Relabeler

E Original Facility Establishment Identifier (FEI) Number

[ ] Manufacturer [X] Contract Sterilizer
[ JAdd [ ] Delete (b)4)

[ ] Contract Manufacturer [ ] Repackager / Relabeler

FORM FDA 3514 (1/13) Add Continuation Page| Page 4 of 5 Pages




SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard" statement.
Standards No. Standards Standards Title Version Date
Organization . . L . . .
5 40 SO Medical devices Application of risk management to medical devices | 14971
1 08/20/2012
Standards No. Standards Standards Title Version Date
Organization
2179 ISO Biological evaluation of medical devices Part 1: Evaluation and 10993 1
testing within a risk management process
2 03/16/2012
Standards No. Standards Standards Title Version Date
Organization ] ) ) ) ) )
14 278 AAMI/ANSIISO Blo!qglcgl evallrlatlon of medical devices Part 7: Ethylene oxide 10993 7
sterilization residuals
3 01/15/2013
Standards No. Standards Standards Title Version Date
Organization
14 228 Sterilization of health care products Ethylene oxide Part 1: 11135 1
AAMI/ANSI/ISO Requirements for development, validation, and routine control of a
4 sterilization process for medical devices 03/16/2012
Standards No. Standards Standards Title Version Date
Organization ) ) ) o
14 360 Bacterial endotoxins Test methods, routine monitoring, and ST72
AAMI/ANSI alternatives to batch testing
5 01/15/2013
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
Organization
7
Please include any additional standards to be cited on a separate page.
This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW.*
The burden time for this collection of information is estimated to average 0.5 hour per response, including the time to review instructions, search
existing data sources, gather and maintain the data needed and complete and review the collection of information. Send comments regarding this
burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
1350 Piccard Drive, Room 400
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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ATTACHMENT - Section F, Product Information, Continued

Trade or Proprietary or Model Name for This Device

Model Number

Bard® Monopty® Disposable Core Biopsy Instrument

211410, 211416, 211610, 211616, 211620,
211810, 211816, 211820, 212010, 212016,
212020, 121210, 121216, 121410, 121416,
121610, 121616, 121620, 121810, 121816,
121820, 122010, 122016, 122020

Bard® Max-Core® Disposable Core Biopsy Instrument

MC1410, MC1416, MC1610, MC1616, MC1810,
MC1816, MC1820, MC1825, MC2010, MC2016,
MC2020




Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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 X] Special [] Abbreviated
STANDARD TITLE *
ISO 14971:2007, Medical devices - Application of risk management to medical devices
e _______ —E

Please answer the following questions Yes No
1% thie standart reeogrtZey By TR 27 amemommss ammmmmisme s s SR e nos S i X] O
FDA RECOGNILION MUIMDEI3 ..ot eess e srassseseseesesess s sassssesssassesseassstssesseseenesssassssamasanenereanans #35-40

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I G BO(K) 2 ettt e eae et eh et e b e b b sa e e s b e b e naea e ae e eraeent s eneesae e e s e nnenne e J X]

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAO(K)? covevvev oo eeeeeeeeees e eeeeee oo sesesese e e ee s e 2t oo e e oo oo ee e O K

If no, complete a summary report table.

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

DECERINE U0 TS TREVACET, ausivsimsscos e omsias 4 A AT A6 R AR S5 A R A e S X] ]
Does this standard include acceptance criteria? ...t e ] X]
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ... [l X]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?...................c...... O X]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.........ccccocovviiieiinenns ] X]
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? .................ccccinn O X]
If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?..................ccocoiiiinicieee, ] X]
If yes, was the guidance document followed in preparation of this 510K? ..........cccevieeeieee e, ] ]

Title of guidance:

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on

2 Authority [24 U.S.C. 360d], http:! {da.govMedicalDevi all standards utilized during the development of the device.
DeviceRegulationandGuidance/Standards/default.ntm s The supplemental information sheet (SIS) is additional information which
. is necessary before FDA recognizes the standard. Found at hitp//
* http://Iwww.accessdata.fda.gov/scripts/cdrh/cidocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the » The online search for CDRH Guidance Documents can be found at

device under review (for example, alternative test methods); choices made - AWWW ices/Device
when options or a selection of methods are described; deviations from the gﬁéanwdf::d?::n’:gﬁefaabm\?x Bepdsionandsadence:

standard; requirements not applicable to the device; and the name and

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ISO 14971:2007, Medical devices - Application of risk management to medical devices

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

3 General requirements for risk analysis X Yes [JNo [JNA
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

) Risk analysis K] Yes [JNo []NA
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

See Attachment 1 See Attachment 1 [JYes [No [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

*J

* 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 “justification” 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 o adapi the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer

1350 Piccard Drive, Room 400

Rockville, MD 20850

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:

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 (6/11)

Page 2



ATTACHMENT 1 — Conformance with Standard Sections, Continued

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ISO 14971:2007, Medical devices - Application of risk management to medical devices

CONFORMANCE WITH STANDARD SECTIONS

SECTION NUMBER SECTION TITLE CONFORMANCE?
5 Risk evaluation X Yes | [INo |[]N/A
SECTION NUMBER SECTION TITLE CONFORMANCE?
6 Risk control XYes |[INo |[]JN/A
SECTION NUMBER SECTION TITLE CONFORMANCE?
7 Evaluation of overall residual risk acceptability MXvYes |[INo |[INA
SECTION NUMBER SECTION TITLE CONFORMANCE?
8 Risk management report K Yes |[INo |[IN/A
SECTION NUMBER SECTION TITLE CONFORMANCE?
9 Production and post-production information X Yes |[INo |[IN/A




Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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
[T] Traditional fX] Special [] Abbreviated

STANDARD TITLE !
ISO 10993-1:2009, Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing within a Risk Management Process

Please answer the following questions Yes No
Is this standard recognized DY FDA 272 ...ttt ettt e eae et tesneae s enennas X] ]
FDA RECOGNITION NUMDEI2 ..ottt es e se s s e s aeses s s eneeenen #2-179

Was a third party laboratory responsible for testing conformity of the device to this standard identified
LI (TSIl 0 {4 O SRR P RS X] O

Is a summary report 4 describing the extent of conformance of the standard used included in the

B1OK)? .o eeeee e eeeeeeeee e eeee oo ee s e e e e e e ee oo e e e e e e e et eeen e e e eere oo O K

If no, complete a summary report table.

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

Pertaing t0 thiS ABVICE? ...........coiiie ettt et sae st s eae st e e e e eee e e eane st eeee e e e X] ]
Does this standard include acceptance criteria? ...............cooceiriiiiiiiie e [l X]
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ..., X] ]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?.................cccoooeiiicienns ] X]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)37? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?........cccccevvvvvcvieecnenn. ] X]
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ... ] X]
If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?...............ccccccoiiiiiiiieee X] ]
If yes, was the guidance document followed in preparation of this 510K? ............oooiiieeiiiiee e X] ]

Title of guidance: Use of International Standard ISO-10993, "Biological Evaluation of Medical Devices Part 1: Evaluation..."

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
. i i all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/defauilt.htm 5 The supplemental information sheet (SIS) is additional information which

. is necessary before FDA recognizes the standard. Found at http:/
¥ hitp:/iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the & The online search for CDRH Guidance Documents can be found at

device under review (for example, alternative test methods); choices made http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
when options or a selection of methods are described; deviations from the Gui&ancel:;oclj ents/default.htm

standard; requirements not applicable to the device; and the name and

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE .

STANDARD TITLE
ISO 10993-1:2009, Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing within a Risk Management Process

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
6.2 Biological evaluation tests K Yes [JNo []NA

TYPE OF DEVIATION OR OPTION SELECTED *
Study of relevant experience and actual testing.

DESCRIPTION
See Attachment 2.

JUSTIFICATION
See Attachment 2.

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Klyes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYes [JNo [JNA

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 “justification” 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 1o adapt the standard to the device, or any adaptation of a section.
e e e e e S 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 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:

Department of Health and Human Services

Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville, MD 20850 displays a currently valid OMB control number.

FORM FDA 3654 (6/11) Page 2



ATTACHMENT 2 — Conformance with Standard Sections, Continued

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ISO 10993-1:2009, Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing within a Risk
Management Process

CONFORMANCE WITH STANDARD SECTIONS




Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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 Tabie 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 [X] Special [[] Abbreviated

STANDARD TITLE ' .
AAMI/ANSI/ZISO 10993-7:2008, Biological Evaluation of Medical Devices — Part 7: Ethylene Oxide Sterilization Residuals

Please answer the following questions Yes No
Is this standard recognized bY FDA 27 ...ttt st e saeae s enre s X] [l
FDA ReCOGNIEION NUMDEI3 ...t ceees et ee s ttee st ettt en e ee e enae s nseneeeeee #14-278

Was a third party laboratory responsible for testing conformity of the device to this standard identified
TN ENE BT0(K)? ettt e e et sa e eme e et e e e e eaa e a e et e e R e nseae e e ene et et e nnene e e teenee ] X1

Is a summary report # describing the extent of conformance of the standard used included in the
303 2T ] X]

If no, complete a summary report table.

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

PEAINS t0 thiS AEVICET .......veeeeeiiceeitie et ettt e et et eaen e e e e ee e s e s e saeannsene s X] ]

Does this standard include acceptance Criteria? ... X] ]

If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ... X] O

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?.......................... ] X1

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57 ............ L] ]

Were deviations or adaptations made beyond what is specified inthe FDASIS?..........cccoeoieeii. ] X]

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standand? ..........omcenmmmenmmemrsmsmasssssmms o ]

If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?...............cccoo i, L] X1

If yes, was the guidance document followed in preparation of this 510K? ........ccccooiiiiieiiii e ] ]

Title of guidance:

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on

. _ ) all standards utilized during the development of the device.

2 Authority [21 U.S.C. 360d], hitp://www.fda.gov/MedicalDevices/

DeviceRegulationandGuidance/Standards/default.htm s The supplemental information sheet (SIS) is additional information which

. is necessary before FDA recognizes the standard. Found at http:/
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cim www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

& The online search for CDRH Guidance Documents can be found at
hitp:/mww fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
AAMI/ANSI/ISO 10993-7:2008, Biological Evaluation of Medical Devices — Part 7: Ethylene Oxide Sterilization Residuals

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER | SECTION TITLE CONFORMANCE?
44.6.2 Exhaustive Extraction (alternative acceptable method) i Yes [JNo []NA

SECTION NUMBER SECTION TITLE CONFORMANCE?

[(JYes [INo []NA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
[(JYes [JNo [JNA

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 “justification” 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.

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:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville. MD 20850 displays a currently valid OMB control number.

FORM FDA 3654 (6/11) Page 2



Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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 [X] Special [] Abbreviated

STANDARD TITLE *
AAMI/ANSI/ISO 11135-1:2007, Sterilization of Health Care Products - Ethylene Oxide - Part 1: Requirements for the...

Please answer the following questions Yes No
Is this standard recognized by FDA 272 .........coiiiieiiiie ettt er ettt ettt eae e ea s e sae s erens X] ]
FDA RECOGNIHION MUMDBEI2 .......cooooieeoeceeee et eeee s e sen s st ens et et es s sen st sn s eneneeen #14-228

Was a third party laboratory responsible for testing conformity of the device to this standard identified
LTSRS 0) L) e USRS SO U O X]

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAO(K)? et e et e et e e ee e ettt e a et et e et st s e s esemen et eeen et emeeeeeeeeeeenee et rnnerenns [] X]

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 t0 thiS AEVICET ... e st e s et es s eb e e s e en e e eneens X1 ]
Does this standard include acceptance CIENA? ... umesemesmnemssssmmsssasmssmssisnrsssmssesssmsussavsnsas s ssssss X1 O
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests?................cciinenn X] Il
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard?..............ccccoooeeieiei ]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.........ccooevivveeieee ] X]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the Standard? ...t ameississs . D
If yes, report these exclusions in the summary report table.
Is there an FDA guidance ¢ that is associated with this standard?...................cccooooviiieiceece e, ] X]
If yes, was the guidance document followed in preparation of this 510Kk? ...........cccoooeeiieiiieeieiee. ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
o . . i all standards utilized during the development of the device.
Authority [21 U.S.C. 360d), http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm s The supplemental information sheet (SIS) is additional information which

i is necessary before FDA recognizes the standard. Found at http://
3 hitp://iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata fda.gov/scripts/cdr/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

s The online search for CDRH Guidance Documents can be found at
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

AAMI/ANSI/ISO 11135-1:2007, Sterilization of Health Care Products - Ethylene Oxide - Part 1: Requirements for the...

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
See Attachment 3 See Attachment 3 [JYes [|No []NA
TYPE OF DEVIATION OR OPTION SELECTED *
DESCRIPTION
JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?
See Attachment 3 See Attachment 3 [JYes [JNo []NA
TYPE OF DEVIATION OR OPTION SELECTED °
DESCRIPTION
JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

TEA———

* 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 “justification” 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.

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer

1350 Piccard Drive, Room 400

Rockville, MD 20850

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:

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 (6/11)

Page 2




ATTACHMENT 3 — Conformance with Standard Sections, Continued

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

AAMI/ANSI/ISO 11135-1:2007, Sterilization of Health Care Products -- Ethylene Oxide -- Part 1: Requirements
for Development, Validation and Routine Control of a Sterilization Process for Medical Devices

CONFORMANCE WITH STANDARD SECTIONS

SECTION NUMBER SECTION TITLE CONFORMANCE?

932 Performance qualification - Microbiological CIN/A

SECTION NUMBER SECTION TITLE CONFORMANCE?

9.3.3 Performance qualification - Physical CIN/A




Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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 [X] Special [] Abbreviated

STANDARD TITLE !
AAMI/ANSI ST72:2011 "Bacterial Endotoxins — Test Methods, Routine Monitoring, and Alternatives to Batch Testing"

—

Please answer the following questions Yes No
Is this standard recogniZed DY FDA 27 ........ccooviiiiiiiecitesteesiese et e svee st seesns e see st b e saesse e saaneeneeaes X] []
FDA RECOGNIHION NMUMDEI3 ...........eviecveeceeeeeeeeeeee oot s et ee s m e erasnaeessananes #14-360

Was a third party laboratory responsible for testing conformity of the device to this standard identified
T EN@BTO{K)R! < eeei e emmonsccnos cnmmces ammen 58855 5555 a2 555550 s 53545 e e SR S S PSR S5 S 48 A S S e O X]

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAOK)? e vereeeeeeeeeeeeeeeee e eeeses st e s s e eese e oee e ee s ee e se ettt en e en et ee e e O K]

If no, complete a summary report table.

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

PEAINS 10 thiS HEVICE? ....eeiieeieeiieece ettt eae b e e e s s ne s enen e e saeseseaenreneneea X] ]
Dges this standard include scceptance eritera? s i o X] ]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests? ... X] ]
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard?........................... ] X]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)%? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?..........ccccooiieeienee [l X]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ...............cccooiiiii OJ X]
If yes, report these exclusions in the summary report table.
Is there an FDA guidance © that is associated with this standard?...................ccoiviiii i K] [l
If yes, was the guidance document followed in preparation of this 510K? ..........cccocoiiiiiiiiiinn X] ]
Title of guidance: "Pyrogens and Endotoxins Testing: Questions and Answers" (June 2012)
1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in confarmance
standard] [date of publication] assessment to this standard. The summary report includes information on
5 i i X all standards utilized during the development of the device.
Authority [21 U.S.C. 360d], http://www .fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which

i is necessary before FDA recognizes the standard. Found at http://
3 hitp://iwww .accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

s The online search for CDRH Guidance Documents can be found at
http:/imvww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.him

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
AAMI/ANSI ST72:2011 "Bacterial Endotoxins — Test Methods, Routine Monitoring, and Alternatives to Batch Testing"

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
74 Selection of technique ] Yes [INo []NA

SECTION NUMBER | SECTION TITLE CONFORMANCE?
[JYes [JNo []NA

|
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYyes [INo [JNA

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 “justification” 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.

— =

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:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville. MD 20850 displays a currently valid OMB control number.

FORM FDA 3654 (6/11) Page 2



See OMB Statement on Reverse. Form Approved: OMB No. 0910-0816, Expiration Date: 2-28-2015
DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration
IFDM Certification 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 application/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520(m), or 510(k) of the
Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.)

: SPONSOR / APPLICANT / SUBMITTER INFORMATION ;
1. NAME OF SPONSOR/APPLICANT/SUBMITTER 2. DATE OF THE APPLICATION/SUBMISSION
Bard Peripheral Vascular, Inc./Sarah McCartney WHICH THIS CERTIFICATION ACCOMPANIES

Dec 20, 2013
3. ADDRESS (Number, Street, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBERS
(Include Area Code)
1625 West 3rd Street (Tel) 480-638-2954

Tempe, AZ 85281
(Fax) 480-449-2546

PRODUCT INFORMATION
5. FOR DRUGSIBIOLOGICS Include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s)
FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s)
(Attach extra pages as necessary)

Model Numbers: 211410, 211416, 211610, 211616, 211620, 211810,
211816, 211820, 212010, 212016, 212020, 121210, 121216, 121410,

121416, 121610, 121616, 121620, 121810, 121816, 121820, 122010,
122016, 122020, MC1410, MC1416, MC1610, MC1616, MC1810,

Common Name: Core Biopsy Instrument

Classification: Class 11

Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument

Bard® Max-Core® Disposable Core Biopsy | MC1816, MC1820, MC1825, MC2010, MC2016, MC2020

APPLICATION / SUBMISSION INFORMATION
6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

CIino [ nDA [OJanoa [JBLa ] PmaA (] HDE Klswow [ rop [[] other

7. INCLUDE IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/OTHER NUMBER (If number previously assigned)

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

CERTIFICATION STATEMENT / INFORMATION

9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation)

K A. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) 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 not reference any clinical trial.

[] B. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.

|:| C. | certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, apply to one or more of the clinical trials referenced in the application/submission which this certification accompanies and that
those requirements have been met.

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

NCT Number(s):
The undersigned declares, to the best of her/his knowledge, that this is an accurate, true, and complete submission of information. | understand that the
failure to submit the certification required by 42 U.S.C. § 282(j)(5)(B). section 402(j)(5)(B) of the Public Health Service Act, and the knowing submission
of a false certification under such section are prohibited acts under 21 U S.C_ § 331, section 301 of the Federal Food Drug, and GaamehcAct : e
Warning: A wilifully and knowingly false statement is a criminal offense, U S. Code, title 18, section 1001. ri

LT

11. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12. NAME AND TITLE OF THE PERSON WHO SIGNED IN NO. 11
AUTHORIZED REPRESENTATIVE (Sign)
Sarah McCartney

Sark TR -
(Title) Regulatory Affairs Specialist

13. ADDRESS (Number, Street, Stats, and ZIP Code) (of person identified 14. TELEPHONE AND FAX NUMBERS 15. DATE OF
in Nos. 11 and 12) (Inciude Area Code) CERTIFICATION
(Tel) 480-638-2954
1625 West 3rd Street " Dec 20, 2013
Tempe, AZ 85281 (Fax) 480-449-2546

Form FDA 3674 (3/12) (FRONT) PSC Publishing Services (101) 436740 EF



Instructions for Completion of Form FDA 3674

Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))
Fomm 3674 must accompany an application/submission, including amendments, supplements, and resubmissions, submitted under §§ 505,
515, 520(m), or 510(k) of the Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.

1. Name of Sponsor/Applicant/Submitter - This is the name of the sponsor/applicant/submitter of the drug/biologic/device application/
submission which the certification accompanies. The name must be identical to that listed on the application/submission.

2. Date - This is the date of the application/submission which the certification accompanies.
3. & 4. - Provide complete address, telephone number and fax number of the sponsor/applicant/submitter.

5. Product Information - For Drugs/Biologics: Provide the established, proprietary name, and/or chemical/biochemical/blood product/
cellular/gene therapy name(s) for the product covered by the application/submission. Include all available names by which the product is
known. For Devices: Provide the common or usual name, classification, trade or proprietary or model name(s), and/or model number(s).
Include all available names/model numbers by which the product is known.

6. Type of Application/Submission - Identify the type of application/submission which the certification accompanies by checking the
appropriate box. If the name of the type of application/submission is not identified, check the box labeled "Other."

7. IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/Other Number - If FDA has previously assigned a number associated with the application/
submission which this certification accompanies, list that number in this field. For example, if the application/submission accompanied by
this certification is an IND protocol amendment and the IND number has already been issued by FDA, that number should be provided in
this field.

8. Serial Number - In some instances a sequential serial number is assigned to the application. If there is such a serial number, provide it in
this field. If there is no such number, leave this field blank.

9. Certlfication - This section contains three different check-off boxes.
Box A should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of

the Public Health Service Act, do not apply because no clinical trials are included, relied upon, or otherwise referred to, in the application/
submission which the certification accompanies.

Box B should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply at the time of submission of the certification to any clinical trials that are included, relied upon,
or otherwise referred to, in the application/submission which the certification accompanies. This means that, even though some or all of the
clinical trials included, relied upon, or otherwise referred to in the application/submission may be “applicable clinical trials” under 42 U.S.C.
§ 282(j)(1)(A)(i), section 402(j)(1)(A)i) of the Public Health Service Act, on the date the certification is signed, 42 U.S.C. § 282(j), section
402(j) of the Public Health Service Act, does not require that any information be submitted to the ClinicalTrials.gov Data Bank with respect
to those ciinical triais.

Box C should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do apply, on the date the certification is signed, to some or all of the clinical trials that are included, relied
upon, or otherwise referred to, in the application/submission which the certification accompanies. This means that, as of the date the
certification is signed, the requirements of 42 U.S.C. § 282(j), section 402(j) of the Public Health Service Act, apply to one or more of the
clinical trials included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies.

10. National Clinical Trial (NCT) Numbers - If you have checked Box C in number 9 (Certification), provide the NCT Number obtained from
www.ClinicalTrials.gov for each clinical trial that is an "applicable clinical trial" under 42 U.S.C. § 282(j)(1)(A)(i), section 402(j)(1){(A)(i) of the
Public Health Service Act, and that is included, relied upon, or otherwise referred to, in the application/submission which the certification
accompanies. Type only the number, as the term "NCT" will be added automatically before number. Include any and all NCT numbers that,
as of the date the certification is signed, have been assigned to the clinical trials included, relied upon, or otherwise referred to, in the
application/submission which this certification accompanies. Multiple NCT numbers may be required for a particular certification,
depending on the number of "applicable clinical trials" included, relied upon, or otherwise referred to, in the application/submission which
the certification accompanies. Leave this field blank if you have checked Box 9.C but, at the time the certification is completed, you have
not yet received any NCT numbers for the "applicable clinical trial(s)" included, relied upon, or otherwise referred to in the application/
submission.

11. Signature of Sponsor/Applicant/Submitter or an Authorized Representative - The person signing the certification must sign in this
field.

12. Name and Title of Person Who Signed in number 11 - Include the name and title of the person who is signing the certification. If the
person signing the certification is not the sponsor/applicant/submitter of the application/submission, he or she must be an authorized
representative of the sponsor/applicant/submitter.

13. & 14. - Provide the full address, telephone and fax numbers of the person who is identified in number 11 and signs the certification in
number 11.
15. Provide the date the certification is signed. This date may be different from the date provided in number 2.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 15 minutes and 45 minutes (depending on the type of application/submission)
per response, including time for reviewing instructions. Send comments regarding this burden estimate or any other aspect of this collection of information,
including suggestions for reducing this burden, to the address below.

Department of Health and Human Services An agency may not conduct or sponsor, and a person is
Food and Drug Administration not required to respond to, a collection of information,
Office of Chief Information Officer unless it displays a currently valid OMB control number.

1350 Piccard Drive, Room 400
Rockville, MD 20850

Form FDA 3674 (3/12) (BACK)
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Special 510(k)

Bard® Monopty® / Max-Core® Disposable Core Biopsy Instrument Page 4 of 93
Refuse To Accept (RTA) Checklist for Special 510(k)s
Section 1: Special 510(k) Criteria
. Location in
Criteria 510(k)
1. 510(k) is submitted to modify a legally marketed device (predicate) AND the Special Cover Letter
510(k) submission is submitted by the holder of the 510(k) for the predicate device. & Page 10
2. Indications for Use of the proposed device are unchanged from the legally marketed
; ; Page 14
device (predicate).
3. Fundamental scientific technology of the proposed device is unchanged from the
: . Page 16
legally marketed device (predicate).
4. The submission includes only summary-level information (i.e., NO test reports with
Throughout
performance data).
Section 2: Organizational Elements
Organizational Iltem Leeaiiom (7
510(k)
a. Submission contains Table of Contents Page 2
b. E(_':lch sectloln is Iabgled (e.g., headings or tabs designating Device Description Throughout
section, Labeling section, etc.)
c. All pages of the submission are numbered Throughout
. - . . . Cover Letter
d. Type of 510(K) is identified — traditional, abbreviated, or special and Header
Section 3: Elements of a Complete Submission (RTA Items)
Location in
Element 510(k)
A. | Administrative
1 All content used to support t_he submlss_lon is written in English (including Throughout
translations of test reports, literature articles, etc.)
> Submission identifies the following (such as in CDRH Premarket Review

Submission Cover Sheet (Form 3514) or in 510(k) cover letter):

a. | Device trade name or proprietary name

Cover Letter

b. | Device common name

Cover Letter

Device class and panel or

Classification regulation or

Statement that device has not been classified with rationale for that
conclusion

Cover Letter

Submission contains Indications for Use Statement with Rx and/or OTC

designated (see also 801.109) Appendix 5
4. | Submission contains 510(k) Summary or 510(k) Statement
a. | Summary contains all elements per 21 CFR 807.92 Appendix 1
b. | Statement contains all elements per 21 CFR 807.93 N/A
5 Submission contains Truthful and Accuracy Statement per 21 CFR Appendix 2
© 1 807.87(k)
6. | Submission contains Class Ill Summary and Certification N/A

TRADE SECRET/CONFIDENTIAL INFORMATION

Bard Perlpheral Vascular, Inc. No ify C. R. Bard Before Releasing this Document.
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Special 510(k)

Bard® Monopty® / Max-Core® Disposable Core Biopsy Instrument

Page 5 of 93

If submission references use of a national or international standard as part
of demonstration of substantial equivalence, submission contains

IDE, prior not substantially equivalent (NSE) determination, prior 510(k) that
was deleted or withdrawn) or states that there were no prior submissions
for the subject device.

7. | Standards Data Report for 510(k)s (FDA Form 3654) or includes detailed FD?,’AGEZrm
information about how and the extent to which the standard has been
followed.
The submission identifies prior submissions for the same device which FDA
provided feedback related to the data or information needed to support
8 substantial equivalence (e.g., submission numbers for Pre-Submission, Cover Letter

If there were prior submissions, the submitter has identified where in
the current submission any issues related to a determination of

a. i ) ) ; ; . N/A
substantial equivalence outlined in prior communications are
addressed
B. | Device Description
If there are requirements regarding the device description, such as
special controls, in a device-specific regulation that are applicable to N/A
9. | a. | the device, the submission includes device description information to (Page 11)
establish that the submitter has followed the device-specific
requirement.
If there is a device-specific guidance, other than a special controls
guidance document, applicable to the device, the submission includes
b. | device description information to establish that the submitter has Page 12-19
addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.
Descriptive information is present and consistent within the submission
10. | (e.g., the device description section is consistent with the device description
in the labeling), including:
a A d(_asc_rlpnon Qf the principle of operation and mechanism of action for Page 12-19
achieving the intended effect.
A description of proposed conditions of use such as surgical technique
b for implants; anatomical location of use; user interface; how the device Page 12-19
" | interacts with other devices; and/or how the device interacts with the
patient.
c. | Alist and description of each model for which clearance is requested. Page 8-9
11. A description of all device modification(s) including rationale for each Page 14-15
modification.
Submission contains representative engineering drawing(s), schematics,
12. | illustrations and/or figures of the device that are clear, legible, labeled, and Appendix 3
include dimensions.
13 If device is intended to be marketed with multiple components, accessories, N/A

and/or as part of a system,

a Submission includes a list of all components and accessories to be
" | marketed with the subject device.

b Submission includes a description (as detailed in item #12.a. and b.
" | and 14 above) of each component or accessory.

c A 510(k) number is provided for each component or accessory that
" | received a prior 510(K) clearance.

C. | Substantial Equivalence Discussion

14. | Submitter has identified a predicate(s) device

Bard Peripheral Vascular, Inc.
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Predicate’s 510(k) number, trade name, and model number (if
applicable) provided.

For predicates that are preamendments devices, information is
provided to document preamendment status.

Page 8

The identified predicate(s) is consistent throughout the submission
(i.e., the predicate(s) identified in the Substantial Equivalence section
is the same as that listed in the 510(k) Summary (if applicable) and
that used in comparative performance testing

Throughout

Submission includes a comparison of the following for the predicate(s) and

15. subject device

a. | Indications for use Page 18

b. | Technology, including features, materials, and principles of operation Page 18-19

Submission includes an analysis of why any differences between the
subject device and predicate(s) do not render the device NSE (e.g., do not
constitute a new intended use, and any differences in technological
characteristics are accompanied by information that demonstrates the
device is as safe and effective as the predicate and do not raise difference
guestions of safety and effectiveness than the predicate) affect safety or
effectiveness, or raise different questions of safety and effectiveness) (see
section 513(i)(1)(A) of the FD&C Act)

16. Page 14-17

D. | Design Control Activities

17. | Design Control Activities Summary includes all of the following:

Identification of Risk Analysis method(s) used to assess the impact of
a. | the modification on the device and its components AND the results of Page 20
the analysis

Based on the Risk Analysis, an identification of the verification and/or
o L 4 : . N/A
b. | validation activities required, including methods or tests used and
o (Page 20)
acceptance criteria.

c. | Declaration of conformity with design controls, including: Appendix 7

Statement that all verification and validation activities were performed by
i. | designated individuals and results demonstrate that predetermined acceptance
criteria were met.

Statement that manufacturing facility is in conformance with design control

- procedure requirements as specified in 21 CFR 820.30

iii. | Statement is signed by the individual responsible for these activities

E. | Proposed Labeling (see also 21 CFR part 801)

Submission includes proposed labels, and labeling (e.g., instructions for use,
18. | package insert, operator’'s manual), that include a description of the device, Appendix 4
its intended use, and the directions for use

a All changes in proposed labeling resulting from device modification(s) N/A
" | are highlighted or prominently identified. (Page 13-14)
19 Statement that the intended use of the modified device, as described in the Page 14

labeling, has not changed as a result of the modification(s).
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1. Executive Summary

The purpose of this Special 510(k) submission is to seek FDA concurrence on the use of
the subject devices in a broader list of soft tissue organ examples. This change is
consistent with the current intended use / indications for use and does not constitute a
new intended use / indications for use. The predicate device is the Bard® Monopty®
Disposable Core Biopsy Instrument (K922939). This device was cleared on February 16,
1993. The following product configurations, described below, were cleared under
K922939:

Gauge x Length Penetration Depth
14gx10cm 11 mm or 22 mm
14 gx 16 cm 11 mmor 22 mm
16 gx10cm 11 mm or 22 mm
16 g x 16 cm 11 mmor 22 mm
16 gx20cm 11 mm or 22 mm
18 g x 10 cm 11 mmor 22 mm
18gx16cm 11 mm or 22 mm
18 gx 20 cm 11 mm or 22 mm
20gx10cm 11 mm or 22 mm
20gx16cm 11 mm or 22 mm
20gx20cm 11 mm or 22 mm

The current indications for use statement for the predicate device and subject devices is:
“The core biopsy instrument is intended for use in obtaining biopsies from soft tissues
such as liver, kidney, prostate, spleen, lymph nodes and various soft tissue tumors. It is
not intended for use in bone.” We had originally provided examples of soft tissue organs
in the indications for use statement. These examples were not intended to be
exhaustive. It has always been our intention to use the predicate device in a broader list
of soft tissues; however, we believe it is prudent at this time to further enumerate this list
of soft tissue organ examples for which the subject devices, Bard® Monopty® Disposable
Core Biopsy Instrument and Bard® Max-Core® Disposable Core Biopsy Instrument, can
be used (refer to Section 3.6). This broader list of examples represents the original

intent of the indications for use statement.

. TRADE SECRET/CONFIDENTIAL INFORMATION
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Note: There are no changes proposed to the design, materials, performance
specifications, packaging, labeling or sterilization of the currently marketed Bard®
Monopty® Disposable Core Biopsy Instrument and Bard® Max-Core® Disposable

Core Biopsy Instrument as a result of this submission.

. TRADE SECRET/CONFIDENTIAL INFORMATION
Bard Perlpheral Vascular, Inc. No ify C. R. Bard Before Releasing this Document. Bm



Special 510(k)
Bard® Monopty® / Max-Core® Disposable Core Biopsy Instrument Page 9 of 93

2. Required Information
2.1 Predicate Device Information

The predicate device is the Bard® Monopty® Disposable Core Biopsy Instrument,
K922939, cleared February 16, 1993.

2.2 Subject Device Information

2.2.1 Device Name

Device Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument

Common Name: Core Biopsy Instrument

Classification Name: Instrument, Biopsy

The Bard® Monopty® Disposable Core Biopsy Instrument and Bard® Max-Core®
Disposable Core Biopsy Instrument will be referred to as “Core Biopsy Instrument(s)”

throughout this submission.

2.2.2 Catalogue Numbers

A list of the Core Biopsy Instrument catalogue numbers is provided in Tables 1 and 2.

Table 1: Bard® Monopty® Disposable Core Biopsy Instrument Catalogue Numbers

Catalogue Number Gauge x Length Penetration Depth
121210 12gx10cm 22 mm
121216 12gx16cm 22 mm
121410 14 gx10cm 22 mm
121416 14 gx16cm 22 mm
121610 16 gx10cm 22 mm
121616 16 gx 16 cm 22 mm
121620 16 g x 20 cm 22 mm
121810 18gx10cm 22 mm
121816 18 gx 16 cm 22 mm
121820 18 gx20cm 22 mm
122010 20gx10cm 22 mm
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Catalogue Number Gauge x Length Penetration Depth
122016 20gx16cm 22 mm
122020 20gx20cm 22 mm
211410 14gx9cm 11 mm
211416 14 gx15cm 11 mm
211610 16gx9cm 11 mm
211616 16 gx15cm 11 mm
211620 16 gx 19 cm 11 mm
211810 18gx9cm 11 mm
211816 18 gx15cm 11 mm
211820 18gx19cm 11 mm
212010 20gx9cm 11 mm
212016 20gx15cm 11 mm
212020 20gx19cm 11 mm

Table 2: Bard® Max-Core® Disposable Core Biopsy Instrument Catalogue Numbers

Catalogue Number Gauge x Length Penetration Depth
MC1410 14gx10cm 22 mm
MC1416 14gx16cm 22 mm
MC1610 16 gx 10 cm 22 mm
MC1616 16 gx 16 cm 22 mm
MC1810 18gx10cm 22 mm
MC1816 18 gx 16 cm 22 mm
MC1820 18 gx20cm 22 mm
MC1825 18 gx25cm 22 mm
MC2010 20gx10cm 22 mm
MC2016 20gx16cm 22 mm
MC2020 20gx20cm 22 mm

Bard Peripheral Vascular, Inc.
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2.2.3 Addresses and Facility Registration Numbers

The addresses and registration numbers for the manufacturer, contract manufacturer

and contract sterilizers of the Core Biopsy Instruments are noted below:

Manufacturer:

Bard Peripheral Vascular, Inc.

1625 West 3" Street

Tempe, AZ 85281

USA

Establishment Registration Number: 2020394

RIS s the design center responsible for design control

activities affecting the Core Biopsy Instruments.

2.2.4 Device Class

Device Classification: Class Il
Classification Name: Instrument, Biopsy ( Product Code KNW)

Review Panel: Gastroenterology / Urology

. TRADE SECRET/CONFIDENTIAL INFORMATION
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Regulation Number: 21 CFR 876.1075 (Gastroenterology-urology biopsy instrument)
Please note all of the information above is identical to the predicate device.
The following FDA guidance document is applicable to these devices:

e Guidance for the Content of Premarket Notifications for Biopsy Devices Used in

Gastroenterology and Urology, dated prior to February 27, 1997.

2.3 Performance Standards

Performance standards have not been established under Section 514 of the Food, Drug

and Cosmetic Act for gastroenterology-urology biopsy instruments.

2.4 510(k) Summary

The 510(k) Summary is provided in Appendix 1.

2.5 Truthful and Accuracy Statement

The signed Truthful and Accuracy Statement is provided in Appendix 2.
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3. Device Description and Comparisons

The purpose of this submission is to seek FDA concurrence on the use of the subject
devices in a broader list of soft tissue organ examples which represents the original
intent of the indications for use statement. There are no changes proposed to the
currently marketed Core Biopsy Instruments. For ease of review, a brief description

of the devices is provided below.

3.1 Device Description

Bard® Monopty® Disposable Core Biopsy Instrument

The Bard® Monopty® Disposable Core Biopsy Instrument is a single use core biopsy
device. It is available in several needle gauge sizes and lengths (refer to Table 1 for
currently offered product configurations). The actuator button and arrow in the ready
window are color coded according to the various gauge sizes, e.g., Yellow = 20 gauge,
Pink = 18 gauge, Purple = 16 gauge, Green = 14 gauge, and Light Blue = 12 gauge. A

picture of the 14 gauge device is provided in Figure 1.

Component

Needle

Centimeter Markings

Housing

Handle

Actuator Button

O |R[W|IN|F|FH*

Ready Window

Figure 1: Bard® Monopty® Disposable Core Biopsy Instrument (14 Gauge)

Bard® Max-Core® Disposable Core Biopsy Instrument

The Bard® Max-Core® Disposable Core Biopsy Instrument was released via a Letter to
File on August 15, 1995. The Bard® Max-Core® Disposable Core Biopsy Instrument is
an ergonomic enhancement of the Bard® Monopty® Disposable Core Biopsy Instrument.
The device provides no new needle gauge sizes (outside the previously cleared range),

no significant changes in performance specifications, no new performance claims, no
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changes regarding indications for use or contraindications, and no significant changes
regarding warnings or precautions. Please refer to Section 3.5, History of Changes, for

additional information.

The Bard® Max-Core® Disposable Core Biopsy Instrument is a single use core biopsy
device. It is available in several needle gauge sizes and lengths (refer to Table 2 for
currently offered product configurations). The side and rear actuator buttons are color
coded according to the various gauge sizes, e.g., Yellow = 20 gauge, Pink = 18 gauge,
Purple = 16 gauge and Green = 14 gauge. A picture of the 14 gauge device is provided
in Figure 2.

Component

Needle

Centimeter Markings

Cocking Slides

Handle

[ > ]
G| |W|[N|F|[HF

Actuator Buttons

Figure 2: Bard® Max-Core® Disposable Core Biopsy Instrument (14 Gauge)

3.2 Engineering Drawings

There are no changes proposed to the engineering drawings of the currently
marketed Core Biopsy Instruments. Engineering drawings are provided in Appendix
3.

3.3 Labeling, Intended Use and Indications for Use

There are no changes proposed to the labeling of the currently marketed Core
Biopsy Instruments. Labels and Instructions for Use for the subject devices are

provided in Appendix 4.
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The Intended Use and the Indications for Use of the subject devices, as described in its
labeling, are the same as the Intended Use and the Indications for Use of the predicate

device.
The Indications for Use Statement is provided in Appendix 5.
34 Materials

There are no changes proposed to the materials of the currently marketed Core
Biopsy Instruments. Tables 3 and 4 detail the patient contacting materials of the Core
Biopsy Instruments. Body contact and duration are defined per 1ISO 10993-1:2009,
“Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process.”

Table 3: Bard® Monopty® Disposable Core Biopsy Instrument Patient-contacting
Materials

Component Material Body Contact, Duration

Tissue/bone/dentin, Limited

Tissue/bone/dentin, Limited

Breached/compromised, Limited

Breached/compromised, Limited

Table 4: Bard® Max-Core® Disposable Core Biopsy Instrument Patient-contacting
Materials

Component Material Body Contact, Duration
Tissue/bone/dentin, Limited

Tissue/bone/dentin, Limited

3.5 History of Changes

There have been several changes implemented since the previous submission. Please
refer to Table 5 for a list of changes that have been implemented since the previous
submission. The changes are listed in the order that they were implemented. These
changes did not constitute a new intended use, did not affect safety and effectiveness,

did not raise different questions of safety and effectiveness, and did not alter the
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fundamental scientific technology of the device; therefore, these changes did not require

a new 510(k) submission.
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3.6 Predicate and Subject Device Comparison

The predicate device referenced in this submission is the Bard® Monopty® Disposable
Core Biopsy Instrument (K922939, cleared February 16, 1993).

This Special 510(k) seeks FDA concurrence on the use of the subject devices in a
broader list of soft tissue organ examples. The technological characteristics of the
subject devices are substantially equivalent to those of the predicate device, in terms of

following:

e Same intended use

e Same indications for use

e Similar penetration depth

e Similar sample notch

e Same number of samples

e Same mechanics of action

e Same mode of action

e Same energy used / delivered

e Similar patient-contacting materials
¢ Same fundamental scientific technology
e Same patient population

e Same sterility

e Similar packaging configuration

There are no changes proposed to the design, materials, performance specifications,
packaging, labeling or sterilization of the currently marketed Core Biopsy Instruments as
a result of this submission. When reviewing the changes since the predicate
submission, the subject devices and the predicate device are different in the following

manner:

¢ Addition of needle gauge size
¢ Addition of needle lengths
¢ Addition of performance specifications

e Enumeration of a broader list of soft tissue organ examples
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These changes do not constitute a new intended use, do not affect safety and
effectiveness, do not raise different questions of safety and effectiveness, and do not
alter the fundamental scientific technology of the device. The addition of needle gauge
size, needle lengths, and performance specifications are described in Section 3.5.
Enumerating a broader list of soft tissue organ examples in which the subject devices
can be used will be for promotional purposes and does not affect the safety or
effectiveness of the device. This broader list of examples represents the original intent
of the indications for use statement. This does not represent a change to the intended
use or indications for use. For biopsy needles, the physician chooses the needle gauge
size and length based upon the type of tissue to be sampled and in the size of the
patient. Since the indications for use statement of the subject and predicate device
states “...obtaining biopsies from soft tissues such as liver, kidney, prostate, spleen,
lymph nodes and various soft tissue tumors,” BPV wants to clarify that moving forward
promotional material and sales training will include information regarding the use of the
Core Biopsy Instruments in multiple soft tissue organs, including, but not limited to, the
liver, kidney, prostate, spleen, lymph nodes, abdomen, thyroid, testes, bladder, lung,
breast, all of which are considered soft tissue organs. This list is not meant to be
exhaustive; the Core Biopsy Instrument is (and always has been) intended to be used to
obtain soft tissue samples. Providing an exhaustive list of all soft tissues in which this
device is intended to be used would be burdensome and could make the Instructions for
Use difficult or confusing for the user to read and expensive to print. Refer to Table 6 for
a comparison of the predicate and subject devices, including those changes detailed in

Section 3.5 and described above. The differences are noted in bold.
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Table 6: Comparison Summary

Attribute

PREDICATE DEVICE
Bard® Monopty® Disposable Core
Biopsy Instrument (K922939)

SUBJECT DEVICE
Bard® Monopty® Disposable Core
Biopsy Instrument (Currently Marketed)

SUBJECT DEVICE
Bard® Max-Core® Disposable Core
Biopsy Instrument (Currently Marketed)

Regulation Number

21 CFR 876.1075 (Class Il)

Same as predicate

Same as predicate

Intended Use

The core needle biopsy device is
intended to obtain soft tissue samples
for diagnostic and histological analysis
of soft tissue abnormalities.*

Same as predicate

Same as predicate

Indications for Use

The core needle biopsy device is
intended for use in obtaining biopsies
from soft tissues such as liver, kidney,
prostate, spleen, lymph nodes and
various soft tissue tumors. It is not
intended for use in bone.

Same as predicate

Same as predicate

Soft Tissue Organ
Examples

Soft tissue organs such as liver,
kidney, prostate, spleen, lymph nodes

Soft tissue organs such as liver, kidney,
prostate, spleen, lymph nodes, abdomen,
thyroid, testes, bladder, lung, breast

Soft tissue organs such as liver, kidney,
prostate, spleen, lymph nodes, abdomen,
thyroid, testes, bladder, lung, breast

Design, including:

Single-use, sterile, disposable

Same as predicate

Same as predicate

- Needle Gauge

14, 16, 18, 20 gauge

12, 14, 16, 18, 20 gauge

Same as predicate

- Needle Length 10, 16, 20 cm 9, 10, 15, 16, 19, 20, 25 cm 10, 16, 20, 25 cm
- Penetration Depth 11 or 22 mm Same as predicate 22 mm (Subset of Predicate)
- Sample Notch 7 or17mm Same as predicate 18 mm

Bard Peripheral Vascular, Inc.
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PREDICATE DEVICE SUBJECT DEVICE SUBJECT DEVICE
Attribute Bard® Monopty® Disposable Core Bard® Monopty® Disposable Core Bard® Max-Core® Disposable Core
Biopsy Instrument (K922939) Biopsy Instrument (Currently Marketed) | Biopsy Instrument (Currently Marketed)
- Number of Samples One or more Same as predicate Same as predicate
- Mechanics of Action Spring operated Same as predicate Same as predicate
- Mode of Action Single puncture and sample* Same as predicate Same as predicate

Energy Used / Delivered Same as predicate

Patient-Contacting
Materials

Individuals requiring biopsy for
sampling of soft tissue abnormalities*

Patient Population Same as predicate

Same as predicate

Same as predicate

Visualization Techniques | X-ray, ultrasound, CT, etc. Same as predicate Same as predicate
Sample quality Same as predicate Same as predicate
Performance N/A Durability Durability

Specifications

N/A Needle to device tensile strength

Needle to device tensile strength

Sterility Ethylene oxide, SAL of 10° Same as predicate

Same as predicate

6 blister packs with Tyvek lids or 10
Packaging Configuration Tyvek to film pouches in a cardboard
shelf box with the IFU

5 or 10 blister packs with Tyvek lids in a
cardboard shelf box with the IFU

5 blister packs with Tyvek lids in a
cardboard shelf box with the IFU

* This information is not clearly stated, but is implied from the predicate submission.

