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KNW

K922939 Bard® Monopty® Disposable Core Biopsy 
Instrument

Bard Peripheral Vascular, Inc.

Core Biopsy Instrument

Bard® Monopty® Disposable Core Biopsy Instrument

Bard® Max Core® Disposable Core Biopsy Instrument

See attached list

See attached list

K922939

KNW 876.1075

Gastroenterology / Urology

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.
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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 

 
 







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 
5 

SECTION TITLE 
Risk evaluation 

CONFORMANCE? 

 Yes  No  N/A 

SECTION NUMBER 
6 

SECTION TITLE 
Risk control 

CONFORMANCE? 

 Yes  No  N/A 

SECTION NUMBER 
7 

SECTION TITLE 
Evaluation of overall residual risk acceptability 

CONFORMANCE? 

 Yes  No  N/A 

SECTION NUMBER 
8 

SECTION TITLE 
Risk management report 

CONFORMANCE? 

 Yes  No  N/A 

SECTION NUMBER 
9 

SECTION TITLE 
Production and post-production information 

CONFORMANCE? 

 Yes  No  N/A 
 
 







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 

 
 

(b) (4)
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Refuse To Accept (RTA) Checklist for Special 510(k)s 

Section 1: Special 510(k) Criteria 

Criteria Location in 
510(k) 

1. 510(k) is submitted to modify a legally marketed device (predicate) AND the Special 
510(k) submission is submitted by the holder of the 510(k) for the predicate device. 

Cover Letter 
& Page 10 

2. Indications for Use of the proposed device are unchanged from the legally marketed 
device (predicate). Page 14 

3. Fundamental scientific technology of the proposed device is unchanged from the 
legally marketed device (predicate). Page 16 

4. The submission includes only summary-level information (i.e., NO test reports with 
performance data). Throughout 

 

Section 2:  Organizational Elements 

Organizational Item Location in 
510(k) 

a. Submission contains Table of Contents Page 2 
b. Each section is labeled (e.g., headings or tabs designating Device Description 
section, Labeling section, etc.) Throughout 

c. All pages of the submission are numbered Throughout 

d. Type of 510(k) is identified – traditional, abbreviated, or special Cover Letter 
and Header 

 

Section 3: Elements of a Complete Submission (RTA Items) 

Element 
Location in 

510(k) 
A. Administrative 

 1. All content used to support the submission is written in English (including 
translations of test reports, literature articles, etc.) Throughout 

 2. 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 

  c. 

Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale for that 
conclusion 

Cover Letter 

 3. 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 
807.87(k) Appendix 2 

 6. Submission contains Class III Summary and Certification N/A 
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 7. 

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 

 8. 

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 

  a. 

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. Device Description 

 9. a. 

If there are requirements regarding the device description, such as 
special controls, in a device-specific regulation that are applicable to 
the device, the submission includes device description information to 
establish that the submitter has followed the device-specific 
requirement. 

N/A 
(Page 11) 

  b. 

If there is a device-specific guidance, other than a special controls 
guidance document, applicable to the device, the submission includes 
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 12-19 

 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. A description of the principle of operation and mechanism of action for 
achieving the intended effect. Page 12-19 

  b. 

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 12-19 

  c. A list 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 
modification. Page 14-15 

 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 

  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  



 
Special 510(k) 
Bard® Monopty® / Max-Core® Disposable Core Biopsy Instrument Page 6 of 93 

 

 

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

 

 

  a. 

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 

  b. 

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 

 15. Submission includes a comparison of the following for the predicate(s) and 
subject device  

  a. Indications for use Page 18 
  b. Technology, including features, materials, and principles of operation Page 18-19 

 16. 

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 
questions 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) 

Page 14-17 

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

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

Page 20 

  b. 
Based on the Risk Analysis, an identification of the verification and/or 
validation activities required, including methods or tests used and 
acceptance criteria. 