** These materials are unchanged from the predicate device, only the patient contact was re-evaluated (additional biocompatibility testing was not

required due to the change to patient contact for these components)
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4. Design Control Activities

4.1 Risk Analysis

4.2 Packaging

The predicate device is packaged in either a blister pack with Tyvek lid or Tyvek to film
pouch. Sealed blister packs or sealed pouches are placed in a cardboard shelf box with

the Instructions for Use.

The subject device is packaged in a blister pack with Tyvek lid similar to the predicate
device. Sealed blister packs are placed in a cardboard shelf box with the Instructions for
Use. There are no changes proposed to the packaging of the currently marketed

Core Biopsy Instruments.

4.3 Biocompatibility

There are no changes proposed to the biocompatibility of the currently marketed
Core Biopsy Instruments. The currently marketed subject device is considered
biocompatible for its intended use as stated in K922939 and as discussed in Section 3.5,
History of Changes. Refer to Table 7 for a list of the testing performed / adopted for the

subject device.
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Table 7: Biocompatibility Testing

Test Results

4.4 Sterilization
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45 Shelf-Life

There are no changes proposed to the shelf-life of the currently marketed Core

Biopsy Instruments. The subject device is qualified for a 3 year shelf life.

4.6 Declaration of Conformity with Design Controls

The Declaration of Conformity with Design Controls is provided in Appendix 7.
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5. Statement of Substantial Equivalence

The predicate device referenced in this submission is the Bard® Monopty® Disposable
Core Biopsy Instrument (K922939, cleared February 16, 1993).

This Special 510(k) seeks FDA concurrence on the use of the subject device in a
broader list of soft tissue organ examples. The technological characteristics of the
subject devices are substantially equivalent to those of the predicate device, in terms of

following:

e Same intended use

e Same indications for use

e Similar penetration depth

e Similar sample notch

e Same number of samples

e Same mechanics of action

e Same mode of action

e Same energy used / delivered

e Similar patient-contacting materials
¢ Same fundamental scientific technology
e Same patient population

e Same sterility

e Similar packaging configuration

There are no changes proposed to the design, materials, performance specifications,
packaging, labeling or sterilization of the currently marketed Core Biopsy Instruments as
a result of this submission. When reviewing the changes since the predicate
submission, the subject device and the predicate device are different in the following

manner:

e Addition of needle gauge size
¢ Addition of needle lengths
¢ Addition of performance specifications

e Enumeration of a broader list of soft tissue organ examples
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As previously noted, a review of the Risk Assessment and DFMEA of the subject device
is conducted in accordance with internal procedures based on ISO 14971:2007, to
assure that the risks posed by the modified device are acceptable. The outcome of the
risk management activities demonstrate the Core Biopsy Instruments present an
acceptable level of risk when used within its intended use and that the design outputs
continue to meet the design inputs and user need requirements. Therefore, the currently
marketed subject devices are substantially equivalent to the legally marketed predicate
device.
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Appendix 1: 510(k) Summary
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510(k) Summary
21 CFR 807.92

As required by the Safe Medical Devices Act of 1990, coded under Section 513, Part
(D(3)(A) of the Food, Drug and Cosmetic Act, a summary of the information upon which

substantial equivalence determination is based is as follows:

1. Submitter Information:

Applicant:  Bard Peripheral Vascular, Inc.
1625 West 3" Street
Tempe, Arizona 85281

Phone: 480-638-2954

Fax: 480-449-2546

Contact: Sarah McCartney, Regulatory Affairs Specialist
Date: December 20, 2013

2. Subject Device:
Device Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument

Common or Usual Name: Core Biopsy Instrument

Classification: Class Il

Classification Name: Instrument, Biopsy ( Product Code KNW)

Review Panel: Gastroenterology / Urology

Regulation Number: 21 CFR 876.1075 (Gastroenterology-urology biopsy instrument)

3. Predicate Device:
The predicate device is the Bard® Monopty® Disposable Core Biopsy Instrument,
K922939, cleared February 16, 1993.

4. Summary of Change:
This Special 510(k) seeks FDA concurrence on the use of the subject devices in a
broader list of soft tissue organ examples that represents the original intent of the

indications for use statement.
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5. Device Description:

Bard® Monopty® Disposable Core Biopsy Instrument

The Bard® Monopty® Disposable Core Biopsy Instrument is a single use core biopsy
device. It is available in several needle gauge sizes and lengths. The actuator button
and arrow in the ready window are color coded according to the various gauge sizes,
e.g., Yellow = 20 gauge, Pink = 18 gauge, Purple = 16 gauge and Green = 14 gauge,
and Light Blue = 12 gauge.

Bard® Max-Core® Disposable Core Biopsy Instrument

The Bard® Max-Core® Disposable Core Biopsy Instrument is a single use core biopsy
device. It is available in several needle gauge sizes and lengths. The side and rear
actuator buttons are color coded according to the various gauge sizes, e.g., Yellow = 20

gauge, Pink = 18 gauge, Purple = 16 gauge and Green = 14 gauge.

6. Indications for Use of Device:
The core needle biopsy device is intended for use in obtaining biopsies from soft tissues
such as liver, kidney, prostate, spleen, lymph nodes and various soft tissue tumors. It is

not intended for use in bone.

7. Technological Comparison to Predicate Devices:
The technological characteristics of the subject devices are substantially equivalent to

those of the predicate device, in terms of following:

e Same intended use

e Same indications for use

e Similar penetration depth

e Similar sample notch

e Same number of samples

¢ Same mechanics of action

e Same mode of action

e Same energy used / delivered

e Similar patient-contacting materials

e Same fundamental scientific technology
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e Same patient population
e Same sterility

e Similar packaging configuration

When reviewing the changes from the predicate submission, the subject devices and the

predicate device are different in the following manner:

e Addition of needle gauge size
¢ Addition of needle lengths
¢ Addition of performance specifications

e Enumeration of a broader list of soft tissue organ examples

8. Performance Testing Summary:
The use of the subject devices in the additional soft tissue organs described in this
submission does not affect the design of the device and no new or increased risks have

been identified, therefore additional bench performance testing was not warranted.

9. Conclusion:

The subject devices are substantially equivalent to the predicate device.
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Appendix 2: Truthful and Accuracy Statement
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Truthful and Accuracy Statement

Pursuant to 21 CFR 807.87(k), | certify that, in my capacity as Regulatory Affairs
Specialist of Bard Peripheral Vascular, Inc., | believe to the best of my knowledge, that
all data and information submitted in this premarket notification are truthful and accurate

and that no material fact has been knowingly omitted.

Sl T 12/20/307%

Sarah McCartney Date
Regulatory Affairs Spemalnst
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Appendix 3: Engineering Drawings
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Bard® Monopty® Disposable Core Biopsy Instrument
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Bard® Max-Core® Disposable Core Biopsy Instrument
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Appendix 4: Subject Device Labeling
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Bard® Monopty® Disposable Core Biopsy Instrument (English Only)
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BarD® MonoprTy® Disposable
Core Biopsy Instrument
Instructions for Use

—
—y
CRAET
MOMOETT R
ﬂ

Instrument de biopsie tissulaire jetable
BarO® MonoPTY®
Mode d’emploi

BarD® MonorTY® Core-Biopsie-
Instrument fiir den Einmalgebrauch
Gebrauchsanweisung

Strumento per agobiopsie
BarD® MonopTv®
Istruzioni per l'uso

Instrumento desechable para biopsia
core BarD® MonopTy®
Modo de empleo

BarD® MonorTY® wegwerpbaar
hollenaaldbiopsie-instrument
Gebruiksaanwijzing

Instrumento de biopsia por agulha
grossa descartavel Barr® MonorTy®
Instrugdes de utilizagéo

Avahwaoipo epyaheio Bloyiag pe
kéTTouoa Behdva BarD® MonorT®
OBnyieg xpriong

B&rD® MonoPTY® engangs-
instrument til grovnalsbiopsi
Brugsanvisning

BarD® MonorTy® engdngsnal
for kdrnbiopsi
Bruksanvisning

Kertakayttsinen Baro® MonorTv®
-paksuneulabiopsiainstrumentti
Kayttdohjeet

BarD® MonorTY® engangsinstrument
til kjernebiopsi
Bruksanvisning

Jednorazowy przyrzad Baro® MonorTy®
do biopsji gruboigtowe|
Instrukcja uzycia

B2rD® MonorTr® eldobhatd
core-biopszias eszkoz
Hasznalati atmutato

Jednorazovy nastroj BarD® MonopT®
pro punkéni biopsii
Navod k pouziti

BArD® MonoPTY® Tek Kullanimlik
Kor Biyopsi Cihazi
Kullanma Talimati

BarD® MonorPTy® T
ZEA5 A Fr e

(B AHAR

Bar0® MonorPTy® Sl3|2

N
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Instructions for Use

Caution: Federal (U.S.A.) law restricts this device to sale by or on the order of a physician.
A. General Information and Device Description:

The Barp® MonopTy® Disposable Core Biopsy Instrument is a single use core biopsy device . It is
available in several needle gauge sizes and lengths. The actuator button and arrow in the ready

HSITON3

window are color coded according to the various gauge sizes, e.g., Yellow=20 gauge, Pink=18
gauge, Pumple=16 gauge, Green=14 gauge, and Light Blue=12 gauge.

Catalog Number Gauge Size and Neadle Length Length of Sample Notch Penetration Depth
121210 129 (2.8mm) % 10cm (100mm) 1.7cm (17mm) 22mm
121216 129 (2.8mm) % 16cm (160mm) 1.7cm (17mm) 22mm
121410 14g (2.1mm) % 10crn (100mm) 1 7emm (17rmm) 221mim
121416 140 (2. 1mm) = 16cm (160mm) 1.7cm (17mm) 22mm
121610 16g (1.7mm) % 10cm (100mm) 1.7cm (17mm) 22mm
121616 16 (1.7mm) % 16cm (160mm) 1.7cm (17mm) 22mm
121620 16 (1.7mm) % 20cm (200mm) 1.7cm (17mm) 22mm
121810 180 (1.2mm) % 10crm (100mm) 1.7emm (17mm) 22rmim
121816 180 (1.2mm) % 16cm (160mm) 1 7emm (17rmm) 221mim
121820 18g (1.2mm) x 20cm (200mm) 1.7em (17mm) 22mm
122010 20g (0.9mm) x 10cm (100mm) 1.7cm (17mm) 22mm
122016 20 (0.9mm) x 16cm (160mm) 1.7cm (17mm) 22mm
122020 20g (0.9mm) ¥ 20crm (200mm) 1.7cm (17mm) 22mm
211410 14g (2.1mm % 9em (90mm) 0.7cm (7mm) 11mm
211416 1401 (2.1 % 15cm (150mem) 0.7cim (7rrm) 111nim
211610 160 (1.7mmix Scm (20mm) 0.7cm (Fmm) 11mm
211616 16 (1.7mm) % 15cm (150mm) 0.7cm (7mm) 11mm
211620 160 (1.7mm) % 19cm (190mm) 0.7cm (7mm) 11mm
211810 18g (1.2mmx 9cm (90mm) 0.7cm (7mm) 11mm
211816 181 (1.2} % 15cm (150mem) 0.7cHm (Trm) 111nim
211820 18 (1.2} % 19cm (190mem) 0.7cim (7rrm) 111nim
212010 200 (0.9mmyx 9cm (90mm) 0.7cm (7mm) T1mm
212016 20g (0.9mrm) x 15cm {150mm) 0.7cm (7mm) 11mm
212020 20g (0.9mrm) ¥ 19cm {190mm) 0.7cm (7mm) 11mm

{1

Bard Peripheral Vascular, Inc.

TRADE SECRET/CONFIDENTIAL INFORMATION
No ify C. R. Bard Before Releasing this Document.

[BARID



Special 510(k)
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 50 of 93

B. How Supplied:
The product is supplied sterdle and non-cywogenic upless nacksae has heery onened or damaged
Sierlized using Ethylene Oxide For singie use ondy. Do Not Reuse. Do Not Resterilize.

2. Indications for Use:

he core naedie tiopey davice is intended fur uss in obtainng Biopsies from soft fissues such
as iiver, kidnsy, prostate, soleen, lvmph nodes and various soft tissue tumaors. |£is not intended
for use 0 bons.

0. Contraindications:
Good medical wdgment shuould be exensiced in considenng iopey on patisnis who ane recsiving
anitcoanulant therapy or whn have bigeding discidsrs.

E. Wamnings:

1. Post-biopsy patierd care may vary with the biopsy technique philized and the individosal
patient's physiologics! condition. Cheervation of vital signs and other precautions
should be taken to avold andfor treat potential complications that may be agsociated
with biopsy procedures,

2. The collection of multiple needle cores may help to snsure the detection of any cancer
tizsiee, A "negative” biopsy in the pressnce of suspicious radiographic finding does not
preciude the presence of carcinoms.

3. The Bare® Monorv® Dispozable Core Biepsy Instrument is not intended for use in hone.

4. The Bare®Moropry® Disposable Core Bispsy Instrument has been designed for single
vse onily. Reusing this medical device bears the risk of cross-patient contamination as
medical devices — particulary those with long and small luming, joints, and/or crevices
between companents — are difflcolt or impossible to clesn once body fuids or lissues
with potential pyregenic or microbial contamination have bad contact with the medical
device for an indeterminable period of time. The regidue of biclogical rmaterial can
prormote the contamination of the device with pyrogens or microorganisms which may
lead to infectious complications.

[

& Do not resterilize the Basn™ Monoe ™ Dispesable Core Biopsy Instrument, After
resterilization, the sterility of the product is not guaranteed because of an indsterminahle
degree of polential pyrogenic or micrebial contamination which may fead to infectious
complications. Cleaning, reprocessing andfor resterifization of the present medical
device increases the probabillty that the device will malfunction due to potential adverse
effects on components that are influsnced by thenmal andior mechanical changes

Mote: i o i i ! po o *'hs‘ gE *Ic

irmperfech

Mote: Alter

wilin accept

F.

1)

[rgy be o po
cal praclices and agpli

Precautions:

@ mdw exffe
opsied,

arvied oUt under imaging conre

o]
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{22

Mever test the prodisct oy finng into the air Damage may cocur 1o the needisfcannila tip andsor

patentiuseriniuny.

4. Before using, insgpact the need!e fo-’ dama d |uo.rt bH t shatt or other impearfections that
wnLicl prevant proper fun 5 are damagad orbant, B0 NOT LUSE.

5 Unusual foree apolied io tr“-P sivlet or unusual resistance against the stviet while axiended out

of the supportive cannuta may causs the styiet to bend at the speoimen notch, & bent speciman

noich may interfere 1 the needis functicn.

3. Potential Complications:

Fotentisl compiications asscciated with core I:uiopsv orocedurss ans silds, but are
iimitad to: hematomsa; hemorrags; infection; a -t tisue miu : cing; hemopiysis;
t argan orvsssel .VL|”rut orex; and air embalism.

.’10|’3:<' non !—tar““t t|95'

deteriorgticn of neurc !
Frompt disgnosis -_zﬂd tm rr"ﬂr"t Mist e considersd sftne ,m! et e ::biits Signs ors “"mru'm-:. ot air
smbalism.

H. Equipment Required:

« Aopropnats imaging modal
o Burgies! oloves and drapss

e Lacal anesthetic as needed

o Baro® TruGune® Coaxial canpuiz {optional)
¢ Srabe

ple coliection container

«  Ciher equipmernt as necegsar

by accessories

Iy

. Directions for Use:

B ® Mowop v® Disposable Cors Blopsy Instrument preparation:
F*]@fo"e‘a LSRG, inEpsct (e riee f Barnaged ooint ert shal or other miperfe o
srevsnt meopar fandion, IFthe ne i damagsd orbent, DG NOT USE.
1 Lsing asentic toohr“que rwrovol"o naturmsnt Tom its package,
f Honay by twisting the rotat
[irr il wiThcleaw the
toand skt in
WO 0T T
serlion, punctire e

1

s thal woiid

nal mechanism at the end

The arrow m
RECOMMENDATION: Fo

Biopsy Procedure:

The tiogey procedure must be o g sppropnate aseptic techniguses

1. Prepare the sile as .ewired. Adequats anssihesia should be administared orior to incision
of tha skin.

2. Wenfy instrument is enermgized {cockad ).

3. insertths tip of the needle pricr ic the lesicn ic be biopsiad.

ig maintamning the instrument's positicn and the nesdis crientation, depress the achuator
[iton to cause both the styist and the cannuia o astomatically advance.
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Semove neadls Tom patent and rotate the end of the instrument cne-naif tum to withdraw
he carnliz and expose the bionsy cpecimen. Remove the specimen,

nal biopsies ofthe same organ sre reguired, withdraw the stvlst by rotating the end
stthe nstiument an addiicnal one-half tum and repesat the procedure.

Warranty:
Bc‘rd Peﬂ'p. weral UE‘:;C'_”&: i wiarranis to the first purchassr of this product that this product will

N nehin fora genod of ene year from the date of first
arranty will e imited to repar or repi nent of
lar's goig discretion or refunding your net prcse naid.
i) from misuse of this product ane not covered by

Fauar)

th|e !!m|ted warram_-,r.

TO THE EXTENT ALLOWABLE BY APPLICABLE LAW THIS LIMITED PRODUCT WARRANTY
I8 IN LIEU OF ALL OTHER WARRANTIES, WHETHER EXPRESS OR IMPLIED, INCLUDING,
BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF MERCHANTARILITY DR FITHNESS FOR
A PARTICULAR PURPOSE. IN NG EVENT WILL BARD PERIPHERAL VASCULAR BE LIABLE
TOYOU FOR ANY INDIRELT, INCIDENTAL OR CONSEQUENTIAL DAMAGES RESULTING
FROM YOUR HANGLING OR USE OF THIS PRODUCT.

e sfcournlries do ric:t F.':Iic.ew i aoof impied warrarties, incids
damagss. You may be entitied to addiicnal remedies under the laws of your sk

s e el
Souniny

silded forthe Lsar's
sed etwees 15
see if additicnat croduct

he igsi page o1 this oo
I'1 = and product use, the user should contact Ban
information is avaiishis.

Assemipled in Mewico

i4)
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Bar0® MonorT +® Disposable Core Biopsy Instrument

Instrurnent de biopsie tissulaire jetable Baro® Monorme®

Baro® MonorTe® Einweg-Stanzhiopsieinstrument

Strumento usa-e-getta per agobiopsie Baro® Monopry®

Instrurnento para hiopsia de nucleo desechable Baro® Monopme®

Baro® Monorme® wegwerphaar kernbiopsie-instrument

Dispositivo descartavel para hiopsia por pungéo tecidular Bare® Monope®
AyIAIOIN0 Epyaheio Bloyiog pe kATTTOUCD BErdvE Baro® MonopTe®
Baro® MonorTe® kemehiopsiinstrument til engangshbnig

Barp® MonorTe® kdmbiopsiinstrumert fér engangsbruk

Kertakayttiinen Baro® Maonarm® -paksuneulahiopsialaite

Baro® MonorT® engangsinstrument til kjemehiopsi

Jednorazowy przyrzad Bare® Maonorty® do biopsji gruboigiowe

Barp® MaonarTe® Bgyszer hasznalatos vastagti-hiopszias eszkiz
Jednorazovy biopticky nastraj Bare® Mownorre® pro core’ biopsii

Baro® Manorry® Tek Kullanimlik Kaor Biyopsi Cihazl

Baro® Manorry® HHEETLEE LT R 234

Baro® MonopTy® LE|E EMH 2|F

OAHOPE30BEIA MHCTRYMEHT LNA TONCTOMMONEHOM B1oncui Baro® Manapy®

Attention, See Instructions For Use
A Attention, vair le mode d'emploi

Achtung! Siehe Gebrauchsanweisung

Attenzione, leggere e istruzioni per 'uso

Atencion: consulte las instrucciones de uso

Let op, zie Gehriksaamwijzing

Atengio, consultar as instrugdes de utilizagao

Npooogf|, pa. Odryie ypAang

Bemaerk, Se hrugsvejledningen

Ohs! Se bruksanvisningen

Huomio! Lue kayttdohjeet

ME! Se hruksarwisningen

Lhiwaga: Malery zapoznad sie 7 instrukcja uycia

Figyelem, lasd a hasznalati utasitast!

Paozor, wiz navod k pouZiti

Dikkat, Kullanim Talimatian'na bakiniz

EE EERERHBE

T2| M2 AE FE

BHUMaHME ! M. MHCTRYKLMMA N0 NPMMEHEHIA

Catalogue Number
REF Mumero de catalogue
Katalognummer
Mumero di catalogo
Mdmero de catalogo
Catalogusnumrmer
Mimero do cataloga
AQIBLAC KaTahOyou
Katalognummer
Adtikelnummer
Luettelonumero
Katalognummer
Mumer katalogowy
Wataldgusszam
Katalogove isla
Katalog Mumaras!
SRR

FIgEa 8=
Homep no kaTanory

. TRADE SECRET/CONFIDENTIAL INFORMATION
Bard Perlpheral Vascular, Inc. No ify C. R. Bard Before Releasing this Document. Bm



Special 510(k)
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 54 of 93

Do Not Réstéﬁiiz&

Contents
e

S ke 2

Nlt-. sten

Lot Mumber Y UseBy
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Mirmem do Lot
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Single Use
housage u STERLE
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Manufacturer
Fabricant

GL

Hersteller
Froduttore
Fabricante
Fabrikant
Fabricante
KaTookeuaoThg
Producent
Tillverkare
amistaja
Frodusent
Procucent
Gyartd

Yyrobce

Uretici

el |

H| == A
MpOK3B0AMTEND

Non-Pyrogenic
Apyrogene
Pyrogenfrei
Apirogeno
Apirdgeno
Miet-pyrogeen
Apirogenico

M) TTupETOYOVD
Pyrogenfri
Pyrogenfri
Pyrogeenitan
Pyrogenfri
Apiragenny
Pirogenmentes
Apyrogenni
Firojenik degildir
HjgtzE M
AMMPOrEHHD

Peel to Open
Peler pour oLkir

PD

Zum Offnen ahziehen

Per aprire staccare qui
Retirar para abrir

Trekken om te openen
Descolar para abrir
ATIOKOAMOTE Y10 v QvoiLel
Traelkes af for at abne

Riv upp far att dppna
Repsise auki

Trekk av for & apne
Zenwad w celu obwarcia

A Kinyitashoz hizza szét
Oteviete strzenim kryci falie
Soyarak Aging

# BN AT R

B FHEStAZ.
MOTAHYTE ANA OTKPEITWA

Gauge Size and Needle Length
Diameétre et longueur de l'aiguille
Grike (Gauge) und Madellange
Calibro e lunghezza dell'ago
Tamafio de calibre v longitud de aguja
MNaalddikte en -lengte

Calibre & comprimento da aguha
MEyEB0C gauge Kol WAKOC pehdvag
Gauge-starrelse ag kanylelzngde
Gaugestariek och kanyllangd
G-koko ja neulan pituus
Gaugestarrelse og ndlelengde
Rozmiar i diugosc ighy

Yastagsag &s thhosszlsag

Primeér a délka jehly

Kalibre BiyOKIOFH0 ve i§ne Uzuniubu
BigRTMEHE

Holx =7 ¢ Hhs 2ol

Kanuap 1 4nwHa uimel

Length of Sample Notch
Longueur d'encoche d'échantilonnage
Lange der Praobenkerbe

Lunghezza dell'incava peril campione
Longitud de la muesca de la muestra
Lengte wan inkeping

Comprimenta da entalhe da amostra
MFAKOG eykOTTAG GeiypoTog

Leengde af praverille

Provskarans langd

Naytelowen pituus

Lengden pa prevetakingshakket
Dtugose weigcia prabki

Mintavewd horony hossza

Deélka draZky na vzorek

Omek Centik Uzunludu

HEMORR

AHE & Lo

OniuHa Belemk ANA 0Bpasya

Penetration Depth
Profondeur de pénétration
Penetrationstiefe
Profondita di penetrazione
Profundidad de penetracian
Penetratiediepte
Profundidade de penetracao
BdBog disiobuong
Penetrationscyhde
Penetrationsdjup
Penetraatiosyyys
Penetrasjonsdyhde
Giebokosé penetracii
Behatolasi melyseq
Hloubka priniku

Ging Derinligi

FAlFE

& 2ol

TMyGIHA NPOHMKHOBEHKA
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Do Not Use if the Product Sterilization Barrier or its Packaging is Compromised

Me pas utiliser si la bamiere de stériisation ou I'emballage du produit est endommagé

Bei beschadigter oder offener Steriverpackung nicht verwenden

Mon utilizzare se |a barriera di sterilizzazione del prodotto o la confezione sono compromessi

Mo utilizar sila barrera de esterilizacion del producto o su envase estan dafiadaos

Miet gebruiken wanneer de sterilisatiebarriére van het product of de verpakking is aangetast

Mao utilizar se a barreira de esterilizagdo do produto ou respectiva embalagemn estiverem comprometidas
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M3 ikke anvendes, hvis produktets steriliseringsbarriere eller emballagen er kompromitteret.

Anvand inte om produktens sterla barrar eller dess farpackning ar skadad

Ei saa kayttaa, jos tuotteen sterilointisuojaus tai pakkaus on vaurioitunut

Bruk ikke produktet hvis den sterile harieren eller emballasjen er brutt

Mie uzywac, jesli naruszono steryinosc produktu lub jego opakawanie

Me hasznaljia, ha a termeket vedd steril zar vagy a csomagalas semit

MNepouzivejte wyrobek s narudenou sterlizaéni ochranou nebo poruderym obalem.

Urin Steril Bariyeri veya Ambalaj zarar gomigse kullanmayin
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Authorised Representative in the European Community
Feprésentant autorise au sein de la Communaute eurapeenne
Bevolimachtigter in der Europaischen Gemeinschaft
Rappresentante autorizzato nella Comunita Europea
Representante autorizado en la Comunidad Europea
Gemachtigde binnen de Europese Gemeenschap
Representante autorizado na Comunidade Europeia
EZoumodornpeyos avimTpacwTog oTny EUpWTTaik) Komornra
Autariseret repraesentant | Det Europaeiske Faellesskab
Auktoriserad representant inom EG
Yaltuutethu edustaja Euroopan yhteisdssa
Autarisert representant i EU
Autaryzowany przedstawiciel na terenie Unii Europejskie)
Meghatalmazott kepviseld az Eurdpai Kozdssegben
Autarizaovany Zastupce v Evropske unii
Avrupa Topluludu Yetkili Temsilcisi
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Bard, Max-Core, Monopty, and TruGuide are trademarks and/or registered trademarks of C.R. Bard, Inc. or an affiliate.

Bard, Max-Core, Monapty et TruGuide sont des margues et (ou) des margues déposées de C. R, Bard, Inc. ou d'une de ses filiales.
Bard, Max-Core, Monopty und TruGuide sind Marken undfoder eingetragene Marken von C R, Bard, Inc., oder einer Tochtergesellschaft.
Bard, Max-Core, Monopty e TruGuide sono marchi commerciall efo registrati di C.R. Bard, Inc. o di una sua affiliata.

Bard, Max-Core, Monopty y TruGUide son marcas comerciales yo comerciales registradas de C.R. Bard, Inc. o de una filial.
Bard, Max-Core, Monopty en TruGuide zijn handelsmerken en/of gedeponeerde handelsmerken van C.R. Bard, Inc. of een
daarmee geaffilieerd bedriff.

Bard, Max-Core, Monopty e TruGuide s3o marcas comerciais efou registadas da C.R. Bard, Inc. ou de uma empresa afiliada.
O ovouaoizg Bard, Max-Core, Monopty ko TruGuide eival summopikd ofjpara f kol ofuara karare8éia e C. R, Bard, Inc. f
KETTOIOG BUYTTRIKAS THE.

Bard, Max-Core, Monopty og TruGuide er registrerede varemaerker tilherende C. B. Bard, Inc. eller et tilkryttet selskab.

Bard, Max-Core, Monopty och TruGuide &r inregistrerade varumarken som tillhdr C. R. Bard, Inc. eller affilierat firetag.

Bard, Max-Core, Monopty ja TruGuide ovat C. R. Bard, Inc:n tai sen tytaryhtiéin tavaram erkkejd ja'ta rekisterdityja tavaramerkkeja.
Bard, Max-Core, Monopty og TruGuide ervaremerker og/eller registrerte varemerker som tilherer C.R. Bard, Inc. eller et
tilkryttet selskap.

Bard, Max-Core, Monopty | TruGuide s3 znakami towardwymi iflub Zarejestrowanymi znakami towarowymi firmy C. R, Bard, Inc.
Iub jej spatek stawarzyszonych.

Afaz) Bard, Max-Core, Monapty es afaz) TruGuide a ©. F. Bard, Inc. vagy tarsvallalatanak bejegyzett vadjegye.

Bard, Max-Core, Maonapty a TruGuide jsou achranné znamky afnebo registrovane ochrannge znamky spaleénosti C. R Bard,
Inc. nebo jeji pobodky.

Bard, Max-Core, Monopty ve TruGuide, CR. Bard, Inc.in veya badl kurulugunun tican markalan vefveya tescilli icar markalandir.
Bard » Max-Core » Monopty 0 TruGuide 2 C. R. Bard, Inc. St EHE@EIEREEN, - L IMEE -

Bard, Max-Core, Monopty 2 TruGuide= C.R. Bard, Inc. s A2l 4% A/iEs SE4EL U

Bard, Max-Core, Monopty 1 TruGuUide — TOBApHEIE 3HAKW MMM 33PEMMCTPMPOB 3HHBIE TOBAPHEIE 3HAKKM KOMNaHMKM C. R, Bard,
INC. MK BE A0HERHMX KOMMAHWIA.

©

Copyright ©2012 C. R. Bard, Inc. All rights reserved.

Copyright @2012 C. R, Bard, Inc. Taus droits reserves.

Copyright ®2012 . K. Bard Inc. Alle Rechte vorbehalten.

Copyright @2012 ©. K. Bard, Inc. Tuti i dintti nservati.

Copyright 2012 C. R. Bard, Inc. Reservados todos 105 derechos.

Copyright ®2012, C. R. Bard, Inc. Alle rechten woortbehouden.

Copyright 2012 C.R. Bard, Inc. Todos os direitas reservadas.

Myveupankd Akawpars @2012, C. R Bard, Inc. Mg Trpy emgplsain moviag Sikgiiyarag.
Copyright @2012 . K. Bard, Inc. Alle rettigheder forbeholdes.

Copyright @2012 C. R. Bard, Inc. Alla rattigheter firbehalina.

Copyright @2012 C.R. Bard, Inc. Kaikki oikeudet pidatetaan.

Copyright @2012 C. R. Bard, Inc. Alle rettigheter forbeholdt.

Copyright 2012 C. R. Bard, Inc. Wszelkie prawa zastrzezone.

Copyright 2012 C. R. Bard, Inc. Minden jog fenntartva.

Copyright @2012 C. R, Bard, Inc. Wiechna prava wwhrazena.

Yapit hakk ©2012 C. R, Bard, Inc. Tam haklan sakidir.

Copyright 2012 C. R. Bard, Inc. {R &SR -

Copyright ® 2012 C. R, Bard Inc. 28 J2l= g2 F oo

ABTOPCKWME Mpaga @ 2012 1, koMnaHmA C. R. Bard, Inc. Bce Npaea 3alluweHs!.
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]
Manufacturer: Authorised Representative
Bard Peripheral Wascular, Inc. in the European Community
1625 Wviest 3rd Strest 008 Bard Limited
Tempe, A7 85281 Forest House

USA, Tilgate Forest Business Park
Brighton Road, Crawley
West Sussex

TEL: 1-480-884-8515 RH11 9EF, UK

1-800-3214254

FAX. 1-480-966-7062
1-8300-440-5376

wiviwd bardbiopsy.com

3ANIRD

BIOPSY SYSTEMS

PK1280000 Rev. 0 05/12
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Special 510(k)
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MpwBop gns Toenan-Groncim 2000
Méstrol na hrubaihlov biopsiu 10
PIIZBNO00 Rev 1 G713 \_ J
Multi-language Label Tray Lid Label

B veriabieFieas

BARD® MohoPTY® 1~ = [ REF iz 000000 X
Disposable Core Biopsy Instrument @ e MO XK KX
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Core-Biopsie-Instrument
Sirumento per agobiopsie
Instrumento de biopssa central
Hallenaaldbiopsi
Ingtrumento de B
Egyako Blowiag A
Core biopsiinstrument

Box Label

Variable Fields
Core Biopsy Instrument

Insirurment pour biopse & lrocerl

' 3
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Bard® Max-Core® Disposable Core Biopsy Instrument (English Only)
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BarD® Max-Core®
Disposable Core Biopsy Instrument
Instructions for Use

B2rD® Mex-Core® Instrument pour biopsie a usage unique
Mode d'emploi

B2rD® Mex-Core® Einweg-Biopsieinstrument
Gebrauchsanweisung

BarD® Max-Core® Strumento Usa-e-Getta per Agobiopsia
Istruzioni per I'Uso

B2rD® Max-Core® Instrumento de Biopsia Desechable
Instrucciones de uso

B2rD® Mex-Core® Biopsie-instrument voor eenmalig gebruik
Gebruiksaanwijzing

BarD® Max-Core® Instrumento de Biopsia Descartavel
Instrugdes de Utilizagao

B2rD® Mex-Core® Avaiioiho epyaisio Bloyiag Bia BeAdvag
Odnyieg ¥priong

B2rD® Mex-Core® Biopsiinstrument til engangsbrug
Brugervejledning

B2rD® Max-Core® Biopsiinstrument fér engangsbruk
Bruksanvisning

Kertakayttéinen Baro® Mex-Core® -paksuneulabiopsialaite
Kéyttdohjeet

B2rD® Mex-Core® biopsiinstrument til éngangsbruk
Bruksanvisning

Przyrzad do hiopsji jednorazowego uzytku BarD® Max-Core®
Instrukcja uzycia

B2rD® Mex-Core® Egyszer Hasznalatos Biopszias Eszkéz
Hasznalati utasitas

B2rD® Mex-Core® Jednorazovy nastroj pro biopsii

Pokyny k pouZiti

BarD® Max-Core® Tek Kullanimlik Kor Biyopsi Aleti Biyopsi Aygiti
Kullanma Talimati

BarD® Max-Core® HAZER 204 A 234

EARA

Baro® Max-Core® Uz ZSMH 2|7

ME A E

OAHOPAa30BbIi MHCTPYMEHT ANA TONCTOMroNbHOM Buoncun Barp® Max-Core®
WHCTPYKUMKM MO MPWUMEH EHUIO

Jednorazovy nastroj na hruboihlovd biopsiu Bapp® Max-Core®
Navod na pouZitie

3ANRID

BIOPSY SYSTEMS
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msiructions for Use.
Caution: Federal (U.8.A.) law restricts this device to saie by or on the order of a physician.
A. General Information and Device Descriptiol

m
=
Q
=
n
T

Istor but
I Green=14 gauge.

Cﬁtuar:.'obget.:’e Gauge Size and Needie Length Lengt;:tfciample Perlijeet;:on
MC1410 A4ag{? tmmyx A0cm {100mm} 1 8cm {1 22mm
MCTA18 mm i x 16om {1 22mm
MCTE1T Tommyx 0o (1G8mm 22mm

imrgx 6o (1 22mm

18a {1 2mmix 10cm (100 F2mm

METE1E 18g {1 2mm}x Z2mm
18 {1 2mm)x ; 1 22mm

MOCT82E 48017 2mmix 250 (255mm} 4 Hom {18mm) Z2mm
sCE0 20085 Smm i 10om (158mm T Bom T8 Z2rmm
M08 F00 0 8mm ;< TEerm (180mm) 4 2om (germ) 2zmm
MOZ020 20015 2mmgx 200 (Z20Gmm} S5 fgman 2Z2mm

2. How Supplied:
The product is supphed sterite and nor-pyregsnic unless the package has besn opened of damaged. Sterilized using Ethylene
Odeke, For single use onby, Do Not Reuse, Do Not Resteriiize,

&, ingications for Use:
Trie core nesdie biopsy dev

ice ic intended for use in obiaming biopsies Tont sof tissues such as liver, kidney, prostate, splsan,

iy | 310 nd vancus el IssU2 tmers s nat iniendad for use i ane

0O, Contraindications:

&nad med: Jmant shcuid b2 exarcised in conedening hiopsy on paiients wha are recensng anticosguiant theracy or whe
rave a bleeding problem

E YWarnings:

1. Pestbiopsy patient care may vary with the biopey technigus utilized and the individual patient's physiclogical
condition. Gheervation of vital signs and other precautions should be {aken (o avoid and/or treat potential
complications that may be associated with biopsy procedurss,

2. The collection of multiple needie cores may help to ensure the detection of any cancertissue. A "negative” biopsy
in the presence of suspicious radiographic findings doees not preciude the presence of carcinoma.

3. The Baro® Max-Core® Biopsy Instrument has been designed for single use only. Reusing this medical device bears
the risk of cross-patient contamination as medical devices — particulary thozse with long and small lumina, joints,
andfor crevices between cormponents — are difficult or impossible to clean ence body fluids or tissues with potential
pyrogenic or microbial contamination have had esntact with the medical device for an indeterminable period of time.
The residue of biclogical material can promote the contamination of the device with pyrogens or microorganisms
which may lead to infectious complications.

4. Do nof resterilize the Baro® Max-Core® Biopsy Instrument. After resterilization, the sterility of the product is not
guaranteed because of an indeterminable degres of polential pyrogenic or microbial contamination which may lead
to infectious complications. Cleaning, reprocessing and/or resterilization of the present medical device increases the
probability that the device will malfunction due to potential adverse effects on components that are influenced by
thermal andfor mechanical changes.

Mote: IF collecting multiple samples, inspect the needie for damaged boint, bent shaflt or other imperfections after sach

sample is collected. Do not use needle if any impefection is noted.

MNote: After use, this product may be a potential bichazard. Handle and dispose of in accordance with acceptable medical

practice and with applicable local, state, and federal laws and reguiations.

F. Precautions:
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G. Potential Complications:

“otennal complicancne sssocated

S 555

fUs ancior

7 g dicative of air
2 catiert exhebits signe or sumpioms of ar emboiem

of 5ing

te censiderad :

g

. TRADE SECRET/CONFIDENTIAL INFORMATION
Bard Perlpheral Vascular, Inc. No ify C. R. Bard Before Releasing this Document. Bm



Special 510(k)
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 66 of 93

ENGLISH

H. Equipment Required:

+  Appropriate imaging modality accessories

+  Surgical gloves and drapes

+  Local anesthetic

+  Baro® TRUGUIDE® Coaxial Cannula (optional)

+  Scalpel

+  Sample collection container

+  Other equipment as necessary

|. Directions for Use:

Barp® Max-Core® Biopsy Instrument preparation:

Before using, inspect the needle for damaged point, bent shaft or other imperfections that wiould prevent proper function. If the

needle is damaged or bent, DO NOT USE.

1. Using aseptic technigue, remove the Instrument from its package. See Figure 1

Note: To remove the protective needle sheath and yellow guard, you must energize (cock) Instrument

2. Energize {cock) Instrument by pulling back on the top slide to withdraw the cannula and lock in place. See Figure 2. Then pull
back on the bottom slide to withdraw the stylet and lock in place. See Figure 3. Remove protective needle sheath and vellow
guard. Instrument is ready to fire when both slides are locked back

Recommendation: For ease of insertion, puncture the skin with a scalpel at the entry site

Biopsy Procedure:

The biopsy procedure must be performed using appropnate aseptic technigues.

1. Prepare site as required. Adeguate anesthesia should be administersd prior to incision of the skin.

2. Venfy Instrument is energized {cocked). See Figure 3

Note: Do not place fingers in front of cocking slides once Instrument is energized (cocked) Impeding cocking slides' movement

will impact functionality.

2. Inzert tip of needle to the point to be biopsied
4. wWhile maintaining Instrument's position and the needle orientation, depress the rear actuator button, or push the side actuator
forwiard (direction of amow), to cause bath stylet and cannula to automatically advance
5. Remove needle from patient and pull back on the top slide to withdraw the cannula and expose the biopsy specimen
(See Figure 2). Remaove the specimen.
6. If additional biopsies are required, pull back on the bottom slide to withdraw the stylet and repeat the procedure
Figure 1

+  As Packaged (Protective Needle Sheath and Yellow Guard Mot Shawn)
+  Instrument Mot Energized {Cocked)
+  Not Ready to Fire

Figure 2

+  Top Slide Locked Back
+  Biopsy Sample Motch Exposed
Figure 3

+  Top Slide and Bottom Slide Locked Back
. Instrument Energized {Cocked)
+ Ready to Fire

Warranty

Bard Peripheral Vascular warrants to the first purchaser of this product that this product will be free from defects in materials and
waorkmanship for a period of one year from the date of first purchase and liability underthis limited product wiamanty will be limited
to repair or replacement of the defective product, in Bard Peripheral Vascular's sole discretion or refunding your net price paid
Wyear and tear from normal use or defects resulting from misuse of this product are not covered by this limited wanmanty.

TO THE EXTENT ALLOWABLE BY APPLICABLE LAW, THIS LIMITED PRODUCT WARRANTY IS IN LIEU OF ALL OTHER
WARRANTIES, WHETHER EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. IN NO EVENT WILL BARD PERIPHERAL VASCULAR
BE LIABLE TO YOU FOR ANY INDIRECT, INCIDENTAL OR CONSEQUENTIAL DAMAGES RESULTING FROM YOUR
HANDLING OR USE OF THIS PRODUCT.

Some states/countries do not allow an exclusion of implied wamanties, incidental or consequential damages. You may be entitled
o additional remedies under the laws of your state/country

Anissue or revision date and revision number for these instructions are included for the user's information on the last page of
this booklet . In the event 36 maonths have elapsed between this date and product use, the user should contact Bard Peripheral
WVascular to see if additional product information is available

Aszsembled in Mexico

4]
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Use By
A utiliser avant
Verwendbar bis

Utilizzare entro
UUsar antes de

Te gebruiken woor
Prazo de validade
Huspopnvia Aidng
Anvendes far
Utgangsdag
Kaytettawa ennen
Brukes innen
Termin waznosci
Felhasznalhatd
Datum pouZiti
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Menonesoeate oo
Spotrebovat’ do
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Sterilisiert mit Ethylenoxid
Sterilizzato mediante ossido di etilene
Esterilizado mediante dxido de efileno

Gesterilisesrd met behulp van ethylesnoxide

Esterilizado por dxido de etileno
ATTOCTEIPLIMEYD JE QIBUASYOEEDIO
Steriliseret med ethylenoxid
Steriliserad med etylenoxid
Steriloitu etyleenioksidilla
Sterilisert med etylenoksid
Produkt sterylizowany tlenkiem etylenu
Etilén-oxiddal sterilizalva
Sterilizovano etylenoxidemn

Etilen Oksit Ile Sterilize Edilmigtir
ERRECIREES
sstoEHeR UF Halg
CTepnnus0BaH0 STUNEHOKCULOM
Sterilizowvané etylénoxidom

Single Use
A usage unique
MNur zum Einmalgebrauch
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Un solo uso

Yoor eenmalig gebruik
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Engangshrug

Engéngshruk
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Engangstruk
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OpHOKPaTHOMD NpUMEHEHNA
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Do Not Resterilize
MNe pas restériliser
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Miet opnieuw steriliseren
N&o reesterilizar
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ENEEES
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MoBTOpHEA CTepUnaaLns sanpelyeHa
Mesterilizujte opakovane

Do not use if the product sterilization barrier or its
packaging is compromised

Me pas utiliser si la barrigre de stérilisation ou 'emballage du
produit sont endommageés

Bei beeintrachtigtern Sterilschutz oder beschadigter Verpackung
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Lyft har
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Laft her
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Rappresentante autorizzato nella Comunita Europea
Representante autonizado en la Comunidad Europea
Gemachtigde binnen de Europese Gemesnschap
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Bard, Max-Core, and TruGuide are trademarks and/or registered trademarks of C. R. Bard, Inc. or an affiliate.
Bard, Max-Core et TruGuide sont des margues commerciales etfou des marques déposées de C. R. Bard, Inc. ou
d'une de ses filiales

Bard, Max-Core und TruGuide sind Marken undfoder eingetragene Marken von C. R Bard, Inc. oder einem
Tochterunternehmen.

Bard, Max-Core e TruGuide sono marchi commerciali e/o registrati di C. R Bard, Inc. o di una sua affiliata

Bard, Max-Core y TruGuide son marcas comerciales wo marcas comerciales registradas de C. R, Bard, Inc. o de una
filial

Bard, Max-Core en TruGuide zijn handelsmerken enfof gedeponeerds handelsmerken van C. R. Bard, Inc. of een daar-
mee geafflieerd bednjf.

Bard, Max-Core & TruGuide sdo marcas comerciais e/ou marcas comerciais registadas da C. R. Bard, Inc. ou de uma
empresa afiliada.

Ta Bard, Max-Core kol TruGuide givan epmmopikd ofjpora Kaf) ofuor o karatedevta tng C. R, Bard, Inc. f) kdmoiag
TUYDEGLIEVNC ETCIPEITE.

Bard, Max-Core og TruGuide er varemaerker ogleller registrerede varemaerker tilherende C. R. Bard, Inc. eller et tilkny-
ttet selskab.

Bard, Max-Core och TruGuide ar varumarken eller registrerade varumarken som ags av C. R. Bard, Inc. sller affilierat
foretag

Bard, Max-Core ja TruGuide ovat C. R. Bard, Inc:n tai sen tytaryhtion tavaramerkkeja jaftal rekisterdityja
tavaramerkkeja

Bard, Max-Core og TruGuide ervaremerker ogleller registrerte varemerker som tilharer C. R, Bard, Inc. eller et tilkny-
ttet selskap

Bard, Max-Core oraz TruGuide sg znakami towarowymi i/lub zastrzezonymi znakami towarowymi firmy C. R, Bard, Inc
|ub jej spotek stowarzyszonych

ABard, a Max-Core és a TruGuide a C R. Bard, Inc. vallalatnak vagy valamelyvik leanyvéllalatanak veédjegye

esfragy bejegyzett védjegye

Bard, Max-Core a TruGuide jsou ochranné znamky nebo zapsané ochranné znamky spoleénosti C. R, Bard, Inc. nebo ses-
terskych spolecnaosti

Bard, Max-Core, ve TruGuide, C. R. Bard, Inc. veya bir yan sirketinin tican markalan vefveya tescilll ican markalaridir.
Bard, Max-Core 1 TruGuide & C R Bard, Inc. StEL [T Bl @20 HmEE -

Bard, Max-Core % TruGuide = C. R. Bard, Ine. B HIBARR| &% YieEs ESAERLC)

Bard, Max-Core u TruGuide — ToBapHble 3Haky WM 3apericTprpoBaHHele ToBApHLIE 3Haky komnaHk C. R, Bard,
INc. WK ee A0YepHMX KOMNAH WA

Bard, Max-Core a TruGuide sU ochranné znamky afalebo registrované ochranné znamky spolognosti C. R, Bard, Inc.
alebo jej pridruZenegj spolodnosti
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“ Manufacturer: )
Bard Peripheral Vascular, Inc. Authorised Representative
1625 West 3rd Street in the European
Tempe, AZ 85281 Community
USA 0 0 8 Bard Limited

Forest House
TEL: 1-480-894-9515 Tilgate Forest Business Park
1-800-321-4254 Brighton Road, Crawley
FAX: 1-480-966-7062 West Sussex
1-800-440-5376 RH11 9BP, UK

www .bardbiopsy.com

SANRID

BIOPSY SYSTEMS

PK1279900 Rev. 0 05/12
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Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument

Special 510(k)
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Instrument pour biopsie au trocart
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Multi-language Label Tray Lid Label
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Appendix 5: Indications for Use Statement
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Indications for Use

510(k) Number (if known):

Device Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument

Indications for Use: The core needle biopsy device is intended for use in
obtaining biopsies from soft tissues such as liver, kidney,
prostate, spleen, lymph nodes and various soft tissue
tumors. It is not intended for use in bone.

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 IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Appendix 6;: FDA Communication
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Addition of Needle Lengths Letter (dated June 26, 1995)

and FDA Concurrence Letter (dated July 26, 1995)
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C. R. Bard, Inc.
8195 Industrial Blvd.
Covington, GA 30209

[BANRID

June 26, 1995

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation -
510(k) Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

Attention: Ms. Laura Byrd, DRAERD; Urology Branch

Re:  #K922939: Addition of 25¢m and 30cm needle lengths to Bard®
Monopty® Disposable Biopsy Instrument product line

Per conversations between Laura Byrd of FDA and Steven Mercereau of C.R.
Bard, Inc. on March 14, 1995 and between Laura Byrd of FDA and Donna
Wilson of C.R. Bard, Inc. on May 16, 1995, this letter is being submitted as an
amendment to a concurred 510(k) file, #K922939. This 510(k) referenced
needles in lengths of 10, 16 and 20cm. We would like to add the lengths of 25
and 30cm to the product line. Therefore, we ask that you consider the
information included in this letter, make a determination as to whether a
new 510(k) is required for this change, and if no new 510(k) is required that
you include a copy of this letter in the 510(k) file as notice of the additional
needle lengths. We also request that you provide us with written notification
of your decision.

Per our interpretation, the April 1994 draft guidance document regarding
when to file a 510(k) states that the addition of product sizes (dimensions)
outside the previously cleared, via 510(k), ranges would require the
submission of a new 510(k) for the new dimensions. However, we feel that
this document may allow some flexibility in that it seems reasonable to
assume that the requirement for filing a new 510(k) when going outside the
previously cleared dimensional ranges would apply only to the more critical
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device dimensions for which a change could significantly effect device
performance in terms of safety or effectiveness.

Bard intends to market Monopty and Maxe®Core™ Disposable Biopsy
Instruments with needles in lengths of 25cm and 30cm for the 16 gauge and
18 gauge needle lines only as these are the needles sizes for which additional
length would be useful to the physician (see attached Equivalency Table, Part
IX). This addition would be for the entire line of Monopty Disposable Biopsy
Instruments and MaxeCore Disposable Biopsy Instruments.

biopsy instrument offers ergonomic enhancement in terms of potential one-
handed cocking of the device, an additional firing button or trigger to allow
firing with either thumb or finger and changes to the outer shape of the
device that will prevent it from rolling off hard surfaces.
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It should be noted that there are no new claims or new indications for.use
associated with the longer length biopsy needles and no changes in materials
of construction. Medical risk assessments, engineering reviews and FMEAs
(Failure Modes and Effects Analyses) confirm that lengthening the 16 gauge
and 18 gauge needles to 25cm or 30cm does not significantly effect device
safety or effectiveness.

C.R. Bard, Inc. has not publicly disclosed or acknowledged that fact of its
intent to market the longer needles to any individual outside its employ,
other than disclosures made under commercial agreements containing
appropriate safeguards for secrecy. Per 21 CFR 807.95(b), C. R. Bard, Inc. also
requests that the FDA keep and maintain confidential the contents of this
letter. h

Should you have any questions regarding this letter, please call me at 404-784-
6135.

Sincerely, 5 4
i | / ' 3
L;)'/;gwyf’{ '/L/E/fff\f\

Donna J. Wil,éon
Director, Regulatory Affairs

Enclosure

CERTIFIED MAIL

Bard and Monopty are registered trademarks of C.R. Bard, Inc. or an affiliate.

MaxeCore is a trademark of C.R. Bard, Inc. or an affiliate.
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CONFIDENTIAL

Equivalency Table

Comparison Charts of Some Currently Marketed Products

Product

and Proposed Bard Product

Part1

Current Bard

#K922939

15 Gauge N/A

16 Gauge

18 Gauge

19 Gauge N/A

20 Gauge

BIP Company

13 Gauge

14 Gauge

15 Gauge N/A

16 Gauge

18 Gange

19 Gauge N/A

20 Gauge

Co. Product

Biopsy Needle

D

13 Gauge N/A

14 Gauge

15 Gange N/A

16 Gange N/A

18 Gauge

19 Gange N/A

20 Gauge

x

Boston Scientific Corp. Product

Thameter::

BE Gauge N/A

14 Gauge

15 Gauge

16 Gauge N/A

18 Gauge

19 Gauge N/A

20 Gauge

Cook Inc. Product

PartV

14 Gauge
15 Gauge

13 Gauge N/A

. | 16 Gauge
/| 18 Gauge
19 Gauge
20 Gauge

Bard Peripheral Vascular, Inc.
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i

Inrad Product

CONFIDENTIAL

Equivalency Table
Comparison Charts of Some Currently Marketed Products
and Proposed Bard Product

13 Gauge N/A

14 Gange

15 Gauge N/A

16 Gauge

18 Gauge

19 Gauge N/A

20 Gauge

Manan Medical Pr

oducts, Inc. Prod

13

13 Gauge N/A

14 Gauge

15 Gauge N/A

16 Gauge

18 Gauge

19 Gauge N/A

20 Gauge

13 Gauge N/A

14 Gauge

15 Gauge N/A

16 Gauge

18 Gauge

19 Gauge N/A

20 Gauge

Proposed Bard Pro

T

Dhamet,

13 Gauge N/A

14 Gaunge

15 Gauge N/A

16 Gaunge

18 Gauge

19 Gauge N/A

20 Gauge

Bard Peripheral Vascular, Inc.
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L $ERVICE
¥ 5
» 4

./a D W@WTW‘P@WH & HUMAN SERVICES
.‘.‘h RE L E U‘U JIL 26 235 Food and Drug Administration

Public Health Service

ST,
(3

&

. 9200 Corporate Boulevard
Rockville MD 20850

REGULATORY AFFAIRS

K922939
Addition of 25cm and 30cm Needle

C. R. Bard, Inc. Lengths to Bard® Monopty® Disposable
8195 Industrial Boulevard Biopsy Instrument Product Line

Covington, Georgia 30209 Dated: June 26, 1995
Received: June 30, 1995

Ms. Donna J. Wilson Re:
Director, Regulatory Affairs

Dear Ms., Wilson:

We have reviewed the information dated June 26, 1995, regarding the 510(k)
notification K922939 previously submitted for the device referenced above.
solely on the information that you have provided, it does not appear that you have
significantly changed or modified the design, components, method of manufacture,
or intended use of the.device referenced above (see 21 CFR 807.81(2)(3)). It is,
however, your responsibility to determine if the change or modification to the
device or its labeling could significantly affect the device's safety or
effectiveness and thus require submission of a new 510(k). The information you'

have supplied will be added to the file.

Based

Sincerely yours,

1. (A
A ] Ly s

Lillian Yin, Ph.D.

Director, Division of Reproductive,
Abdominal, Ear, Nose amnd Throat,
and Radiological Devices

Office of Device Evaluation

Center for Devices and
Radiclogical Health
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Addition of Echogenicity Claim Letter (dated July 18, 1996)

and FDA Concurrence Letter (dated September 3, 1996)

: TRADE SECRET/CONFIDENTIAL INFORMATION
Bard Pe”pheral Vascular, Inc. No ify C. R. Bard Before Releasing this Document. Bm



Specqioal 510(k): Device Modification
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 86 of 93

‘ gard, Inc.
,95 Industrial Blvd.
Covington, GA 30209

July 18, 1996 [B m

Ms. Laura Byrd

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation

DRAERD, Urology Branch (HFZ-470)
9200 Corporate Blvd.

Rockville, MD 20850

Re:  #K922939:  Bard Monopty Disposable Biopsy Instrument Product Line -
Echogenic claim

Dear Ms. Byrd:

Per conversations between Laura Byrd of FDA and Donna J. Wilson of C. R. Bard, Inc.
on January 19, 1996, voice mail message from Laura Byrd of FDA the week of May 6,
1996, and subsequent conversations betv-een FDA and Bard, this letter is being submitted
endment to a concurred 510(k) file, #K922939. This 510(k) referenced

C. R. Bard, Inc. intends to market Monopty Disposable Biopsy Instruments (including
the ergonomically enhanced Max+Core models) with the same needle dimensions (gauge
and length) and made using the same materials as described in #K922939 and the June 16,

1995, letter to file.

. TRADE SECRET/CONFIDENTIAL INFORMATION
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Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument

The Indications for Use remain the same but the description of the needles and associated
marketing claims would contain the words "echogenic" and "enhanced echogenicity",
"significantly more visible" and similar terms indicating enhanced visualization during
ultrasound procedures.

Therefore, we ask that you consider the information included in this letter, make a
determination as to whether a new S10(k) is required for this change, and if no new 510(k) is
required that you include a copy of this letter in the 510(k) file (#K922939) as notice of the
Bard Monopty/Max+Core Disposable Biopsy Instrument Product Line echogenic needle
claim. We also request that you provide us with written notification of your decision.

It should be noted that other than a claim of echogenicity or enhanced visualization during
ultrasound procedures there are no new claims or new indications for use associated with
the echogenic needles and no significant changes in materials of copstruction. No changes
in design that could signifi : ffectiveness have been made since

C. R. Bard, Inc. has not publicly disclosed or acknowledged that fact of its intent to
market the Bard Monopty and Max+Core product lines with an echogenic claim to any
individual outside its employ, other than disclosures made under commercial agreements
containing appropriate safeguards for secrecy. Per 21 CFR 807.95(b), C. R. Bard Inc.
also requests that the FDA keep and maintain confidential the contents of this letter.

Should you have any questions regarding this letter, please call me at 770-784-6135.
Sincerely,

Donna J. Wilson
Director, Regulatory Affairs

Enclosure

CERTIFIED MAIL

Bard Peripheral Vascular, Inc.

Page 87 of 93
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. 2
& .‘all'Ffu
_/(. DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
%
“,
q"’mn
‘7 Food and Drug Administration

9200 Corporate Boulevard

E “ 1] B : Rockville MD 20850
m S 16 1555
SEP 3 [gos

REGULATORY AFFAIRS |

Ms. Donna J. Wilson
Diractor, Regulatory Affairs
C.R. Bard, Inc.

8195 Industrial Boulevard
Covington, Georgia 30208

Re: X936194; K922939; K934370; and K910720
Coaxial Biopsy Needle; Bard Monopty Disposable Biopsy
BIP [Bard Magnuml] Biocpsy Needles;

R

Instcuiment Product Line;
and Bard Biopty-Cut Biopsy Needles
Dated: July 18, 1896

Dear Ms. Wilson:

We have reviewed the information dated July 18, 1996, regarding the 510 (k)
notifications X936194, K922939, K9343270, and X910720 previously submitted for
the devices referenced above. Based solely on the information that you have
provided, it does not appear that you have significantly changed or modified
the designs, components, methods of manufacture, or intended use of the
devices referenced above (see 21 CFR 807.81(a) (3)). It is, however, your
responsgibility to determine if the change or modification to the devices or
their labeling could significantly affect the devices' safety or effectiveness
and thus require submission of a new 510(k). The information you have
supplied will be added to the file.

Sincerely yours,

Lllllan Ph. D.

Dlrecto:, DlVlSlOn of Reproductive,
Abdominal, Ear, Nose and Throal,
and Radiological Devices

office of Device Evaluation

Center for Devices and
Radiological Health

. TRADE SECRET/CONFIDENTIAL INFORMATION
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Appendix 7: Declaration of Conformity with Design Controls

: TRADE SECRET/CONFIDENTIAL INFORMATION
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Declaration of Conformity
with Design Controls

Verification and Validation Activities: As required by the risk analysis, all verification
and validation activities were performed by the designated individual(s) and the results
demonstrated that the predetermined acceptance criteria were met.

, *
I |2 17 -3
Ruben Perez h Date
Staff Engineer

Bard Peripheral Vascular, Inc.

Manufacturing Facility: The manufacturing facility is in conformance with the design
control procedure requirements as specified in 21 CFR 820.30 and the records are
available for review.

Seel M\ el 1Z-19-3

Scott Neal * Date
Director of Quality Assurance
Bard Peripheral Vascular, Inc.

TRADE SECRET/CONFIDENTIAL INFORMATION
Bard Peripheral Vascular, Inc. Notify C. R. Bard Before Releasing this Document. m
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NOTE: This form is REQUIRED for holds and for final decisions.

Reviewer Name Shani Haugen

510(k) Number K133948-52

Please list CTS decision code: SE - Substantially Equivalent

[[] Hold (Additional Information or Telephone Hold) Hold Date

DqQ Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.)

[} Incomplete Response - Convert Supplement to Amendment {attach email sent to firm)

[(] AddtoFile

{review staff should follow the instructions and complete the memo/routing sheet at:
http://eroom.fda.gov/eRoom/CDRH3/CORHPremarketNotification510kProgram/Q 3bba7. DCC should refer to that documentation
for the close-out code and mail any provided letter.)

The remainder of this form must be filled out for close-outs only

~

P
Class: i
Regulation Number: 876.1075

Product Code: KNW

kAdditional Product Codes:

Please complete the following for a final clearance decision (i.e, SE, SE with Limitations, etc.) YES

X

Indications for Use Page (Attach /FU)

X

510{(k) Summary or 510(k) Statement (Attach Summary)

X

Truthful and Accurate Statement {Must be present for a Final Decision} -

Is the device Class llI?

X

Is this a combination product?

X

Is this device intended for pediatric use only?

Is this a prescription device? (If both prescription & OTC, check both boxes.} X

Is clinical data necessary to support the review of this 510(k)? _ p 4

For United States based clinical studies only, did the application include a completed Form FDA 3674, Certification with
Requirements of ClinicalTrials.gov Data Bank? (If study was conducted in the United States and Form FDA 3674 was not
included or was incomplete, then applicant must be contacted to obtain completed form.)

X

Does this device include an Animal Tissue Source?

X

All Pediatric Patients age <= 21

7/\7/\ 5




Neonate/Newborn (Birth to 28 days) PR

Infant {29 days to < 2 years)

Child (2 years to <12 years)

Adolescent (12 years to <18 years)

Transitional Adolescent A (18 years to <21 years); Special considerations are being given to this group, different from
adults age >= 21 (different device design or tesating, different protocol procedures, etc.)

Transitional Adolescent B (18 years to <21 years); No special considerations compared to adults >= 21 years)

Is this device subject to the Tracking Regulation? (Medical Device Tracking Guidance)

XX | X[ X|XIX]|X

Branch Chief Sign-Off

Division Sign-Off
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Bard Peripheral Vascular, Inc. JANO3? . ,< , @00 /
C.R. Bard, Inc. /014 3 3@ L—/‘g
1625 West 3rd Street Recei , :
Tempe, AZ 85281 elved 3 MI:D
Tel:  (800) 321-4254

(480) 894-9515
Fax: (480)966-7062

January 2, 2014

U.S. Food and Drug Administration

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

Silver Spring, MD 20993-0002

Re: Special 510(k) K133948
Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument
Common Name: Core Biopsy Instrument
Predicate Device: Bard® Monopty® Disposable Core Biopsy Instrument
(K922939)

Dear Sir/Madam:

Pursuant to 21 CFR 807.90, Bard Peripheral Vascular, Inc. (BPV), a division of C.R.
Bard, Inc., is submitting one pager copy and one eCopy of a Special 510(k)
notification for the Bard® Monopty® and Bard® Max-Core® Disposable Core Biopsy
Instruments. The eCopy is an exact duplicate of the paper copy. There have been
no prior formal submissions for which FDA provided feedback related to the data or
information needed to support substantial equivalence for this device. This updated
submission provides responses to the FDA RTA deficiencies indicated for K133948
dated January 2, 2014. For ease of review, both the FDA RTA Checklist
questions/requests and Bard's Responses are provided in Attachment 1 of this cover
letter.

The Bard® Monopty® and Bard® Max-Core® Disposable Core Biopsy Instruments are
Class Il products. The Product Code for these devices is KNW (Instrument, Biopsy).
The Review Panel for this Product Code is Gastroenterology / Urology (Medical
Specialty No. 78). The Device Classification Regulation Number is 21 CFR
§876.1075.

This submission provides an updated file to the FDA including several changes that
have occurred to the subject device since the predicate submission. There is no
change to the intended use or indications for use of the subject device, and the
minor changes do not alter the fundamental scientific technology of the device. This
modification complies with the requirements for a Special 510(k) submission as
outlined in “The New 510(k) Paradigm — Alternate Approaches to

Page 1 of 6
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Bard Peripheral Vascular, Inc.
C. R. Bard, Inc.

1625 West 3rd Street

Tempe, AZ 85281

Tel:  (800) 321-4254 %m )

(480) 894-9515

Faﬁeﬁ%ﬂs%?gfrr%)g?g Substantial Equivalence in Premarket Notifications - Final
Guidance”, issued March 20, 1998.

The terms “substantially equivalent”, “similar”, and related terms and descriptions in
this notification are terms or words of art defined by the Food and Drug
Administration in the Federal Food, Drug, and Cosmetic Act, as amended, and the
regulations promulgated thereunder and are not to be construed or interpreted for
any other purpose.

This document contains a Medical Device User Fee Cover Sheet and a completed
CDRH Premarket Review Submission Cover Sheet following this cover letter. A
checklist for Special 510(k)s can be found on Page 4 corresponding to the FDA
guidance document, “Refuse to Accept Policy for 510(k)s,” dated December 31,
2012, which also denotes where each required element outlined in this guidance can
be found in this submission. Furthermore, this document contains a signed Truthful
and Accuracy Statement on Page 30, Indications for Use Statement on Page 75,
and Declaration of Conformity with Design Controls on Page 92. The 510(k)
Summary can be found on Page 26.

BPV requests that the FDA keep and maintain confidential both the existence and
the contents of this premarket notification in accordance with 21 CFR §807.95(b).
BPV also requests that the FDA keep and maintain confidential the contents of this
letter.

Please do not hesitate to contact me if you have any questions or need any
additional information. | can be reached via telephone at 480-638-2954, fax at 480-
449-25486, or by e-mail at sarah.mccartney@crbard.com.

Sincerely,

ST

Sarah McCartney
Regulatory Affairs Specialist
Bard Peripheral Vascular, Inc.
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C. R. Bard, Inc.
1625 West 3rd Street
Tempe, AZ 85281
Tel: (800) 321-4254
(480) 894-9515
Fax: (480) 966-7062
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Bard Peripheral Vascular, Inc.
C. R. Bard, Inc.
1625 West 3rd Street
Tempe, AZ 85281
Tel: (800) 321-4254
(480) 894-9515
Fax: (480) 966-7062
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Bard Peripheral Vascular, Inc.
C.R. Bard, Inc.
1625 West 3rd Street
Tempe, AZ 85281
Tel:  (800) 321-4254
(480) 894-9515
Fax: (480)966-7062
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Bard Peripheral Vascular, Inc.
C. R. Bard, Inc.
1625 West 3rd Street

Tempe, AZ 85281 gmm[D
Tel:  (800) 321-4254

(480) 894-9515
Fax: (480) 966-7062
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SARID

Bard® Monopty® Disposable Core Biopsy Instruments and

Bard® Max-Core® Disposable Core Biopsy Instruments

Updated Special 510(k): K133948

2 January 2014

CONFIDENTIALITY STATEMENT

This document contains information that is confidential and
proprietary property of C. R. Bard, Inc. Neither this document
nor the information therein may be reproduced, used or
distributed to or for the benefit of any third party without the
proper written consent of Bard Peripheral Vascular, Inc.

Bard Peripheral Vascular, Inc.
1625 West 3™ Street
Tempe, AZ 85281
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DEPARTMENT OF HEALTH AND HUMAN SERVICES ]
FOOD AND DRUG ADMINISTRATION VS’XY"S]ENFT 'DENPIZ'C’:% IouN NUMBb'iR‘ *
MEDICAL DEVICE USER FEE COVER SHEET fite the Fayment [dentitication number on your cne

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http://www.fda.gov/oc/mdufma/coversheet.html

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) Tim Williams
2.1 E-MAIL ADDRESS
BARD PERIPHERAL VASCULAR -
1625 WEST 3RD STREET tim.williams@crbard.com
P O BOX 1740 2.2 TELEPHONE NUMBER (include Area code)
TEMPE 480-303-2539
Gé 85281 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
480-449-2546
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)
.l'tt02g7

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site:
http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm345263.htm

Select an application type: 3.1 Select a center

[X] Premarket notification(510(k)); except for third party [X] CDRH

[1513(g) Request for Information [1CBER

[ 1 Biologics License Application (BLA) 3.2 Select one of the types below
[ 1 Premarket Approval Application (PMA) [X] Original Application

[ 1 Modular PMA Supplement Types:

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

[ 1 Premarket Report (PMR) [ 1Panel Track (PMA, PMR, PDP)
[130-Day Notice [1Real-Time (PMA, PMR, PDP)

[1180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[1YES, | meet the small business criteria and have submitted the required [X] NO, | am not a small business
qualifying documents to FDA

4.1 If Yes, please 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 ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X] YES (All of our establishments have registered and paid the fee, or this is our 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 will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/ucm053165.htm for
additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY 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 purpose of the application is to support
including any affiliates conditions of use for a pediatric population

L B L y . . [1 The application is submitted by a state or federal

This biologics application is submitted under section 351 of the Public y . - P
I-[k]ealth Ser\n(')(?e Acteglr a product licensed for further manufacturing use only govemment entity for a device that is not to be distributed

commercially

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN 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

PAPERWORK REDUCTION ACT STATEMENT

Public reporting burden for this collection of information is estimated to average 18 minutes 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 the address below.

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 1350 Piccard Drive, 4th
Floor Rockville, MD 20850
[Please do NOT return this form to the above address, except as it pertains to comments on the burden estimate.]

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

- 18-Oct-2013

Form FDA 3601 (01/2007)

"Close Window" Print Cover sheet

https://userfees.fda.cov/OA HTML/mdufmaCScdCfeltemsPopup.jsp?vename=T1m%?20... 10/18/2013



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 0910 0120
Expiration Date: December 31, 2013
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET Son PRA Statoment on pags &,
Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known)
01/02/2014 (b)4) | K133948
SECTION A TYPE OF SUBMISSION
PMA PMA & HDE Supplement PDP 510(k) Request for Feedback
D Original Submission |:| Regular (180 day) |:| Original PDP E Original Submission: D Pre Submission
|:| Premarket Report |:| Special |:| Notice of Completion |:| Traditional |:| Informational Meeting
|:| Modular Submission |:| Panel Track (PMA Only) |:| Amendment to PDP XI Special D Submision Issue Meeting
|:| Amendment |:| 30 day Supplement D Abbrevi?tlejd (C%mplete |:| Day 100 Meeting
. section |, Page
[ ] Report |:| 30 day Notice . g .) |:| Agreement Meeting
[] Report Amendment [] 135 day Supplement U Adf:htlonal Information [] Determination Meeting
[] Licensing Agreement [] Real time Review [] Third Party [] Study Risk Determination
Amendment to PMA & Other (specify):
D HDE Supplement D (specily)
[] other
IDE Humanitarian Device Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Designation
(De Novo)
[] Original Submission [] Original Submission [] Original Submission [] Original Submission []513(g)
D Amendment |:| Amendment D Additional Information D Additional Information |:| Other ' .
I:’ Supplement D Supplement (describe submission):
[ ] Report
[ ] Report Amendment
Have you used or cited Standards in your submission? & Yes |:| No (If Yes, please complete Section I, Page 5)
SECTIONB SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known)
Bard Peripheral Vascular, Inc. 2020394
Division Name (if applicable) Phone Number (including area code)
480 638 2954
Street Address FAX Number (including area code)
1625 West 3rd Street 480 449 2546
City State / Province ZIP/Postal Code Country
Tempe Arizona 85281 US.A.
Contact Name
Sarah McCartney
Contact Title Contact E mail Address
Regulatory Affairs Specialist sarah.mccartney@crbard.com
SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
Company / Institution Name
N/A
Division Name (if applicable) Phone Number (including area code)
Street Address FAX Number (including area code)
City State / Province ZIP Code Country

Contact Name

Contact Title Contact E mail Address

FORM FDA 3514 (1/13) Page 1 of 5 Pages

PSC Publishing Services (301) 443 6740 EF



SECTION D1

[] New Device

[] withdrawal

[ ] Additional or Expanded Indications

[ ] Request for Extension

|:| Post approval Study Protocol

|:| Request for Applicant Hold

|:| Request for Removal of Applicant Hold

|:| Request to Remove or Add Manufacturing Site

REASON FOR APPLICATION - PMA, PDP, OR

|:| Change in design, component, or
specification:
[] Software / Hardware
[] Color Additive
[ ] Material
[] Specifications
|:| Other (specify below)

DE

[] Location change:
[ ] Manufacturer
[] sterilizer
[] Packager

D Process change:
|:| Manufacturing |:| Packaging
[] Sterilization

|:| Other (specify below)

|:| Response to FDA correspondence:

D Labeling change:
[] Indications
[] Instructions
[] Performance Characteristics
[] Shelf Life
[] Trade Name
|:| Other (specify below)

[ ] Report Submission:
[] Annual or Periodic
|:| Post approval Study
[ ] Adverse Reaction
[] Device Defect
[] Amendment

D Change in Ownership
D Change in Correspondent
D Change of Applicant Address

D Other Reason (specify):

[] New Device

|:| New Indication

|:| Addition of Institution

[] Expansion / Extension of Study
[] IRB Certification

[] Termination of Study

|:| Withdrawal of Application

[] Unanticipated Adverse Effect
[] Notification of Emergency Use
[] Compassionate Use Request
|:| Treatment IDE

[] Continued Access

[] Change in:
|:| Correspondent/Applicant
[] Design/Device
[] Informed Consent
[ ] Manufacturer
[] Manufacturing Process
[] Protocol Feasibility
[] Protocol Other
[] Sponsor

D Report submission:
D Current Investigator
D Annual Progress Report
[] site Waiver Report

[]Final

SECTION D2 REASON FOR APPLICATION - IDE

[ ] Response to FDA Letter Concerning:
D Conditional Approval
|:| Deemed Approved
D Deficient Final Report
D Deficient Progress Report
D Deficient Investigator Report

D Disapproval

D Request Extension of
Time to Respond to FDA

[ ] Request Meeting
[ ] Request Hearing

[] other Reason (specify):

SECTION D3

[ ] New Device

REASON FOR SUBMISSION - 510(k)

[] Additional or Expanded Indications

|:| Change in Technology

& Other Reason (specify):

This submission provides an updated file to FDA including several changes that have occurred to the subject device since the predicate submission.

FORM FDA 3514 (1/13)
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
safety and effectiveness information
1| KNW 2 3 4
E] 510 (k) summary attached
5 6 7 8 []510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Model Name Manufacturer
K922939 Bard® Monopty® Disposable Core Biopsy Bard Peripheral Vascular, Inc.
1 1 | Instrument 1
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6
N
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification name

Core Biopsy Instrument

Trade or Proprietary or Model Name for This Device Model Number
1 | Bard® Monopty® Disposable Core Biopsy Instrument 1| See attached list
2 | Bard® Max Core® Disposable Core Biopsy Instrument 2| See attached list
3 3
4 4
5 5

FDA document numbers of all prior related submissions (regardless of outcome)

T K922939 2 3 4 5 6
7 8 9 10 11 12
Data Included in Submission
D Laboratory Testing D Animal Trials D Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class
KNW 876.1075 []Class| X] Class II

Classification Panel
[JcClassil [ ] Unclassified
Gastroenterology / Urology

Indications (from labeling)
The core needle biopsy device is intended for use in obtaining biopsies from soft tissues such as liver, kidney, prostate, spleen, lymph nodes and various soft tissue
tumors. It is not intended for use in bone.

FORM FDA 3514 (1/13) Page 3 of 5 Pages



FDA Document Number (if known)
Note: Submission of the information entered in Section H does not affect the
need to submit device establishment registration. K133948

SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

. Facility Establishment Identifier (FEI) Number
IX] original

[ ] Manufacturer [ ] Contract Sterilizer
[ ] Add [] Delete (b)(4) |

E Contract Manufacturer D Repackager / Relabeler

. Facility Establishment Identifier (FEI) Number
X] Original

[] Manufacturer K] Contract Sterilizer
[ ]Add [ ] Delete (D)(4)

[] Contract Manufacturer [ ] Repackager / Relabeler

E Original Facility Establishment Identifier (FEI) Number

[ ] Manufacturer [X] Contract Sterilizer
[ JAdd [ ] Delete (b)4)

[ ] Contract Manufacturer [ ] Repackager / Relabeler

FORM FDA 3514 (1/13) Add Continuation Page| Page 4 of 5 Pages




SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard" statement.
Standards No. Standards Standards Title Version Date
Organization . . L . . .
5 40 SO Medical devices Application of risk management to medical devices | 14971
1 08/20/2012
Standards No. Standards Standards Title Version Date
Organization
2179 ISO Biological evaluation of medical devices Part 1: Evaluation and 10993 1
testing within a risk management process
2 03/16/2012
Standards No. Standards Standards Title Version Date
Organization ] ) ) ) ) )
14 278 AAMI/ANSIISO Blo!qglcgl evallrlatlon of medical devices Part 7: Ethylene oxide 10993 7
sterilization residuals
3 01/15/2013
Standards No. Standards Standards Title Version Date
Organization
14 228 Sterilization of health care products Ethylene oxide Part 1: 11135 1
AAMI/ANSI/ISO Requirements for development, validation, and routine control of a
4 sterilization process for medical devices 03/16/2012
Standards No. Standards Standards Title Version Date
Organization ) ) ) o
14 360 Bacterial endotoxins Test methods, routine monitoring, and ST72
AAMI/ANSI alternatives to batch testing
5 01/15/2013
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
Organization
7
Please include any additional standards to be cited on a separate page.
This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW.*
The burden time for this collection of information is estimated to average 0.5 hour per response, including the time to review instructions, search
existing data sources, gather and maintain the data needed and complete and review the collection of information. Send comments regarding this
burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
1350 Piccard Drive, Room 400
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 3514 (1/13) Page 5 of 5 Pages



ATTACHMENT - Section F, Product Information, Continued

Trade or Proprietary or Model Name for This Device

Model Number

Bard® Monopty® Disposable Core Biopsy Instrument

211410, 211416, 211610, 211616, 211620,
211810, 211816, 211820, 212010, 212016,
212020, 121210, 121216, 121410, 121416,
121610, 121616, 121620, 121810, 121816,
121820, 122010, 122016, 122020

Bard® Max-Core® Disposable Core Biopsy Instrument

MC1410, MC1416, MC1610, MC1616, MC1810,
MC1816, MC1820, MC1825, MC2010, MC2016,
MC2020




Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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 X] Special [] Abbreviated
STANDARD TITLE *
ISO 14971:2007, Medical devices - Application of risk management to medical devices
e _______ —E

Please answer the following questions Yes No
1% thie standart reeogrtZey By TR 27 amemommss ammmmmisme s s SR e nos S i X] O
FDA RECOGNILION MUIMDEI3 ..ot eess e srassseseseesesess s sassssesssassesseassstssesseseenesssassssamasanenereanans #35-40

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I G BO(K) 2 ettt e eae et eh et e b e b b sa e e s b e b e naea e ae e eraeent s eneesae e e s e nnenne e J X]

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAO(K)? covevvev oo eeeeeeeeees e eeeeee oo sesesese e e ee s e 2t oo e e oo oo ee e O K

If no, complete a summary report table.

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

DECERINE U0 TS TREVACET, ausivsimsscos e omsias 4 A AT A6 R AR S5 A R A e S X] ]
Does this standard include acceptance criteria? ...t e ] X]
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ... [l X]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?...................c...... O X]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.........ccccocovviiieiinenns ] X]
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? .................ccccinn O X]
If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?..................ccocoiiiinicieee, ] X]
If yes, was the guidance document followed in preparation of this 510K? ..........cccevieeeieee e, ] ]

Title of guidance:

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on

2 Authority [24 U.S.C. 360d], http:! {da.govMedicalDevi all standards utilized during the development of the device.
DeviceRegulationandGuidance/Standards/default.ntm s The supplemental information sheet (SIS) is additional information which
. is necessary before FDA recognizes the standard. Found at hitp//
* http://Iwww.accessdata.fda.gov/scripts/cdrh/cidocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the » The online search for CDRH Guidance Documents can be found at

device under review (for example, alternative test methods); choices made - AWWW ices/Device
when options or a selection of methods are described; deviations from the gﬁéanwdf::d?::n’:gﬁefaabm\?x Bepdsionandsadence:

standard; requirements not applicable to the device; and the name and

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ISO 14971:2007, Medical devices - Application of risk management to medical devices

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

3 General requirements for risk analysis X Yes [JNo [JNA
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

) Risk analysis K] Yes [JNo []NA
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

See Attachment 1 See Attachment 1 [JYes [No [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

*J

* 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 “justification” 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 o adapi the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer

1350 Piccard Drive, Room 400

Rockville, MD 20850

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:

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 (6/11)

Page 2



ATTACHMENT 1 — Conformance with Standard Sections, Continued

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ISO 14971:2007, Medical devices - Application of risk management to medical devices

CONFORMANCE WITH STANDARD SECTIONS

SECTION NUMBER SECTION TITLE CONFORMANCE?
5 Risk evaluation X Yes | [INo |[]N/A
SECTION NUMBER SECTION TITLE CONFORMANCE?
6 Risk control XYes |[INo |[]JN/A
SECTION NUMBER SECTION TITLE CONFORMANCE?
7 Evaluation of overall residual risk acceptability MXvYes |[INo |[INA
SECTION NUMBER SECTION TITLE CONFORMANCE?
8 Risk management report K Yes |[INo |[IN/A
SECTION NUMBER SECTION TITLE CONFORMANCE?
9 Production and post-production information X Yes |[INo |[IN/A




Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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
[T] Traditional fX] Special [] Abbreviated

STANDARD TITLE !
ISO 10993-1:2009, Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing within a Risk Management Process

Please answer the following questions Yes No
Is this standard recognized DY FDA 272 ...ttt ettt e eae et tesneae s enennas X] ]
FDA RECOGNITION NUMDEI2 ..ottt es e se s s e s aeses s s eneeenen #2-179

Was a third party laboratory responsible for testing conformity of the device to this standard identified
LI (TSIl 0 {4 O SRR P RS X] O

Is a summary report 4 describing the extent of conformance of the standard used included in the

B1OK)? .o eeeee e eeeeeeeee e eeee oo ee s e e e e e e ee oo e e e e e e e et eeen e e e eere oo O K

If no, complete a summary report table.

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

Pertaing t0 thiS ABVICE? ...........coiiie ettt et sae st s eae st e e e e eee e e eane st eeee e e e X] ]
Does this standard include acceptance criteria? ...............cooceiriiiiiiiie e [l X]
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ..., X] ]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?.................cccoooeiiicienns ] X]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)37? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?........cccccevvvvvcvieecnenn. ] X]
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ... ] X]
If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?...............ccccccoiiiiiiiieee X] ]
If yes, was the guidance document followed in preparation of this 510K? ............oooiiieeiiiiee e X] ]

Title of guidance: Use of International Standard ISO-10993, "Biological Evaluation of Medical Devices Part 1: Evaluation..."

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
. i i all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/defauilt.htm 5 The supplemental information sheet (SIS) is additional information which

. is necessary before FDA recognizes the standard. Found at http:/
¥ hitp:/iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the & The online search for CDRH Guidance Documents can be found at

device under review (for example, alternative test methods); choices made http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
when options or a selection of methods are described; deviations from the Gui&ancel:;oclj ents/default.htm

standard; requirements not applicable to the device; and the name and

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE .

STANDARD TITLE
ISO 10993-1:2009, Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing within a Risk Management Process

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
6.2 Biological evaluation tests K Yes [JNo []NA

TYPE OF DEVIATION OR OPTION SELECTED *
Study of relevant experience and actual testing.

DESCRIPTION
See Attachment 2.

JUSTIFICATION
See Attachment 2.

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Klyes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYes [JNo [JNA

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 “justification” 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 1o adapt the standard to the device, or any adaptation of a section.
e e e e e S 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 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:

Department of Health and Human Services

Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville, MD 20850 displays a currently valid OMB control number.

FORM FDA 3654 (6/11) Page 2



ATTACHMENT 2 — Conformance with Standard Sections, Continued

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ISO 10993-1:2009, Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing within a Risk
Management Process

CONFORMANCE WITH STANDARD SECTIONS

SECTION NUMBER SECTION TITLE CONFORMANCE?

6.2 Biological evaluation tests X Yes | [ ]No LIN/A




Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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 Tabie 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 [X] Special [[] Abbreviated

STANDARD TITLE ' .
AAMI/ANSI/ZISO 10993-7:2008, Biological Evaluation of Medical Devices — Part 7: Ethylene Oxide Sterilization Residuals

Please answer the following questions Yes No
Is this standard recognized bY FDA 27 ...ttt st e saeae s enre s X] [l
FDA ReCOGNIEION NUMDEI3 ...t ceees et ee s ttee st ettt en e ee e enae s nseneeeeee #14-278

Was a third party laboratory responsible for testing conformity of the device to this standard identified
TN ENE BT0(K)? ettt e e et sa e eme e et e e e e eaa e a e et e e R e nseae e e ene et et e nnene e e teenee ] X1

Is a summary report # describing the extent of conformance of the standard used included in the
303 2T ] X]

If no, complete a summary report table.

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

PEAINS t0 thiS AEVICET .......veeeeeiiceeitie et ettt e et et eaen e e e e ee e s e s e saeannsene s X] ]

Does this standard include acceptance Criteria? ... X] ]

If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ... X] O

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?.......................... ] X1

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57 ............ L] ]

Were deviations or adaptations made beyond what is specified inthe FDASIS?..........cccoeoieeii. ] X]

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standand? ..........omcenmmmenmmemrsmsmasssssmms o ]

If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?...............cccoo i, L] X1

If yes, was the guidance document followed in preparation of this 510K? ........ccccooiiiiieiiii e ] ]

Title of guidance:

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on

. _ ) all standards utilized during the development of the device.

2 Authority [21 U.S.C. 360d], hitp://www.fda.gov/MedicalDevices/

DeviceRegulationandGuidance/Standards/default.htm s The supplemental information sheet (SIS) is additional information which

. is necessary before FDA recognizes the standard. Found at http:/
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cim www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

& The online search for CDRH Guidance Documents can be found at
hitp:/mww fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
AAMI/ANSI/ISO 10993-7:2008, Biological Evaluation of Medical Devices — Part 7: Ethylene Oxide Sterilization Residuals

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER | SECTION TITLE CONFORMANCE?
44.6.2 Exhaustive Extraction (alternative acceptable method) i Yes [JNo []NA

SECTION NUMBER SECTION TITLE CONFORMANCE?

[(JYes [INo []NA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
[(JYes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

— i I
* 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 “justification” 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.

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:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville. MD 20850 displays a currently valid OMB control number.

FORM FDA 3654 (6/11) Page 2



Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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 [X] Special [] Abbreviated

STANDARD TITLE *
AAMI/ANSI/ISO 11135-1:2007, Sterilization of Health Care Products - Ethylene Oxide - Part 1: Requirements for the...

Please answer the following questions Yes No
Is this standard recognized by FDA 272 .........coiiiieiiiie ettt er ettt ettt eae e ea s e sae s erens X] ]
FDA RECOGNIHION MUMDBEI2 .......cooooieeoeceeee et eeee s e sen s st ens et et es s sen st sn s eneneeen #14-228

Was a third party laboratory responsible for testing conformity of the device to this standard identified
LTSRS 0) L) e USRS SO U O X]

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAO(K)? et e et e et e e ee e ettt e a et et e et st s e s esemen et eeen et emeeeeeeeeeeenee et rnnerenns [] X]

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 t0 thiS AEVICET ... e st e s et es s eb e e s e en e e eneens X1 ]
Does this standard include acceptance CIENA? ... umesemesmnemssssmmsssasmssmssisnrsssmssesssmsussavsnsas s ssssss X1 O
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests?................cciinenn X] Il
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard?..............ccccoooeeieiei ]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.........ccooevivveeieee ] X]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the Standard? ...t ameississs . D
If yes, report these exclusions in the summary report table.
Is there an FDA guidance ¢ that is associated with this standard?...................cccooooviiieiceece e, ] X]
If yes, was the guidance document followed in preparation of this 510Kk? ...........cccoooeeiieiiieeieiee. ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
o . . i all standards utilized during the development of the device.
Authority [21 U.S.C. 360d), http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm s The supplemental information sheet (SIS) is additional information which

i is necessary before FDA recognizes the standard. Found at http://
3 hitp://iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata fda.gov/scripts/cdr/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

s The online search for CDRH Guidance Documents can be found at
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

AAMI/ANSI/ISO 11135-1:2007, Sterilization of Health Care Products - Ethylene Oxide - Part 1: Requirements for the...

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
See Attachment 3 See Attachment 3 [JYes [|No []NA
TYPE OF DEVIATION OR OPTION SELECTED *
DESCRIPTION
JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?
See Attachment 3 See Attachment 3 [JYes [JNo []NA
TYPE OF DEVIATION OR OPTION SELECTED °
DESCRIPTION
JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

TEA———

* 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 “justification” 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.

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer

1350 Piccard Drive, Room 400

Rockville, MD 20850

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:

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 (6/11)

Page 2




ATTACHMENT 3 — Conformance with Standard Sections, Continued

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE
STANDARD TITLE

AAMI/ANSI/ISO 11135-1:2007, Sterilization of Health Care Products -- Ethylene Oxide -- Part 1: Requirements
for Development, Validation and Routine Control of a Sterilization Process for Medical Devices

CONFORMANCE WITH STANDARD SECTIONS

SECTION NUMBER SECTION TITLE CONFORMANCE?
9.3.2 Performance qualification - Microbiological [IN/A

SECTION NUMBER SECTION TITLE CONFORMANCE?
9.3.3 Performance qualification - Physical I N/A




Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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 [X] Special [] Abbreviated

STANDARD TITLE !
AAMI/ANSI ST72:2011 "Bacterial Endotoxins — Test Methods, Routine Monitoring, and Alternatives to Batch Testing"

—

Please answer the following questions Yes No
Is this standard recogniZed DY FDA 27 ........ccooviiiiiiiecitesteesiese et e svee st seesns e see st b e saesse e saaneeneeaes X] []
FDA RECOGNIHION NMUMDEI3 ...........eviecveeceeeeeeeeeeee oot s et ee s m e erasnaeessananes #14-360

Was a third party laboratory responsible for testing conformity of the device to this standard identified
T EN@BTO{K)R! < eeei e emmonsccnos cnmmces ammen 58855 5555 a2 555550 s 53545 e e SR S S PSR S5 S 48 A S S e O X]

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAOK)? e vereeeeeeeeeeeeeeeee e eeeses st e s s e eese e oee e ee s ee e se ettt en e en et ee e e O K]

If no, complete a summary report table.

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

PEAINS 10 thiS HEVICE? ....eeiieeieeiieece ettt eae b e e e s s ne s enen e e saeseseaenreneneea X] ]
Dges this standard include scceptance eritera? s i o X] ]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests? ... X] ]
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard?........................... ] X]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)%? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?..........ccccooiieeienee [l X]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ...............cccooiiiii OJ X]
If yes, report these exclusions in the summary report table.
Is there an FDA guidance © that is associated with this standard?...................ccoiviiii i K] [l
If yes, was the guidance document followed in preparation of this 510K? ..........cccocoiiiiiiiiiinn X] ]
Title of guidance: "Pyrogens and Endotoxins Testing: Questions and Answers" (June 2012)
1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in confarmance
standard] [date of publication] assessment to this standard. The summary report includes information on
5 i i X all standards utilized during the development of the device.
Authority [21 U.S.C. 360d], http://www .fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which

i is necessary before FDA recognizes the standard. Found at http://
3 hitp://iwww .accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

s The online search for CDRH Guidance Documents can be found at
http:/imvww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.him
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
AAMI/ANSI ST72:2011 "Bacterial Endotoxins — Test Methods, Routine Monitoring, and Alternatives to Batch Testing"

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
74 Selection of technique ] Yes [INo []NA

SECTION NUMBER | SECTION TITLE CONFORMANCE?
[JYes [JNo []NA

|
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYyes [INo [JNA

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 “justification” 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.