N/A  
(Page 20) 

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

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

   ii. 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) 

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

Appendix 4 

  a. All changes in proposed labeling resulting from device modification(s) 
are highlighted or prominently identified. 

N/A  
(Page 13-14) 

 19. Statement that the intended use of the modified device, as described in the 
labeling, has not changed as a result of the modification(s). Page 14 
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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 
14 g x 10 cm 11 mm or 22 mm 
14 g x 16 cm 11 mm or 22 mm 
16 g x 10 cm 11 mm or 22 mm 
16 g x 16 cm 11 mm or 22 mm 
16 g x 20 cm 11 mm or 22 mm 
18 g x 10 cm 11 mm or 22 mm 
18 g x 16 cm 11 mm or 22 mm 
18 g x 20 cm 11 mm or 22 mm 
20 g x 10 cm 11 mm or 22 mm 
20 g x 16 cm 11 mm or 22 mm 
20 g x 20 cm 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. 
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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. 
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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 12 g x 10 cm 22 mm 
121216 12 g x 16 cm 22 mm 
121410 14 g x 10 cm 22 mm 
121416 14 g x 16 cm 22 mm 
121610 16 g x 10 cm 22 mm 
121616 16 g x 16 cm 22 mm 
121620 16 g x 20 cm 22 mm 
121810 18 g x 10 cm 22 mm 
121816 18 g x 16 cm 22 mm 
121820 18 g x 20 cm 22 mm 
122010 20 g x 10 cm 22 mm 



 
Special 510(k) 
Bard® Monopty® / Max-Core® Disposable Core Biopsy Instrument Page 10 of 93 

 

 

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

 

 

Catalogue Number Gauge x Length Penetration Depth 
122016 20 g x 16 cm 22 mm 
122020 20 g x 20 cm 22 mm 
211410 14 g x 9 cm 11 mm 
211416 14 g x 15 cm 11 mm 
211610 16 g x 9 cm 11 mm 
211616 16 g x 15 cm 11 mm 
211620 16 g x 19 cm 11 mm 
211810 18 g x 9 cm 11 mm 
211816 18 g x 15 cm 11 mm 
211820 18 g x 19 cm 11 mm 
212010 20 g x 9 cm 11 mm 
212016 20 g x 15 cm 11 mm 
212020 20 g x 19 cm 11 mm 

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

 
Catalogue Number Gauge x Length Penetration Depth 

MC1410 14 g x 10 cm 22 mm 
MC1416 14 g x 16 cm 22 mm 
MC1610 16 g x 10 cm 22 mm 
MC1616 16 g x 16 cm 22 mm 
MC1810 18 g x 10 cm 22 mm 
MC1816 18 g x 16 cm 22 mm 
MC1820 18 g x 20 cm 22 mm 
MC1825 18 g x 25 cm 22 mm 
MC2010 20 g x 10 cm 22 mm 
MC2016 20 g x 16 cm 22 mm 
MC2020 20 g x 20 cm 22 mm 
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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 3rd Street 
Tempe, AZ 85281 
USA 
Establishment Registration Number: 2020394 

 
 is the design center responsible for design control 

activities affecting the Core Biopsy Instruments. 

 
2.2.4 Device Class 

Device Classification: Class II 

Classification Name: Instrument, Biopsy ( Product Code KNW) 
Review Panel: Gastroenterology / Urology 

(b)(4) Contract Manufacturer

(b) (4)
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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: 

• 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 

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.  

Bard® Monopty® Disposable Core Biopsy Instrument  

 

 
 
 

# Component 
1 Needle 
2 Centimeter Markings 
3 Housing 
4 Handle 
5 Actuator Button 
6 Ready Window 

  
  

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

 

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 

Bard® Max-Core® Disposable Core Biopsy Instrument  
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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 
1 Needle 
2 Centimeter Markings 
3 Cocking Slides 
4 Handle 
5 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. 

3.4 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.” 