— =

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:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville. MD 20850 displays a currently valid OMB control number.
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FDA

DEPARTWMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
Certification of Compliance, under 42 U.8.C. § 282(j}(5)(B), with
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

NAME OF SPONSOR/APPLI CANT!SL?BMITTER. -
Bard Peripheral Vascular, Inc./Sarah McCartney

1.

(For submission with an application/submission, including amendments, supplements, and resubmissions, under §§ 5085, 515, 520{m), or 510(k) of the
Federat Food, Drug and Cosmetic Act or § 351 af She Pubiic Healﬁn Serwce Act)

[ SUBMITTER INFORNAT

2 DATE OF THE APPLICAT ON
WHICH THIS CERTIFICATION ACCOMPANIES

Jan 2, 2014

3. ADDRESS {Number, Street, State, and ZIP Code)

1625 West 3rd Street
Tempe, AZ 85281

{Attach exira pages as necessary}

Common Name: Core Biopsy Instrument

5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Propristary andior Chemical/Bioche
FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) andior Modet Number(s})

4. TELEPHONE AND FAX NUMBERS
(Include Area Code)

(Tel) 480-638-2954

480-449-2546

{Fax)

alIB oodlCeHuIarfGe ] Therapy Pro uc€ Name(s)

Model Numbers: 211410, 211416, 211610, 211616, 211620, 211810,
211816, 211820, 212010, 212016, 212020, 121210, 121216, 121410

3

Classification: Class 11

121416, 121610, 121616, 121620, 121810, 121816, 121820, 122010
122016, 122020, MC1410, MC1416, MCI610, MC1616, MC1810,

»

Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument

MC18i6, MC1820, MC1825, MC2010, MC2016, MC2020

Cimp 3 npa [Janpa  [IBia 1 Prea

6. TYPECF APPLECATION.’SUBM!SSION WH.ICH THIS CERTEFICATION ACCOM.PANIES .

i ] HDE Klstow [ eopP (] other

K133948

7. INCLUDE IND/NDA/ANDA/BLA/PMAHDE/S10(kYPLPIOTHER NUMBER (if number previously assigned)

HE
KiA
s

[lc

those requirements have been met.

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

NLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanaiion)
| certify that the requirements of 42 U.S.C. § 282(j), 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 not reference any clinical trial.

i certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any ciinical trial referenced in the application/submission which this certification accompanies.

| certify that the requirements of 42 U.8.C, § 282()), Section 402() of the Public Health Service Act, enacted by 121 Stat. 823, Public L.aw
110-85, apply to one or more of the clinical trials referenced in the application/submission which this certification accompanies and that

10.

IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S),”

UNDER 42 U.S.C. § 2320} 1)AND, SECT!ON 402Gj(1}(A)0) CF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATIQON/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary)

NCT Number(s):

. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN
AUTHORIZED REPRESENTATIVE (Sign}

S

12. NAME AND '!;ITLE OF THE PERSON WHO SIGNED IN NO. 11
Sarah MceCartney

(Name)

(Title) _ Re.%ulatory Affairs Specialist

13, ADDRESS (Number Street, State, amd ZIP Code) (of person identified

in Nos. 11 and 12)

1625 West 3rd Street
Tempe, AZ 85281

15. DATE OF
CERTIFICATION

14. TELEPHONE AND FAX NUMBERS
(Include Area Code)

(Tel) 480-638-2954

; lan 2, 2014
4806-449-2546

{Fax)
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Instructions for Completion of Form FDA 3674

Certification of Compliance, under 42 U.S.C. § 282{j}{5)(B), with Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 252(j))
Form 3674 must accompany an application/submission, including amendments, supplements, and resubmissions, submitted under §§ 505,
515, 52C(my), or 510{k) of the Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.

1. Name of SponsorfApplicant/Submitter - This is the name of the spensor/applicant/submitter of the drug/biologic/device application/
submission which the certification accompanies, The name must be identicai o that fisted on the application/submission.

L

Date - This is the date of the application/submission which the certification accompanies.

[ 2]

- & 4. - Provide complete address, telephone number and fax number of the sponsor/applicant/submitter.

Product information - For Drugs/Biologics: Provide the estabiished, proprietary name, and/or chemical/biochemicaliblood product/
cellular/gene therapy name(s) for the product covered by the application/submission, Include afl available names by which the product is
known. For Devices: Provide the common or usual name, classification, trade or proprietary or model name(s), and/or mode! number(s).
Include all available names/model numbers by which the product is known.

6. Type of Application/Submission - Identify the type of application/submission which the certification accompanies by checking the
appropriate box. If the name of the type of application/submission is not identified, check the box labeled "Other."

7. IND/NDA/ANDA/BLA/PMAIHDE/S510(k)/PDP/Other Number - If FDA has previcusly assigned a number associated with the application/
submission which this certification accompanies, fist that number in this field. For example, if the application/submission accompanied by
this certification is an IND protocol amendment and the IND number has already been issued by FDA, that number should be provided in
this fieid.

8. Serial Number - In some instances a sequential serial number is assigned to the application. If there is such a serial number, provide it in
this field. If there is no such number, ieave this field blank,

9. Certification - This section contains three different check-off boxes.

Box A should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply bacause no clinical trials are included, relied upon, or otherwise referred to, in the application/
submission which the cerification accompanies.

Box B should be checked if the sponser/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply at the time of submission of the certification to any clinical trials that are included, relied upon,
or otherwise referred t¢, in the application/submission which the certification accompanies. This means that, even though some or ail of the
clinical trials included, relied upon, or otherwise referred to in the application/submission may be “applicable clinical frials” under 42 U.S.C.
§ 2B2((1)AND), section 402(){1)(AXi} of the Public Health Service Act, on the date the certification is signed, 42 U.S.C. § 282(j}, section
402(j) of the Public Health Service Act, does not require that any information be submitted to the ClinicalTrials.gov Data Bank with respect
to those clinical trials.

Box C should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do apply, on the date the certification is signed, to some or all of the clinical trials that are included, relied
upon, or otherwise referred to, in the application/submission which the certification accompanies. This means that, as of the date the
certification is signed, the requirements of 42 U.S.C. § 282(j), section 402(j) of the Pubiic Health Service Act, apply to one or more of the
clinical trials inciuded, refied tpon, or otherwise referred to, in the application/submission which this certification accompanies.

10. National Clinical Triat (NCT) Numbers - If you have checked Box C in number ¢ (Certification), provide the NCT Number obtained from
www.ClinicalTrials.gov for each clinical trial that is an "applicable glinical trial" under 42 U.S.C. § 282(N (1A, section 402{)(1)(AND) of the
Pubfic Health Service Act, and that is included, relied upon, or otherwise referred to, in the application/submission which the certification
accompanies. Type only the number, as the term "NCT" will e added autornatically before number. Include any and all NCT nutmbers that,
as of the date the certification is signed, have been assigned to the clinical trials included, relied upon, or otherwise referred to, in the
application/submission which this certification accompanies. Multiple NCT numbers may be required for a pasticular certification,
depending on the number of "applicable clinicat trials” included, reiied upon, or otherwise referred to, in the application/submission which
the certification accompanies. Leave this field blank if you have checked Box 8.C but, at the time the certification is completed, you have
not yet received any NCT numbers for the “applicable clinical trial(s)" included, relied upon, or otherwise referred to in the application/
submission.

11. Signature of Sponsor/Applicant/Submitter or an Authorized Representative - The person signing the certification must sign in this
field.

12. Name and Title of Person Who Signed in number 11 ~ Inciude the name and title of the person who is signing the certification. If the
person signing the certification is not the sponsorfapplicant/submitter of the application/submission, he or she must be an authorized
representative of the sponsot/applicant/submitter,

13. & 14. - Provide the full address, telephone and fax numbers of the person who is identified in number 11 and signs the certification in
number 11.

15. Provide the date the certification is signed. This date may be different from the date provided in number 2.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 15 minutes and 45 minutes {depending on the type of application/submission}
per response, including time for reviewing instructions. Send comments regarding this burden estimate or any other aspect of this collection of informaticn,
including suggestions for reducing this burden, to the address below.

Depariment of Health and Human Services An agency may not conduct or sponsor, and a person is
Food and Drug Administration not required to respond o, a collection of information,
Qffice of Chief Information Officer unless it displays a currently valid OMB conirof number.

1350 Piccard Drive, Room 400
Rockviie, MD 20850
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Special 510(k): K133948

Bard® Monopty® / Max-Core® Disposable Core Biopsy Instrument Page 4 of 94
Refuse To Accept (RTA) Checklist for Special 510(k)s
Section 1: Special 510(k) Criteria
o Location in
Criteria 510(k)
1. 510(k) is submitted to modify a legally marketed device (predicate) AND the Special Cover Letter
510(k) submission is submitted by the holder of the 510(K) for the predicate device. & Page 10
2. Indications for Use of the proposed device are unchanged from the legally marketed
. . Page 13
device (predicate).
3. Fundamental scientific technology of the proposed device is unchanged from the
. . Page 15
legally marketed device (predicate).
4. The submission includes only summary-level information (i.e., NO test reports with
Throughout
performance data).
Section 2: Organizational Elements
Organizational Iltem LEECTHE [
9 510(k)
a. Submission contains Table of Contents Page 2
b. Egch section is Iabgled (e.g., headings or tabs designating Device Description Throughout
section, Labeling section, etc.)
c. All pages of the submission are numbered Throughout
. o o . . Cover Letter
d. Type of 510(k) is identified — traditional, abbreviated, or special and Header
Section 3: Elements of a Complete Submission (RTA Items)
Location in
Element 510(k)
A. | Administrative
1 All content used to support t_he submlss_lon is written in English (including Throughout
translations of test reports, literature articles, etc.)
5 Submission identifies the following (such as in CDRH Premarket Review

Submission Cover Sheet (Form 3514) or in 510(k) cover letter):

a. | Device trade name or proprietary name

Cover Letter

b. | Device common name

Cover Letter

Device class and panel or

Classification regulation or

Statement that device has not been classified with rationale for that
conclusion

Cover Letter

Submission contains Indications for Use Statement with Rx and/or OTC

designated (see also 801.109) Appendix 5
4. | Submission contains 510(k) Summary or 510(k) Statement
a. | Summary contains all elements per 21 CFR 807.92 Appendix 1
b. | Statement contains all elements per 21 CFR 807.93 N/A
5 Submission contains Truthful and Accuracy Statement per 21 CFR Appendix 2
" 1 807.87(k)
6. | Submission contains Class Ill Summary and Certification N/A

TRADE SECRET/CONFIDENTIAL INFORMATION

Bard Perlpheral Vascular, Inc. Notify C. R. Bard Before Releasing his Document.
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Special 510(k): K133948

Bard® Monopty® / Max-Core® Disposable Core Biopsy Instrument

Page 5 of 94

If submission references use of a national or international standard as part
of demonstration of substantial equivalence, submission contains
Standards Data Report for 510(k)s (FDA Form 3654) or includes detailed
information about how and the extent to which the standard has been
followed.

FDA Form
3654

The submission identifies prior submissions for the same device which FDA
provided feedback related to the data or information needed to support
substantial equivalence (e.g., submission numbers for Pre-Submission,
IDE, prior not substantially equivalent (NSE) determination, prior 510(k) that
was deleted or withdrawn) or states that there were no prior submissions
for the subject device.

Cover Letter

If there were prior submissions, the submitter has identified where in
the current submission any issues related to a determination of
substantial equivalence outlined in prior communications are
addressed

N/A

B. | Devi

ce Description

If there are requirements regarding the device description, such as
special controls, in a device-specific regulation that are applicable to
a. | the device, the submission includes device description information to
establish that the submitter has followed the device-specific
requirement.

N/A
(Page 11)

If there is a device-specific guidance, other than a special controls
guidance document, applicable to the device, the submission includes
b. | device description information to establish that the submitter has
addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.

Page 11-18

10.

Descriptive information is present and consistent within the submission
(e.g., the device description section is consistent with the device description
in the labeling), including:

A description of the principle of operation and mechanism of action for

a achieving the intended effect.

Page 11-18

A description of proposed conditions of use such as surgical technique
for implants; anatomical location of use; user interface; how the device
interacts with other devices; and/or how the device interacts with the
patient.

Page 11-18

c. | Alist and description of each model for which clearance is requested.

Page 7-8

11.

A description of all device maodification(s) including rationale for each
modification.

Page 13-14

12.

Submission contains representative engineering drawing(s), schematics,
illustrations and/or figures of the device that are clear, legible, labeled, and
include dimensions.

Appendix 3

13.

If device is intended to be marketed with multiple components, accessories,
and/or as part of a system,

N/A

Submission includes a list of all components and accessories to be

& | marketed with the subject device.

Submission includes a description (as detailed in item #12.a. and b.

b. and 14 above) of each component or accessory.

A 510(k) number is provided for each component or accessory that

| received a prior 510(k) clearance.

C. | Substantial Equivalence Discussion

14.

| Submitter has identified a predicate(s) device

Bard Peripheral Vascular, Inc.

TRADE SECRET/CONFIDENTIAL INFORMATION
Notify C. R. Bard Before Releasing his Document.

[BANRID




Special 510(k): K133948

Bard® Monopty® / Max-Core® Disposable Core Biopsy Instrument Page 6 of 94
Predicate’s 510(k) number, trade name, and model number (if
a applicable) provided. Page 7
" | For predicates that are preamendments devices, information is
provided to document preamendment status.
The identified predicate(s) is consistent throughout the submission
b (i.e., the predicate(s) identified in the Substantial Equivalence section Throughout
" | is the same as that listed in the 510(k) Summary (if applicable) and
that used in comparative performance testing
15 Submission includes a comparison of the following for the predicate(s) and
" | subject device
a. | Indications for use Page 17
b. | Technology, including features, materials, and principles of operation Page 17-18
Submission includes an analysis of why any differences between the
subject device and predicate(s) do not render the device NSE (e.g., do not
constitute a new intended use, and any differences in technological
16 characteristics are accompanied by information that demonstrates the Page 13-18
" | device is as safe and effective as the predicate and do not raise difference
guestions of safety and effectiveness than the predicate) affect safety or
effectiveness, or raise different questions of safety and effectiveness) (see
section 513(i)(1)(A) of the FD&C Act)
D. | Design Control Activities
17. | Design Control Activities Summary includes all of the following:
Identification of Risk Analysis method(s) used to assess the impact of
a. | the modification on the device and its components AND the results of Page 19
the analysis
Based on the Risk Analysis, an identification of the verification and/or N/A
b. | validation activities required, including methods or tests used and
vitie (Page 19)
acceptance criteria.
c. | Declaration of conformity with design controls, including: Appendix 7
Statement that all verification and validation activities were performed by
i. designated individuals and results demonstrate that predetermined acceptance
criteria were met.
i Statement that manufacturing facility is in conformance with design control
" | procedure requirements as specified in 21 CFR 820.30
iii. | Statement is signed by the individual responsible for these activities
E. | Proposed Labeling (see also 21 CFR part 801)
Submission includes proposed labels, and labeling (e.g., instructions for use,
18. | package insert, operator's manual), that include a description of the device, Appendix 4
its intended use, and the directions for use
a All changes in proposed labeling resulting from device modification(s) N/A
" | are highlighted or prominently identified. (Page 13-14)
19 Statement that the intended use of the modified device, as described in the Page 13
" | labeling, has not changed as a result of the modification(s).

Bard Peripheral Vascular, Inc.
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1. Required Information
1.1 Predicate Device Information

The predicate device is the Bard® Monopty® Disposable Core Biopsy Instrument,
K922939, cleared February 16, 1993.

1.2 Subject Device Information

1.2.1 Device Name

Device Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument

Common Name: Core Biopsy Instrument

Classification Name:  Instrument, Biopsy

The Bard® Monopty® Disposable Core Biopsy Instrument and Bard® Max-Core®
Disposable Core Biopsy Instrument will be referred to as “Core Biopsy Instrument(s)”

throughout this submission.

1.2.2 Catalogue Numbers

A list of the Core Biopsy Instrument catalogue numbers is provided in Tables 1 and 2.

Table 1: Bard® Monopty® Disposable Core Biopsy Instrument Catalogue Numbers

Catalogue Number Gauge x Length Penetration Depth
121210 12gx10cm 22 mm
121216 12gx16cm 22 mm
121410 14 gx10cm 22 mm
121416 14 gx16cm 22 mm
121610 16 g x10cm 22 mm
121616 16 gx 16 cm 22 mm
121620 16 gx 20 cm 22 mm
121810 18 gx10cm 22 mm
121816 18 gx16cm 22 mm
121820 18 gx20cm 22 mm
122010 20gx10cm 22 mm
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Catalogue Number Gauge x Length Penetration Depth
122016 20gx 16 cm 22 mm
122020 20gx20cm 22 mm
211410 14gx9cm 11 mm
211416 14 gx15cm 11 mm
211610 16 gx9cm 11 mm
211616 16 g x15cm 11 mm
211620 16 gx19cm 11 mm
211810 18gx9cm 11 mm
211816 18 gx15cm 11 mm
211820 18 gx19cm 11 mm
212010 20gx9cm 11 mm
212016 20gx15cm 11 mm
212020 20gx19cm 11 mm

Table 2: Bard® Max-Core® Disposable Core Biopsy Instrument Catalogue Numbers

Catalogue Number Gauge x Length Penetration Depth
MC1410 14 gx10cm 22 mm
MC1416 14 gx 16 cm 22 mm
MC1610 16 gx10cm 22 mm
MC1616 16 g x16 cm 22 mm
MC1810 18 gx10cm 22 mm
MC1816 18 gx16cm 22 mm
MC1820 18 gx20cm 22 mm
MC1825 18 gx25cm 22 mm
MC2010 20gx10cm 22 mm
MC2016 20gx16cm 22 mm
MC2020 20gx20cm 22 mm

Bard Peripheral Vascular, Inc.
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1.2.3 Addresses and Facility Registration Numbers

The addresses and registration numbers for the manufacturer, contract manufacturer

and contract sterilizers of the Core Biopsy Instruments are noted below:

Manufacturer:

Bard Peripheral Vascular, Inc.

1625 West 3" Street

Tempe, AZ 85281

USA

Establishment Registration Number: 2020394

RIS s (e design center responsible for design control

activities affecting the Core Biopsy Instruments.

1.2.4 Device Class

Device Classification: Class Il
Classification Name: Instrument, Biopsy ( Product Code KNW)

Review Panel: Gastroenterology / Urology
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Regulation Number: 21 CFR 876.1075 (Gastroenterology-urology biopsy instrument)
Please note all of the information above is identical to the predicate device.
The following FDA guidance document is applicable to these devices:

e Guidance for the Content of Premarket Notifications for Biopsy Devices Used in

Gastroenterology and Urology, dated prior to February 27, 1997.

1.3 Performance Standards

Performance standards have not been established under Section 514 of the Food, Drug

and Cosmetic Act for gastroenterology-urology biopsy instruments.

1.4 510(k) Summary

The 510(k) Summary is provided in Appendix 1.

15 Truthful and Accuracy Statement

The signed Truthful and Accuracy Statement is provided in Appendix 2.
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2. Device Description and Comparisons

There are no changes proposed to the currently marketed Core Biopsy

Instruments. For ease of review, a brief description of the devices is provided below.

2.1 Device Description

Bard® Monopty® Disposable Core Biopsy Instrument

The Bard® Monopty® Disposable Core Biopsy Instrument is a single use core biopsy
device. It is available in several needle gauge sizes and lengths (refer to Table 1 for
currently offered product configurations). The actuator button and arrow in the ready
window are color coded according to the various gauge sizes, e.g., Yellow = 20 gauge,

Pink = 18 gauge, Purple = 16 gauge, Green = 14 gauge, and Light Blue = 12 gauge. A

picture of the 14 gauge device is provided in Figure 1.

Component

Stylet Needle

Cannula Needle

Centimeter Markings

Housing

Handle

Actuator Button

N|O|O|~|W[IN|[FP|FHF

Ready Window

Figure 1: Bard® Monopty® Disposable Core Biopsy Instrument (14 Gauge)

Bard® Max-Core® Disposable Core Biopsy Instrument

The Bard® Max-Core® Disposable Core Biopsy Instrument was released via a Letter to
File on August 15, 1995. The Bard® Max-Core® Disposable Core Biopsy Instrument is
an ergonomic enhancement of the Bard® Monopty® Disposable Core Biopsy Instrument.
The device provides no new needle gauge sizes (outside the previously cleared range),
no significant changes in performance specifications, no new performance claims, no

changes regarding indications for use or contraindications, and no significant changes
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regarding warnings or precautions. Please refer to Section 3.5, History of Changes, for

additional information.

The Bard® Max-Core® Disposable Core Biopsy Instrument is a single use core biopsy
device. It is available in several needle gauge sizes and lengths (refer to Table 2 for
currently offered product configurations). The side and rear actuator buttons are color
coded according to the various gauge sizes, e.g., Yellow = 20 gauge, Pink = 18 gauge,
Purple = 16 gauge and Green = 14 gauge. A picture of the 14 gauge device is provided
in Figure 2.

Component

=

2

Stylet Needle

Cannula Needle

A

Centimeter Markings

Cocking Slides

Handle

O~ WIN|IFP|H

Actuator Buttons

Figure 2: Bard® Max-Core® Disposable Core Biopsy Instrument (14 Gauge)

2.2 Engineering Drawings

There are no changes proposed to the engineering drawings of the currently
marketed Core Biopsy Instruments. Engineering drawings are provided in Appendix
3.

2.3 Labeling, Intended Use and Indications for Use

There are no changes proposed to the labeling of the currently marketed Core
Biopsy Instruments. Labels and Instructions for Use for the subject devices are

provided in Appendix 4.
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The Intended Use and the Indications for Use of the subject devices, as described in its
labeling, are the same as the Intended Use and the Indications for Use of the predicate

device.
The Indications for Use Statement is provided in Appendix 5.
24 Materials

There are no changes proposed to the materials of the currently marketed Core
Biopsy Instruments. Tables 3 and 4 detail the patient contacting materials of the Core
Biopsy Instruments. Body contact and duration are defined per ISO 10993-1:2009,

“Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk

management process.”

2.5 History of Changes

There have been several changes implemented since the previous submission. Please
refer to Table 5 for a list of changes that have been implemented since the previous
submission. The changes are listed in the order that they were implemented. These
changes did not constitute a new intended use, did not affect safety and effectiveness,

did not raise different questions of safety and effectiveness, and did not alter the
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fundamental scientific technology of the device; therefore, these changes did not require

a new 510(k) submission.

Table 5: History of Changes
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2.6 Predicate and Subject Device Comparison

The predicate device referenced in this submission is the Bard® Monopty® Disposable
Core Biopsy Instrument (K922939, cleared February 16, 1993).

The technological characteristics of the subject devices are substantially equivalent to

those of the predicate device, in terms of following:

e Same intended use

e Same indications for use

e Similar penetration depth

e Similar sample notch

e Same number of samples

e Same mechanics of action

e Same mode of action

e Same energy used / delivered

e Similar patient-contacting materials
e Same fundamental scientific technology
e Same patient population

e Same sterility

e Similar packaging configuration

There are no changes proposed to the design, materials, performance specifications,
packaging, labeling or sterilization of the currently marketed Core Biopsy Instruments as
a result of this submission. When reviewing the changes since the predicate
submission, the subject devices and the predicate device are different in the following

manner:

e Addition of needle gauge size
e Addition of needle lengths

e Addition of performance specifications

These changes do not constitute a new intended use, do not affect safety and
effectiveness, do not raise different questions of safety and effectiveness, and do not

alter the fundamental scientific technology of the device. Refer to Table 6 for a

f TRADE SECRET/CONFIDENTIAL INFORMATION
Bard Pe“pheral Vascular, Inc. Notify C. R. Bard Before Releasing his Document. Bm



Special 510(k)
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 16 of 94

comparison of the predicate and subject devices, including those changes detailed in

Section 3.5 and described above. The differences are noted in bold.
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Table 6: Comparison Summary

Attribute

PREDICATE DEVICE
Bard® Monopty® Disposable Core
Biopsy Instrument (K922939)

SUBJECT DEVICE
Bard® Monopty® Disposable Core
Biopsy Instrument (Currently Marketed)

SUBJECT DEVICE
Bard® Max-Core® Disposable Core
Biopsy Instrument (Currently Marketed)

Regulation Number

21 CFR 876.1075 (Class Il)

Same as predicate

Same as predicate

Intended Use

The core needle biopsy device is
intended to obtain soft tissue samples
for diagnostic and histological analysis
of soft tissue abnormalities.*

Same as predicate

Same as predicate

Indications for Use

The core needle biopsy device is
intended for use in obtaining biopsies
from soft tissues such as liver, kidney,
prostate, spleen, lymph nodes and
various soft tissue tumors. It is not
intended for use in bone.

Same as predicate

Same as predicate

Design, including:

Single-use, sterile, disposable

Same as predicate

Same as predicate

- Needle Gauge

14, 16, 18, 20 gauge

12, 14, 16, 18, 20 gauge

Same as predicate

- Needle Length 10, 16, 20 cm 9, 10, 15, 16, 19, 20, 25 cm 10, 16, 20, 25 cm
- Penetration Depth 11 or 22 mm Same as predicate 22 mm (Subset of Predicate)
- Sample Notch 7 or 17mm Same as predicate 18 mm

- Number of Samples

One or more

Same as predicate

Same as predicate

- Mechanics of Action

Spring operated

Same as predicate

Same as predicate

- Mode of Action

Single puncture and sample*

Same as predicate

Same as predicate

Bard Peripheral Vascular, Inc.
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SUBJECT DEVICE SUBJECT DEVICE
Bard® Monopty® Disposable Core Bard® Max-Core® Disposable Core
Biopsy Instrument (Currently Marketed) | Biopsy Instrument (Currently Marketed)

PREDICATE DEVICE
Bard® Monopty® Disposable Core
Biopsy Instrument (K922939)

Attribute

Energy Used / Delivered Same as predicate Same as predicate

Patient-Contacting
Materials

Patient Population Ind|V|d_uaIs requiring biopsy for - Same as predicate Same as predicate
sampling of soft tissue abnormalities
Visualization Techniques | X-ray, ultrasound, CT, etc. Same as predicate Same as predicate
Sample quality Same as predicate Same as predicate
Performance . -
Specifications N/A Durability Durability
N/A Needle to device tensile strength Needle to device tensile strength
Sterility Ethylene oxide, SAL of 10°® Same as predicate Same as predicate
6 blister packs with Tyvek lids or 10 . . S . , S
. . . . . 5 or 10 blister packs with Tyvek lids in a 5 blister packs with Tyvek lids in a
Packaging Configuration Iggﬁkbg;fwﬁhpt%icn:ej in a cardboard cardboard shelf box with the IFU cardboard shelf box with the IFU

* This information is not clearly stated, but is implied from the predicate submission.
** These materials are unchanged from the predicate device, only the patient contact was re-evaluated (additional biocompatibility testing was not
required due to the change to patient contact for these components)
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3. Design Control Activities

3.1 Risk Analysis

3.2 Packaging

The predicate device is packaged in either a blister pack with Tyvek lid or Tyvek to film
pouch. Sealed blister packs or sealed pouches are placed in a cardboard shelf box with

the Instructions for Use.

The subject devices are packaged in a blister pack with Tyvek lid similar to the predicate
device. Sealed blister packs are placed in a cardboard shelf box with the Instructions for
Use. There are no changes proposed to the packaging of the currently marketed

Core Biopsy Instruments.

3.3 Biocompatibility

There are no changes proposed to the biocompatibility of the currently marketed
Core Biopsy Instruments. The currently marketed subject devices are considered
biocompatible for its intended use as stated in K922939 and as discussed in Section 3.5,
History of Changes. Refer to Table 7 for a list of the testing performed / adopted for the

subject devices.
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Table 7: Biocompatibility Testing

Test Results

3.4 Sterilization
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3.5 Shelf-Life

There are no changes proposed to the shelf-life of the currently marketed Core

Biopsy Instruments. The subject devices are qualified for a 3 year shelf life.

3.6 Declaration of Conformity with Design Controls

The Declaration of Conformity with Design Controls is provided in Appendix 7.
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4. Statement of Substantial Equivalence

The predicate device referenced in this submission is the Bard® Monopty® Disposable
Core Biopsy Instrument (K922939, cleared February 16, 1993).

The technological characteristics of the subject devices are substantially equivalent to

those of the predicate device, in terms of following:

e Same intended use

e Same indications for use

e Similar penetration depth

e Similar sample notch

e Same number of samples

e Same mechanics of action

e Same mode of action

e Same energy used / delivered

e Similar patient-contacting materials
e Same fundamental scientific technology
e Same patient population

e Same sterility

e Similar packaging configuration

There are no changes proposed to the design, materials, performance specifications,
packaging, labeling or sterilization of the currently marketed Core Biopsy Instruments as
a result of this submission. When reviewing the changes since the predicate
submission, the subject devices and the predicate device are different in the following

manner:

e Addition of needle gauge size
e Addition of needle lengths

e Addition of performance specifications

As previously noted, a review of the Risk Assessment and DFMEA of the subject
devices is conducted in accordance with internal procedures based on ISO 14971:2007,
to assure that the risks posed by the modified devices are acceptable. The outcome of

the risk management activities demonstrate the Core Biopsy Instruments present an
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acceptable level of risk when used within its intended use and that the design outputs
continue to meet the design inputs and user need requirements. Therefore, the currently
marketed subject devices are substantially equivalent to the legally marketed predicate
device.
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Appendix 1: 510(k) Summary
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510(k) Summary
21 CFR 807.92

As required by the Safe Medical Devices Act of 1990, coded under Section 513, Part
(N(3)(A) of the Food, Drug and Cosmetic Act, a summary of the information upon which

substantial equivalence determination is based is as follows:

1. Submitter Information:

Applicant:  Bard Peripheral Vascular, Inc.
1625 West 3" Street
Tempe, Arizona 85281

Phone: 480-638-2954

Fax: 480-449-2546

Contact: Sarah McCartney, Regulatory Affairs Specialist
Date: January 2, 2014

2. Subject Device:
Device Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument

Common or Usual Name: Core Biopsy Instrument

Classification: Class Il

Classification Name: Instrument, Biopsy ( Product Code KNW)

Review Panel: Gastroenterology / Urology

Regulation Number: 21 CFR 876.1075 (Gastroenterology-urology biopsy instrument)

3. Predicate Device:
The predicate device is the Bard® Monopty® Disposable Core Biopsy Instrument,

K922939, cleared February 16, 1993.

4. Summary of Change:
This Special 510(k) provides an updated file to FDA including several changes that have

occurred to the subject device since the predicate submission.
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5. Device Description:

Bard® Monopty® Disposable Core Biopsy Instrument

The Bard® Monopty® Disposable Core Biopsy Instrument is a single use core biopsy
device. It is available in several needle gauge sizes and lengths. The actuator button
and arrow in the ready window are color coded according to the various gauge sizes,
e.g., Yellow = 20 gauge, Pink = 18 gauge, Purple = 16 gauge and Green = 14 gauge,
and Light Blue = 12 gauge.

Bard® Max-Core® Disposable Core Biopsy Instrument

The Bard® Max-Core® Disposable Core Biopsy Instrument is a single use core biopsy
device. It is available in several needle gauge sizes and lengths. The side and rear
actuator buttons are color coded according to the various gauge sizes, e.g., Yellow = 20

gauge, Pink = 18 gauge, Purple = 16 gauge and Green = 14 gauge.

6. Indications for Use of Device:
The core needle biopsy device is intended for use in obtaining biopsies from soft tissues
such as liver, kidney, prostate, spleen, lymph nodes and various soft tissue tumors. It is

not intended for use in bone.

7. Technological Comparison to Predicate Devices:
The technological characteristics of the subject devices are substantially equivalent to

those of the predicate device, in terms of following:

e Same intended use

e Same indications for use

e Similar penetration depth

e Similar sample notch

e Same number of samples

e Same mechanics of action

e Same mode of action

e Same energy used / delivered

e Similar patient-contacting materials

¢ Same fundamental scientific technology
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e Same patient population
e Same sterility

¢ Similar packaging configuration

When reviewing the changes from the predicate submission, the subject devices and the
predicate device are different in the following manner:

e Addition of needle gauge size
e Addition of needle lengths

e Addition of performance specifications

8. Performance Testing Summary:
There are no changes proposed to the currently marketed devices as described in this
submission and no new or increased risks have been identified, therefore additional

bench performance testing is not warranted.

9. Conclusion:

The subject devices are substantially equivalent to the predicate device.
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Appendix 2: Truthful and Accuracy Statement
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Truthful and Accuracy Statement
[As Required by 21 CFR 807.87(k)]

| certify that, in my capacity as Regulatory Affairs Specialist of Bard Peripheral Vascular,
Inc., | believe fo 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.

M/\M@? 0/ 03 /2014

Sarah McCartney Date
Regulatory Affairs Specsalls’t

K133948
510(k) Number (if known)
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Appendix 3: Engineering Drawings
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Bard® Monopty® Disposable Core Biopsy Instrument
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Bard® Max-Core® Disposable Core Biopsy Instrument
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Appendix 4: Subject Device Labeling
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Bard® Monopty® Disposable Core Biopsy Instrument (English Only)
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BarD® MonoprTy® Disposable
Core Biopsy Instrument
Instructions for Use
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pro punkéni biopsii
Navod k pouziti

BArD® MonoPTY® Tek Kullanimlik
Kor Biyopsi Cihazi
Kullanma Talimati

BarD® MonorPTy® T
ZEA5 A Fr e

(B AHAR

Bar0® MonorPTy® Sl3|2

N
A 77

OpHopasoBbI MHCTPYMEHT
ANA ToncTouronbHol Buoncuin
B2rD® MonoPT®
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Instructions for Use

Caution: Federal (U.S.A.) law restricts this device to sale by or on the order of a physician.
A. General Information and Device Description:

The Barp® MonopTy® Disposable Core Biopsy Instrument is a single use core biopsy device . It is
available in several needle gauge sizes and lengths. The actuator button and arrow in the ready

HSITON3

window are color coded according to the various gauge sizes, e.g., Yellow=20 gauge, Pink=18
gauge, Pumple=16 gauge, Green=14 gauge, and Light Blue=12 gauge.

Catalog Number Gauge Size and Neadle Length Length of Sample Notch Penetration Depth
121210 129 (2.8mm) % 10cm (100mm) 1.7cm (17mm) 22mm
121216 129 (2.8mm) % 16cm (160mm) 1.7cm (17mm) 22mm
121410 14g (2.1mm) % 10crn (100mm) 1 7emm (17rmm) 221mim
121416 140 (2. 1mm) = 16cm (160mm) 1.7cm (17mm) 22mm
121610 16g (1.7mm) % 10cm (100mm) 1.7cm (17mm) 22mm
121616 16 (1.7mm) % 16cm (160mm) 1.7cm (17mm) 22mm
121620 16 (1.7mm) % 20cm (200mm) 1.7cm (17mm) 22mm
121810 180 (1.2mm) % 10crm (100mm) 1.7emm (17mm) 22rmim
121816 180 (1.2mm) % 16cm (160mm) 1 7emm (17rmm) 221mim
121820 18g (1.2mm) x 20cm (200mm) 1.7em (17mm) 22mm
122010 20g (0.9mm) x 10cm (100mm) 1.7cm (17mm) 22mm
122016 20 (0.9mm) x 16cm (160mm) 1.7cm (17mm) 22mm
122020 20g (0.9mm) ¥ 20crm (200mm) 1.7cm (17mm) 22mm
211410 14g (2.1mm % 9em (90mm) 0.7cm (7mm) 11mm
211416 1401 (2.1 % 15cm (150mem) 0.7cim (7rrm) 111nim
211610 160 (1.7mmix Scm (20mm) 0.7cm (Fmm) 11mm
211616 16 (1.7mm) % 15cm (150mm) 0.7cm (7mm) 11mm
211620 160 (1.7mm) % 19cm (190mm) 0.7cm (7mm) 11mm
211810 18g (1.2mmx 9cm (90mm) 0.7cm (7mm) 11mm
211816 181 (1.2} % 15cm (150mem) 0.7cHm (Trm) 111nim
211820 18 (1.2} % 19cm (190mem) 0.7cim (7rrm) 111nim
212010 200 (0.9mmyx 9cm (90mm) 0.7cm (7mm) T1mm
212016 20g (0.9mrm) x 15cm {150mm) 0.7cm (7mm) 11mm
212020 20g (0.9mrm) ¥ 19cm {190mm) 0.7cm (7mm) 11mm

{1
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B. How Supplied:
The product is supplied sterdle and non-cywogenic upless nacksae has heery onened or damaged
Sierlized using Ethylene Oxide For singie use ondy. Do Not Reuse. Do Not Resterilize.

2. Indications for Use:

he core naedie tiopey davice is intended fur uss in obtainng Biopsies from soft fissues such
as iiver, kidnsy, prostate, soleen, lvmph nodes and various soft tissue tumaors. |£is not intended
for use 0 bons.

0. Contraindications:
Good medical wdgment shuould be exensiced in considenng iopey on patisnis who ane recsiving
anitcoanulant therapy or whn have bigeding discidsrs.

E. Wamnings:

1. Post-biopsy patierd care may vary with the biopsy technique philized and the individosal
patient's physiologics! condition. Cheervation of vital signs and other precautions
should be taken to avold andfor treat potential complications that may be agsociated
with biopsy procedures,

2. The collection of multiple needle cores may help to snsure the detection of any cancer
tizsiee, A "negative” biopsy in the pressnce of suspicious radiographic finding does not
preciude the presence of carcinoms.

3. The Bare® Monorv® Dispozable Core Biepsy Instrument is not intended for use in hone.

4. The Bare®Moropry® Disposable Core Bispsy Instrument has been designed for single
vse onily. Reusing this medical device bears the risk of cross-patient contamination as
medical devices — particulary those with long and small luming, joints, and/or crevices
between companents — are difflcolt or impossible to clesn once body fuids or lissues
with potential pyregenic or microbial contamination have bad contact with the medical
device for an indeterminable period of time. The regidue of biclogical rmaterial can
prormote the contamination of the device with pyrogens or microorganisms which may
lead to infectious complications.

[

& Do not resterilize the Basn™ Monoe ™ Dispesable Core Biopsy Instrument, After
resterilization, the sterility of the product is not guaranteed because of an indsterminahle
degree of polential pyrogenic or micrebial contamination which may fead to infectious
complications. Cleaning, reprocessing andfor resterifization of the present medical
device increases the probabillty that the device will malfunction due to potential adverse
effects on components that are influsnced by thenmal andior mechanical changes

Mote: i o i i ! po o *'hs‘ gE *Ic

irmperfech

Mote: Alter

wilin accept

F.

1)

[rgy be o po
cal praclices and agpli

Precautions:

@ mdw exffe
opsied,

arvied oUt under imaging conre

o]
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{22

Mever test the prodisct oy finng into the air Damage may cocur 1o the needisfcannila tip andsor

patentiuseriniuny.

4. Before using, insgpact the need!e fo-’ dama d |uo.rt bH t shatt or other impearfections that
wnLicl prevant proper fun 5 are damagad orbant, B0 NOT LUSE.

5 Unusual foree apolied io tr“-P sivlet or unusual resistance against the stviet while axiended out

of the supportive cannuta may causs the styiet to bend at the speoimen notch, & bent speciman

noich may interfere 1 the needis functicn.

3. Potential Complications:

Fotentisl compiications asscciated with core I:uiopsv orocedurss ans silds, but are
iimitad to: hematomsa; hemorrags; infection; a -t tisue miu : cing; hemopiysis;
t argan orvsssel .VL|”rut orex; and air embalism.

.’10|’3:<' non !—tar““t t|95'

deteriorgticn of neurc !
Frompt disgnosis -_zﬂd tm rr"ﬂr"t Mist e considersd sftne ,m! et e ::biits Signs ors “"mru'm-:. ot air
smbalism.

H. Equipment Required:

« Aopropnats imaging modal
o Burgies! oloves and drapss

e Lacal anesthetic as needed

o Baro® TruGune® Coaxial canpuiz {optional)
¢ Srabe

ple coliection container

«  Ciher equipmernt as necegsar

by accessories

Iy

. Directions for Use:

B ® Mowop v® Disposable Cors Blopsy Instrument preparation:
F*]@fo"e‘a LSRG, inEpsct (e riee f Barnaged ooint ert shal or other miperfe o
srevsnt meopar fandion, IFthe ne i damagsd orbent, DG NOT USE.
1 Lsing asentic toohr“que rwrovol"o naturmsnt Tom its package,
f Honay by twisting the rotat
[irr il wiThcleaw the
toand skt in
WO 0T T
serlion, punctire e

1

s thal woiid

nal mechanism at the end

The arrow m
RECOMMENDATION: Fo

Biopsy Procedure:

The tiogey procedure must be o g sppropnate aseptic techniguses

1. Prepare the sile as .ewired. Adequats anssihesia should be administared orior to incision
of tha skin.

2. Wenfy instrument is enermgized {cockad ).

3. insertths tip of the needle pricr ic the lesicn ic be biopsiad.

ig maintamning the instrument's positicn and the nesdis crientation, depress the achuator
[iton to cause both the styist and the cannuia o astomatically advance.
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Semove neadls Tom patent and rotate the end of the instrument cne-naif tum to withdraw
he carnliz and expose the bionsy cpecimen. Remove the specimen,

nal biopsies ofthe same organ sre reguired, withdraw the stvlst by rotating the end
stthe nstiument an addiicnal one-half tum and repesat the procedure.

Warranty:
Bc‘rd Peﬂ'p. weral UE‘:;C'_”&: i wiarranis to the first purchassr of this product that this product will

N nehin fora genod of ene year from the date of first
arranty will e imited to repar or repi nent of
lar's goig discretion or refunding your net prcse naid.
i) from misuse of this product ane not covered by

Fauar)

th|e !!m|ted warram_-,r.

TO THE EXTENT ALLOWABLE BY APPLICABLE LAW THIS LIMITED PRODUCT WARRANTY
I8 IN LIEU OF ALL OTHER WARRANTIES, WHETHER EXPRESS OR IMPLIED, INCLUDING,
BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF MERCHANTARILITY DR FITHNESS FOR
A PARTICULAR PURPOSE. IN NG EVENT WILL BARD PERIPHERAL VASCULAR BE LIABLE
TOYOU FOR ANY INDIRELT, INCIDENTAL OR CONSEQUENTIAL DAMAGES RESULTING
FROM YOUR HANGLING OR USE OF THIS PRODUCT.

e sfcournlries do ric:t F.':Iic.ew i aoof impied warrarties, incids
damagss. You may be entitied to addiicnal remedies under the laws of your sk

s e el
Souniny

silded forthe Lsar's
sed etwees 15
see if additicnat croduct

he igsi page o1 this oo
I'1 = and product use, the user should contact Ban
information is avaiishis.

Assemipled in Mewico

i4)
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Bar0® MonorT +® Disposable Core Biopsy Instrument

Instrurnent de biopsie tissulaire jetable Baro® Monorme®

Baro® MonorTe® Einweg-Stanzhiopsieinstrument

Strumento usa-e-getta per agobiopsie Baro® Monopry®

Instrurnento para hiopsia de nucleo desechable Baro® Monopme®

Baro® Monorme® wegwerphaar kernbiopsie-instrument

Dispositivo descartavel para hiopsia por pungéo tecidular Bare® Monope®
AyIAIOIN0 Epyaheio Bloyiog pe kATTTOUCD BErdvE Baro® MonopTe®
Baro® MonorTe® kemehiopsiinstrument til engangshbnig

Barp® MonorTe® kdmbiopsiinstrumert fér engangsbruk

Kertakayttiinen Baro® Maonarm® -paksuneulahiopsialaite

Baro® MonorT® engangsinstrument til kjemehiopsi

Jednorazowy przyrzad Bare® Maonorty® do biopsji gruboigiowe

Barp® MaonarTe® Bgyszer hasznalatos vastagti-hiopszias eszkiz
Jednorazovy biopticky nastraj Bare® Mownorre® pro core’ biopsii

Baro® Manorry® Tek Kullanimlik Kaor Biyopsi Cihazl

Baro® Manorry® HHEETLEE LT R 234

Baro® MonopTy® LE|E EMH 2|F

OAHOPE30BEIA MHCTRYMEHT LNA TONCTOMMONEHOM B1oncui Baro® Manapy®

Attention, See Instructions For Use
A Attention, vair le mode d'emploi

Achtung! Siehe Gebrauchsanweisung

Attenzione, leggere e istruzioni per 'uso

Atencion: consulte las instrucciones de uso

Let op, zie Gehriksaamwijzing

Atengio, consultar as instrugdes de utilizagao

Npooogf|, pa. Odryie ypAang

Bemaerk, Se hrugsvejledningen

Ohs! Se bruksanvisningen

Huomio! Lue kayttdohjeet

ME! Se hruksarwisningen

Lhiwaga: Malery zapoznad sie 7 instrukcja uycia

Figyelem, lasd a hasznalati utasitast!

Paozor, wiz navod k pouZiti

Dikkat, Kullanim Talimatian'na bakiniz

EE EERERHBE

T2| M2 AE FE

BHUMaHME ! M. MHCTRYKLMMA N0 NPMMEHEHIA

Catalogue Number
REF Mumero de catalogue
Katalognummer
Mumero di catalogo
Mdmero de catalogo
Catalogusnumrmer
Mimero do cataloga
AQIBLAC KaTahOyou
Katalognummer
Adtikelnummer
Luettelonumero
Katalognummer
Mumer katalogowy
Wataldgusszam
Katalogove isla
Katalog Mumaras!
SRR

FIgEa 8=
Homep no kaTanory
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Manufacturer
Fabricant
Hersteller

Froduttore
Fabricante
Fabrikant
Fabricante
KaTookeuaoThg
Producent
Tillverkare
amistaja
Frodusent
Procucent
Gyartd

Yyrobce

Uretici

el |

H| == A
MpOK3B0AMTEND

NON Non-Pyrogenic
Apyrogene
Pyrogenfrei
Apirogeno
Apirdgeno
Miet-pyrogeen
Apirogenico
M) TTupETOYOVD
Pyrogenfri
Pyrogenfri
Pyrogeenitan
Pyrogenfri
Apiragenny
Pirogenmentes
Apyrogenni
Firojenik degildir
HjgtzE M
AMMPOrEHHD

cf Peel to Open
' Peler pour ausrir
o Zum Offnen ahziehen

Q‘? Per aprire staccare qui
Retirar para abrir
Trekken om te openen
Descolar para abrir
ATIOKOAMOTE Y10 v QvoiLel
Traelkes af for at abne
Riv upp far att dppna
Repsise auki
Trekk av for & apne
Zenwad w celu obwarcia
A Kinyitashoz hizza szét
Oteviete strzenim kryci falie
Soyarak Aging
# BN AT R
B FHEStAZ.
MOTAHYTE ANA OTKPEITWA

GL

PD

Gauge Size and Needle Length
Diameétre et longueur de l'aiguille
Grike (Gauge) und Madellange
Calibro e lunghezza dell'ago
Tamafio de calibre v longitud de aguja
MNaalddikte en -lengte

Calibre & comprimento da aguha
MEyEB0C gauge Kol WAKOC pehdvag
Gauge-starrelse ag kanylelzngde
Gaugestariek och kanyllangd
G-koko ja neulan pituus
Gaugestarrelse og ndlelengde
Rozmiar i diugosc ighy

Yastagsag &s thhosszlsag

Primeér a délka jehly

Kalibre BiyOKIOFH0 ve i§ne Uzuniubu
BigRTMEHE

Holx =7 ¢ Hhs 2ol

Kanuap 1 4nwHa uimel

Length of Sample Notch
Longueur d'encoche d'échantilonnage
Lange der Praobenkerbe

Lunghezza dell'incava peril campione
Longitud de la muesca de la muestra
Lengte wan inkeping

Comprimenta da entalhe da amostra
MFAKOG eykOTTAG GeiypoTog

Leengde af praverille

Provskarans langd

Naytelowen pituus

Lengden pa prevetakingshakket
Dtugose weigcia prabki

Mintavewd horony hossza

Deélka draZky na vzorek

Omek Centik Uzunludu

HEMORR

AHE & Lo

OniuHa Belemk ANA 0Bpasya

Penetration Depth
Profondeur de pénétration
Penetrationstiefe
Profondita di penetrazione
Profundidad de penetracian
Penetratiediepte
Profundidade de penetracao
BdBog disiobuong
Penetrationscyhde
Penetrationsdjup
Penetraatiosyyys
Penetrasjonsdyhde
Giebokosé penetracii
Behatolasi melyseq
Hloubka priniku

Ging Derinligi

FAlFE

& 2ol

TMyGIHA NPOHMKHOBEHKA
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Do Not Use if the Product Sterilization Barrier or its Packaging is Compromised

Me pas utiliser si la bamiere de stériisation ou I'emballage du produit est endommagé

Bei beschadigter oder offener Steriverpackung nicht verwenden

Mon utilizzare se |a barriera di sterilizzazione del prodotto o la confezione sono compromessi

Mo utilizar sila barrera de esterilizacion del producto o su envase estan dafiadaos

Miet gebruiken wanneer de sterilisatiebarriére van het product of de verpakking is aangetast

Mao utilizar se a barreira de esterilizagdo do produto ou respectiva embalagemn estiverem comprometidas
W ¥ PNOIUOTTONETE 10 TTpOioY edyw &yal TTopapiacTel 0 ppaypoc aTTooTEpWONG f N oUckeuaoia Tou

M3 ikke anvendes, hvis produktets steriliseringsbarriere eller emballagen er kompromitteret.

Anvand inte om produktens sterla barrar eller dess farpackning ar skadad

Ei saa kayttaa, jos tuotteen sterilointisuojaus tai pakkaus on vaurioitunut

Bruk ikke produktet hvis den sterile harieren eller emballasjen er brutt

Mie uzywac, jesli naruszono steryinosc produktu lub jego opakawanie

Me hasznaljia, ha a termeket vedd steril zar vagy a csomagalas semit

MNepouzivejte wyrobek s narudenou sterlizaéni ochranou nebo poruderym obalem.

Urin Steril Bariyeri veya Ambalaj zarar gomigse kullanmayin

MEEREERESDESE  FDIED

MEL B ZH0|- ERO| =EE B AZEE OAIZ.

3anpeLasTcA NPMMEHATE M3AENME, ECNM CTEPMUABHEA YNAKOEKA MM BHELWHAR YNAKOBKa NOBPEXAEHA

Authorised Representative in the European Community
Feprésentant autorise au sein de la Communaute eurapeenne
Bevolimachtigter in der Europaischen Gemeinschaft
Rappresentante autorizzato nella Comunita Europea
Representante autorizado en la Comunidad Europea
Gemachtigde binnen de Europese Gemeenschap
Representante autorizado na Comunidade Europeia
EZoumodornpeyos avimTpacwTog oTny EUpWTTaik) Komornra
Autariseret repraesentant | Det Europaeiske Faellesskab
Auktoriserad representant inom EG

Yaltuutethu edustaja Euroopan yhteisdssa

Autarisert representant i EU

Autaryzowany przedstawiciel na terenie Unii Europejskie)
Meghatalmazott kepviseld az Eurdpai Kozdssegben
Autarizaovany Zastupce v Evropske unii

Avrupa Topluludu Yetkili Temsilcisi

EiHREEnE RS

FE =8 e dSee o2l

¥NONHOMOH EHHBIA MPEACTaE MTENE B EBponeickom cooBlecTee
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Bard, Max-Core, Monopty, and TruGuide are trademarks and/or registered trademarks of C.R. Bard, Inc. or an affiliate.

Bard, Max-Core, Monapty et TruGuide sont des margues et (ou) des margues déposées de C. R, Bard, Inc. ou d'une de ses filiales.
Bard, Max-Core, Monopty und TruGuide sind Marken undfoder eingetragene Marken von C R, Bard, Inc., oder einer Tochtergesellschaft.
Bard, Max-Core, Monopty e TruGuide sono marchi commerciall efo registrati di C.R. Bard, Inc. o di una sua affiliata.

Bard, Max-Core, Monopty y TruGUide son marcas comerciales yo comerciales registradas de C.R. Bard, Inc. o de una filial.
Bard, Max-Core, Monopty en TruGuide zijn handelsmerken en/of gedeponeerde handelsmerken van C.R. Bard, Inc. of een
daarmee geaffilieerd bedriff.

Bard, Max-Core, Monopty e TruGuide s3o marcas comerciais efou registadas da C.R. Bard, Inc. ou de uma empresa afiliada.
O ovouaoizg Bard, Max-Core, Monopty ko TruGuide eival summopikd ofjpara f kol ofuara karare8éia e C. R, Bard, Inc. f
KETTOIOG BUYTTRIKAS THE.

Bard, Max-Core, Monopty og TruGuide er registrerede varemaerker tilherende C. B. Bard, Inc. eller et tilkryttet selskab.

Bard, Max-Core, Monopty och TruGuide &r inregistrerade varumarken som tillhdr C. R. Bard, Inc. eller affilierat firetag.

Bard, Max-Core, Monopty ja TruGuide ovat C. R. Bard, Inc:n tai sen tytaryhtiéin tavaram erkkejd ja'ta rekisterdityja tavaramerkkeja.
Bard, Max-Core, Monopty og TruGuide ervaremerker og/eller registrerte varemerker som tilherer C.R. Bard, Inc. eller et
tilkryttet selskap.

Bard, Max-Core, Monopty | TruGuide s3 znakami towardwymi iflub Zarejestrowanymi znakami towarowymi firmy C. R, Bard, Inc.
Iub jej spatek stawarzyszonych.

Afaz) Bard, Max-Core, Monapty es afaz) TruGuide a ©. F. Bard, Inc. vagy tarsvallalatanak bejegyzett vadjegye.

Bard, Max-Core, Maonapty a TruGuide jsou achranné znamky afnebo registrovane ochrannge znamky spaleénosti C. R Bard,
Inc. nebo jeji pobodky.

Bard, Max-Core, Monopty ve TruGuide, CR. Bard, Inc.in veya badl kurulugunun tican markalan vefveya tescilli icar markalandir.
Bard » Max-Core » Monopty 0 TruGuide 2 C. R. Bard, Inc. St EHE@EIEREEN, - L IMEE -

Bard, Max-Core, Monopty 2 TruGuide= C.R. Bard, Inc. s A2l 4% A/iEs SE4EL U

Bard, Max-Core, Monopty 1 TruGuUide — TOBApHEIE 3HAKW MMM 33PEMMCTPMPOB 3HHBIE TOBAPHEIE 3HAKKM KOMNaHMKM C. R, Bard,
INC. MK BE A0HERHMX KOMMAHWIA.

©

Copyright ©2012 C. R. Bard, Inc. All rights reserved.

Copyright @2012 C. R, Bard, Inc. Taus droits reserves.

Copyright ®2012 . K. Bard Inc. Alle Rechte vorbehalten.

Copyright @2012 ©. K. Bard, Inc. Tuti i dintti nservati.

Copyright 2012 C. R. Bard, Inc. Reservados todos 105 derechos.

Copyright ®2012, C. R. Bard, Inc. Alle rechten woortbehouden.

Copyright 2012 C.R. Bard, Inc. Todos os direitas reservadas.

Myveupankd Akawpars @2012, C. R Bard, Inc. Mg Trpy emgplsain moviag Sikgiiyarag.
Copyright @2012 . K. Bard, Inc. Alle rettigheder forbeholdes.

Copyright @2012 C. R. Bard, Inc. Alla rattigheter firbehalina.

Copyright @2012 C.R. Bard, Inc. Kaikki oikeudet pidatetaan.

Copyright @2012 C. R. Bard, Inc. Alle rettigheter forbeholdt.

Copyright 2012 C. R. Bard, Inc. Wszelkie prawa zastrzezone.

Copyright 2012 C. R. Bard, Inc. Minden jog fenntartva.

Copyright @2012 C. R, Bard, Inc. Wiechna prava wwhrazena.

Yapit hakk ©2012 C. R, Bard, Inc. Tam haklan sakidir.

Copyright 2012 C. R. Bard, Inc. {R &SR -

Copyright ® 2012 C. R, Bard Inc. 28 J2l= g2 F oo

ABTOPCKWME Mpaga @ 2012 1, koMnaHmA C. R. Bard, Inc. Bce Npaea 3alluweHs!.

: TRADE SECRET/CONFIDENTIAL INFORMATION
Bard Perlpheral Vascular, Inc. Notify C. R. Bard Before Releasing his Document. BMD



Special 510(k): K133948

Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 56 of 94
]
Manufacturer: Authorised Representative
Bard Peripheral Wascular, Inc. in the European Community
1625 West 3rd Street 008 Bard Limited
Tempe, A7 85281 Forest House

USA, Tilgate Forest Business Park
Brighton Road, Crawley
West Sussex

TEL: 1-480-884-8515 RH11 9EF, UK

1-800-3214254

FAX. 1-480-966-7062
1-8300-440-5376

wiviwd bardbiopsy.com
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Bard® Monopty® Disposable Core Biopsy Instrument | Bard Biopsy

[BARID

BIOPSY SYSTEMS

Page 1 of 2

Bard, Inc. Bard Peripher ar, Inc.

TRUSTED INNOVATION

Prod

BARD® MONOPTY®

DISPOSABLE CORE BIOPSY INSTRUMENT

About Us

All Products = Core Meedle Biopsy Products = BARD® MONOPTY® Disposable Core Biopsy Instrument

COMPLEMENTAR Y
FRODUCTS

MAE-CORE Disposable Core
EBiopsy Instrument

CONTACT US

I 'Wart To Order

| Need More Information

INDICATIONS FOR USE

Download IFL

LEARN MORE

O FINESSE
Ultra

Breast Biopsy System

THE CONVEMNIENCE OF A DISPOSABLE VATH
CONSISTENTLY ACCURATE CORE SAMPLES

Ease of single use combined with the security

that comes with a Bard product EE )

FPenetration depths of 11 mmor 22mm
offer you maimum proc edural versatility

Lightweight handle pravides ywou greater
handling and control
Colar coding promotes accurate needle
gauge identification

Compatibility with Barp® TRUGUIDER Coaxial
Biopsy Meedle enhances efficiency and accuracy

http://www.bardbiopsy. com/products/monopty. php

1/2/2014

Bard Peripheral Vascular, Inc.

TRADE SECRET/CONFIDENTIAL INFORMATION
Notify C. R. Bard Before Releasing his Document.

[BANRID



Special 510(k): K133948

Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument

Page 62 of 94

Bard® Monopty® Disposable Core Biopsy Instrument | Bard Biopsy

Home | SiteMap | Privacy Policy | ContactUs

GEOG0S12  © Copyright 2013, © . Bard, Inc. Al

Rights Reserved.

http://www.bardbiopsy. com/products/monopty. php

Page 2 of 2
22mm GAUGE x LENGTH | COAXIAL
PENETRATION | (em) LENGTH (cm)
DEPTH
® 121210 12x 10 7.8 c12104
® 121218 12x18 138 c1218A
® 121410 14x10 7.8 c14108
® 121416 14x 16 13.8 C1416A
® 121610 16x 10 7.8 C1610A
® 121616 16 x 16 13.8 C1616A
® 121620 16 x 20 17.8 C16204
® 121810 18x 10 7.8 C1810A
® 121816 18x 16 13.3 C1816A
® 121820 18x20 178 c1820A
) 122010 20 x 10 7.8 C2010A
122016 20x 18 13.8 C2016A
) 122020 20x 20 17.8 €2020A
11mm GAUGE x LENGTH COAXIAL
PENETRATION | (em) ORDER NO.
DEPTH
® 211410 14x8 7.8 C14104
® 211418 14x15 138 C1418A
® 211510 16x8 7.8 C16104
® 211516 1615 13.8 C1616A
® 211620 1618 17.8 C1620A
® 211810 18x9 7.8 c1810A
® 211816 18x15 13.8 c1316A
® 211820 18x18 17.8 C1820A
' 212010 20x9 7.8 C20104
212018 20x15 138 Cc2018A
" 212020 20x19 17.8 c20204
1/2/2014

Bard Peripheral Vascular, Inc.

TRADE SECRET/CONFIDENTIAL INFORMATION
Notify C. R. Bard Before Releasing his Document.

[BANRID



Special 510(k): K133948
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 63 of 94

Bard® Max-Core® Disposable Core Biopsy Instrument (English Only)
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BarD® Max-Core®
Disposable Core Biopsy Instrument
Instructions for Use

B2rD® Mex-Core® Instrument pour biopsie a usage unique
Mode d'emploi

B2rD® Mex-Core® Einweg-Biopsieinstrument
Gebrauchsanweisung

BarD® Max-Core® Strumento Usa-e-Getta per Agobiopsia
Istruzioni per I'Uso

B2rD® Max-Core® Instrumento de Biopsia Desechable
Instrucciones de uso

B2rD® Mex-Core® Biopsie-instrument voor eenmalig gebruik
Gebruiksaanwijzing

BarD® Max-Core® Instrumento de Biopsia Descartavel
Instrugdes de Utilizagao

B2rD® Mex-Core® Avaiioiho epyaisio Bloyiag Bia BeAdvag
Odnyieg ¥priong

B2rD® Mex-Core® Biopsiinstrument til engangsbrug
Brugervejledning

B2rD® Max-Core® Biopsiinstrument fér engangsbruk
Bruksanvisning

Kertakayttéinen Baro® Mex-Core® -paksuneulabiopsialaite
Kéyttdohjeet

B2rD® Mex-Core® biopsiinstrument til éngangsbruk
Bruksanvisning

Przyrzad do hiopsji jednorazowego uzytku BarD® Max-Core®
Instrukcja uzycia

B2rD® Mex-Core® Egyszer Hasznalatos Biopszias Eszkéz
Hasznalati utasitas

B2rD® Mex-Core® Jednorazovy nastroj pro biopsii

Pokyny k pouZiti

BarD® Max-Core® Tek Kullanimlik Kor Biyopsi Aleti Biyopsi Aygiti
Kullanma Talimati

BarD® Max-Core® HAZER 204 A 234

EARA

Baro® Max-Core® Uz ZSMH 2|7

ME A E

OAHOPAa30BbIi MHCTPYMEHT ANA TONCTOMroNbHOM Buoncun Barp® Max-Core®
WHCTPYKUMKM MO MPWUMEH EHUIO

Jednorazovy nastroj na hruboihlovd biopsiu Bapp® Max-Core®
Navod na pouZitie

3ANRID
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msiructions for Use.
Caution: Federal (U.8.A.) law restricts this device to saie by or on the order of a physician.
A. General Information and Device Descriptiol

m
=
Q
=
n
T

Istor but
I Green=14 gauge.

Cﬁtuar:.'obget.:’e Gauge Size and Needie Length Lengt;:tfciample Perlijeet;:on
MC1410 A4ag{? tmmyx A0cm {100mm} 1 8cm {1 22mm
MCTA18 mm i x 16om {1 22mm
MCTE1T Tommyx 0o (1G8mm 22mm

imrgx 6o (1 22mm

18a {1 2mmix 10cm (100 F2mm

METE1E 18g {1 2mm}x Z2mm
18 {1 2mm)x ; 1 22mm

MOCT82E 48017 2mmix 250 (255mm} 4 Hom {18mm) Z2mm
sCE0 20085 Smm i 10om (158mm T Bom T8 Z2rmm
M08 F00 0 8mm ;< TEerm (180mm) 4 2om (germ) 2zmm
MOZ020 20015 2mmgx 200 (Z20Gmm} S5 fgman 2Z2mm

2. How Supplied:
The product is supphed sterite and nor-pyregsnic unless the package has besn opened of damaged. Sterilized using Ethylene
Odeke, For single use onby, Do Not Reuse, Do Not Resteriiize,

&, ingications for Use:
Trie core nesdie biopsy dev

ice ic intended for use in obiaming biopsies Tont sof tissues such as liver, kidney, prostate, splsan,

iy | 310 nd vancus el IssU2 tmers s nat iniendad for use i ane

0O, Contraindications:

&nad med: Jmant shcuid b2 exarcised in conedening hiopsy on paiients wha are recensng anticosguiant theracy or whe
rave a bleeding problem

E YWarnings:

1. Pestbiopsy patient care may vary with the biopey technigus utilized and the individual patient's physiclogical
condition. Gheervation of vital signs and other precautions should be {aken (o avoid and/or treat potential
complications that may be associated with biopsy procedurss,

2. The collection of multiple needie cores may help to ensure the detection of any cancertissue. A "negative” biopsy
in the presence of suspicious radiographic findings doees not preciude the presence of carcinoma.

3. The Baro® Max-Core® Biopsy Instrument has been designed for single use only. Reusing this medical device bears
the risk of cross-patient contamination as medical devices — particulary thozse with long and small lumina, joints,
andfor crevices between cormponents — are difficult or impossible to clean ence body fluids or tissues with potential
pyrogenic or microbial contamination have had esntact with the medical device for an indeterminable period of time.
The residue of biclogical material can promote the contamination of the device with pyrogens or microorganisms
which may lead to infectious complications.

4. Do nof resterilize the Baro® Max-Core® Biopsy Instrument. After resterilization, the sterility of the product is not
guaranteed because of an indeterminable degres of polential pyrogenic or microbial contamination which may lead
to infectious complications. Cleaning, reprocessing and/or resterilization of the present medical device increases the
probability that the device will malfunction due to potential adverse effects on components that are influenced by
thermal andfor mechanical changes.

Mote: IF collecting multiple samples, inspect the needie for damaged boint, bent shaflt or other imperfections after sach

sample is collected. Do not use needle if any impefection is noted.

MNote: After use, this product may be a potential bichazard. Handle and dispose of in accordance with acceptable medical

practice and with applicable local, state, and federal laws and reguiations.

F. Precautions:

arodduch sheuld bs Dy i wab

fndinge nd possicle eide efiects of core ne

a

hispeied

SOMSin 5 i0ns,

aletely farmibar wibn [hs ndloations ¢ [
tn e specifiic orgar teirg

ed cut of ire
rfere with b

ray cause e stylet 1o band ¢
G. Potential Complications:

“otennal complicancne sssocated

S 555

fUs ancior

7 g dicative of air
2 catiert exhebits signe or sumpioms of ar emboiem

of 5ing

te censiderad :

g
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ENGLISH

H. Equipment Required:

+  Appropriate imaging modality accessories

+  Surgical gloves and drapes

+  Local anesthetic

+  Baro® TRUGUIDE® Coaxial Cannula (optional)

+  Scalpel

+  Sample collection container

+  Other equipment as necessary

|. Directions for Use:

Barp® Max-Core® Biopsy Instrument preparation:

Before using, inspect the needle for damaged point, bent shaft or other imperfections that wiould prevent proper function. If the

needle is damaged or bent, DO NOT USE.

1. Using aseptic technigue, remove the Instrument from its package. See Figure 1

Note: To remove the protective needle sheath and yellow guard, you must energize (cock) Instrument

2. Energize {cock) Instrument by pulling back on the top slide to withdraw the cannula and lock in place. See Figure 2. Then pull
back on the bottom slide to withdraw the stylet and lock in place. See Figure 3. Remove protective needle sheath and vellow
guard. Instrument is ready to fire when both slides are locked back

Recommendation: For ease of insertion, puncture the skin with a scalpel at the entry site

Biopsy Procedure:

The biopsy procedure must be performed using appropnate aseptic technigues.

1. Prepare site as required. Adeguate anesthesia should be administersd prior to incision of the skin.

2. Venfy Instrument is energized {cocked). See Figure 3

Note: Do not place fingers in front of cocking slides once Instrument is energized (cocked) Impeding cocking slides' movement

will impact functionality.

2. Inzert tip of needle to the point to be biopsied
4. wWhile maintaining Instrument's position and the needle orientation, depress the rear actuator button, or push the side actuator
forwiard (direction of amow), to cause bath stylet and cannula to automatically advance
5. Remove needle from patient and pull back on the top slide to withdraw the cannula and expose the biopsy specimen
(See Figure 2). Remaove the specimen.
6. If additional biopsies are required, pull back on the bottom slide to withdraw the stylet and repeat the procedure
Figure 1

+  As Packaged (Protective Needle Sheath and Yellow Guard Mot Shawn)
+  Instrument Mot Energized {Cocked)
+  Not Ready to Fire

Figure 2

+  Top Slide Locked Back
+  Biopsy Sample Motch Exposed
Figure 3

+  Top Slide and Bottom Slide Locked Back
. Instrument Energized {Cocked)
+ Ready to Fire

Warranty

Bard Peripheral Vascular warrants to the first purchaser of this product that this product will be free from defects in materials and
waorkmanship for a period of one year from the date of first purchase and liability underthis limited product wiamanty will be limited
to repair or replacement of the defective product, in Bard Peripheral Vascular's sole discretion or refunding your net price paid
Wyear and tear from normal use or defects resulting from misuse of this product are not covered by this limited wanmanty.

TO THE EXTENT ALLOWABLE BY APPLICABLE LAW, THIS LIMITED PRODUCT WARRANTY IS IN LIEU OF ALL OTHER
WARRANTIES, WHETHER EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. IN NO EVENT WILL BARD PERIPHERAL VASCULAR
BE LIABLE TO YOU FOR ANY INDIRECT, INCIDENTAL OR CONSEQUENTIAL DAMAGES RESULTING FROM YOUR
HANDLING OR USE OF THIS PRODUCT.

Some states/countries do not allow an exclusion of implied wamanties, incidental or consequential damages. You may be entitled
o additional remedies under the laws of your state/country

Anissue or revision date and revision number for these instructions are included for the user's information on the last page of
this booklet . In the event 36 maonths have elapsed between this date and product use, the user should contact Bard Peripheral
WVascular to see if additional product information is available

Aszsembled in Mexico

4]
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Atengéo, consulte as Instrugdes de Utlizagho
Mpoaoxr, BA. Odnyieg Xofang
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Uwaga: Malezy zapoznacd sig z instrukejg uzytkowania
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Use By
A utiliser avant
Verwendbar bis

Utilizzare entro
UUsar antes de

Te gebruiken woor
Prazo de validade
Huspopnvia Aidng
Anvendes far
Utgangsdag
Kaytettawa ennen
Brukes innen
Termin waznosci
Felhasznalhatd
Datum pouZiti
Son Kullanma Tarihi

Menonesoeate oo
Spotrebovat’ do

STERILE Ea Stgrilizggl Using Ethylerge Oxide
Sterilisé a I'oxyde d'sthylene
Sterilisiert mit Ethylenoxid
Sterilizzato mediante ossido di etilene
Esterilizado mediante dxido de efileno

Gesterilisesrd met behulp van ethylesnoxide

Esterilizado por dxido de etileno
ATTOCTEIPLIMEYD JE QIBUASYOEEDIO
Steriliseret med ethylenoxid
Steriliserad med etylenoxid
Steriloitu etyleenioksidilla
Sterilisert med etylenoksid
Produkt sterylizowany tlenkiem etylenu
Etilén-oxiddal sterilizalva
Sterilizovano etylenoxidemn

Etilen Oksit Ile Sterilize Edilmigtir
ERRECIREES
sstoEHeR UF Halg
CTepnnus0BaH0 STUNEHOKCULOM
Sterilizowvané etylénoxidom

Single Use
A usage unique
MNur zum Einmalgebrauch

Wonouso

Un solo uso

Yoor eenmalig gebruik
Utilizacéo unica

Mo pia ¥prian povo
Engangshrug

Engéngshruk
Kertakayttoinen
Engangstruk

Tylko do jednorazowego uzytku
Egyszerhasznalatos

K jednorazovému pouZiti
Tek Kullanim Igindir
Bt

1=l ALE

OpHOKPaTHOMD NpUMEHEHNA
MNa jednorazove pouZitie

Do Not Resterilize
MNe pas restériliser

Micht resterilisieren
Mon risterilizzare

Mo reesterilizar

Miet opnieuw steriliseren
N&o reesterilizar

Ny ETTOY OTTOCTE DUIVETE
& ikke resteriliseres

Far e omsteriliseras

El saa steriloida uudestaan
Skal ikke resteriliseres

Mie sterylizowac ponownie
Me sterilizala djra
MNeprovadéjte resterilizaci
Tekrar Sterilize Etmeyin
ENEEES

TH bR OpA A2,
MoBTOpHEA CTepUnaaLns sanpelyeHa
Mesterilizujte opakovane

Do not use if the product sterilization barrier or its
packaging is compromised

Me pas utiliser si la barrigre de stérilisation ou 'emballage du
produit sont endommageés

Bei beeintrachtigtern Sterilschutz oder beschadigter Verpackung
des Produkts nicht venwenden

MNon usare il prodotto se la barriera sterile & compromessa o la
confezione & danneggiata

Mo utilice el producto si la barrera de esterilizacion o su envase
no estan en perfecto estado

Miet gebruiken wanneer de sterilisatiebarriére wan het product of
de verpakking is aangetast

N&o utilizer se & barreira de esterilizagio do produto ou
respectiva embalagem estiverem comprometidas

N PR TILOTTOIETE TO TTPOIGY £4Y £X& TTARURICTTE O gpayag
QTTOOTEPLIOT| G 1 N GUOKEL OG0 ToU

W& ikke bruges, hvis produktets sterilisationsbarriere eller
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Anvand inte produkten om sterilbarriaren &r bruten eller
forpackningen oppnad eller trasig

Ei saa kayttaa, jos tuotteen sterilointisuojaus tai pakkaus on
waurioitunut

Bruk ikke produktet hvis den sterile barrieren eller emballasjen
er brutt

Mie ufywiad, jesli naruszona sterylnosé produkiu [ub jego
opakowanie

Me hasznélja, ha a terméket véds steril zar vagy a csomagolas
sérult

Pokud je narugena sterilni ochrana nebo poskazen obal, wyrobek
nepouzivejte

Urun steril bariyeri veya ambala zarar gormugse kullanmayin
NREDHERBREETE  H0

HEol Yo B0l ZR0| &A4EH ZR ARSIA 0pdA2
3anpellaeTcA NPUMEHATE 3L eNWe, el ero CTepMIEHan
YMaKOBKE MMK BHELHAA YNaKOBKa NOBPSHOEHE

MNepouZivajte, ak je steriina bariéra produktu alebo jeho obal
porugeny

MNon-Pyrogenic
Apyrogéne
Pyrogenfrei
Apirogena
Apirdgeno
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Pyrogenfri
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Producent
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Laft her

Lyft har
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Tu nadvihnite

Autherised Representative in the European Community
Représentant autorsé au sein de la Communauté européenne
Bevollmachtigter in der Européischen Gemeinschaft
Rappresentante autorizzato nella Comunita Europea
Representante autonizado en la Comunidad Europea
Gemachtigde binnen de Europese Gemesnschap
Representante autorizado na Comunidade Europeia
EfoumodoTnpévo s QuTITTROTLITTOL OTHY EUpLITIaiks Kon atnTa
Autoriseret repraesentant | Det Europaeiske Fesllesskab
Auktoriserad representant inom EG

Valtuutettu edustaja Euroopan vhiteisossa

Autorisert representant | EU

Autoryzowany przedstawiciel na terenie Unii Europejskigj
Meghatalmazott képviseld az Eurdpal Kézdsségben
Autorizovany Zastupce v Evropské unii

Ayrupa Toplulugu Yetkili Temsilcisi

BRI R BRA = R A

T A e S22 o2 YAl

YNONHOMOYEHHEIA NpeAcTasKMTens B EBponeiickom coofilecTBe
Opravneny zastupca v Eurdpskom spolocenstve

Bard, Max-Core, and TruGuide are trademarks and/or registered trademarks of C. R. Bard, Inc. or an affiliate.
Bard, Max-Core et TruGuide sont des margues commerciales etfou des marques déposées de C. R. Bard, Inc. ou
d'une de ses filiales

Bard, Max-Core und TruGuide sind Marken undfoder eingetragene Marken von C. R Bard, Inc. oder einem
Tochterunternehmen.

Bard, Max-Core e TruGuide sono marchi commerciali e/o registrati di C. R Bard, Inc. o di una sua affiliata

Bard, Max-Core y TruGuide son marcas comerciales wo marcas comerciales registradas de C. R, Bard, Inc. o de una
filial

Bard, Max-Core en TruGuide zijn handelsmerken enfof gedeponeerds handelsmerken van C. R. Bard, Inc. of een daar-
mee geafflieerd bednjf.

Bard, Max-Core & TruGuide sdo marcas comerciais e/ou marcas comerciais registadas da C. R. Bard, Inc. ou de uma
empresa afiliada.

Ta Bard, Max-Core kol TruGuide givan epmmopikd ofjpora Kaf) ofuor o karatedevta tng C. R, Bard, Inc. f) kdmoiag
TUYDEGLIEVNC ETCIPEITE.

Bard, Max-Core og TruGuide er varemaerker ogleller registrerede varemaerker tilherende C. R. Bard, Inc. eller et tilkny-
ttet selskab.

Bard, Max-Core och TruGuide ar varumarken eller registrerade varumarken som ags av C. R. Bard, Inc. sller affilierat
foretag

Bard, Max-Core ja TruGuide ovat C. R. Bard, Inc:n tai sen tytaryhtion tavaramerkkeja jaftal rekisterdityja
tavaramerkkeja

Bard, Max-Core og TruGuide ervaremerker ogleller registrerte varemerker som tilharer C. R, Bard, Inc. eller et tilkny-
ttet selskap

Bard, Max-Core oraz TruGuide sg znakami towarowymi i/lub zastrzezonymi znakami towarowymi firmy C. R, Bard, Inc
|ub jej spotek stowarzyszonych

ABard, a Max-Core és a TruGuide a C R. Bard, Inc. vallalatnak vagy valamelyvik leanyvéllalatanak veédjegye

esfragy bejegyzett védjegye

Bard, Max-Core a TruGuide jsou ochranné znamky nebo zapsané ochranné znamky spoleénosti C. R, Bard, Inc. nebo ses-
terskych spolecnaosti

Bard, Max-Core, ve TruGuide, C. R. Bard, Inc. veya bir yan sirketinin tican markalan vefveya tescilll ican markalaridir.
Bard, Max-Core 1 TruGuide & C R Bard, Inc. StEL [T Bl @20 HmEE -

Bard, Max-Core % TruGuide = C. R. Bard, Ine. B HIBARR| &% YieEs ESAERLC)

Bard, Max-Core u TruGuide — ToBapHble 3Haky WM 3apericTprpoBaHHele ToBApHLIE 3Haky komnaHk C. R, Bard,
INc. WK ee A0YepHMX KOMNAH WA

Bard, Max-Core a TruGuide sU ochranné znamky afalebo registrované ochranné znamky spolognosti C. R, Bard, Inc.
alebo jej pridruZenegj spolodnosti
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“ Manufacturer:
Bard Peripheral Vascular, Inc. AUthO"SEU Representative
1625 West 3rd Street in the European

Tempe, AZ 85281 Community

UsA 008 Bard Limited
Forest House

TEL: 1-480-894-9515 Tilgate Forest Business Park
1-800-321-4254 Brighton Road, Crawley

FAX: 1-480-966-7062 West Sussex
1-800-440-5376 RH11 9BP, UK

www .bardbiopsy.com

SANRID

BIOPSY SYSTEMS

PK1279900 Rev. 0 05/12
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Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument

Special 510(k): K133948
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BARD® MAX-CORE® ——~ G| REF i~

Disposable Core Biopsy Instrument LOT| e
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Box Label

Core Biopsy Instrument
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Bard® Max-Core® Disposable Core Biopsy Instrument | Bard Biopsy Page 1 of 1

Bard, Inc.  Bard Periphet: ar, Ine.

[BARID TRUSTED INNOVATION

Biorsy S Patient R Abou

BARD® MAX-CORE®

DISPOSABLE CORE BIOPSY INSTRUMENT

R ———— e L F

All Products > Core Meedle Biopsy Products = BARD® MaX-CORE® Disposable Core Biopsy Instrument

COMPLEMENT AR THE CONVENIENCE OF A DISPOSABLE. THE —
FRODUCTS EASE OF ONE-HANDED COCKING. &=
- e
Codal Biopsy Needles m One-handed cocking and lightweight ergonamic - s
COMTACT US design improve both handling and contraol 2 o 2 g

| Wizrt To Order m Features 22mm penetration depth B s
| Heed More Infarmation m Twao firing buttans accommodate your preference - - £ .
NDICATIONS FOR USE m Color coding promates accurate needle __-":H
gauge identification —_—_4
Dovwnload [FU e . . ;- [} .
Campatibility with Barp® TRuGUID ES Coaxial
Biop=y Meedle enhances efficiency and accuracy f '
ORDER GAUGE x LENGTH | COANIAL COAXIAL
NUMBER {em) LENGTH {em) ORDER NO.

LEARN MORE

® MCc1410 14x10 7.8 | c1410a
Hreast Biopsy System ® MC1416 14x18 138 | C1418A
@ MC1610 1610 7.8 C1610A
® MC1618 16x 16 138 | c1816A
® Mc1810 18x 10 7.8 C1810A
® MC1816 18x 16 138 | c1g16a
® Mc1820 1820 17.8 | c1s20a
® MC1825 18x 25 e
MC2010 20 % 10 7.8 | czot0a
MC2016 20 % 16 13.8 | c2016a
MC2020 20 x 20 17.8 C2020A

Home | SiteMap | Privacy Policy | ContactUs
GBORO&12 @ Copyright 2013, C. R. Bard, Inc. All
Rights Reserved.

http://www.bardbiopsy.com/products/max-core.php 1/2/2014
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Appendix 5: Indications for Use Statement
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Indications for Use

510(k) Number (if known): K133948

Device Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument

Indications for Use: The core needle biopsy device is intended for use in
obtaining biopsies from soft tissues such as liver, kidney,
prostate, spleen, lymph nodes and various soft tissue
tumors. Itis not intended for use in bone.

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 IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Appendix 6: FDA Communication
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Addition of Needle Lengths Letter (dated June 26, 1995)

and FDA Concurrence Letter (dated July 26, 1995)
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C. R. Bard, Inc.
8195 Industrial Blvd.
Covington, GA 30209

[BANRID

June 26, 1995

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation -
510(k) Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

Attention: Ms. Laura Byrd, DRAERD; Urology Branch

Re:  #K922939: Addition of 25¢m and 30cm needle lengths to Bard®
Monopty® Disposable Biopsy Instrument product line

Per conversations between Laura Byrd of FDA and Steven Mercereau of C.R.
Bard, Inc. on March 14, 1995 and between Laura Byrd of FDA and Donna
Wilson of C.R. Bard, Inc. on May 16, 1995, this letter is being submitted as an
amendment to a concurred 510(k) file, #K922939. This 510(k) referenced
needles in lengths of 10, 16 and 20cm. We would like to add the lengths of 25
and 30cm to the product line. Therefore, we ask that you consider the
information included in this letter, make a determination as to whether a
new 510(k) is required for this change, and if no new 510(k) is required that
you include a copy of this letter in the 510(k) file as notice of the additional
needle lengths. We also request that you provide us with written notification
of your decision.

Per our interpretation, the April 1994 draft guidance document regarding
when to file a 510(k) states that the addition of product sizes (dimensions)
outside the previously cleared, via 510(k), ranges would require the
submission of a new 510(k) for the new dimensions. However, we feel that
this document may allow some flexibility in that it seems reasonable to
assume that the requirement for filing a new 510(k) when going outside the
previously cleared dimensional ranges would apply only to the more critical
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device dimensions for which a change could significantly effect device
performance in terms of safety or effectiveness.

Bard intends to market Monopty and Maxe®Core™ Disposable Biopsy
Instruments with needles in lengths of 25cm and 30cm for the 16 gauge and
18 gauge needle lines only as these are the needles sizes for which additional
length would be useful to the physician (see attached Equivalency Table, Part
IX). This addition would be for the entire line of Monopty Disposable Biopsy
Instruments and MaxeCore Disposable Biopsy Instruments.

biopsy instrument offers ergonomic enhancement in terms of potential one-
handed cocking of the device, an additional firing button or trigger to allow
firing with either thumb or finger and changes to the outer shape of the
device that will prevent it from rolling off hard surfaces.

- TRADE SECRET/CONFIDENTIAL INFORMATION
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It should be noted that there are no new claims or new indications for.use
associated with the longer length biopsy needles and no changes in materials
of construction. Medical risk assessments, engineering reviews and FMEAs
(Failure Modes and Effects Analyses) confirm that lengthening the 16 gauge
and 18 gauge needles to 25cm or 30cm does not significantly effect device
safety or effectiveness.

C.R. Bard, Inc. has not publicly disclosed or acknowledged that fact of its
intent to market the longer needles to any individual outside its employ,
other than disclosures made under commercial agreements containing
appropriate safeguards for secrecy. Per 21 CFR 807.95(b), C. R. Bard, Inc. also
requests that the FDA keep and maintain confidential the contents of this
letter. h

Should you have any questions regarding this letter, please call me at 404-784-
6135.

Sincerely, 5 4
i | / ' 3
L;)'/;gwyf’{ '/L/E/fff\f\

Donna J. Wil,éon
Director, Regulatory Affairs

Enclosure

CERTIFIED MAIL

Bard and Monopty are registered trademarks of C.R. Bard, Inc. or an affiliate.

MaxeCore is a trademark of C.R. Bard, Inc. or an affiliate.
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CONFIDENTIAL

Equivalency Table
Comparison Charts of Some Currently Marketed Products
and Proposed Bard Product

Current Bard Product Part1 #K922939

15 Gauge N/A
16 Gauge
18 Gauge
19 Gauge N/A
20 Gauge i

BIP Company Product Part I #K934370

13 Gauge
14 Gauge
15 Gauge N/A
16 Gauge
18 Gange
19 Gauge N/A

20 Gauge

Product Part I

Biopsy Needle Co.

D
13 Gauge N/A
14 Gauge
15 Gange N/A
16 Gange N/A
18 Gauge
19 Gauge N/A
20 Gauge

x

Boston Scientific Corp. Product Part IV

|[nameter:
13 Gauge N/A

14 Gauge

15 Gauge

16 Gauge N/A

18 Gauge

19 Gauge N/A

20 Gauge

Cook Inc. Product PartV

13 Gauge N/A
14 Gauge g
15 Gauge
. | 16 Gauge
/| 18 Gauge
19 Gauge
20 Gauge
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CONFIDENTIAL

Equivalency Table
Comparison Charts of Some Currently Marketed Products
and Proposed Bard Product

Inrad Product © PartVIl

13 Gauge N/A
14 Gange
15 Gauge N/A
16 Gauge
18 Gauge
19 Gauge N/A
20 Gauge

Manan Medical Pr

Diamet

13 Gauge N/A

14 Gauge

15 Gauge N/A

16 Gauge

18 Gauge

19 Gauge N/A

20 Gaunge

Medical Device Technologies, Inc. Product Part VIII
= T : -

13 Gauge N/A
14 Gauge
15 Gauge N/A
16 Gauge
18 Gauge
19 Gauge N/A
20 Gauge

Proposed Bard Product PartIX

Thameter:
13 Gauge N/A
14 Gaunge -
15 Gauge N/A
16 Gaunge
18 Gauge
19 Gauge N/A
20 Gauge

i
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L $ERVICE
¥ 5
» 4

./a D W@WTW‘P@WH & HUMAN SERVICES
.‘.‘h RE L E U‘U JIL 26 235 Food and Drug Administration

Public Health Service

ST,
(3

&

. 9200 Corporate Boulevard
Rockville MD 20850

REGULATORY AFFAIRS

K922939
Addition of 25cm and 30cm Needle

C. R. Bard, Inc. Lengths to Bard® Monopty® Disposable
8195 Industrial Boulevard Biopsy Instrument Product Line

Covington, Georgia 30209 Dated: June 26, 1995
Received: June 30, 1995

Ms. Donna J. Wilson Re:
Director, Regulatory Affairs

Dear Ms., Wilson:

We have reviewed the information dated June 26, 1995, regarding the 510(k)
notification K922939 previously submitted for the device referenced above.
solely on the information that you have provided, it does not appear that you have
significantly changed or modified the design, components, method of manufacture,
or intended use of the.device referenced above (see 21 CFR 807.81(2)(3)). It is,
however, your responsibility to determine if the change or modification to the
device or its labeling could significantly affect the device's safety or
effectiveness and thus require submission of a new 510(k). The information you'

have supplied will be added to the file.

Based

Sincerely yours,

1. (A
A ] Ly s

Lillian Yin, Ph.D.

Director, Division of Reproductive,
Abdominal, Ear, Nose amnd Throat,
and Radiological Devices

Office of Device Evaluation

Center for Devices and
Radiclogical Health
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Addition of Echogenicity Claim Letter (dated July 18, 1996)

and FDA Concurrence Letter (dated September 3, 1996)
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‘ gard, Inc.
,95 Industrial Blvd.
Covington, GA 30209

July 18, 1996 [B m

Ms. Laura Byrd

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation

DRAERD, Urology Branch (HFZ-470)
9200 Corporate Blvd.

Rockville, MD 20850

Re:  #K922939:  Bard Monopty Disposable Biopsy Instrument Product Line -
Echogenic claim

Dear Ms. Byrd:

Per conversations between Laura Byrd of FDA and Donna J. Wilson of C. R. Bard, Inc.
on January 19, 1996, voice mail message from Laura Byrd of FDA the week of May 6,
1996, and subsequent conversations betv-een FDA and Bard, this letter is being submitted
as an amendment to a concurred 510(k) file, #K922939. This 510(k) referenced

C. R. Bard, Inc. intends to market Monopty Disposable Biopsy Instruments (including
the ergonomically enhanced Max+Core models) with the same needle dimensions (gauge

and length) and made using the same materials as described in #K922939 and the June 16,
— \

1995 letter to file.
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The Indications for Use remain the same but the description of the needles and associated
marketing claims would contain the words "echogenic" and "enhanced echogenicity",
more visible" and similar terms indicating enhanced visualization during

ultrasound procedures.

"significantly

Therefore, we ask that you consider the information included in this letter, make a
determination as to whether a new S10(k) is required for this change, and if no new 510(k) is
required that you include a copy of this letter in the 510(k) file (#K922939) as notice of the
Bard Monopty/Max+Core Disposable Biopsy Instrument Product Line echogenic needle
claim. We also request that you provide us with written notification of your decision.

It should be noted that other than a claim of echogenicity or enhanced visualization during
ultrasound procedures there are no new claims or new indications for use associated with
the echogenic needles and no significant changes in materials of copstruction. No changes
in design that could significantly affect safety or effectiveness have been made since

C. R. Bard, Inc. has not publicly disclosed or acknowledged that fact of its intent to
market the Bard Monopty and Max+Core product lines with an echogenic claim to any
individual outside its employ, other than disclosures made under commercial agreements
containing appropriate safeguards for secrecy. Per 21 CFR 807.95(b), C. R. Bard Inc.
also requests that the FDA keep and maintain confidential the contents of this letter.

Should you have any questions regarding this letter, please call me at 770-784-6135.
Sincerely,

Donna J. Wilson
Director, Regulatory Affairs

Enclosure

CERTIFIED MAIL

Bard Peripheral Vascular, Inc. TRADE SECRET/CONFIDENTIAL INFORMATION _3 m \ﬂ:D
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Notify C. R. Bard Before Releasing his Document.
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Notify C. R. Bard Before Releasing his Document.
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Notify C. R. Bard Before Releasing his Document.
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—/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
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‘7 Food and Drug Administration

9200 Corporate Boulevard

E “ 1] B : Rockville MD 20850
m S 16 1555
SEP 3 [gos

REGULATORY AFFAIRS |

Ms. Donna J. Wilson
Diractor, Regulatory Affairs
C.R. Bard, Inc.