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 

(b)(4) Product Specs

(b)(4) Product Specs
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fundamental scientific technology of the device; therefore, these changes did not require 

a new 510(k) submission. 

 

(b) (4)
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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: 

• Same intended use 

• Same indications for use 

• Similar penetration depth 

• Similar sample notch 

• Same number of samples 

• Same mechanics of action 

• Same mode of action 

• Same energy used / delivered 

• Similar patient-contacting materials 

• Same fundamental scientific technology 

• Same patient population 

• Same sterility 

• 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 

• 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 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 

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 or 17mm Same as predicate 18 mm 
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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) 

· 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 Same as predicate 

Patient-Contacting 
Materials 

Patient Population Individuals requiring biopsy for 
sampling of soft tissue abnormalities* 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 10-6 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)

(b)(4) Product Specs

(b)(4) Product Specs
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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. 

(b) (4)
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4.5 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. 

 

(b) (4)
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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: 

• Same intended use 

• Same indications for use 

• Similar penetration depth 

• Similar sample notch 

• Same number of samples 

• Same mechanics of action 

• Same mode of action 

• Same energy used / delivered 

• Similar patient-contacting materials 

• Same fundamental scientific technology 

• Same patient population 

• Same sterility 

• 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: 

• Addition of needle gauge size 

• Addition of needle lengths 

• Addition of performance specifications 

• 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 

(I)(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 3rd 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 II 

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: 

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® Monopty® 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.  

Bard® Max-Core® Disposable Core Biopsy Instrument  

 
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: 

• Same intended use 

• Same indications for use 

• Similar penetration depth 

• Similar sample notch 

• Same number of samples 

• Same mechanics of action 

• Same mode of action 

• Same energy used / delivered 

• Similar patient-contacting materials 

• Same fundamental scientific technology 
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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: 

• Addition of needle gauge size 

• Addition of needle lengths 

• Addition of performance specifications 

• 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. 

 



 
Special 510(k) 
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 30 of 93 

 

 

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

 

 

 

 

 

 

 

Appendix 2: Truthful and Accuracy Statement 
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Appendix 3: Engineering Drawings



 
Special 510(k) 
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 33 of 93 

 

 

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

 

 

 

 

 

 

Bard® Monopty® Disposable Core Biopsy Instrument
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(b)(4) Engineering Drawing
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(b)(4) Engineering Drawing
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(b)(4) Engineering Drawing
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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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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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Addition of Echogenicity Claim Letter (dated July 18, 1996)  

and FDA Concurrence Letter (dated September 3, 1996) 
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Core Biopsy Instrument

Bard® Monopty® Disposable Core Biopsy Instrument
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See attached list

See attached list

K922939

KNW 876.1075

Gastroenterology / Urology

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.
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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 

 
 







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 
5 

SECTION TITLE 
Risk evaluation 

CONFORMANCE? 

 Yes  No  N/A 

SECTION NUMBER 
6 

SECTION TITLE 
Risk control 

CONFORMANCE? 

 Yes  No  N/A 

SECTION NUMBER 
7 

SECTION TITLE 
Evaluation of overall residual risk acceptability 

CONFORMANCE? 

 Yes  No  N/A 

SECTION NUMBER 
8 

SECTION TITLE 
Risk management report 

CONFORMANCE? 

 Yes  No  N/A 

SECTION NUMBER 
9 

SECTION TITLE 
Production and post-production information 

CONFORMANCE? 

 Yes  No  N/A 
 
 







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 
6.2 

SECTION TITLE 
Biological evaluation tests 

CONFORMANCE? 

 Yes  No  N/A 

 
 

(b) (4)
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Refuse To Accept (RTA) Checklist for Special 510(k)s 

Section 1: Special 510(k) Criteria 

Criteria Location in 
510(k) 

1. 510(k) is submitted to modify a legally marketed device (predicate) AND the Special 
510(k) submission is submitted by the holder of the 510(k) for the predicate device. 