8195 Industrial Boulevard
Covington, Georgia 30208

Re: X936194; K922939; K934370; and K910720
Coaxial Biopsy Needle; Bard Monopty Disposable Biopsy
BIP [Bard Magnuml] Biocpsy Needles;

R

Instcuiment Product Line;
and Bard Biopty-Cut Biopsy Needles
Dated: July 18, 1896

Dear Ms. Wilson:

We have reviewed the information dated July 18, 1996, regarding the 510 (k)
notifications X936194, K922939, K9343270, and X910720 previously submitted for
the devices referenced above. Based solely on the information that you have
provided, it does not appear that you have significantly changed or modified
the designs, components, methods of manufacture, or intended use of the
devices referenced above (see 21 CFR 807.81(a) (3)). It is, however, your
responsgibility to determine if the change or modification to the devices or
their labeling could significantly affect the devices' safety or effectiveness
and thus require submission of a new 510(k). The information you have
supplied will be added to the file.

Sincerely yours,

Lllllan Ph. D.

Dlrecto:, DlVlSlOn of Reproductive,
Abdominal, Ear, Nose and Throal,
and Radiological Devices

office of Device Evaluation

Center for Devices and
Radiological Health

f TRADE SECRET/CONFIDENTIAL INFORMATION
Bard Pe”pheral VaSCUIar' Inc. Notify C. R. Bard Before Releasing his Document. BMD
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Appendix 7: Declaration of Conformity with Design Controls

f TRADE SECRET/CONFIDENTIAL INFORMATION
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Declaration of Conformity
with Design Controls

Verification and Validation Activities: As required by the risk analysis, afl verification
and validation activities were performed by the designated individual(s) and the resulis
demonstrated that the predetermined acceptance criteria were met,

I

dirte | 4 (217 - (%
Ruben Perez 3 Date

Siaff Engineer
Bard Peripheral Vascular, inc

Manufacturing Facility: The manufacturing facility is in conformance with the design
confrol procedure requirements as specified in 21 CFR 820.30 and the records are
available for revisw,

Fd-19-13

Seott N@ai " Date
Director of Guality Assurance
Bard Peripheral Vascular, Inc,

TRADE SECRET/CONFIDENTIAL INFORMATION

Bard Pé?i@héﬂ&i Vassuiar, ne. Notify G, B Bard Belore Releasing this Dosurnent,
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Bard Peripheral Vascular, Inc.

C. R. Bard, Inc. FDA CDRH DMC

1625 West 3rd Street

Tempe, AZ 85281 JAN

Tel: (800) 321-4254 28 20u 'MWRID
(480) 894-9515 Received

Fax: (480) 966-7062
January 27, 2014

U.S. Food and Drug Administration

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

Silver Spring, MD 20993-0002

Re: Special 510(k) K133948/S002
Trade Name: Bard® Monopty® Dlsposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument
Common Name: Core Blopsy Instrument
Predicate Device: Bard® Monopty® Disposable Core Biopsy Instrument
(K922939)

Dear Sir/Madam:

Pursuant to 21 CFR 807.90, Bard Peripheral Vascular, Inc. (BPV), a division of C. R
Bard, Inc is submitting one eCopy of a Special 510(k) notification for the Bard®
Monopty and Bard® Max-Core® Disposable Core Biopsy Instruments to address the
eCopy Hold Letter received January 27, 2014. This updated eCopy is an exact
duplicate of the paper copy sent by BPV on January 23, 2014. There have been no
prior formal submissions for which FDA provided feedback related to the data or
information needed to support substantial equivalence for this device. This updated
eCopy submission provides responses to the FDA RTA deficiencies indicated for
K133948 dated January 17, 2014. For ease of review, both the FDA RTA Checklist
questions/requests and Bard’s Responses are provided in Attachment 1 of this cover
letter.

The Bard® Monopty® and Bard® Max-Core® Disposable Core Biopsy Instruments are
Class |l products. The Product Code for these devices is KNW (Instrument, Biopsy).
The Review Panel for this Product Code is Gastroenterology / Urology (Medical
Specialty No. 78). The Device Classification Regulation Number is 21 CFR
§876.1075.

This submission provides an updated file to the FDA including several changes that
have occurred to the subject device since the predicate submission including
updates to the labeling and the addition of a needle gauge size, addition of needle
lengths, and addition of performance specifications. There is no change to the
intended use or indications for use of the subject device, and the minor changes do
not alter the fundamental scientific technology of the device. This modification
complies with the requirements for a Special 510(k) submission as outlined in “The

Page 1 of 4



Bard Peripheral Vascular, Inc.
C. R. Bard, Inc.
1625 West 3rd Street

Tempe, AZ 85281

Tel:  (800) 321-4254 "m )
(480) 894-9515

Fax: (480) 966-7062

New 510(k) Paradigm - Alternate Approaches to Demonstrating Substantial
Equivalence in Premarket Notifications — Final Guidance”, issued March 20, 1998.
The terms “substantially equivalent”, “similar”, and related terms and descriptions in
this notification are terms or words of art defined by the Food and Drug
Administration in the Federal Food, Drug, and Cosmetic Act, as amended, and the
regulations promulgated thereunder and are not to be construed or interpreted for
any other purpose.

This document contains a Medical Device User Fee Cover Sheet and a completed
CDRH Premarket Review Submission Cover Sheet following this cover letter. A
checklist for Special 510(k)s can be found on Page 4 corresponding to the FDA
guidance document, “Refuse to Accept Policy for 510(k)s,” dated December 31,
2012, which also denotes where each required element outlined in this guidance can
be found in this submission. Furthermore, this document contains a signed Truthful
and Accuracy Statement in Appendix 2, Indications for Use Statement in Appendix
5, and Declaration of Conformity with Design Controls in Appendix 7. The 510(k)
Summary can be found in Appendix 1.

BPV requests that the FDA keep and maintain confidential both the existence and
the contents of this premarket notification in accordance with 21 CFR §807.95(b).
BPV also requests that the FDA keep and maintain confidential the contents of this
letter.

Please do not hesitate to contact me if you have any questions or need any
additional information. | can be reached via telephone at 480-638-2954, fax at 480-
449-2546, or by e-mail at sarah.mccartney@crbard.com.

Sincerely,

Sarah McCartney
Regulatory Affairs Specialist
Bard Peripheral Vascular, Inc.

Page 2 of 4
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Bard Peripheral Vascular, Inc.

C. R. Bard, Inc. FDA CDRH DMC

1625 West 3rd Street JAN 94 ,

Tempe, AZ 85281 014

Tel:  (800) 321-4254 . %WZR )
(480) 894-9515 Received

Fax: (480) 966-7062
January 23, 2014

U.S. Food and Drug Administration

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

Silver Spring, MD 20993-0002

Re: Special 510(k) K133948/S001
Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument
Common Name: Core Biopsy Instrument
Predicate Device: Bard® Monopty® Disposable Core Biopsy Instrument
(K922939)

Dear Sir/Madam:

Pursuant to 21 CFR 807.90, Bard Peripheral Vascular, Inc. (BPV), a division of C.R.
Bard, Inc., is submittin& one pager copy and one eCopy of a Special 510(k)
notification for the Bard® Monopty® and Bard® Max-Core® Disposable Core Biopsy
Instruments. The eCopy is an exact duplicate of the paper copy. There have been
no prior formal submissions for which FDA provided feedback related to the data or
information needed to support substantial equivalence for this device. This updated
submission provides responses to the FDA RTA deficiencies indicated for K133948
dated January 17, 2014. For ease of review, both the FDA RTA Checklist
questions/requests and Bard's Responses are provided in Attachment 1 of this cover
letter.

The Bard® Monopty® and Bard® Max-Core® Disposable Core Biopsy Instruments are
Class Il products. The Product Code for these devices is KNW (Instrument, Biopsy).
The Review Panel for this Product Code is Gastroenterology / Urology (Medical
Specialty No. 78). The Device Classification Regulation Number is 21 CFR
§876.1075.

This submission provides an updated file to the FDA including several changes that
have occurred to the subject device since the predicate submission including
updates to the labeling and the addition of a needle gauge size, addition of needle
lengths, and addition of performance specifications. There is no change to the
intended use or indications for use of the subject device, and the minor changes do
not alter the fundamental scientific technology of the device. This modification
complies with the requirements for a Special 510(k) submission as outlined in “The
New 510(k) Paradigm — Alternate Approaches to

Page 1 of 4
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Bard Peripheral Vascular, Inc.

C. R. Bard, Inc.

1625 West 3rd Strest

Tempe, AZ 85281

Tel:  (B00) 321-4254 35\
(480) 894-9515

Fax: (480) 966-7062

Demonstrating Substantial Equivalence in Premarket Notifications — Final
Guidance”, issued March 20, 1998.

The terms “substantially equivalent”, “similar”, and related terms and descriptions in
this notification are terms or words of art defined by the Food and Drug
Administration in the Federal Food, Drug, and Cosmetic Act, as amended, and the
regulations promulgated thereunder and are not to be construed or interpreted for
any other purpose.

This document contains a Medical Device User Fee Cover Sheet and a completed
CDRH Premarket Review Submission Cover Sheet following this cover letter. A
checklist for Special 510(k)s can be found on Page 4 corresponding to the FDA
guidance document, “Refuse to Accept Policy for 510(k)s,” dated December 31,
2012, which also denotes where each required element outlined in this guidance can
be found in this submission. Furthermore, this document contains a signed Truthful
and Accuracy Statement in Appendix 2, Indications for Use Statement in Appendix
9, and Declaration of Conformity with Design Controls in Appendix 7. The 510(k)
Summary can be found in Appendix 1.

BPV requests that the FDA keep and maintain confidential both the existence and
the contents of this premarket notification in accordance with 21 CFR §807.95(b).
BPV also requests that the FDA keep and maintain confidential the contents of this
letter.

Please do not hesitate to contact me if you have any questions or need any
additional information. | can be reached via telephone at 480-638-2954, fax at 480-
449-2546, or by e-mail at sarah.mccartney@crbard.com.

Sincerely,

Sarah McCann%

Regulatory Affairs Specialist
Bard Peripheral Vascular, Inc.

Page 2 of 4
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Bard® Monopty® Disposable Core Biopsy Instruments and

Bard® Max-Core® Disposable Core Biopsy Instruments

Updated Special 510(k): K133948/S001

23 January 2014

CONFIDENTIALITY STATEMENT

This document contains information that is confidential and
proprietary property of C. R. Bard, Inc. Neither this document
nor the information therein may be reproduced, used or
distributed to or for the benefit of any third party without the

proper written consent of Bard Peripheral Vascular, Inc.

Bard Peripheral Vascular, Inc.
1625 West 3™ Street
Tempe, AZ 85281



Site: null

Page 1 of 1

Form Approved OMB No. 09100511 Expiration Date April 30, 2016. See Instructions for OMB Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER: *
Wirite the Payment Identification number on your check.

http://www.fda.gov/oc/mdufma/coversheet.html

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:

1. COMPANY NAME AND ADDRESS (include name, street
address, city state, country, and post office code)

BARD PERIPHERAL VASCULAR

2. CONTACT NAME
Tim Williams

2.1 E-MAIL ADDRESS
tim.williams@crbard.com

1625 WEST 3RD STREET _
P O BOX 1740 2.2 TELEPHONE NUMBER (include Area code)
TEMPE 480-303-2539
Gé 85281 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
480-449-2546
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)
.l'tt02g7

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site:

http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm345263.htm

Select an application type: 3.1 Select a center

[X] Premarket notification(510(k)); except for third party [X] CDRH

[1513(g) Request for Information [1CBER

[ 1 Biologics License Application (BLA) 3.2 Select one of the types below

[ 1 Premarket Approval Application (PMA) [X] Original Application

[ 1 Modular PMA Supplement Types:

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

[ 1 Premarket Report (PMR) [ 1Panel Track (PMA, PMR, PDP)

[130-Day Notice [1Real-Time (PMA, PMR, PDP)
[1180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[1YES, | meet the small business criteria and have submitted the required
qualifying documents to FDA

4.1 If Yes, please 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 ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X] YES (All of our establishments have registered and paid the fee, or this is our 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 will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see

http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/ucm053165.htm for
additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY 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 purpose of the application is to support
including any affiliates conditions of use for a pediatric population

[] This biologics application is submitted under section 351 of the Public L] Th€ application is submitted by a state or federal

Health Service Act for a product licensed for further manufacturing use only ggr:enr:;::?:lt; niity for a device that is not to be distributed

7. IS THIS 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 [X] NO

PAPERWORK REDUCTION ACT STATEMENT

Public reporting burden for this collection of information is estimated to average 18 minutes 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 the address below.

[X] NO, | am not a small business

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 1350 Piccard Drive, 4th
Floor Rockville, MD 20850
[Please do NOT return this form to the above address, except as it pertains to comments on the burden estimate.]

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

18-Oct-2013

Form FDA 3601 (01/2007)
"Close Window" Print Cover sheet
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION (E)yﬁa’;lig-nogigpéigember a1 2013
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET Son PRA Statement on page &
Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known)
01/23/2014 _ K133948
SECTION A TYPE OF SUBMISSION
PMA PMA & HDE Supplement PDP 510(k) Request for Feedback
[] original Submission [ ] Regular (180 day) [] original PDP [X] original Submission: [] Pre-Submission
[] Premarket Report [] special [] Notice of Completion [] Traditional [] Informational Meeting
[ ] Modular Submission [] Panel Track (PMA Only) [ ] Amendment to PDP X] special [] Submision Issue Meeting
[] Amendment [ ] 30-day Supplement m Abbreviated (Complete | [ ] Day 100 Meeting
. section |, Page 5) .
[] Report [] 30-day Notice [ ] Agreement Meeting

[_] Additional Information

[ ] Report Amendment [ ] 135-day Supplement ' [] Determination Meeting
[ ] Licensing Agreement [] Real-time Review [L] Third Party [ ] Study Risk Determination
Amendment to PMA & Other (specify):
D HDE Supplement D (specify)

[] Other

IDE Humanitarian Device Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class Ill Designation
(De Novo)
[] original Submission [ ] original Submission [] original Submission [] original Submission []513(g)
[ ] Amendment [ ] Amendment [ ] Additional Information [] Additional Information [] other
I:’ Supplement D Supplement (describe submission):

[ ] Report

[ ] Report Amendment

Have you used or cited Standards in your submission? & Yes |:| No (If Yes, please complete Section |, Page 5)
Company / Institution Name Establishment Registration Number (if known)

Bard Peripheral Vascular, Inc. 2020394

Division Name (if applicable) Phone Number (including area code)

480-638-2954

Street Address FAX Number (including area code)

1625 West 3rd Street 480-449-2546

City State / Province ZIP/Postal Code Country
Tempe Arizona 85281 US.A.

Contact Name

Sarah McCartney

Contact Title Contact E-mail Address

Regulatory Affairs Specialist sarah.mccartney@crbard.com
SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
Company / Institution Name

N/A
Division Name (if applicable) Phone Number (including area code)
Street Address FAX Number (including area code)
City State / Province ZIP Code Country

Contact Name

Contact Title Contact E-mail Address

FORM FDA 3514 (1/13) Page 1 of 5 Pages

PSC Publishing Services (301) 443-6740 EF



SECTION D1

[] New Device

[ ] withdrawal

[ ] Additional or Expanded Indications

[ ] Request for Extension

|:| Post-approval Study Protocol

|:| Request for Applicant Hold

|:| Request for Removal of Applicant Hold

|:| Request to Remove or Add Manufacturing Site

|:| Change in design, component, or
specification:
[] software/Hardware
[_] Color Additive
[ ] material
[] specifications
|:| Other (specify below)

REASON FOR APPLICATION - PMA, PDP, OR HDE

[ ] Location change:
[ ] Manufacturer
[] sterilizer
[ ] Packager

D Process change:
|:| Manufacturing |:| Packaging
[] sterilization

|:| Other (specify below)

|:| Response to FDA correspondence:

D Labeling change:
[] indications
[] instructions
[] Performance Characteristics
[] sheif Life
[] Trade Name
|:| Other (specify below)

[ ] Report Submission:
[ ] Annual or Periodic
|:| Post-approval Study
[ ] Adverse Reaction
[ ] Device Defect
[] Amendment

|:| Change in Ownership
|:| Change in Correspondent
|:| Change of Applicant Address

D Other Reason (specify):

[] New Device

[] New Indication

[] Addition of Institution

[] Expansion / Extension of Study
] IRB Certification

(] Termination of Study

[] withdrawal of Application

[ ] Unanticipated Adverse Effect
[] Notification of Emergency Use
[ ] Compassionate Use Request
[] Treatment IDE

[] Continued Access

[] change in:
|:| Correspondent/ Applicant
[] Design/Device
[] Informed Consent
[ ] Manufacturer
[] Manufacturing Process
[] Protocol - Feasibility
[] Protocol - Other

[] Sponsor

[] Report submission:
[] current Investigator
] Annual Progress Report
[] site Waiver Report

[]Final

SECTION D2 REASON FOR APPLICATION - IDE

[ ] Response to FDA Letter Concerning:
[] Conditional Approval
[ ] beemed Approved
[] Deficient Final Report
|:| Deficient Progress Report
|:| Deficient Investigator Report

[ ] Disapproval

[] Request Extension of
Time to Respond to FDA

[ ] Request Meeting
[] Request Hearing

[] other Reason (specify):

SECTION D3

REASON FOR SUBMISSION - 510(k)

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

& Other Reason (specify):

This submission provides an updated file to FDA including several changes that have occurred to the subject device since the predicate submission. These
changes include updates to the labeling and the addition of a needle gauge size, addition of needle lengths, and addition of performance specifications.

FORM FDA 3514 (1/13) Page 2 of 5 Pages



SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
KNW safety and effectiveness information

2 3 4
E] 510 (k) summary attached
5 6 7 8 |:| 510 (k) statement

1

Information on devices to which substantial equivalence is claimed (if known)

510(k) Number Trade or Proprietary or Model Name Manufacturer
K922939 Bard® Monopty® Disposable Core Biopsy Bard Peripheral Vascular, Inc.
1 1| Instrument 1
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification name

Core Biopsy Instrument

Trade or Proprietary or Model Name for This Device Model Number
1 | Bard® Monopty® Disposable Core Biopsy Instrument 1| See attached list
2 | Bard® Max-Core® Disposable Core Biopsy Instrument 2 | See attached list
3 3
4 4
5 5

FDA document numbers of all prior related submissions (regardless of outcome)

1 k922939 2 8 4 5 6
7 8 9 10 11 12
Data Included in Submission
D Laboratory Testing D Animal Trials D Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class
KNW 876.1075

[Jclass| X] Class II

[Jclassit [ ] Unclassified

Classification Panel

Gastroenterology / Urology

Indications (from labeling)

The core needle biopsy device is intended for use in obtaining biopsies from soft tissues such as liver, kidney, prostate, spleen, lymph nodes and various soft tissue
tumors. It is not intended for use in bone.

FORM FDA 3514 (1/13) Page 3 of 5 Pages



FDA Document Number (if known)
Note: Submission of the information entered in Section H does not affect the

need to submit device establishment registration. K133948

SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

Facility Establishment Identifier (FEI) Number
[X] Original Y (=) [] Manufacturer [] Contract Sterilizer

[ ]Add [ ] Delete - IX] Contract Manufacturer ~ [_] Repackager / Relabeler

Facility Establishment Identifier (FEI) Number
K] Original ty (FED) |:] Manufacturer K] Contract Sterilizer

[ ]Add [ ] Delete (D)(4) [ ] Contract Manufacturer [ ] Repackager / Relabeler

Facility Establishment Identifier (FEI) Number
[X] original vy (FED [] Manufacturer [X] Contract Sterilizer

[ ]Add [ ] Delete _ [] Contract Manufacturer [ ] Repackager / Relabeler

FORM FDA 3514 (1/13) Add Continuation Page| Page 4 of 5 Pages




SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard" statement.
Standards No. Standards Standards Title Version Date
Organization . . . . . .
5-40 1SO Medical devices - Application of risk management to medical devices | 14971
1 08/20/2012
Standards No. Standards Standards Title Version Date
Organization o . ) . .
2-179 1SO Biological evaluation of medical devices - Part 1: Evaluation and 10993-1
testing within a risk management process
5 9 gementp 03/16/2012
Standards No. Standards Standards Title Version Date
Organization | ! evl  medical d byl g
14-278 Biological evaluation of medical devices - Part 7: Ethylene oxide 10993-7
AAMUANSI/ISO sterilization residuals
3 01/15/2013
Standards No. Standards Standards Title Version Date
Organization o .
14-228 Sterilization of health care products - Ethylene oxide - Part 1: 11135-1
AAMI/ANSI/ISO Requirements for development, validation, and routine control of a
4 sterilization process for medical devices 03/16/2012
Standards No. Standards Standards Title Version Date
Organization . . . -
14-360 Bacterial endotoxins - Test methods, routine monitoring, and ST72
AAMI/ANSI alternatives to batch testing
5 01/15/2013
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
Organization
7
Please include any additional standards to be cited on a separate page.
This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW.*
The burden time for this collection of information is estimated to average 0.5 hour per response, including the time to review instructions, search
existing data sources, gather and maintain the data needed and complete and review the collection of information. Send comments regarding this
burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
1350 Piccard Drive, Room 400
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 3514 (1/13) Page 5 of 5 Pages



ATTACHMENT - Section F, Product Information, Continued

Trade or Proprietary or Model Name for This Device

Model Number

Bard® Monopty® Disposable Core Biopsy Instrument

211410, 211416, 211610, 211616, 211620,
211810, 211816, 211820, 212010, 212016,
212020, 121210, 121216, 121410, 121416,
121610, 121616, 121620, 121810, 121816,
121820, 122010, 122016, 122020

Bard® Max-Core® Disposable Core Biopsy Instrument

MC1410, MC1416, MC1610, MC1616, MC1810,
MC1816, MC1820, MC1825, MC2010, MC2016,
MC2020




Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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 X] Special [] Abbreviated
STANDARD TITLE *
ISO 14971:2007, Medical devices - Application of risk management to medical devices
e _______ —E

Please answer the following questions Yes No
1% thie standart reeogrtZey By TR 27 amemommss ammmmmisme s s SR e nos S i X] O
FDA RECOGNILION MUIMDEI3 ..ot eess e srassseseseesesess s sassssesssassesseassstssesseseenesssassssamasanenereanans #35-40

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I G BO(K) 2 ettt e eae et eh et e b e b b sa e e s b e b e naea e ae e eraeent s eneesae e e s e nnenne e J X]

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAO(K)? covevvev oo eeeeeeeeees e eeeeee oo sesesese e e ee s e 2t oo e e oo oo ee e O K

If no, complete a summary report table.

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

DECERINE U0 TS TREVACET, ausivsimsscos e omsias 4 A AT A6 R AR S5 A R A e S X] ]
Does this standard include acceptance criteria? ...t e ] X]
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ... [l X]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?...................c...... O X]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.........ccccocovviiieiinenns ] X]
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? .................ccccinn O X]
If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?..................ccocoiiiinicieee, ] X]
If yes, was the guidance document followed in preparation of this 510K? ..........cccevieeeieee e, ] ]

Title of guidance:

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on

2 Authority [24 U.S.C. 360d], http:! {da.govMedicalDevi all standards utilized during the development of the device.
DeviceRegulationandGuidance/Standards/default.ntm s The supplemental information sheet (SIS) is additional information which
. is necessary before FDA recognizes the standard. Found at hitp//
* http://Iwww.accessdata.fda.gov/scripts/cdrh/cidocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the » The online search for CDRH Guidance Documents can be found at

device under review (for example, alternative test methods); choices made - AWWW ices/Device
when options or a selection of methods are described; deviations from the gﬁéanwdf::d?::n’:gﬁefaabm\?x Bepdsionandsadence:

standard; requirements not applicable to the device; and the name and

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ISO 14971:2007, Medical devices - Application of risk management to medical devices

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?

3 General requirements for risk analysis X Yes [JNo [JNA
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

) Risk analysis K] Yes [JNo []NA
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

See Attachment 1 See Attachment 1 [JYes [No [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

*J

* 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 “justification” 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 o adapi the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer

1350 Piccard Drive, Room 400

Rockville, MD 20850

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:

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 (6/11)

Page 2



ATTACHMENT 1 — Conformance with Standard Sections, Continued

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ISO 14971:2007, Medical devices - Application of risk management to medical devices

CONFORMANCE WITH STANDARD SECTIONS

SECTION NUMBER SECTION TITLE CONFORMANCE?
5 Risk evaluation X Yes | [INo |[]N/A
SECTION NUMBER SECTION TITLE CONFORMANCE?
6 Risk control XYes |[INo |[]JN/A
SECTION NUMBER SECTION TITLE CONFORMANCE?
7 Evaluation of overall residual risk acceptability MXvYes |[INo |[INA
SECTION NUMBER SECTION TITLE CONFORMANCE?
8 Risk management report K Yes |[INo |[IN/A
SECTION NUMBER SECTION TITLE CONFORMANCE?
9 Production and post-production information X Yes |[INo |[IN/A




Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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
[T] Traditional fX] Special [] Abbreviated

STANDARD TITLE !
ISO 10993-1:2009, Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing within a Risk Management Process

Please answer the following questions Yes No
Is this standard recognized DY FDA 272 ...ttt ettt e eae et tesneae s enennas X] ]
FDA RECOGNITION NUMDEI2 ..ottt es e se s s e s aeses s s eneeenen #2-179

Was a third party laboratory responsible for testing conformity of the device to this standard identified
LI (TSIl 0 {4 O SRR P RS X] O

Is a summary report 4 describing the extent of conformance of the standard used included in the

B1OK)? .o eeeee e eeeeeeeee e eeee oo ee s e e e e e e ee oo e e e e e e e et eeen e e e eere oo O K

If no, complete a summary report table.

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

Pertaing t0 thiS ABVICE? ...........coiiie ettt et sae st s eae st e e e e eee e e eane st eeee e e e X] ]
Does this standard include acceptance criteria? ...............cooceiriiiiiiiie e [l X]
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ..., X] ]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?.................cccoooeiiicienns ] X]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)37? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?........cccccevvvvvcvieecnenn. ] X]
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ... ] X]
If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?...............ccccccoiiiiiiiieee X] ]
If yes, was the guidance document followed in preparation of this 510K? ............oooiiieeiiiiee e X] ]

Title of guidance: Use of International Standard ISO-10993, "Biological Evaluation of Medical Devices Part 1: Evaluation..."

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
. i i all standards utilized during the development of the device.
2 Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/defauilt.htm 5 The supplemental information sheet (SIS) is additional information which

. is necessary before FDA recognizes the standard. Found at http:/
¥ hitp:/iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the & The online search for CDRH Guidance Documents can be found at

device under review (for example, alternative test methods); choices made http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
when options or a selection of methods are described; deviations from the Gui&ancel:;oclj ents/default.htm

standard; requirements not applicable to the device; and the name and

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE .

STANDARD TITLE
ISO 10993-1:2009, Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing within a Risk Management Process

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
6.2 Biological evaluation tests K Yes [JNo []NA

TYPE OF DEVIATION OR OPTION SELECTED *
Study of relevant experience and actual testing.

DESCRIPTION
See Attachment 2.

JUSTIFICATION
See Attachment 2.

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Klyes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED ¢

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYes [JNo [JNA

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 “justification” 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 1o adapt the standard to the device, or any adaptation of a section.
e e e e e S 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 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:

Department of Health and Human Services

Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville, MD 20850 displays a currently valid OMB control number.

FORM FDA 3654 (6/11) Page 2



ATTACHMENT 2 — Conformance with Standard Sections, Continued

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ISO 10993-1:2009, Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing within a Risk
Management Process

CONFORMANCE WITH STANDARD SECTIONS

SECTION NUMBER SECTION TITLE CONFORMANCE?

6.2 Biological evaluation tests X Yes | [ ]No LIN/A




Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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 Tabie 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 [X] Special [[] Abbreviated

STANDARD TITLE ' .
AAMI/ANSI/ZISO 10993-7:2008, Biological Evaluation of Medical Devices — Part 7: Ethylene Oxide Sterilization Residuals

Please answer the following questions Yes No
Is this standard recognized bY FDA 27 ...ttt st e saeae s enre s X] [l
FDA ReCOGNIEION NUMDEI3 ...t ceees et ee s ttee st ettt en e ee e enae s nseneeeeee #14-278

Was a third party laboratory responsible for testing conformity of the device to this standard identified
TN ENE BT0(K)? ettt e e et sa e eme e et e e e e eaa e a e et e e R e nseae e e ene et et e nnene e e teenee ] X1

Is a summary report # describing the extent of conformance of the standard used included in the
303 2T ] X]

If no, complete a summary report table.

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

PEAINS t0 thiS AEVICET .......veeeeeiiceeitie et ettt e et et eaen e e e e ee e s e s e saeannsene s X] ]

Does this standard include acceptance Criteria? ... X] ]

If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ... X] O

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?.......................... ] X1

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57 ............ L] ]

Were deviations or adaptations made beyond what is specified inthe FDASIS?..........cccoeoieeii. ] X]

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standand? ..........omcenmmmenmmemrsmsmasssssmms o ]

If yes, report these exclusions in the summary report table.

Is there an FDA guidance © that is associated with this standard?...............cccoo i, L] X1

If yes, was the guidance document followed in preparation of this 510K? ........ccccooiiiiieiiii e ] ]

Title of guidance:

1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on

. _ ) all standards utilized during the development of the device.

2 Authority [21 U.S.C. 360d], hitp://www.fda.gov/MedicalDevices/

DeviceRegulationandGuidance/Standards/default.htm s The supplemental information sheet (SIS) is additional information which

. is necessary before FDA recognizes the standard. Found at http:/
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cim www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

& The online search for CDRH Guidance Documents can be found at
hitp:/mww fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
AAMI/ANSI/ISO 10993-7:2008, Biological Evaluation of Medical Devices — Part 7: Ethylene Oxide Sterilization Residuals

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER | SECTION TITLE CONFORMANCE?
44.6.2 Exhaustive Extraction (alternative acceptable method) i Yes [JNo []NA

SECTION NUMBER SECTION TITLE CONFORMANCE?

[(JYes [INo []NA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
[(JYes [JNo [JNA

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 “justification” 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.

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:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville. MD 20850 displays a currently valid OMB control number.

FORM FDA 3654 (6/11) Page 2



Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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 [X] Special [] Abbreviated

STANDARD TITLE *
AAMI/ANSI/ISO 11135-1:2007, Sterilization of Health Care Products - Ethylene Oxide - Part 1: Requirements for the...

Please answer the following questions Yes No
Is this standard recognized by FDA 272 .........coiiiieiiiie ettt er ettt ettt eae e ea s e sae s erens X] ]
FDA RECOGNIHION MUMDBEI2 .......cooooieeoeceeee et eeee s e sen s st ens et et es s sen st sn s eneneeen #14-228

Was a third party laboratory responsible for testing conformity of the device to this standard identified
LTSRS 0) L) e USRS SO U O X]

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAO(K)? et e et e et e e ee e ettt e a et et e et st s e s esemen et eeen et emeeeeeeeeeeenee et rnnerenns [] X]

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 t0 thiS AEVICET ... e st e s et es s eb e e s e en e e eneens X1 ]
Does this standard include acceptance CIENA? ... umesemesmnemssssmmsssasmssmssisnrsssmssesssmsussavsnsas s ssssss X1 O
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests?................cciinenn X] Il
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard?..............ccccoooeeieiei ]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.........ccooevivveeieee ] X]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the Standard? ...t ameississs . D
If yes, report these exclusions in the summary report table.
Is there an FDA guidance ¢ that is associated with this standard?...................cccooooviiieiceece e, ] X]
If yes, was the guidance document followed in preparation of this 510Kk? ...........cccoooeeiieiiieeieiee. ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in conformance
standard] [date of publication] assessment to this standard. The summary report includes information on
o . . i all standards utilized during the development of the device.
Authority [21 U.S.C. 360d), http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm s The supplemental information sheet (SIS) is additional information which

i is necessary before FDA recognizes the standard. Found at http://
3 hitp://iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata fda.gov/scripts/cdr/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

s The online search for CDRH Guidance Documents can be found at
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

FORM FDA 3654 (6/11) Page 1 PSC Publishing Services (301) 4436740 EF



EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

AAMI/ANSI/ISO 11135-1:2007, Sterilization of Health Care Products - Ethylene Oxide - Part 1: Requirements for the...

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
See Attachment 3 See Attachment 3 [JYes [|No []NA
TYPE OF DEVIATION OR OPTION SELECTED *
DESCRIPTION
JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?
See Attachment 3 See Attachment 3 [JYes [JNo []NA
TYPE OF DEVIATION OR OPTION SELECTED °
DESCRIPTION
JUSTIFICATION
SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYes [JNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

TEA———

* 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 “justification” 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.

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer

1350 Piccard Drive, Room 400

Rockville, MD 20850

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:

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 (6/11)

Page 2




ATTACHMENT 3 — Conformance with Standard Sections, Continued

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE
STANDARD TITLE

AAMI/ANSI/ISO 11135-1:2007, Sterilization of Health Care Products -- Ethylene Oxide -- Part 1: Requirements
for Development, Validation and Routine Control of a Sterilization Process for Medical Devices

CONFORMANCE WITH STANDARD SECTIONS

SECTION NUMBER SECTION TITLE CONFORMANCE?
9.3.2 Performance qualification - Microbiological [IN/A

SECTION NUMBER SECTION TITLE CONFORMANCE?
9.3.3 Performance qualification - Physical I N/A




Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

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 [X] Special [] Abbreviated

STANDARD TITLE !
AAMI/ANSI ST72:2011 "Bacterial Endotoxins — Test Methods, Routine Monitoring, and Alternatives to Batch Testing"

—

Please answer the following questions Yes No
Is this standard recogniZed DY FDA 27 ........ccooviiiiiiiecitesteesiese et e svee st seesns e see st b e saesse e saaneeneeaes X] []
FDA RECOGNIHION NMUMDEI3 ...........eviecveeceeeeeeeeeeee oot s et ee s m e erasnaeessananes #14-360

Was a third party laboratory responsible for testing conformity of the device to this standard identified
T EN@BTO{K)R! < eeei e emmonsccnos cnmmces ammen 58855 5555 a2 555550 s 53545 e e SR S S PSR S5 S 48 A S S e O X]

Is a summary report 4 describing the extent of conformance of the standard used included in the

BAOK)? e vereeeeeeeeeeeeeeeee e eeeses st e s s e eese e oee e ee s ee e se ettt en e en et ee e e O K]

If no, complete a summary report table.

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

PEAINS 10 thiS HEVICE? ....eeiieeieeiieece ettt eae b e e e s s ne s enen e e saeseseaenreneneea X] ]
Dges this standard include scceptance eritera? s i o X] ]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests? ... X] ]
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard?........................... ] X]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)%? ............. ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?..........ccccooiieeienee [l X]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ...............cccooiiiii OJ X]
If yes, report these exclusions in the summary report table.
Is there an FDA guidance © that is associated with this standard?...................ccoiviiii i K] [l
If yes, was the guidance document followed in preparation of this 510K? ..........cccocoiiiiiiiiiinn X] ]
Title of guidance: "Pyrogens and Endotoxins Testing: Questions and Answers" (June 2012)
1 The formatting convention for the title is: [SDO] [numeric identifier] [title of address of the test laboratory or certification body involved in confarmance
standard] [date of publication] assessment to this standard. The summary report includes information on
5 i i X all standards utilized during the development of the device.
Authority [21 U.S.C. 360d], http://www .fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm 5 The supplemental information sheet (SIS) is additional information which

i is necessary before FDA recognizes the standard. Found at http://
3 hitp://iwww .accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4 The summary report should include: any adaptations used to adapt to the
device under review (for example, alternative test methods); choices made
when options or a selection of methods are described; deviations from the
standard; requirements not applicable to the device; and the name and

s The online search for CDRH Guidance Documents can be found at
http:/imvww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.him
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
AAMI/ANSI ST72:2011 "Bacterial Endotoxins — Test Methods, Routine Monitoring, and Alternatives to Batch Testing"

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
74 Selection of technique ] Yes [INo []NA

SECTION NUMBER | SECTION TITLE CONFORMANCE?
[JYes [JNo []NA

|
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
[JYyes [INo [JNA

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 “justification” 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.

— =

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:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer An agency may not conduct or sponsor, and a person is not
1350 Piccard Drive, Room 400 required to respond to, a collection of information unless it
Rockville. MD 20850 displays a currently valid OMB control number.
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See OMB Statementi on Reverse. Form Approved: OMB No. 0910-0618, Expiration Date: 2-28-2015
DEPARTMENT OF HEAILTH ANI_'.') HUMAN SERVICES

Focd and Drug Administration
F—D A s Certification 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 application/submission, including amendments, supplements, and resubmissions, under §§ 508, 515, 520(m), or 510(k) of the
Federal Food, Drug, and Cosmetic Act or§ 351 of the Pubfic Health Service Act.}

NAME OF SPONSOR/APPLICANTISU T3 DATE OF THE APPLICATION/SUBMISSION
WHICH T TIFICATI COMPANI
Bard Peripheral Vascular, Inc./Sarah MeCartney CHTHIS CER ONAC ES
Jan 23,2014
3. ADDRESS {Number, Street, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBERS
{Include Area Code)

1625 West 3rd Street
Tempe, AZ 85281

(Tel) 480-638-2954

(Fax) 480-449-2546

FOR DRUGS/BIOLOGICS: Include Any/All A Estabiished, Proprietary andior Chemical/Biochemica/Blood/CelilariGene Therapy Produst Namels]
FOR DEVICES: include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Nams(s) andfor Model Number(s)
(Aftach extra pages as necessary)

Common Name: Core Bionsy Instrumient Maodel Numbers: 211410, 211416, 211610, 211616, 211620, 211819,
- : psy 211816, 211820, 212010, 212016, 212020, 121210, 121216, 121410,

Classification: Class Il 121416, 121630, 121616, 121620, 121810, 121816, 21820, 122010,
’ 122016, 122020, MC1410, MC1416, MC1610, MCi616, MC1810,

Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument

Bard® Max-Core® Disposable Core Biopsy Instrument MC1816, MC1820, MC1825, MC2010, MC2016, MC2020

TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

Mo { oA [lanpa [ BLa [l ema [ vpE Kistozg  []eoe [ ] other

7. iNCLUDE IND/NDA/ANDA/BLA/PMA/HDES10{k)PDPIQTHER NUMBER (If number previously assigned)
K133948

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

9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation)

E A. | certify that the requirements of 42 U.S.C. § 282()), Section 402{j) of the Public Heaith Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinicat trial,

{:] B. | certify that the requirements of 42 U.8.C. § 282(j}, Section 402{)) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.

{1 €. 1 certify that the requirements of 42 U.S.C. § 282(j), Section 402()) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law

110-85, apply tc one or more of the clinical frials referenced in the application/submission which this certifiation accompanies and that
those requirements have been met.

10. 1F YOU CHECKED BOX C. IN NUMBER 8, PROVIDE THE NATIONAL CLINICAL TRIAL {NCT) NUMBER{S) FOR ANY "APPLICABLE CLINICAL TRIAL{S),"
UNDER 42 U.S.C. § 282()(1)(A)), SECTION 402()(1)(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION!
SUBMISSION WHICH TH:iS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary)

NCT Number(s):

11. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12, NAME AND TITLE OF THE PERSCN WHO SIGNED IN NO. 11
AUTHORIZED REPRESENTATIVE {Sign)
Sarah McCartney

% }/ %g % {Name)
(Title) Regulatory Affairs Specialist

13. ADDRESS (Mumber, Streset, SWd ZIP Code) (of person identified 4. TELEPHONE AND FAX NUMEERS 16. DATE OF
inNos. 17 and 12) {include Area Code) CERTIFICATION
480-638-2054
1625 West 3rd Street {Tei) .. . Jan 23,2014
Tempe, AZ 85281 480-449-2546 |
(Faxy .
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Instructions for Completion of Form FDA 3674

Certification of Compliance, under 42 U.8.C, § 282(J)(5)(B), with Requirements of ClinicalTrials.gov Data Bank {42 U.S.C. § 282())
Form 3674 must accompany an appfication/submission, including amendments, supplements, and resubmissions, submitted under §§ 505,
515, 520(my), or 510(k) of the Federal Faod, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.

1. Name of SponsorfApplicant/Submitter - This is the name of the sponsor/applicant/submitter of the drug/biologic/device application/
submission which the certification accompanies. The name must be identical to that listed on the apptication/submission.

2. Date - This is the date of the application/submission which the certification accompanies.
3. & 4. - Provide complete address, telephone number and fax number of the sponsor/applicant/submitter.

5. Product information - For Drugs/Biologics: Provide the established, proprietary name, and/or chemical/biochemical/blood product
cellularigene therapy name(s) for the product covered by the application/submission. Include all avaiiable names by which the product is
known. For Devices: Provide the common or usual name, classification, trade or proprietary or medel name(s), and/or moce! number(s).
Include all available names/model numbers by which the product is known,

6. Type of Appiication/Submission - Identify the fype of application/submission which the certification accompanies by checking the
appropriate box. i the name of the type of application/submission is not identified, check the box labeled "Other.”

7. IND/NDA/ANDA/BLA/PMA/HDE/510({k)/PDP/Other Number - If FDA has previously assigned a number associated with the application/
subrnission which this certification accompanies, list that number in this field. For example, if the application/submission accompanied by
this certification is an IND protocol amendment and the IND number has already been issued by FDA, that number should be provided in
this fieid.

8. Serial Number - In some instances a sequential serial number is assigned to the application. If there is such a serial number, provide it in
this field. If there is no such number, ieave this field blank.

8. Certification - This section contains three different chack-off boxes.

Box A should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402()) of
the Public Heaith Service Act, do not appiy because no clinical frials are included, relied upon, or otherwise referred to, in the application/
submission which the certification accompanies.

Box 8 should be checked if the sponsor/applicant/subrmitter has conciuded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply at the time of submission of the certification to any clinical trials that are included, relied upon,
or otherwise referred to, in the application/submission which the certification accompanies. This means that, even though some or all of the
clinical trials included, relied upon, or othenwise referred to in the application/submission may be “applicable clinical trials” under 42 11.8.C.
§ 282()(1)(AM(i), section 402()(1)(A}(i} of the Public Health Service Act, on the date the certification is signed, 42 U.S.C. § 282{j), section
402{)) of the Public Health Service Act, does not require that any information be submitted to the ClinicalTrials.gov Data Bank with respect
fo those clinicat triats,

Box C shouid be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.5.C. § 282()), section 402{j) of
the Public Heaith Service Act, do apply, on the date the certification is signed, to some or all of the clinical trials that are included, relied
upon, or otherwise referred fo, in the application/submission which the cerfification accompanies. This means thal, as of the date the
certification is signed, the requirements of 42 U.8.C. § 282(j), section 402(j) of the Public Health Service Act, apply to cne or more of the
clinical frials included, relied upon, or otherwise referred fo, in the application/submission which this certification accompanies.

10. National Clinical Triai {NCT) Numbers - i you have checked Box C in number 9 (Certification), provide the NCT Number obtained from
www.ClinicalTrials.gov for each clinical trial that is an "applicable clinical trial" under 42 UJ.S.C. § 282(1)(1){A)i), section 40201 1A of the
Public Heaith Service Act, and that is included, relied upon, or otherwise referred to, in the appiication/submission which the certification
accompanies. Type only the number, as the term "NCT" will be added automatically before number. Include any and all NCT numbers that,
as of the date the certification is signed, have been assigned to the clinical trials included, relied upon, or otherwise referred to, in the
application/submission which this certification accompanies. Multiple NCT numbers may be required for a particular cerification,
depending on the number of "applicable clinicat trials" included, relied upon, or otherwise referred to, in the application/submission which
the certification accompanies. Leave this field blank i you have checked Box 9.C but, at the time the certification is completed, you have
not yet received any NCT numbers for the "applicable clinical trial(s)” included, relied upen, or otherwise referred to in the application/
submission,

11. Signature of Sponsor/Applicant/Submitter or an Authorized Representative - The person signing the certification must sign in this
field.

12. Name and Title of Person Who Signed in number 41 - Include the name and title of the person who is signing the certification. If the
person sighing the certification is not the sponsor/applicant/submitter of the application/submission, he or she must be an authorized
representative of the sponsor/applicant/submitter.

13. & 14. - Provide the full address, telephone and fax numbers of the person who s identified in number 11 and signs the certification in
number 11.
15. Provide the date the certification is signed. This date may be different from the date provided in number 2.

Paperwork Reduction Act Statement

Public reporting burden for this callection of information is estimated to average 15 minutes and 45 minutes (depending on the type of application/submission)
per response, including time for reviewing instructions. Send comments regarding this burden estimate or any other aspect of this collection of information,
including suggestions for reducing this burden, to the address below,

Department of Health and Human Services An agency may not conduct or sponsor, and a person is
Food and Drug Administration not required fo respond fo, a coflection of information,
Office of Chief Information Officer urless it displays a currently valid OMB control number.

1350 Piceard Drive, Room 400
Rockvitle, MD 206850
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Refuse To Accept (RTA) Checklist for Special 510(k)s

Section 1: Special 510(k) Criteria
. Location in
Criteria 510(k)
1. 510(k) is submitted to modify a legally marketed device (predicate) AND the Special Cgvgé(;?;;er
510(k) submission is submitted by the holder of the 510(k) for the predicate device. 123
2. Indications for Use of the proposed device are unchanged from the legally marketed .
. ; Section 2.4
device (predicate).
3. Fundamental scientific technology of the proposed device is unchanged from the .
; ; Section 2.7
legally marketed device (predicate).
4. The submission includes only summary-level information (i.e., NO test reports with Throughout
performance data).
Section 2: Organizational Elements
Organizational ltem LeEeien [
510(k)
a. Submission contains Table of Contents Page 2
b. E(_':lch section is Iabeled (e.g., headings or tabs designating Device Description Throughout
section, Labeling section, etc.)
c. All pages of the submission are numbered Throughout
. o . . . Cover Letter
d. Type of 510(K) is identified — traditional, abbreviated, or special and Header
Section 3: Elements of a Complete Submission (RTA Items)
Location in
Element 510(k)
A. | Administrative
1 All content used to support t_he submlss_lon is written in English (including Throughout
translations of test reports, literature articles, etc.)
> Submission identifies the following (such as in CDRH Premarket Review

Submission Cover Sheet (Form 3514) or in 510(k) cover letter):

a. | Device trade name or proprietary name

Cover Letter

b. | Device common name

Cover Letter

Device class and panel or

Classification regulation or

Statement that device has not been classified with rationale for that
conclusion

Cover Letter

Submission contains Indications for Use Statement with Rx and/or OTC

designated (see also 801.109) Appendix 5
4. | Submission contains 510(k) Summary or 510(k) Statement
a. | Summary contains all elements per 21 CFR 807.92 Appendix 1
b. | Statement contains all elements per 21 CFR 807.93 N/A
5 Submission contains Truthful and Accuracy Statement per 21 CFR Appendix 2
" 1 807.87(k)
6. | Submission contains Class Ill Summary and Certification N/A

TRADE SECRET/CONFIDENTIAL INFORMATION
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If submission references use of a national or international standard as part
of demonstration of substantial equivalence, submission contains

IDE, prior not substantially equivalent (NSE) determination, prior 510(k) that
was deleted or withdrawn) or states that there were no prior submissions
for the subject device.

7. | Standards Data Report for 510(k)s (FDA Form 3654) or includes detailed FD?,’AGEZrm
information about how and the extent to which the standard has been
followed.
The submission identifies prior submissions for the same device which FDA
provided feedback related to the data or information needed to support
8 substantial equivalence (e.g., submission numbers for Pre-Submission, Cover Letter

If there were prior submissions, the submitter has identified where in
the current submission any issues related to a determination of

a. i ) ) ; ; - N/A
substantial equivalence outlined in prior communications are
addressed
B. | Device Description
If there are requirements regarding the device description, such as
special controls, in a device-specific regulation that are applicable to
. S . S X N/A
9. | a. | the device, the submission includes device description information to (Section 1.3)
establish that the submitter has followed the device-specific '
requirement.
If there is a device-specific guidance, other than a special controls
guidance document, applicable to the device, the submission includes .
. R . . . Section 1.2.4
b. | device description information to establish that the submitter has .
. . . and Section 2
addressed the recommendations or otherwise has met the applicable
statutory or regulatory criteria through an alternative approach.
Descriptive information is present and consistent within the submission
10. | (e.g., the device description section is consistent with the device description
in the labeling), including:
A description of the principle of operation and mechanism of action for .
a. o : Section 2
achieving the intended effect.
A description of proposed conditions of use such as surgical technique
b for implants; anatomical location of use; user interface; how the device Section 2
" | interacts with other devices; and/or how the device interacts with the
patient.
c. | Alist and description of each model for which clearance is requested. Section 1.2.2
11 A description of all device modification(s) including rationale for each Sections 2.4
" | modification. - 2.7
Submission contains representative engineering drawing(s), schematics,
12. | illustrations and/or figures of the device that are clear, legible, labeled, and Appendix 3
include dimensions.
13 If device is intended to be marketed with multiple components, accessories, N/A

and/or as part of a system,

a Submission includes a list of all components and accessories to be
" | marketed with the subject device.

b Submission includes a description (as detailed in item #12.a. and b.
" | and 14 above) of each component or accessory.

c A 510(k) number is provided for each component or accessory that
" | received a prior 510(K) clearance.

C. | Substantial Equivalence Discussion

14. | Submitter has identified a predicate(s) device

Bard Peripheral Vascular, Inc.

TRADE SECRET/CONFIDENTIAL INFORMATION
No ify C. R. Bard Before Releasing this Document.
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Predicate’s 510(k) number, trade name, and model number (if
applicable) provided.

For predicates that are preamendments devices, information is
provided to document preamendment status.

Section 1.1

The identified predicate(s) is consistent throughout the submission
(i.e., the predicate(s) identified in the Substantial Equivalence section
is the same as that listed in the 510(k) Summary (if applicable) and
that used in comparative performance testing

Throughout

Submission includes a comparison of the following for the predicate(s) and

15. subject device

a. | Indications for use Section 2.7

b. | Technology, including features, materials, and principles of operation Section 2.7

Submission includes an analysis of why any differences between the
subject device and predicate(s) do not render the device NSE (e.g., do not
constitute a new intended use, and any differences in technological
characteristics are accompanied by information that demonstrates the Sections 2.4
device is as safe and effective as the predicate and do not raise difference -2.7
guestions of safety and effectiveness than the predicate) affect safety or
effectiveness, or raise different questions of safety and effectiveness) (see
section 513(i)(1)(A) of the FD&C Act)

16.

D. | Design Control Activities

17. | Design Control Activities Summary includes all of the following:

Identification of Risk Analysis method(s) used to assess the impact of
a. | the modification on the device and its components AND the results of Section 3.1
the analysis

Based on the Risk Analysis, an identification of the verification and/or
b. | validation activities required, including methods or tests used and Section 3.1
acceptance criteria.

c. | Declaration of conformity with design controls, including: Appendix 7

Statement that all verification and validation activities were performed by
i. | designated individuals and results demonstrate that predetermined acceptance
criteria were met.

Statement that manufacturing facility is in conformance with design control

- procedure requirements as specified in 21 CFR 820.30

iii. | Statement is signed by the individual responsible for these activities

E. | Proposed Labeling (see also 21 CFR part 801)

Submission includes proposed labels, and labeling (e.g., instructions for use,
18. | package insert, operator’'s manual), that include a description of the device, Appendix 4
its intended use, and the directions for use

All changes in proposed labeling resulting from device modification(s)

are highlighted or prominently identified. Section 2.4

a.

Statement that the intended use of the modified device, as described in the
labeling, has not changed as a result of the modification(s).

19. Section 2.4
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1. Required Information
1.1 Predicate Device Information

The predicate device is the Bard® Monopty® Disposable Core Biopsy Instrument,
K922939, cleared February 16, 1993.

1.2 Subject Device Information

1.2.1 Device Name

Device Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument

Common Name: Core Biopsy Instrument

Classification Name: Instrument, Biopsy

The Bard® Monopty® Disposable Core Biopsy Instrument and Bard® Max-Core®
Disposable Core Biopsy Instrument will be referred to as “Core Biopsy Instrument(s)”

throughout this submission.

1.2.2 Catalogue Numbers

A list of the Core Biopsy Instrument catalogue numbers is provided in Tables 1 and 2.

Table 1: Bard® Monopty® Disposable Core Biopsy Instrument Catalogue Numbers

Catalogue Number Gauge x Length Penetration Depth
121210 12gx10cm 22 mm
121216 12gx16cm 22 mm
121410 14 gx10cm 22 mm
121416 14 gx16cm 22 mm
121610 16 gx10cm 22 mm
121616 16 gx 16 cm 22 mm
121620 16 g x 20 cm 22 mm
121810 18gx10cm 22 mm
121816 18 gx 16 cm 22 mm
121820 18 gx20cm 22 mm
122010 20gx10cm 22 mm

. TRADE SECRET/CONFIDENTIAL INFORMATION
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Catalogue Number Gauge x Length Penetration Depth
122016 20gx16cm 22 mm
122020 20gx20cm 22 mm
211410 14gx9cm 11 mm
211416 14 gx15cm 11 mm
211610 16gx9cm 11 mm
211616 16 gx15cm 11 mm
211620 16 gx 19 cm 11 mm
211810 18gx9cm 11 mm
211816 18 gx15cm 11 mm
211820 18gx19cm 11 mm
212010 20gx9cm 11 mm
212016 20gx15cm 11 mm
212020 20gx19cm 11 mm

Table 2: Bard® Max-Core® Disposable Core Biopsy Instrument Catalogue Numbers

Catalogue Number Gauge x Length Penetration Depth
MC1410 14gx10cm 22 mm
MC1416 14gx16cm 22 mm
MC1610 16 gx 10 cm 22 mm
MC1616 16 gx 16 cm 22 mm
MC1810 18 gx10cm 22 mm
MC1816 18 gx 16 cm 22 mm
MC1820 18 gx20cm 22 mm
MC1825 18 gx25cm 22 mm
MC2010 20gx10cm 22 mm
MC2016 20gx16cm 22 mm
MC2020 20gx20cm 22 mm

Bard Peripheral Vascular, Inc.
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1.2.3 Addresses and Facility Registration Numbers

The addresses and registration numbers for the manufacturer, contract manufacturer

and contract sterilizers of the Core Biopsy Instruments are noted below:

Manufacturer:

Bard Peripheral Vascular, Inc.

1625 West 3" Street

Tempe, AZ 85281

USA

Establishment Registration Number: 2020394

BREEEEEESTE s the design center responsible for design control

activities affecting the Core Biopsy Instruments.

1.2.4 Device Class

Device Classification: Class Il
Classification Name: Instrument, Biopsy ( Product Code KNW)

Review Panel: Gastroenterology / Urology
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Regulation Number: 21 CFR 876.1075 (Gastroenterology-urology biopsy instrument)
Please note all of the information above is identical to the predicate device.
The following FDA guidance document is applicable to these devices:

e Guidance for the Content of Premarket Notifications for Biopsy Devices Used in

Gastroenterology and Urology, dated prior to February 27, 1997.

1.3 Performance Standards

Performance standards have not been established under Section 514 of the Food, Drug

and Cosmetic Act for gastroenterology-urology biopsy instruments.

1.4 510(k) Summary

The 510(k) Summary is provided in Appendix 1.

15 Truthful and Accuracy Statement

The signed Truthful and Accuracy Statement is provided in Appendix 2.
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2. Device Description and Comparisons

For ease of review, a brief description of the predicate and subject devices is provided

below.

2.1 Predicate Device Description

The predicate device, the Bard® Monopty® Disposable Core Biopsy Instrument, is a
single use core biopsy device. It is available in several needle gauge sizes and lengths.
The actuator button and arrow in the ready window are color coded according to the
various gauge sizes, e.g., Yellow = 20 gauge, Pink = 18 gauge, Purple = 16 gauge, and

Green = 14 gauge. A picture of the 14 gauge device is provided in Figure 1.

Component

Stylet Needle

Cannula Needle

Centimeter Markings

Housing

Handle

Actuator Button

N(o|a|bh|WIN(FH®

Ready Window

Figure 1: Bard® Monopty® Disposable Core Biopsy Instrument (14 Gauge)
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2.2 Subject Device Descriptions

Bard® Monopty® Disposable Core Biopsy Instrument

The subject device, the Bard® Monopty® Disposable Core Biopsy Instrument, is a single
use core biopsy device. It is available in several needle gauge sizes and lengths (refer
to Table 1 for product configurations) including the new product configurations created
by the changes described in Section 2.6, History of Changes. The new product
configurations are the 12 G x 10 cm and the 12 G x 16 cm. The actuator button and
arrow in the ready window are color coded according to the various gauge sizes, e.g.,
Yellow = 20 gauge, Pink = 18 gauge, Purple = 16 gauge, Green = 14 gauge, and Light
Blue = 12 gauge. A picture of the 14 gauge device is provided in Figure 2.

Component

Stylet Needle

Cannula Needle

Centimeter Markings

Housing

Handle

Actuator Button

N(o|ahwN(F|H

Ready Window

Figure 2: Bard® Monopty® Disposable Core Biopsy Instrument (14 Gauge)

Bard® Max-Core® Disposable Core Biopsy Instrument

The subject device, the Bard® Max-Core® Disposable Core Biopsy Instrument, was
released via a Letter to File on August 15, 1995. The Bard® Max-Core® Disposable Core
Biopsy Instrument is an ergonomic enhancement of the Bard® Monopty® Disposable
Core Biopsy Instrument. The device provides no new needle gauge sizes (outside the
previously cleared range), no significant changes in performance specifications, no new
performance claims, no changes regarding indications for use or contraindications, and
no significant changes regarding warnings or precautions. Please refer to Section 2.6,

History of Changes, for additional information.
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The Bard® Max-Core® Disposable Core Biopsy Instrument is a single use core biopsy
device. It is available in several needle gauge sizes and lengths (refer to Table 2 for
product configurations) including the new product configuration created by the changes
described in Section 2.6, History of Changes. The new product configuration is the 18 G
x 25 cm. The side and rear actuator buttons are color coded according to the various
gauge sizes, e.g., Yellow = 20 gauge, Pink = 18 gauge, Purple = 16 gauge and Green =
14 gauge. A picture of the 14 gauge device is provided in Figure 3.

/12

Component

Stylet Needle

Cannula Needle

o\

Centimeter Markings

Cocking Slides

Handle

o|lu|blw|N|F |3

Actuator Buttons

Figure 3: Bard® Max-Core® Disposable Core Biopsy Instrument (14 Gauge)

2.3 Engineering Drawings

Engineering drawings are provided in Appendix 3.

2.4 Labeling, Intended Use and Indications for Use

The Intended Use and the Indications for Use of the subject devices, as described in its
labeling, are the same as the Intended Use and the Indications for Use of the predicate
device. Labels and Instructions for Use (IFU) for the subject devices are provided in
Appendix 4. The Indications for Use Statement is provided in Appendix 5. Please note,
the Indications for Use of the predicate device, as described in its labeling, was updated
at the request of the FDA during the review of K922939 per a deficiency letter dated
September 16, 1992. This deficiency letter along with the response is provided in

Appendix 6.

: TRADE SECRET/CONFIDENTIAL INFORMATION
Bard Perlpheral VaSCL”ar' Inc. No ify C. R. Bard Before Releasing this Document. Bm



Special 510(k): K133948
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 14 of 106

The proposed significant changes to the labeling of the Bard® Monopty® Disposable Core
Biopsy Instrument are highlighted in yellow in Appendix 4. In addition, the IFU was
reorganized and reformatted to further align with FDA General Program Memorandum
#G91-1, “Device Labeling Guidance” (dated March 8, 1991). These changes along with

revisions to the labels are detailed in Table 3.

Table 3: Changes to the Subject Device Labeling

Labeling Change | Justification

Correction to the needle lengths provided on
the labeling of the Monopty® 11 mm product
configurations (from 10 to 9 cm, 16 to 15 cm,
and 20 to 19 cm) (highlighted in yellow)

Indications for Use revised from phrase to
statement (highlighted in yellow)

Revision to single use and sterility
statements in the Warning section
(highlighted in yellow)

Update to Potential Complications
(highlighted in yellow)

Throughout (not highlighted) - clarification to
wording, addition of Equipment Required
section (IFU only), and added
languages/symbols with definitions

Reorganization of statements (not
highlighted)
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The proposed changes to the Bard® Max-Core® Disposable Core Biopsy Instrument
labeling when compared to the predicate device are minimal and are strictly made to
provide necessary information related to the directions for use of the ergonomically
enhanced device. All changes described in Table 3 were also applied to the IFU and

labels for the Bard® Max-Core® Disposable Core Biopsy Instrument.

The changes to the subject device labeling as described in this section were considered
improvements to ensure maximum safe and effective use of the subject devices and

therefore a 510(k) notification was not required prior to effecting the change.

25 Materials

Tables 4 and 5 detail the patient contacting materials of the Core Biopsy Instruments.
Body contact and duration are defined per ISO 10993-1:2009, “Biological evaluation of
medical devices — Part 1: Evaluation and testing within a risk management process.”

There have been no changes to the patient-contacting materials of the subject devices
when compared to the predicate device. Please note, the additional patient-contacting
materials described for the Bard® Monopty® Disposable Core Biopsy Instrument are
unchanged from the predicate device, only the patient contact was re-evaluated
(additional biocompatibility testing was not required due to the change to patient contact

for these components as historical data was already on file).
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2.6 History of Changes

There have been several changes implemented since the predicate submission. Please
refer to Table 6 for a list of changes that have been implemented since the predicate
submission. The changes are listed in the order that they were implemented. These
changes did not constitute a new intended use, did not affect safety and effectiveness,
did not raise different questions of safety and effectiveness, and did not alter the
fundamental scientific technology of the device; therefore, these changes did not require
a new 510(k) submission.
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2.7 Predicate and Subject Device Comparison

The predicate device referenced in this submission is the Bard® Monopty® Disposable
Core Biopsy Instrument (K922939, cleared February 16, 1993).

The technological characteristics of the subject devices are substantially equivalent to

those of the predicate device, in terms of following:

e Same intended use

e Same indications for use

e Similar penetration depth

e Similar sample notch

e Same number of samples

e Same mechanics of action

e Same mode of action

e Same energy used / delivered

e Same patient-contacting materials
¢ Same fundamental scientific technology
e Same patient population

e Same sterility

e Similar packaging configuration

When reviewing the changes since the predicate submission, the subject devices and

the predicate device are different in the following manner:

e Updated labeling
e Addition of needle gauge size
¢ Addition of needle lengths

e Addition of performance specifications

These changes do not constitute a new intended use, do not affect safety and
effectiveness, do not raise different questions of safety and effectiveness, and do not
alter the fundamental scientific technology of the device. Refer to Table 6 for a
comparison of the predicate and subject devices, including those changes detailed in

Section 2.6. The differences are noted in bold.
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Table 6: Comparison Summary

Attribute

PREDICATE DEVICE
Bard® Monopty® Disposable Core
Biopsy Instrument (K922939)

SUBJECT DEVICE
Bard® Monopty® Disposable Core
Biopsy Instrument

SUBJECT DEVICE
Bard® Max-Core® Disposable Core
Biopsy Instrument

Regulation Number

21 CFR 876.1075 (Class II)

Same as predicate

Same as predicate

Intended Use

The core needle biopsy device is
intended to obtain soft tissue samples
for diagnostic and histological analysis
of soft tissue abnormalities.*

Same as predicate

Same as predicate

Indications for Use

The core needle biopsy device is
intended for use in obtaining biopsies
from soft tissues such as liver, kidney,
prostate, spleen, lymph nodes and
various soft tissue tumors. It is not
intended for use in bone.

Same as predicate

Same as predicate

Design, including:

Single-use, sterile, disposable

Same as predicate

Same as predicate

- Needle Gauge

14, 16, 18, 20 gauge

12, 14, 16, 18, 20 gauge

Same as predicate

- Needle Length 10, 16, 20 cm 9, 10, 15, 16, 19, 20 cm 10, 16, 20, 25 cm

- Penetration Depth 11 or 22 mm Same as predicate 22 mm (Subset of Predicate)
- Sample Notch 7 or 17mm Same as predicate 18 mm

- Number of Samples One or more Same as predicate Same as predicate

- Mechanics of Action

Spring operated

Same as predicate

Same as predicate

- Mode of Action

Single puncture and sample*

Same as predicate

Same as predicate

Bard Peripheral Vascular, Inc.
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Attribute

Energy Used / Delivered

Patient-Contacting
Materials

Patient Population

PREDICATE DEVICE

Bard® Monopty® Disposable Core

Biopsy Instrument (K922939)

Individuals requiring biopsy for
sampling of soft tissue abnormalities*

SUBJECT DEVICE
Bard® Monopty® Disposable Core
Biopsy Instrument

SUBJECT DEVICE
Bard® Max-Core® Disposable Core
Biopsy Instrument

Same as predicate

Same as predicate

Same as predicate

Same as predicate

Visualization Techniques

X-ray, ultrasound, CT, etc.

Same as predicate

Same as predicate

Performance
Specifications

Sample quality

Same as predicate

Same as predicate

N/A

Durability

Durability

N/A

Needle to device tensile strength

Needle to device tensile strength

Sterility

Ethylene oxide, SAL of 10°

Same as predicate

Same as predicate

Packaging Configuration

6 blister packs with Tyvek lids or 10
Tyvek to film pouches in a cardboard
shelf box with the IFU

5 or 10 blister packs with Tyvek lids in a
cardboard shelf box with the IFU

5 blister packs with Tyvek lids in a
cardboard shelf box with the IFU

* This information is not clearly stated, but is implied from the predicate submission.
** These materials are unchanged from the predicate device, only the patient contact was re-evaluated (additional biocompatibility testing was not
required due to the change to patient contact for these components)

Bard Peripheral Vascular, Inc.
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3. Design Control Activities

3.1 Risk Analysis
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Bard Perlpheral Vascular, Inc. Notify C. R. Bard Before Releasing this Document. Bm



Special 510(k); K133948
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 23 of 106

3.2 Packaging

The predicate device is packaged in either a blister pack with Tyvek lid or Tyvek to film
pouch. Sealed blister packs or sealed pouches are placed in a cardboard shelf box with

the Instructions for Use.

The subject devices are packaged in a blister pack with Tyvek lid similar to the predicate
device. Sealed blister packs are placed in a cardboard shelf box with the Instructions for

Use.

3.3 Biocompatibility
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Table 8: Biocompatibility Testing

3.4 Sterilization
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3.5 Shelf-Life

The subject devices are qualified for a 3 year shelf life.

3.6 Declaration of Conformity with Design Controls

The Declaration of Conformity with Design Controls is provided in Appendix 7.
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4. Statement of Substantial Equivalence

The predicate device referenced in this submission is the Bard® Monopty® Disposable
Core Biopsy Instrument (K922939, cleared February 16, 1993).

The technological characteristics of the subject devices are substantially equivalent to

those of the predicate device, in terms of following:

e Same intended use

e Same indications for use

e Similar penetration depth

e Similar sample notch

e Same number of samples

e Same mechanics of action

e Same mode of action

e Same energy used / delivered

e Same patient-contacting materials
¢ Same fundamental scientific technology
e Same patient population

e Same sterility

e Similar packaging configuration

When reviewing the changes since the predicate submission, the subject devices and

the predicate device are different in the following manner:

e Updated labeling
e Addition of needle gauge size
¢ Addition of needle lengths

e Addition of performance specifications

As previously noted, a review of the Risk Assessment and DFMEA of the subject
devices was conducted in accordance with internal procedures based on ISO
14971:2007, to assure that the risks posed by the devices are acceptable. The outcome
of the risk management activities demonstrate the Core Biopsy Instruments present an

acceptable level of risk when used within their intended use and that the design outputs
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continue to meet the design inputs and user need requirements. Therefore, Bard
Peripheral Vascular, Inc. considers the subject devices to be substantially equivalent to

the legally marketed predicate device.
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Appendix 1: 510(k) Summary
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510(k) Summary
21 CFR 807.92

As required by the Safe Medical Devices Act of 1990, coded under Section 513, Part
(D(3)(A) of the Food, Drug and Cosmetic Act, a summary of the information upon which

substantial equivalence determination is based is as follows:

1. Submitter Information:

Applicant:  Bard Peripheral Vascular, Inc.
1625 West 3" Street
Tempe, Arizona 85281

Phone: 480-638-2954

Fax: 480-449-2546

Contact: Sarah McCartney, Regulatory Affairs Specialist
Date: January 23, 2014

2. Subject Device:
Device Trade Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument

Common or Usual Name: Core Biopsy Instrument

Classification: Class Il

Classification Name: Instrument, Biopsy (Product Code KNW)

Review Panel: Gastroenterology / Urology

Regulation Number: 21 CFR 876.1075 (Gastroenterology-urology biopsy instrument)

3. Predicate Device:
The predicate device is the Bard® Monopty® Disposable Core Biopsy Instrument,
K922939, cleared February 16, 1993.

4. Summary of Change:

This Special 510(k) provides an updated file to FDA including several changes that have
occurred to the subject device since the predicate submission. These changes include
updates to the labeling and the addition of a needle gauge size, addition of needle

lengths, and addition of performance specifications.
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5. Subject Device Description:

Bard® Monopty® Disposable Core Biopsy Instrument

The Bard® Monopty® Disposable Core Biopsy Instrument is a single use core biopsy
device. It is available in several needle gauge sizes and lengths. The actuator button
and arrow in the ready window are color coded according to the various gauge sizes,
e.g., Yellow = 20 gauge, Pink = 18 gauge, Purple = 16 gauge and Green = 14 gauge,
and Light Blue = 12 gauge.

Bard® Max-Core® Disposable Core Biopsy Instrument

The Bard® Max-Core® Disposable Core Biopsy Instrument is a single use core biopsy
device. It is available in several needle gauge sizes and lengths. The side and rear
actuator buttons are color coded according to the various gauge sizes, e.g., Yellow = 20

gauge, Pink = 18 gauge, Purple = 16 gauge and Green = 14 gauge.

6. Indications for Use of Device:
The core needle biopsy device is intended for use in obtaining biopsies from soft tissues
such as liver, kidney, prostate, spleen, lymph nodes and various soft tissue tumors. It is

not intended for use in bone.

7. Technological Comparison to Predicate Devices:
The technological characteristics of the subject devices are substantially equivalent to

those of the predicate device, in terms of following:

e Same intended use

e Same indications for use

e Similar penetration depth

e Similar sample notch

e Same number of samples

¢ Same mechanics of action

e Same mode of action

e Same energy used / delivered

e Same patient-contacting materials

e Same fundamental scientific technology
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e Same patient population
e Same sterility

e Similar packaging configuration

When reviewing the changes from the predicate submission, the subject devices and the

predicate device are different in the following manner:

e Updated labeling
¢ Addition of needle gauge size
¢ Addition of needle lengths

e Addition of performance specifications

8. Performance Testing Summary:

To verify that the device design met its functional and performance requirements,
representative samples of the device underwent bench testing (dimensional, sample
quality, durability, needle to device tensile strength, and echogenicity). Results of this
testing demonstrate that the design outputs continue to meet the design inputs and user

need requirements.

9. Conclusion:
Bard Peripheral Vascular, Inc. considers the subject devices to be substantially

equivalent to the predicate device.
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Appendix 2: Truthful and Accuracy Statement
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Truthful and Accuracy Statement
[As Required by 21 CFR 807.87(k)]

[ certify that, in my capacity as Regulatory Affairs Specialist of Bard Peripheral Vascular,
Inc., | 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.

01/ 23 [2014-

Date

Regulatory Affairs Specialist

K133948
510(k) Number (if known)
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Appendix 3: Engineering Drawings

. TRADE SECRET/CONFIDENTIAL INFORMATION
Bard Perlpheral Vascular, Inc. No ify C. R. Bard Before Releasing this Document. Bm



Special 510(k); K133948
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 35 of 106

Bard® Monopty® Disposable Core Biopsy Instrument
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Bard® Max-Core® Disposable Core Biopsy Instrument
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Appendix 4: Subject Device Labeling
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Bard® Monopty® Disposable Core Biopsy Instrument (English Only)
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Barp® MonoprTY® Disposable
Core Biopsy Instrument
Instructions for Use

i L1 Iy
MOMDETT S

—= M

Instrument de biopsie tissulaire jetable
Baro® MonopTy®
Mode d’emploi

BarD® MonorT® Core-Biopsie-
Instrument fiir den Einmalgebrauch
Gebrauchsanweisung

Strumento per agobiopsie
BarD® MonorTy®
Istruzioni per l'uso

Instrumento desechable para biopsia
core Baro® MonopTy®
Modo de empleo

BarD® MonorTy® wegwerpbaar
hollenaaldbiopsie-instrument
Gebruiksaanwijzing

Instrumento de biopsia por agulha
grossa descartavel BarD® MonopTy®
Instrugdes de utilizacédo

Avahwoipo epyaheio Bloyiog pe
KéTTOUGd PeAdva BarD® MonopTy®
Odnyieg xprong

BarD® MonorTY® engangs-
instrument til grovnalsbiopsi
Brugsanvisning

BarD® MonorT® engéngsnal
for karbiopsi
Bruksanvisning

Kertakayttéinen Baro® MonorT®
-paksuneulabiopsiainstrumentti
Kéyttdohjeet

BarD® MonorTy® engangsinstrument
til kjernebiopsi
Bruksanvisning

Jednorazowy przyrzad BsrD® MonorT®
do biopsji gruboigtowej
Instrukcja uzycia

B2r0® MonorTY® eldobhato
core-biopszias eszktz
Hasznalati atmutato

Jednorazovy nastroj BarD® MonorTy®
pro punkéni biopsii
Navod k pouziti

BarD® MonorTY® Tek Kullanimlik
Kor Biyopsi Cihaz
Kullanma Talimati

B2rD® MonorTv® fZE
ZEET Fr

{E AR

BArRO® MonoPTy® 252

B2 57
Ag wE

OpHopa3oBbIA UHCTPYMEHT
ANA ToncTouronbHolW Buoncniu
BarD® MonoPTY®

MHCTpYKLMKM NO NPUMEHEHHIO
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Instructions for Use
Caution: Federal {(U.5.A.) law restricts this device to sale by or on the order of a physician.

A. General Information and Device Description:

The Baro® MonorTy® Disposable Core Biopsy Instrument is a single use core biopsy device. It is
available in several needle gauge sizes and lengths. The actuator button and arrow in the ready
window are color coded according to the various gauge sizes, e.g., Yellow=20 gauge, Pink=18
gauge, Pumple=18 gauge, Green=14 gauge, and Light Blue=12 gauge .

Catalog Number Gauge Size ahd Needle Length Length of Sample Notch Penetration Depth
121210 129 (2.8mm) ¥ 10cm (100mm) 1.7cm (17mm} 22mm
121216 129 (2.8mm) ¥ 16cm (160mm) 1.7cm (17mm} 22mm
121410 14g (2.1mm) ¥ 10cm (100mm) 1.7cm (17mm} 22mm
121416 14g (2. 1mm) ¥ 16cm (160mm) 1.7em (17mm) 22mm
121610 16g (1. 7mm) x 10cm (100mm) 1.7cem (17rmm ) 22mim
121616 16g (1. 7mm) ¥ 16cm (160mm) 1.7cem (17rmm ) 22mim
121620 160 (1. 7mm) x 20cm (200mm) 17cm {(17mm) 22mm
121810 180 (1.2mm) x 10cm (100mm) 17cm {(17mm) 22mm
121816 180 (1.2mm) x 16cm (160mm) 17cm {(17mm) 22mm
121820 180 (1.2mm) x 20cm (200mm) 1.7cm {(17mm) 22mim
122010 20g (0.9mm) % 10cm (100mm) 1.7cm (17mm} 22mm
122016 20g (0.9mm) % 16cm (160mm) 1.7cm (17mm} 22mm
122020 20g (0.9mm) ¥ 20cm (200mm) 1.7em (17mm) 22mm
211410 14 (2. 1mm ) % 9em (90mm) 0.7cm (Fmm) 11mm
211416 140 (2.7mim) ¥ 15 (150rmm) 0.7cem (7] 11rmim
211610 160 {1.7mm ) 9cm (90mm) 0.Fcm (Fmm) 11mm
211616 160 (1.7mm) x 15cm (150mm) 0.Fcm (Fmm) 11mm
21620 160 (1.7mm} x 19cm (190mm) 0.Fcm (Fmm) 11mm
211810 180 (1.2mm ) 9cm (90mm) 0.Fcm (Fmm) 11mm
211816 180 (1.2mm) » 15cm (150mm) 0.Fcm (Fmm) 11mm
211820 18g (1.2mm) ¥ 19cm (190mm) 0.7cm (7mm) 11mm
212010 20g (0.9mm ) x Jcm (90mm) 0.7cm (Fmm) 11mm
212016 20g (0.9mm} % 15em (150mm) 0.7cm (Fmm) 11mm
212020 20g (0.9mm} % 19cm (130mm) 0.7cm (Fmm) 11mm

Bard Peripheral Vascular, Inc.
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B. How Supplied:

The product is supplied sterle and non-pyrogenic unless the package has been opened or damaged.
Sterilized using Ethylene Oxide. For single use only. Do Not Reuse. Do Not Resterilize.

C. Indications for Use:

The core needle biopsy device is intended for use in obtaining biopsies from soft tissues such
as liver, kidney, prostate, spleen, Iymph nodes and various soft tissue tumors. It is not intended
for use in bone.

ENGLISH

D. Contraindications:

Good medical judgment should be exercised in considernng biopsy on patients who are receiving
anticoagulant therapy or who have bleeding disorders.

E. Wamings:

1. Post-biopsy patient care may vary with the biopsy technique utilized and the individual
patient's physiological condition. Observation of vital signs and other precautions
should be taken to avoid and/for treat potential complications that may be associated
with biopsy procedures.

2. The collection of multiple needle cores may help to ensure the detection of any cancer
tissue. A “negative” biopsy in the presence of suspicious radiographic finding does not
preclude the presence of carcinoma.

3. The Barp® MonopT1v® Disposable Core Biopsy Instrument is not intended for use in bone.

4. The Baro® MonorTy® Disposable Core Biopsy Instrument has been designed for single
use only. Reusing this medical device bears the risk of cross-patient contamination as
medical devices — particulady those with long and small lumina, joints, andfor crevices
between components — are difficult or impossible to clean once body fluids or tissues
with potential pyrogenic or microbial contamination have had contact with the medical
device for an indeterminable period of time. The residue of biological material can
promote the contamination of the device with pyrogens or microorganisms which may
lead to infectious complications.

8. Do not resterilize the Baro® MonorTr® Disposable Core Biopsy Instrument. After
resterilization, the sterility of the product is not guaranteed because of an indeterminable
degree of potential pyrogenic or microbial contamination which may lead to infectious
complications. Cleaning, reprocessing andfor resterilization of the present medical
device increases the probability that the device will malfunction due to potential adverse
effects on components that are influenced by thermal andfor mechanical changes.

Note: If collecting multiple samples, inspect the needle for a damaged point, bent shaft or other
imperfections after each sample is collected. Do not use the needle if any imperfection is noted.
MNote: After use, this product may be a potential biochazard. Handle and dispose of in accordance
wiith acceptable medical practices and applicable local, state, and federal laws and regulations.

F. Precautions:

1. This product should be used by a physician who is completely familiar with the indications,
contraindications, limitations, typical findings and possible side effects of core needle biopsy,
in particular, those relating to the specific organ being biopsied.

2. Theintroduction of the needle into the body should be camried out under imaging control
(Ultrasound, X-Rav, CT, stc.).
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3. Mever test the product by finng into the air. Damage may occur to the needle/cannula tip andfor
patient/user injury.

4. Before using, inspect the needle for damaged point, bent shatt or other imperfections that
would prevent proper function. If the needle components are damaged or bent, DO NOT USE.

5. Unusual force applied to the stwlet or unusual resistance against the stylet wihile extended out
of the supportive cannula may cause the stylet to bend at the specimen notch. A bent specimen
notch may interfere with the needle function.

HSITDN3

. Potential Complications:

Fotential complications associated with core biopsy procedures are site specific and include, but are
not limited to: hematoma; hemorrhage, infection; adiacent tissue injury; pain; bleeding; hemoptysis;
hemothorax; non-target tissue, organ or wessel perforation; pneumothorax; and air embolism .
Airembolism is a rare but senous potential complication of lung biopsy procedures. Rapid
deterioration of neurological status andfor cardiac arrhythmia may be indicative of air embaolism.
FPrompt diagnosis and treatment must be considered if the patient exhibits signs or symptoms of air
embolism.

H. Equipment Required:

+  Approprate imaging modality accessories

+  Surgical gloves and drapes

+  Local anesthetic as nesded

+  Barp® TRuGUIDE® Coaxial cannula {optional)
+  Scalpel

+  Sample collection container

+  Other equipment as necessary

. Directions for Use:

Barp® MonopTy® Disposable Core Biopsy Instrument preparation:

Before using, inspect the neede fora damaged point, bent shatt or other imperfections that would
prevent proper function. If the needle is damaged or bent, DO NOT USE.

1. Using aseptic technique, remove the instrument from its package.

2. Prepare the MonorT¥® instrument for biopsy by twisting the rotational mechanism at the end
of the instrument. One-half tum will withdraw the cannula and lock it into place. An additional
one-half turn will withdraw the stylet and lock it into place. The instrument is ready to fire.
The arrow must be wvisible inthe ready window priorto insertion into the patient.

RECOMMENDATION: For ease of insertion, puncture the skin with a scalpel at the entry site.

Biopsy Procedure:
The biopsy procedure must be performed using appropriate aseptic technigues.

1. Prepare the site as required. Adequate anesthesia should be administered priorto incision
of the skin.

2. Venfyinstrument is energized (cocked).
Insert the tip of the needle priar to the lesion to be biopsied.

4 While maintaining the instrument's position and the needle orientation, depress the actuator
button to cause both the stylet and the cannula to automatically advance.

Lo

{3)
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memove needls Tom patient ainvd miate the end of the instrument one-tmaif tm to witharaw
the cannuis and expose the bingsy specimen. Hemove he spacimen.

If additional Diopsies of the same oman sre reguired , withdraw the stylst by rotating the end
afthe nstiumient an additicnal one-malt tum ang repest the procedure.

Yarranty:
Eard Perpheral
be fres from dafsct
punzhase ad fability und chwiamanty will be limited to repair or repiacement of
the defective product i Bard Periphersl Vasculars eois discration or refunding your net prse naid,
YWyeal and tear from normal use o defects resuiting from misuse of this product ane nol covered Dy
this imited warraniy.

TO THE EXTENT ALLOWABLE BY APPLICABLE LAWY, THIS LIMITED PRODUCT WARRANTY
IS IN LIEU OF ALL OTHER WARRANTIES, WHETHER EXAPRESS OR IMPLIED, INCLUDING,
BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF MERCHANTARBILITY OR FITMNESS FOR
A PARTICULAR PURFPOSE. IN NG EVENT WiILL. BARD PERIPHERAL VASCULAR BE LIABLE
TOYOU FOR ANY INDIRECT, INCIDEMTAL OR CONSEQUENTIAL DAMAGES RESULTING
FROM YOUR HANDLING OR USE OF THIS PRODUCT.

Some states/counlries do not aliow an sccivsion ofimpisd warranties, incdsnlal or conseauential

damagss. You may be sntitled to aadiional remedies undsr the laws of your sial

Arissus or revision dats and revision numbsr for thess instructions are insiudsd forthe usar's
information on the igst page of this ook the gvent 35 monihs have nsed Detween this
dats and produc use, the user should contact Banl Perphseral Vascuiar ic see if additional gnoduct
infommation is avaiishiz.

Assembled in Mexico.

(4)
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Bsro® MaonorT v® Disposable Core Biopsy Instrument

Instrument de biopsie tissulaire jetable Bare® Monopme®

Barp® Monorm® Eimweg-Stanzbiopsieinstrument

Strumento Uss-e-getta per agokiopsie Baro® Monoery®

Instrurnento para hiopsia de nicleo desechable Bare® Monapme®

Barp® Monorm® wegwerpbaar kernbiopsie-instrument

Dispositivo descartavel para biopsia por puncao tecidular Bare® Monopre®
AyIADTIP0 epyTAeio ploging pe keTTTouon ReAdv Bare® Maonopme®
Bare® Monopm® kemehiopsiinstrument til engangshrig

Baro® Monopte® kambiopsinstrument far engangshruk

Kertakayttdinen Baro® Monorr® -paksuneulatiopsialaite

Barp® Monorm+® engangsinstrument til kjiemehiopsi

Jednorazowy przyrzad Bare® Monorr® do biopsji gruboigiowe|

Baro® Monopmr® eqyszer hasznalatos vastagti-hiopszias eszkiz
Jednorazowvy biopticky nastro) Baro® Monormy® pro core" biopsii

Bearo® Monaprr® Tek Kullanimiik Kar Biyvopsi Cihaz)

Baro® Monorr® HISEETED S £848

Baro® MonorTv® 2E|E S I|F

OHOPA30BLIA MHCTRYMEHT ANA TONCTOMraNEHOR GUoncud Bare® ManopT®

Attention, See Instructions For Use
A Attention, woir le mode d'emploi

Achtungl Siehe Gebrauchsamieisung
Attenzione, legoere |e istruzioni per 'uso
Atencion consulte las instrucciones de uso
Let op, Zie Gehbniiksaamyizing

Atencao, consultar as instrugtes de utilizagao
Mpoooygf, B, Oonyled xpromg

Eemaerk, Se brugsvejledningen

Obs! S5e bruksanvisningen

Huomio! Lue kayttdohjeet

ME! 5e bruksarvisningen

Uwaga: MNalezy zapoznad sie Z instrukcja uZycia
Figyelem, 1asd a hasznalati utasitast!

Fozor, viz navod k pouZiti

Dikkat, kullanim Talimatian'na bakinz

AE - FERIERAANRE

T2, M2 RE EE

BHraaHKE! T, MHCTPYKLMA NO MPMMEHEHMID

Catalogue Number
REF Murmero de catalague
Katalognummer
MNumero di catalogo
MNuamero de catalogo
Catalogusnummer
Mamero do catalogo
ApIBAS KaTgAdyou
Katalognummer
Artikelnum mer
Luettelonumero
Katalognummer
MNumer katalogowy
Kataldgusszam
Katalogove Eislo
Katalog Mumaras
BRI

FIEZ I 8=
Homep no katanory
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Manufacturer
Fabricant
Hersteller

Froduttore
Fabricante
Fabrikant
Fabricante

WO TooKEUa TS
Producent
Tillverkarne
valmistaja
Produsent
Producent
Gyard

wyrobce

Uretici

ENETE

A
MpoWsB0LAHTEND

JFrRoGeEne] Non-Fyrogenic
A frogense

Pyrogentrei
Apirageno
Apirdgeno
Niet-pyrogeen
Apirogenico

M TTUpETOYOVD
Pyrogentri
Pyrogentri
Pyrogeeniton
Pyrogentri
Apirogeniy
Pirogenmentes
Apyrogenni
Pirojenik degildir
HZEd

ATMMpOreHHo

df Peel to Open
' Peler pour ouwrir
g Zum Offnen abziehen

q}' Per aprire staccare qui
Retirar para abrir
Trekken om te openen
Descolar para abrir
ATTOKOAMAAOTE Y10 v avaiLe
Traekkes af for at abone
Riv upp fir att dppna
Repaise auki
Trekk av for 3 dpre
Zemwac w celu otwarcia
A kinyitashoz huizza szet
Oteviete strzenim kryci folie
Soyarak AgIniz
¥ FENET R
BT A 2SR
MOTAHYTE ANA OTKPETHA

GL

PD

Gauge Size and Needle Length
Diametre et longueur de I'aiguille
Grae (Gauge) und Madellange
Calibro e lunghezza dell'ago
Tamafio de calibre v Iongitud de aguja
Maalddikte en -lengte

Calibre e comprimenta da agulha
MEyeB0 gauge kol MAKOG Behdvir
Gauge-starrelse og kanylelzngde
Gaugestorlek och kamyllangd
G-koko ja nedlan pituus
Gaugesterelse og nalelengde
Razmiar i diugasd ighy

“astagsag es tlhosszlsag

Primer a célka jehly

Kalire BinyOKIOE0 ve 1§ne Uzunludu
BIERTHHE

Holx 23| 8! Bis 20|

Kaniap 1 AnwHa uinel

Length of Sample Notch

Longueur d'encoche d'echantillonnage
Lange der Probenkerbe

Lunghezza dell'incavo peril campione
Longitud de la muesca de la muestra
Lengte van inkeping

Comprimento do entalhe da amostra
MFKDC eYKOTTHS GelypaTog

Lz=ngde af prawverille

Provskarans langd

Naytelowen pituus

Lengden pa prevetakingshakket
Dtugnsc weigcia proaki

Mintavewd horony hossza

Délka drafky na vzorek

Omek Centik Uzuniugu

HHAEORRE

AE X 2ol

OnyHa BelEmMKM ANA obpasya

Penetration Depth
Profondeur de pénétration
Penetrationstiefe
Profondita di penetrazione
Profundidad de penetracion
Penetratiediepte
Profundidade de penetragao
Bdgog izictuang
Peretrationsdybde
Penetrationsdiup
Penetraatiosywyys
Penetrasjonsdybde
Gtgbokosc penetracji
Behatolasi mélység
Hloubka priniku

Girig Derinlidi

FRRE

E& 2ol

MMyfHa NPOHKKHOEEHKA
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Do Not Use if the Product Sterilization Barrier or its Packaging is Compromised

Me pas utiliser si la bamriere de sterilisation ou I'emballage du produit est endommage

Bei beschadigter oder offener Sterilverpackung nicht wenwenden

Mon utilizzare se |2 harriera di sterilizzazione del prodotto o la confezione sono compromessi

Mo utilizar si la barrera de esterilizacian del producto o su envase estan dafiados

Miet gebruiken wanneer de sterlisatiebarriere van het product of de verpakking is aangetast

Mao utilizar se a barreira de esterilizagao do produto ou respectiva embalagem estiverem comprometidas
M ¥ PATILOTTOIETE 10 TTROIOY edyv &yl TTHpORICTTE O QpayMds CTTaTTEIRWING f 1 SUoKsudoig Tay
M3 ikke anvendes, hvis produktets steriliserngsbarriere eller emballagen er kormpromitteret.
Arwvand inte om produktens stedla barrar eller dess fdmpackning ar skadad

Ei saa kayttaa, jos tuotteen sterilointisuojaus tai pakkaus on vaurioitunut

Bruk ikke produktet hvis den sterile barrieren eller emballasjen er brutt

Mie uZywac, jesli naruszono steryinosc produktu lub jego opakowanie

Me hasznalja, ha a termeket wedd steril zar vagy a csomagolas serlit

MepouZivejte vyrobek s naniienou sterlizani ochranou nebo porudenym ohalem.