Cover Letter 
& Page 10 

2. Indications for Use of the proposed device are unchanged from the legally marketed 
device (predicate). Page 13 

3. Fundamental scientific technology of the proposed device is unchanged from the 
legally marketed device (predicate). Page 15 

4. The submission includes only summary-level information (i.e., NO test reports with 
performance data). Throughout 

 

Section 2:  Organizational Elements 

Organizational Item Location in 
510(k) 

a. Submission contains Table of Contents Page 2 
b. Each section is labeled (e.g., headings or tabs designating Device Description 
section, Labeling section, etc.) Throughout 

c. All pages of the submission are numbered Throughout 

d. Type of 510(k) is identified – traditional, abbreviated, or special Cover Letter 
and Header 

 

Section 3: Elements of a Complete Submission (RTA Items) 

Element 
Location in 

510(k) 
A. Administrative 

 1. All content used to support the submission is written in English (including 
translations of test reports, literature articles, etc.) Throughout 

 2. 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 

  c. 

Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale for that 
conclusion 

Cover Letter 

 3. 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 
807.87(k) Appendix 2 

 6. Submission contains Class III Summary and Certification N/A 
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 7. 

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 

 8. 

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 

  a. 

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. Device Description 

 9. a. 

If there are requirements regarding the device description, such as 
special controls, in a device-specific regulation that are applicable to 
the device, the submission includes device description information to 
establish that the submitter has followed the device-specific 
requirement. 

N/A 
(Page 11) 

  b. 

If there is a device-specific guidance, other than a special controls 
guidance document, applicable to the device, the submission includes 
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. A description of the principle of operation and mechanism of action for 
achieving the intended effect. Page 11-18 

  b. 

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. A list and description of each model for which clearance is requested. Page 7-8 

 11. A description of all device modification(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 

  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  
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  a. 

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 7 

  b. 

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 

 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 

 16. 

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 
questions 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) 

Page 13-18 

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

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

Page 19 

  b. 
Based on the Risk Analysis, an identification of the verification and/or 
validation activities required, including methods or tests used and 
acceptance criteria. 

N/A  
(Page 19) 

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

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

   ii. 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) 

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

Appendix 4 

  a. All changes in proposed labeling resulting from device modification(s) 
are highlighted or prominently identified. 

N/A  
(Page 13-14) 

 19. Statement that the intended use of the modified device, as described in the 
labeling, has not changed as a result of the modification(s). Page 13 
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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 12 g x 10 cm 22 mm 
121216 12 g x 16 cm 22 mm 
121410 14 g x 10 cm 22 mm 
121416 14 g x 16 cm 22 mm 
121610 16 g x 10 cm 22 mm 
121616 16 g x 16 cm 22 mm 
121620 16 g x 20 cm 22 mm 
121810 18 g x 10 cm 22 mm 
121816 18 g x 16 cm 22 mm 
121820 18 g x 20 cm 22 mm 
122010 20 g x 10 cm 22 mm 
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Catalogue Number Gauge x Length Penetration Depth 
122016 20 g x 16 cm 22 mm 
122020 20 g x 20 cm 22 mm 
211410 14 g x 9 cm 11 mm 
211416 14 g x 15 cm 11 mm 
211610 16 g x 9 cm 11 mm 
211616 16 g x 15 cm 11 mm 
211620 16 g x 19 cm 11 mm 
211810 18 g x 9 cm 11 mm 
211816 18 g x 15 cm 11 mm 
211820 18 g x 19 cm 11 mm 
212010 20 g x 9 cm 11 mm 
212016 20 g x 15 cm 11 mm 
212020 20 g x 19 cm 11 mm 

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

 
Catalogue Number Gauge x Length Penetration Depth 

MC1410 14 g x 10 cm 22 mm 
MC1416 14 g x 16 cm 22 mm 
MC1610 16 g x 10 cm 22 mm 
MC1616 16 g x 16 cm 22 mm 
MC1810 18 g x 10 cm 22 mm 
MC1816 18 g x 16 cm 22 mm 
MC1820 18 g x 20 cm 22 mm 
MC1825 18 g x 25 cm 22 mm 
MC2010 20 g x 10 cm 22 mm 
MC2016 20 g x 16 cm 22 mm 
MC2020 20 g x 20 cm 22 mm 
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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 3rd Street 
Tempe, AZ 85281 
USA 
Establishment Registration Number: 2020394 
 

 
is the design center responsible for design control 

activities affecting the Core Biopsy Instruments. 