Uriin Steril Bariyeri veya Ambalgj zarar gémnisse kullanmaryin

MEERHERERDETE  EDERH

HE2 Ha SO EZEO| EHE R AMHSSHE opd A2,

JanpewaeTeA NPMMEHATE M3AENWE, ECNH CTEQKWNEHEA YNAKOEKS MNKM BHEWHAA YNaKOEKS NOBPENAEHS

Authorised Representative in the European Community
Représentant autorise au sein de la Communaute européenne
Bewvollmachtater in der Europaischen Gemeinschaft
Rappresentante autarizzato nella Comunita Europea
Representante autorizado en la Comunidad Europea
Gemachtigde binnen de Europese Gemeenschap
Fepresentante autorizado na Comunidade Europeia
Efoumodomnuévog avnTTRAaowTTog oThy EupuarTaike Kovarma
Autoriseret repraesentant | Det Europzaeiske Faellesskab
Alktoriserad representant inom EG

Yaltuutethy edustaja Euroopan yhteistssa

Altorisert representant 1 EU

Autoryzowany przedstawiciel na terenie Unii Europejskiej
Meghatalmazott képviseld az Eurdpai Kézdsséghen
Autorizovany zastupce v Evropske unii

Ayvrupa Toplulugu Yetkili Temsilcisi

BRI ERNE RN R

Fed == W2l dEu2 iz gH|

YMONHOMTH EHHEIR MPERCTaEMTEN B EBpOnNefckon coofWwecTee
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Bard, Max-Core, Monopty, and TruGuide are trademarks and/or registered trademarks of C.R. Bard, Inc. or an affiliate.

Bard, Max-Core, Monopty et TruGuide sont des margues et (ou) des mamgues déposees de C. R. Bard, Inc. ou d'une de ses filiales.
Bard, Max-Core, Monopty und TruSuide sind harken undfoder eingetragene Marken von C =, Bard, Inc., oder einer Tochtergeselschart.
Bard, Max-Core, Monopty e TruGuide sono marchi comrmerciali /0 registrati di C.R. Bard, Inc. o di una sua affiliata.

Bard, Max-Core, Monopty y TruGuide 500 marcas comerciales y/o comerciales registradas de CR. Bard, Inc. o de una filial.
Bard, Max-Core, Monopty en TruGuide zijn handelsmerken enfof gedeponeerde handelsmerken van C.R. Bard, Inc. of een
daarmee geaffilieerd bedrijf.

Bard, Max-Core, Monopty & TruGuide s&0 marcas comerniais e/ou reqistadas da C.R. Bard, Inc. ou de uma empresa afiliada.
O ovopaoizg Bard, Max-Core, Monopty Kkl TruGuide skl umropikd ofpatd f kol ofiuard kararegésta e C. R Bard, Inc.
KETTOIDG BUYCTRIKG TS,

Bard, Max-Core, Monopty 0g TruGuide er registrerede varemaarker tilherende C. R. Bard, Inc. eller et tilkryttet selskab.

Bard, Max-Core, Monopty och TruGuide ar inregistrerade varumarken som tlihdr C. R. Bard, Inc. eller affilierat foretag.

Bard, Max-Core, Monopty ja TruGuide ovat C. R. Bard, Inc:n tai sen tytaryhtidn tavaramerkked jatal rekisterdityja tavaramerkke)a.
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]
Manufacturer: Authorised Representative

Bard Feripheral Vascular, Inc. in the European Community

1625 West 3rd Street 008 Bard Limited
Tempe, A7 85281 Forest Hause
USAp ' Tilgate Forest Business Park

Brighton Road, Crawley

West Sussex
TEL: 1480-894-0515 RH11 9BP, UK

1-800-3214254

FAX. 1-480-966-7062
1-300-440-5376

wieid bardbiop sy com
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Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument

Special 510(k): K133948
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Bard® Monopty® Disposable Core Biopsy Instrument | Bard Biopsy

[BARID

BIOPSY SYSTEMS

Page 1 of 2

Bard, Inc. Bard Peripher ar, Inc.

TRUSTED INNOVATION

Prod

BARD® MONOPTY®

DISPOSABLE CORE BIOPSY INSTRUMENT

About Us

All Products = Core Meedle Biopsy Products = BARD® MONOPTY® Disposable Core Biopsy Instrument

COMPLEMENTAR Y
FRODUCTS

MAE-CORE Disposable Core
EBiopsy Instrument

CONTACT US

I 'Wart To Order

| Need More Information

INDICATIONS FOR USE

Download IFL

LEARN MORE

O FINESSE
Ultra

Breast Biopsy System

THE CONVEMNIENCE OF A DISPOSABLE VATH
CONSISTENTLY ACCURATE CORE SAMPLES

Ease of single use combined with the security

that comes with a Bard product EE )

FPenetration depths of 11 mmor 22mm
offer you maimum proc edural versatility

Lightweight handle pravides ywou greater
handling and control
Colar coding promotes accurate needle
gauge identification

Compatibility with Barp® TRUGUIDER Coaxial
Biopsy Meedle enhances efficiency and accuracy

http://www.bardbiopsy. com/products/monopty. php

1/2/2014
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Bard® Monopty® Disposable Core Biopsy Instrument | Bard Biopsy

Home | SiteMap | Privacy Policy | ContactUs
GEOROE-12 @ Copyright 2013, C. R. Bard, Inc. All

Rights Reserved.

Page 2 of 2
22mm GAUGE x LENGTH | COAXIAL
PENETRATION | (em) LENGTH (cm)
DEPTH
® 121210 12x 10 7.8 c12104
® 121218 12x18 138 c1218A
® 121410 14x10 7.8 c14108
® 121416 14x 16 13.8 C1416A
® 121610 16x 10 7.8 C1610A
® 121616 16 x 16 13.8 C1616A
® 121620 16 x 20 17.8 C16204
® 121810 18x 10 7.8 C1810A
® 121816 18x 16 13.3 C1816A
® 121820 18x20 178 c1820A
) 122010 20 x 10 7.8 C2010A
122016 20x 18 13.8 C2016A
) 122020 20x 20 17.8 €2020A
11mm GAUGE x LENGTH COAXIAL
PENETRATION | (em) ORDER NO.
DEPTH
® 211410 14x8 7.8 C14104
® 211418 14x15 138 C1418A
® 211510 16x8 7.8 C16104
® 211516 1615 13.8 C1616A
® 211620 1618 17.8 C1620A
® 211810 18x9 7.8 c1810A
® 211816 18x15 13.8 c1316A
® 211820 18x18 17.8 C1820A
' 212010 20x9 7.8 C20104
212018 20x15 138 Cc2018A
" 212020 20x19 17.8 c20204
1/2/2014

http://www.bardbiopsy. com/products/monopty. php
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Bard® Max-Core® Disposable Core Biopsy Instrument (English Only)
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BarD® Max-Core®
Disposable Core Biopsy Instrument
Instructions for Use

B2rD® Mex-Core® Instrument pour biopsie a usage unique
Mode d'emploi

B2rD® Mex-Core® Einweg-Biopsieinstrument
Gebrauchsanweisung

BarD® Max-Core® Strumento Usa-e-Getta per Agobiopsia
Istruzioni per I'Uso

B2rD® Max-Core® Instrumento de Biopsia Desechable
Instrucciones de uso

B2rD® Mex-Core® Biopsie-instrument voor eenmalig gebruik
Gebruiksaanwijzing

BarD® Max-Core® Instrumento de Biopsia Descartavel
Instrugdes de Utilizagao

B2rD® Mex-Core® Avaiioiho epyaisio Bloyiag Bia BeAdvag
Odnyieg ¥priong

B2rD® Mex-Core® Biopsiinstrument til engangsbrug
Brugervejledning

B2rD® Max-Core® Biopsiinstrument fér engangsbruk
Bruksanvisning

Kertakayttéinen Baro® Mex-Core® -paksuneulabiopsialaite
Kéyttdohjeet

B2rD® Mex-Core® biopsiinstrument til éngangsbruk
Bruksanvisning

Przyrzad do hiopsji jednorazowego uzytku BarD® Max-Core®
Instrukcja uzycia

B2rD® Mex-Core® Egyszer Hasznalatos Biopszias Eszkéz
Hasznalati utasitas

B2rD® Mex-Core® Jednorazovy nastroj pro biopsii

Pokyny k pouZiti

BarD® Max-Core® Tek Kullanimlik Kor Biyopsi Aleti Biyopsi Aygiti
Kullanma Talimati

BarD® Max-Core® HAZER 204 A 234

EARA

Baro® Max-Core® Uz ZSMH 2|7

ME A E

OAHOPAa30BbIi MHCTPYMEHT ANA TONCTOMroNbHOM Buoncun Barp® Max-Core®
WHCTPYKUMKM MO MPWUMEH EHUIO

Jednorazovy nastroj na hruboihlovd biopsiu Bapp® Max-Core®
Navod na pouZitie

3ANRID

BIOPSY SYSTEMS
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msiructions for Use.
Caution: Federal (U.8.A.) law restricts this device to saie by or on the order of a physician.
A. General Information and Device Descriptiol

m
=
Q
=
n
T

Istor but
I Green=14 gauge.

Cﬁtuar:.'obget.:’e Gauge Size and Needie Length Lengt;:tfciample Perlijeet;:on
MC1410 A4ag{? tmmyx A0cm {100mm} 1 8cm {1 22mm
MCTA18 mm i x 16om {1 22mm
MCTE1T Tommyx 0o (1G8mm 22mm

imrgx 6o (1 22mm

18a {1 2mmix 10cm (100 F2mm

METE1E 18g {1 2mm}x Z2mm
18 {1 2mm)x ; 1 22mm

MOCT82E 48017 2mmix 250 (255mm} 4 Hom {18mm) Z2mm
sCE0 20085 Smm i 10om (158mm T Bom T8 Z2rmm
M08 F00 0 8mm ;< TEerm (180mm) 4 2om (germ) 2zmm
MOZ020 20015 2mmgx 200 (Z20Gmm} S5 fgman 2Z2mm

2. How Supplied:
The product is supphed sterite and nor-pyregsnic unless the package has besn opened of damaged. Sterilized using Ethylene
Odeke, For single use onby, Do Not Reuse, Do Not Resteriiize,

&, ingications for Use:
Trie core nesdie biopsy dev

ice ic intended for use in obiaming biopsies Tont sof tissues such as liver, kidney, prostate, splsan,

iy | 310 nd vancus el IssU2 tmers s nat iniendad for use i ane

0O, Contraindications:

&nad med: Jmant shcuid b2 exarcised in conedening hiopsy on paiients wha are recensng anticosguiant theracy or whe
rave a bleeding problem

E YWarnings:

1. Pestbiopsy patient care may vary with the biopey technigus utilized and the individual patient's physiclogical
condition. Gheervation of vital signs and other precautions should be {aken (o avoid and/or treat potential
complications that may be associated with biopsy procedurss,

2. The collection of multiple needie cores may help to ensure the detection of any cancertissue. A "negative” biopsy
in the presence of suspicious radiographic findings doees not preciude the presence of carcinoma.

3. The Baro® Max-Core® Biopsy Instrument has been designed for single use only. Reusing this medical device bears
the risk of cross-patient contamination as medical devices — particulary thozse with long and small lumina, joints,
andfor crevices between cormponents — are difficult or impossible to clean ence body fluids or tissues with potential
pyrogenic or microbial contamination have had esntact with the medical device for an indeterminable period of time.
The residue of biclogical material can promote the contamination of the device with pyrogens or microorganisms
which may lead to infectious complications.

4. Do nof resterilize the Baro® Max-Core® Biopsy Instrument. After resterilization, the sterility of the product is not
guaranteed because of an indeterminable degres of polential pyrogenic or microbial contamination which may lead
to infectious complications. Cleaning, reprocessing and/or resterilization of the present medical device increases the
probability that the device will malfunction due to potential adverse effects on components that are influenced by
thermal andfor mechanical changes.

Mote: IF collecting multiple samples, inspect the needie for damaged boint, bent shaflt or other imperfections after sach

sample is collected. Do not use needle if any impefection is noted.

MNote: After use, this product may be a potential bichazard. Handle and dispose of in accordance with acceptable medical

practice and with applicable local, state, and federal laws and reguiations.

F. Precautions:

arodduch sheuld bs Dy i wab

fndinge nd possicle eide efiects of core ne

a

hispeied

SOMSin 5 i0ns,

aletely farmibar wibn [hs ndloations ¢ [
tn e specifiic orgar teirg

ed cut of ire
rfere with b

ray cause e stylet 1o band ¢
G. Potential Complications:

“otennal complicancne sssocated

S 555

fUs ancior

7 g dicative of air
2 catiert exhebits signe or sumpioms of ar emboiem

of 5ing

te censiderad :

g
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ENGLISH

H. Equipment Required:

+  Appropriate imaging modality accessories

+  Surgical gloves and drapes

+  Local anesthetic

+  Baro® TRUGUIDE® Coaxial Cannula (optional)

+  Scalpel

+  Sample collection container

+  Other equipment as necessary

|. Directions for Use:

Barp® Max-Core® Biopsy Instrument preparation:

Before using, inspect the needle for damaged point, bent shaft or other imperfections that wiould prevent proper function. If the

needle is damaged or bent, DO NOT USE.

1. Using aseptic technigue, remove the Instrument from its package. See Figure 1

Note: To remove the protective needle sheath and yellow guard, you must energize (cock) Instrument

2. Energize {cock) Instrument by pulling back on the top slide to withdraw the cannula and lock in place. See Figure 2. Then pull
back on the bottom slide to withdraw the stylet and lock in place. See Figure 3. Remove protective needle sheath and vellow
guard. Instrument is ready to fire when both slides are locked back

Recommendation: For ease of insertion, puncture the skin with a scalpel at the entry site

Biopsy Procedure:

The biopsy procedure must be performed using appropnate aseptic technigues.

1. Prepare site as required. Adeguate anesthesia should be administersd prior to incision of the skin.

2. Venfy Instrument is energized {cocked). See Figure 3

Note: Do not place fingers in front of cocking slides once Instrument is energized (cocked) Impeding cocking slides' movement

will impact functionality.

2. Inzert tip of needle to the point to be biopsied
4. wWhile maintaining Instrument's position and the needle orientation, depress the rear actuator button, or push the side actuator
forwiard (direction of amow), to cause bath stylet and cannula to automatically advance
5. Remove needle from patient and pull back on the top slide to withdraw the cannula and expose the biopsy specimen
(See Figure 2). Remaove the specimen.
6. If additional biopsies are required, pull back on the bottom slide to withdraw the stylet and repeat the procedure
Figure 1

+  As Packaged (Protective Needle Sheath and Yellow Guard Mot Shawn)
+  Instrument Mot Energized {Cocked)
+  Not Ready to Fire

Figure 2

+  Top Slide Locked Back
+  Biopsy Sample Motch Exposed
Figure 3

+  Top Slide and Bottom Slide Locked Back
. Instrument Energized {Cocked)
+ Ready to Fire

Warranty

Bard Peripheral Vascular warrants to the first purchaser of this product that this product will be free from defects in materials and
waorkmanship for a period of one year from the date of first purchase and liability underthis limited product wiamanty will be limited
to repair or replacement of the defective product, in Bard Peripheral Vascular's sole discretion or refunding your net price paid
Wyear and tear from normal use or defects resulting from misuse of this product are not covered by this limited wanmanty.

TO THE EXTENT ALLOWABLE BY APPLICABLE LAW, THIS LIMITED PRODUCT WARRANTY IS IN LIEU OF ALL OTHER
WARRANTIES, WHETHER EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. IN NO EVENT WILL BARD PERIPHERAL VASCULAR
BE LIABLE TO YOU FOR ANY INDIRECT, INCIDENTAL OR CONSEQUENTIAL DAMAGES RESULTING FROM YOUR
HANDLING OR USE OF THIS PRODUCT.

Some states/countries do not allow an exclusion of implied wamanties, incidental or consequential damages. You may be entitled
o additional remedies under the laws of your state/country

Anissue or revision date and revision number for these instructions are included for the user's information on the last page of
this booklet . In the event 36 maonths have elapsed between this date and product use, the user should contact Bard Peripheral
WVascular to see if additional product information is available

Aszsembled in Mexico

4]
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Use By
A utiliser avant
Verwendbar bis

Utilizzare entro
UUsar antes de

Te gebruiken woor
Prazo de validade
Huspopnvia Aidng
Anvendes far
Utgangsdag
Kaytettawa ennen
Brukes innen
Termin waznosci
Felhasznalhatd
Datum pouZiti
Son Kullanma Tarihi

Menonesoeate oo
Spotrebovat’ do

STERILE Ea Stgrilizggl Using Ethylerge Oxide
Sterilisé a I'oxyde d'sthylene
Sterilisiert mit Ethylenoxid
Sterilizzato mediante ossido di etilene
Esterilizado mediante dxido de efileno

Gesterilisesrd met behulp van ethylesnoxide

Esterilizado por dxido de etileno
ATTOCTEIPLIMEYD JE QIBUASYOEEDIO
Steriliseret med ethylenoxid
Steriliserad med etylenoxid
Steriloitu etyleenioksidilla
Sterilisert med etylenoksid
Produkt sterylizowany tlenkiem etylenu
Etilén-oxiddal sterilizalva
Sterilizovano etylenoxidemn

Etilen Oksit Ile Sterilize Edilmigtir
ERRECIREES
sstoEHeR UF Halg
CTepnnus0BaH0 STUNEHOKCULOM
Sterilizowvané etylénoxidom

Single Use
A usage unique
MNur zum Einmalgebrauch

Wonouso

Un solo uso

Yoor eenmalig gebruik
Utilizacéo unica

Mo pia ¥prian povo
Engangshrug

Engéngshruk
Kertakayttoinen
Engangstruk

Tylko do jednorazowego uzytku
Egyszerhasznalatos

K jednorazovému pouZiti
Tek Kullanim Igindir
Bt

1=l ALE

OpHOKPaTHOMD NpUMEHEHNA
MNa jednorazove pouZitie

Do Not Resterilize
MNe pas restériliser

Micht resterilisieren
Mon risterilizzare

Mo reesterilizar

Miet opnieuw steriliseren
N&o reesterilizar

Ny ETTOY OTTOCTE DUIVETE
& ikke resteriliseres

Far e omsteriliseras

El saa steriloida uudestaan
Skal ikke resteriliseres

Mie sterylizowac ponownie
Me sterilizala djra
MNeprovadéjte resterilizaci
Tekrar Sterilize Etmeyin
ENEEES

TH bR OpA A2,
MoBTOpHEA CTepUnaaLns sanpelyeHa
Mesterilizujte opakovane

Do not use if the product sterilization barrier or its
packaging is compromised

Me pas utiliser si la barrigre de stérilisation ou 'emballage du
produit sont endommageés

Bei beeintrachtigtern Sterilschutz oder beschadigter Verpackung
des Produkts nicht venwenden

MNon usare il prodotto se la barriera sterile & compromessa o la
confezione & danneggiata

Mo utilice el producto si la barrera de esterilizacion o su envase
no estan en perfecto estado

Miet gebruiken wanneer de sterilisatiebarriére wan het product of
de verpakking is aangetast

N&o utilizer se & barreira de esterilizagio do produto ou
respectiva embalagem estiverem comprometidas

N PR TILOTTOIETE TO TTPOIGY £4Y £X& TTARURICTTE O gpayag
QTTOOTEPLIOT| G 1 N GUOKEL OG0 ToU

W& ikke bruges, hvis produktets sterilisationsbarriere eller
emballage er beskadiget

Anvand inte produkten om sterilbarriaren &r bruten eller
forpackningen oppnad eller trasig

Ei saa kayttaa, jos tuotteen sterilointisuojaus tai pakkaus on
waurioitunut

Bruk ikke produktet hvis den sterile barrieren eller emballasjen
er brutt

Mie ufywiad, jesli naruszona sterylnosé produkiu [ub jego
opakowanie

Me hasznélja, ha a terméket véds steril zar vagy a csomagolas
sérult

Pokud je narugena sterilni ochrana nebo poskazen obal, wyrobek
nepouzivejte

Urun steril bariyeri veya ambala zarar gormugse kullanmayin
NREDHERBREETE  H0

HEol Yo B0l ZR0| &A4EH ZR ARSIA 0pdA2
3anpellaeTcA NPUMEHATE 3L eNWe, el ero CTepMIEHan
YMaKOBKE MMK BHELHAA YNaKOBKa NOBPSHOEHE

MNepouZivajte, ak je steriina bariéra produktu alebo jeho obal
porugeny

MNon-Pyrogenic
Apyrogéne
Pyrogenfrei
Apirogena
Apirdgeno
Miet-pyrogesn
Apirogénico

N TTupET Qo
Apyrogen
Pyrogenfri
Pyrogeeniton
Pyrogenfri
Apirogenny
Pirogénmentes
Apyrogenni
Pirojenik dedildir
gty
ANMpOreHHo
Mepyrogenne

Manufacturer
Fabricant
Hersteller
Fabbricante
Fabricante
Fabrikant
Fabricante
KaTaokel aaTr g
Producent
Tillverkare
Walmistaja
Fabrikant
Producent
Gyarta
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Lift Here

Soulevre icl

Hier anheben

Sollevare qui

Levantar agui

Hier optillen

Levantar aqui
AYQOTKWIGTE £0W

Laft her

Lyft har

MNosta tasta

Laft her

Przy podnoszeniu chwivtad tuta)
Itt emelje fal

Zde zdvihnéte

Buradan Kaldirn
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07|18 50 F21HA2
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Tu nadvihnite

Autherised Representative in the European Community
Représentant autorsé au sein de la Communauté européenne
Bevollmachtigter in der Européischen Gemeinschaft
Rappresentante autorizzato nella Comunita Europea
Representante autonizado en la Comunidad Europea
Gemachtigde binnen de Europese Gemesnschap
Representante autorizado na Comunidade Europeia
EfoumodoTnpévo s QuTITTROTLITTOL OTHY EUpLITIaiks Kon atnTa
Autoriseret repraesentant | Det Europaeiske Fesllesskab
Auktoriserad representant inom EG

Valtuutettu edustaja Euroopan vhiteisossa

Autorisert representant | EU

Autoryzowany przedstawiciel na terenie Unii Europejskigj
Meghatalmazott képviseld az Eurdpal Kézdsségben
Autorizovany Zastupce v Evropské unii

Ayrupa Toplulugu Yetkili Temsilcisi
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YNONHOMOYEHHEIA NpeAcTasKMTens B EBponeiickom coofilecTBe
Opravneny zastupca v Eurdpskom spolocenstve

Bard, Max-Core, and TruGuide are trademarks and/or registered trademarks of C. R. Bard, Inc. or an affiliate.
Bard, Max-Core et TruGuide sont des margues commerciales etfou des marques déposées de C. R. Bard, Inc. ou
d'une de ses filiales

Bard, Max-Core und TruGuide sind Marken undfoder eingetragene Marken von C. R Bard, Inc. oder einem
Tochterunternehmen.

Bard, Max-Core e TruGuide sono marchi commerciali e/o registrati di C. R Bard, Inc. o di una sua affiliata

Bard, Max-Core y TruGuide son marcas comerciales wo marcas comerciales registradas de C. R, Bard, Inc. o de una
filial

Bard, Max-Core en TruGuide zijn handelsmerken enfof gedeponeerds handelsmerken van C. R. Bard, Inc. of een daar-
mee geafflieerd bednjf.

Bard, Max-Core & TruGuide sdo marcas comerciais e/ou marcas comerciais registadas da C. R. Bard, Inc. ou de uma
empresa afiliada.

Ta Bard, Max-Core kol TruGuide givan epmmopikd ofjpora Kaf) ofuor o karatedevta tng C. R, Bard, Inc. f) kdmoiag
TUYDEGLIEVNC ETCIPEITE.

Bard, Max-Core og TruGuide er varemaerker ogleller registrerede varemaerker tilherende C. R. Bard, Inc. eller et tilkny-
ttet selskab.

Bard, Max-Core och TruGuide ar varumarken eller registrerade varumarken som ags av C. R. Bard, Inc. sller affilierat
foretag

Bard, Max-Core ja TruGuide ovat C. R. Bard, Inc:n tai sen tytaryhtion tavaramerkkeja jaftal rekisterdityja
tavaramerkkeja

Bard, Max-Core og TruGuide ervaremerker ogleller registrerte varemerker som tilharer C. R, Bard, Inc. eller et tilkny-
ttet selskap

Bard, Max-Core oraz TruGuide sg znakami towarowymi i/lub zastrzezonymi znakami towarowymi firmy C. R, Bard, Inc
|ub jej spotek stowarzyszonych

ABard, a Max-Core és a TruGuide a C R. Bard, Inc. vallalatnak vagy valamelyvik leanyvéllalatanak veédjegye

esfragy bejegyzett védjegye

Bard, Max-Core a TruGuide jsou ochranné znamky nebo zapsané ochranné znamky spoleénosti C. R, Bard, Inc. nebo ses-
terskych spolecnaosti

Bard, Max-Core, ve TruGuide, C. R. Bard, Inc. veya bir yan sirketinin tican markalan vefveya tescilll ican markalaridir.
Bard, Max-Core 1 TruGuide & C R Bard, Inc. StEL [T Bl @20 HmEE -

Bard, Max-Core % TruGuide = C. R. Bard, Ine. B HIBARR| &% YieEs ESAERLC)

Bard, Max-Core u TruGuide — ToBapHble 3Haky WM 3apericTprpoBaHHele ToBApHLIE 3Haky komnaHk C. R, Bard,
INc. WK ee A0YepHMX KOMNAH WA

Bard, Max-Core a TruGuide sU ochranné znamky afalebo registrované ochranné znamky spolognosti C. R, Bard, Inc.
alebo jej pridruZenegj spolodnosti
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“ Manufacturer: )
Bard Peripheral Vascular, Inc. Authorised Representative
1625 West 3rd Street in the European
Tempe, AZ 85281 Community
USA 0 0 8 Bard Limited

Forest House
TEL: 1-480-894-9515 Tilgate Forest Business Park
1-800-321-4254 Brighton Road, Crawley
FAX: 1-480-966-7062 West Sussex
1-800-440-5376 RH11 9BP, UK

www .bardbiopsy.com

SANRID

BIOPSY SYSTEMS

PK1279900 Rev. 0 05/12
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BARD® MAX-CORE® ——~ G| REF i~
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Core Biopsy Instrument

Instrument pour biopsie au trocart
Core-Biopsie-Instrument

Strumento per agobiopsia

Instrumento de biopsia central
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Epyaieio Broyiag Sia Beidvag

7
Core biopsiinstrument Nk ber RE it
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44 217
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Multi-language Label Tray Lid Label
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Bard® Max-Core® Disposable Core Biopsy Instrument | Bard Biopsy Page 1 of 1

Bard, Inc.  Bard Periphet: ar, Ine.

[BARID TRUSTED INNOVATION

Biorsy S Patient R Abou

BARD® MAX-CORE®

DISPOSABLE CORE BIOPSY INSTRUMENT

R ———— e L F

All Products > Core Meedle Biopsy Products = BARD® MaX-CORE® Disposable Core Biopsy Instrument

COMPLEMENT AR THE CONVENIENCE OF A DISPOSABLE. THE —
FRODUCTS EASE OF ONE-HANDED COCKING. &=
- e
Codal Biopsy Needles m One-handed cocking and lightweight ergonamic - s
COMTACT US design improve both handling and contraol 2 o 2 g

| Wizrt To Order m Features 22mm penetration depth B s
| Heed More Infarmation m Twao firing buttans accommodate your preference - - £ .
NDICATIONS FOR USE m Color coding promates accurate needle __-":H
gauge identification —_—_4
Dovwnload [FU e . . ;- [} .
Campatibility with Barp® TRuGUID ES Coaxial
Biop=y Meedle enhances efficiency and accuracy f '
ORDER GAUGE x LENGTH | COANIAL COAXIAL
NUMBER {em) LENGTH {em) ORDER NO.

LEARN MORE

® MCc1410 14x10 7.8 | c1410a
Hreast Biopsy System ® MC1416 14x18 138 | C1418A
@ MC1610 1610 7.8 C1610A
® MC1618 16x 16 138 | c1816A
® Mc1810 18x 10 7.8 C1810A
® MC1816 18x 16 138 | c1g16a
® Mc1820 1820 17.8 | c1s20a
® MC1825 18x 25 e
MC2010 20 % 10 7.8 | czot0a
MC2016 20 % 16 13.8 | c2016a
MC2020 20 x 20 17.8 C2020A

Home | SiteMap | Privacy Policy | ContactUs
GBORO&12 @ Copyright 2013, C. R. Bard, Inc. All
Rights Reserved.

http://www.bardbiopsy.com/products/max-core.php 1/2/2014
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Appendix 5: Indications for Use Statement
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Indications for Use

510(k) Number (if known): K133948

Device Name: Bard® Monopty® Disposable Core Biopsy Instrument
Bard® Max-Core® Disposable Core Biopsy Instrument

Indications for Use: The core needle biopsy device is intended for use in
obtaining biopsies from soft tissues such as liver, kidney,
prostate, spleen, lymph nodes and various soft tissue
tumors. It is not intended for use in bone.

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 IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Appendix 6;: FDA Communication
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K922939 FDA Deficiency Letter (dated September 16, 1992)

and Bard Response Letter (dated October 16, 1992)
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Food and Drug Administration
1390 Piccard Drive
Rockville, MD 20850

Ms. Dommna J. Wilson Re: [K922939

Regulatory Affairs Manager Bard® Monopty® Disposable Core
Bard Urological Division Biopsy Imstrument with

C.R. Bard, Inc. Centimeter Markings

8195 Industrial Blvd. Dated: June 10, 1992
Covington, Georgia 30209 Received: Junme 18, 1992

Dear Ms. Wilson:

We have reviewed your Section 510(k) notification of intent to market the
device referenced above. We cannot determine whether the device is
substantially equivalent to a device marketed prior to May 28, 1976, the
enactment date of the Medical Device Amendments, based solely on the
information you provided. In order for us to.complete the review of your

submission, we require the following information:

1. Your Directions for Use must include a specific indications for use
statement, as stated In your premarket notification: "percutaneous

biopsy of liver, kidney, prostate, spleen, lymph nodes,
different tumors."

soft tissue and

4 2. You must provide the certification stated below since your device

involves a kit:

I certify that the following components of my 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 from Section 510(k) of
the act (e.g., 862.9)), or (3) have been found to be substantially
equivalent through the premarket notification process for the use(s) for
which the kit is to be intended (i.e., I am not claiming or causing a new

use for the component(s)).

I further certify that these components are not purchased in "bulk", but
are purchased in finished form, i.e., they are packaged, labeled, etc.,
consistent with their pre-Amendments, exemption, or premarket

notification criteria and status,

If you cannot make the above referenced certification statement (first
paragraph) for each component of your kit, you must itemize the
components without a pre-Amendments, exemption, or premarket notification
status. In this case we will continue our premarket notification review

of these components of your -kit.

If you cannot make the above referenced certification statement (second
paragraph) for each component of your kit, you must itemize these

components, state whether they are pre-Amendments, exempt, or have been

i found substantially equivalent through the premarket notification
process, and describe how you further process them (e.g., sterile,

package/repackage, label/relabel, etc.).
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Page 2 - Ms. Donna J. Wilson

If the device kit contains components which are subject to regulation as
drugs, a substantially equivalent determination will not apply to the
drug component(s) of the device. For information on applicable Agency
requirements for marketing the drug component(s) in the kit, it is
suggested that you contact the Center for Drug Evaluation and Research’'s
Division of Drug Labeling Compliance at (301) 295-8063.

The additional information should be submitted in duplicate, referencing the
510(k) number, to: :

Food and Drug Administration . .

Center for Devices and Radiological Health
Document Mail Center (HrZ-401)

1390 Piccard Drive

Rockville, MD 20850

We believe that this information is necessary for us to determine whether or
not this device is substantially equivalent to a pre-Amendments device with
regard to its safety and effectiveness,

You may not market this device until you have provided adequate information
described above and required by 21 CFR 807.87(f) and (h), and you have
received a letter from FDA allowing you to do so. If you market the device
without conforming to these requirements, you will be in violation of the
Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this
device for investigational purposes to obtain cliniecal data, if needed, to
establish substantial equivalence. Clinical investigations for this device
must be conducted in accordance with the Investigational Device Exemption
(IDE) regulatiom.

If the requested information is not received within 30 days, we will consider
yvur premarket notification to be withdrawm and your submission will be
deleted from our system. If you submit the requested information after 30
days, it will be considered and processed as a new 510(k); therefore, all
informarion provisusly submitted must be re-submitted s» that veur new 510(k)
is complete.

If you have any questions concerning the contents of this letter, please
contact Laura J. Byrd at (301) 427-1194. If you need information or
assistance concerning the IDE regulations, please contact the Division of
Small Manufacturers Assistance at their toll free number (800) 638-2041 or at
(301) 443-6597.

Sincerely yours, ’

Uter R )

f;\ Lillian Yin, Ph.D.

Director, Division of Reproductive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices

0ffice of Device Evaluation

Center for Devices and
Radiological Health
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Bard Urological Division
C. R. Bard, Inc.

8185 Industrial Bivd
Covington, GA 30208

October 16, 1992

Office of Device Evaluation

510 (k) Document Mail Center (HFZ-401)
Center for Devices and Radiological Health
Food and Drug Administration

1390 Piccard Drive

Rockville, MD 20850

Re: Bard® Monopty® Disposable Core Biopsy Instrument with
Centimeter Markings No. K922939 - Amendment

Ref: 115-GK
Dear Sir/Madam:

Attached is an Amendment to #K922939 in response to the Agency's
request for a revised Directions for Use, as well as for a
certification statement with regard to kit components.

C. R. Bard, Inc., certifies pursuant to 21 CFR 807.95 (b) that
it has not divulged the fact of its intention to market this
product to any individuals outside the employ of the company
other than paid consultants in advertising or law firms,
pursuant to commercial agreements, with appropriate safeguards
for secrecy. Therefore, this amendment to the above 510 (k)
submission should be held confidential until such time as the
product is put into commercial distribution.

Should you have additional questions, please call Donna Wilson
at 404-784-6135.

Respectfully,

Lameta /l 5')"’?17:(,4,
Pamela D. Woomer
Regulatory Affairs Specialist
Bard Urological Division
Attachment

CERTIFIED MATL
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The purpose of this Amendment to #K922939 is to address the issues
presented by the Agency in the September 16, 1992 letter to Donna
Wilson, Regulatory Affairs Manager, C. R. Bard, Inc., Urological
Division, with respect to Directions for Use and kit certification.

s

Issue #1: Directions <for Use.

Response #1: The following statement will be revised on the
Directions for Use:

Under Indicati for Use, the current statement reads:

For core biopsy of various organs or tumors.

The new statement will read:

The Bard® Monopty® Disposable Core Biopsy Instrument
is intended for use in obtaining biopsies from soft
tissues such as liver, kidney, prostate, spleen, lymph
nodes, and various soft tissue tumors. It is not
intended for use in bone.

This revised statement is intended to replace the Indications For Use
statement presented in Section II of the original 510(k) submission.

Issue #2;: Kit Certification.

Response #2: We certify that we have been in communication with the
suppliers of our components and that these suppliers
state that the kit components we purchase from them are
either (1) legally marketed preamendment devices, (2)
exempt from premarket notification (consistent with the
exemption criteria described in the classification
regulation(s) and the limitations of exemptions from
Section 510 (k) of the act, or (3) have been found to
be substantially equivalent through the premarket
notification process for the use(s) for whic¢h the kit
is to be intended [i.e., we are not claiming or causing
a new use for the component(s)].

A _
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Addition of Needle Lengths Letter (dated June 26, 1995)

and FDA Concurrence Letter (dated July 26, 1995)
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C. R. Bard, Inc.
8195 Industrial Blvd.
Covington, GA 30209

[BANRID

June 26, 1995

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation -
510(k) Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

Attention: Ms. Laura Byrd, DRAERD; Urology Branch

Re:  #K922939: Addition of 25¢m and 30cm needle lengths to Bard®
Monopty® Disposable Biopsy Instrument product line

Per conversations between Laura Byrd of FDA and Steven Mercereau of C.R.
Bard, Inc. on March 14, 1995 and between Laura Byrd of FDA and Donna
Wilson of C.R. Bard, Inc. on May 16, 1995, this letter is being submitted as an
amendment to a concurred 510(k) file, #K922939. This 510(k) referenced
needles in lengths of 10, 16 and 20cm. We would like to add the lengths of 25
and 30cm to the product line. Therefore, we ask that you consider the
information included in this letter, make a determination as to whether a
new 510(k) is required for this change, and if no new 510(k) is required that
you include a copy of this letter in the 510(k) file as notice of the additional
needle lengths. We also request that you provide us with written notification
of your decision.

Per our interpretation, the April 1994 draft guidance document regarding
when to file a 510(k) states that the addition of product sizes (dimensions)
outside the previously cleared, via 510(k), ranges would require the
submission of a new 510(k) for the new dimensions. However, we feel that
this document may allow some flexibility in that it seems reasonable to
assume that the requirement for filing a new 510(k) when going outside the
previously cleared dimensional ranges would apply only to the more critical
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device dimensions for which a change could significantly effect device
performance in terms of safety or effectiveness.

Bard intends to market Monopty and Maxe®Core™ Disposable Biopsy
Instruments with needles in lengths of 25cm and 30cm for the 16 gauge and
18 gauge needle lines only as these are the needles sizes for which additional
length would be useful to the physician (see attached Equivalency Table, Part
IX). This addition would be for the entire line of Monopty Disposable Biopsy
Instruments and MaxeCore Disposable Biopsy Instruments.

biopsy instrument offers ergonomic enhancement in terms of potential one-
handed cocking of the device, an additional firing button or trigger to allow
firing with either thumb or finger and changes to the outer shape of the
device that will prevent it from rolling off hard surfaces.
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It should be noted that there are no new claims or new indications for.use
associated with the longer length biopsy needles and no changes in materials
of construction. Medical risk assessments, engineering reviews and FMEAs
(Failure Modes and Effects Analyses) confirm that lengthening the 16 gauge
and 18 gauge needles to 25cm or 30cm does not significantly effect device
safety or effectiveness.

C.R. Bard, Inc. has not publicly disclosed or acknowledged that fact of its
intent to market the longer needles to any individual outside its employ,
other than disclosures made under commercial agreements containing
appropriate safeguards for secrecy. Per 21 CFR 807.95(b), C. R. Bard, Inc. also
requests that the FDA keep and maintain confidential the contents of this
letter. h

Should you have any questions regarding this letter, please call me at 404-784-
6135.

Sincerely, 5 4
i | / ' 3
L;)'/;gwyf’{ '/L/E/fff\f\

Donna J. Wil,éon
Director, Regulatory Affairs

Enclosure

CERTIFIED MAIL

Bard and Monopty are registered trademarks of C.R. Bard, Inc. or an affiliate.

MaxeCore is a trademark of C.R. Bard, Inc. or an affiliate.
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CONFIDENTIAL

Equivalency Table
Comparison Charts of Some Currently Marketed Products
and Proposed Bard Product

Current Bard Product Part1 #K922939

15 Gauge N/A
16 Gauge
18 Gauge
19 Gauge N/A
20 Gauge i

BIP Company Product Part I #K934370

13 Gauge
14 Gauge
15 Gauge N/A
16 Gauge
18 Gange
19 Gauge N/A

20 Gauge

Product Part I

Biopsy Needle Co.

D
13 Gauge N/A
14 Gauge
15 Gange N/A
16 Gange N/A
18 Gauge
19 Gauge N/A
20 Gauge

x

Boston Scientific Corp. Product Part IV

|[nameter:
13 Gauge N/A

14 Gauge

15 Gauge

16 Gauge N/A

18 Gauge

19 Gauge N/A

20 Gauge

Cook Inc. Product PartV

13 Gauge N/A
14 Gauge g
15 Gauge
. | 16 Gauge
/| 18 Gauge
19 Gauge
20 Gauge
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CONFIDENTIAL

Equivalency Table
Comparison Charts of Some Currently Marketed Products
and Proposed Bard Product

Inrad Product © PartVIl

13 Gauge N/A
14 Gange
15 Gauge N/A
16 Gauge
18 Gauge
19 Gauge N/A
20 Gauge

Manan Medical Pr

Diamet

13 Gauge N/A

14 Gauge

15 Gauge N/A

16 Gauge

18 Gauge

19 Gauge N/A

20 Gaunge

Medical Device Technologies, Inc. Product Part VIII
= T : -

13 Gauge N/A
14 Gauge
15 Gauge N/A
16 Gauge
18 Gauge
19 Gauge N/A
20 Gauge

Proposed Bard Product PartIX

Thameter:
13 Gauge N/A
14 Gaunge -
15 Gauge N/A
16 Gaunge
18 Gauge
19 Gauge N/A
20 Gauge

i
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. 9200 Corporate Boulevard
Rockville MD 20850

REGULATORY AFFAIRS

K922939
Addition of 25cm and 30cm Needle

C. R. Bard, Inc. Lengths to Bard® Monopty® Disposable
8195 Industrial Boulevard Biopsy Instrument Product Line

Covington, Georgia 30209 Dated: June 26, 1995
Received: June 30, 1995

Ms. Donna J. Wilson Re:
Director, Regulatory Affairs

Dear Ms., Wilson:

We have reviewed the information dated June 26, 1995, regarding the 510(k)
notification K922939 previously submitted for the device referenced above.
solely on the information that you have provided, it does not appear that you have
significantly changed or modified the design, components, method of manufacture,
or intended use of the.device referenced above (see 21 CFR 807.81(2)(3)). It is,
however, your responsibility to determine if the change or modification to the
device or its labeling could significantly affect the device's safety or
effectiveness and thus require submission of a new 510(k). The information you'

have supplied will be added to the file.

Based

Sincerely yours,

1. (A
A ] Ly s

Lillian Yin, Ph.D.

Director, Division of Reproductive,
Abdominal, Ear, Nose amnd Throat,
and Radiological Devices

Office of Device Evaluation

Center for Devices and
Radiclogical Health
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Addition of Echogenicity Claim Letter (dated July 18, 1996)

and FDA Concurrence Letter (dated September 3, 1996)
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‘ gard, Inc.
,95 Industrial Blvd.
Covington, GA 30209

July 18, 1996 [B m

Ms. Laura Byrd

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation

DRAERD, Urology Branch (HFZ-470)
9200 Corporate Blvd.

Rockville, MD 20850

Re:  #K922939:  Bard Monopty Disposable Biopsy Instrument Product Line -
Echogenic claim

Dear Ms. Byrd:
Per conversations between Laura Byrd of FDA and Donna J. Wilson of C. R. Bard, Inc.
on January 19, 1996, voice mail message from Laura Byrd of FDA the week of May 6,

1996, and subsequent conversations betv-een FDA and Bard, this letter is being submitted
as an amendment to a concurred 510(k) file, #K922939. This 510(k) referenced

C. R. Bard, Inc. intends to market Monopty Disposable Biopsy Instruments (including
the ergonomically enhanced Max+Core models) with the same needle dimensions (gauge
and length) and made using the same materials as described in #K922939 and the June 16,

1995, letter to file. ‘
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The Indications for Use remain the same but the description of the needles and associated
marketing claims would contain the words "echogenic" and "enhanced echogenicity",
"significantly more visible" and similar terms indicating enhanced visualization during
ultrasound procedures.

Therefore, we ask that you consider the information included in this letter, make a
determination as to whether a new S10(k) is required for this change, and if no new 510(k) is
required that you include a copy of this letter in the 510(k) file (#K922939) as notice of the
Bard Monopty/Max+Core Disposable Biopsy Instrument Product Line echogenic needle
claim. We also request that you provide us with written notification of your decision.

It should be noted that other than a claim of echogenicity or enhanced visualization during
ultrasound procedures there are no new claims or new indications for use associated with
the echogenic needles and no significant changes in materials of copstruction. No changes
in desien that could significantly affect safety or effectiveness have been made since

C. R. Bard, Inc. has not publicly disclosed or acknowledged that fact of its intent to
market the Bard Monopty and Max+Core product lines with an echogenic claim to any
individual outside its employ, other than disclosures made under commercial agreements
containing appropriate safeguards for secrecy. Per 21 CFR 807.95(b), C. R. Bard Inc.
also requests that the FDA keep and maintain confidential the contents of this letter.

Should you have any questions regarding this letter, please call me at 770-784-6135.
Sincerely,

Donna J. Wilson
Director, Regulatory Affairs

Enclosure

CERTIFIED MAIL
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REGULATORY AFFAIRS |

Ms. Donna J. Wilson
Diractor, Regulatory Affairs
C.R. Bard, Inc.

8195 Industrial Boulevard
Covington, Georgia 30208

Re: X936194; K922939; K934370; and K910720
Coaxial Biopsy Needle; Bard Monopty Disposable Biopsy
BIP [Bard Magnuml] Biocpsy Needles;

R

Instcuiment Product Line;
and Bard Biopty-Cut Biopsy Needles
Dated: July 18, 1896

Dear Ms. Wilson:

We have reviewed the information dated July 18, 1996, regarding the 510 (k)
notifications X936194, K922939, K9343270, and X910720 previously submitted for
the devices referenced above. Based solely on the information that you have
provided, it does not appear that you have significantly changed or modified
the designs, components, methods of manufacture, or intended use of the
devices referenced above (see 21 CFR 807.81(a) (3)). It is, however, your
responsgibility to determine if the change or modification to the devices or
their labeling could significantly affect the devices' safety or effectiveness
and thus require submission of a new 510(k). The information you have
supplied will be added to the file.

Sincerely yours,

Lllllan Ph. D.

Dlrecto:, DlVlSlOn of Reproductive,
Abdominal, Ear, Nose and Throal,
and Radiological Devices

office of Device Evaluation

Center for Devices and
Radiological Health
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Appendix 7: Declaration of Conformity with Design Controls
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wb Ok oifasf“'“
Declaration of Conformity
with Design Controls

Verification and Validation Activities: As required by the risk analysls, all verifieation
and validation activities were performed by the designated individual(s) and the resuits
demonstrated that the predetermined acceptance criterla were met,

N

o - P
e b ) e P19 1
Ruben Perez A Date
Staff Enginesr
Bard Peripheral Vascular, inc.

Manufacturing Facility: The manufacturing faclity is in conformancs with e design
control procedure requiremanis as specified in 21 CFR 820.30 and fhe records are
available for review,

S otV el {T-19-3
Seoott Neal © Date

Director of Guality Assurance
Bard Peripheral Vasoulay, inc,
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