 
1.2.4 Device Class 

Device Classification: Class II 

Classification Name: Instrument, Biopsy ( Product Code KNW) 
Review Panel: Gastroenterology / Urology 

(b)(4) Contract Manufacturer

(b) (4)
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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: 

• 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. 

 
1.5 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 

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.  

Bard® Monopty® Disposable Core Biopsy Instrument  

 

 
 
 

# Component 
1 Stylet Needle 
2 Cannula Needle 
3 Centimeter Markings 
4 Housing 
5 Handle 
6 Actuator Button 
7 Ready Window 

  
  

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

 

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 

Bard® Max-Core® Disposable Core Biopsy Instrument  
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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 
1 Stylet Needle 
2 Cannula Needle 
3 Centimeter Markings 
4 Cocking Slides 
5 Handle 
6 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. 

2.4 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 

(b)(4) Product Specs
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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 
 

 
 

(b)(4) Product Specs
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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: 

• Same intended use 

• Same indications for use 

• Similar penetration depth 

• Similar sample notch 

• Same number of samples 

• Same mechanics of action 

• Same mode of action 

• Same energy used / delivered 

• Similar patient-contacting materials 

• Same fundamental scientific technology 

• Same patient population 

• Same sterility 

• 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 

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 
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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 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, 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 
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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) 

Energy Used / Delivered Same as predicate Same as predicate 

Patient-Contacting 
Materials 

Patient Population Individuals requiring biopsy for 
sampling of soft tissue abnormalities* 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 10-6 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)

(b)(4) Product Specs

(b)(4) Product Specs
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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. 

(b) (4)
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Table 7: Biocompatibility Testing 
 

Test Results 

 
 
3.4 Sterilization 

(b) (4)

(b) (4)
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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. 

 

(b) (4)
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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: 

• Same intended use 

• Same indications for use 

• Similar penetration depth 

• Similar sample notch 

• Same number of samples 

• Same mechanics of action 

• Same mode of action 

• Same energy used / delivered 

• Similar patient-contacting materials 

• Same fundamental scientific technology 

• Same patient population 

• Same sterility 

• 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 

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 

(I)(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 3rd 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 II 

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. 

 



 
Special 510(k): K133948 
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 26 of 94 

 

 

Bard Peripheral Vascular, Inc. TRADE SECRET/CONFIDENTIAL INFORMATION 
Notify C. R. Bard Before Releasing his Document.  

 

 

5. Device Description: 

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® Monopty® 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.  

Bard® Max-Core® Disposable Core Biopsy Instrument  

 
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: 

• Same intended use 

• Same indications for use 

• Similar penetration depth 

• Similar sample notch 

• Same number of samples 

• Same mechanics of action 

• Same mode of action 

• Same energy used / delivered 

• Similar patient-contacting materials 

• Same fundamental scientific technology 
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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: 

• Addition of needle gauge size 

• Addition of needle lengths 

• 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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Appendix 3: Engineering Drawings
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Bard® Monopty® Disposable Core Biopsy Instrument
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(b)(4) Engineering Drawing
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Bard® Max-Core® Disposable Core Biopsy Instrument
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(b)(4) Engineering Drawing
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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® Max-Core® Disposable Core Biopsy Instrument (English Only)
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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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Addition of Needle Lengths Letter (dated June 26, 1995)  

and FDA Concurrence Letter (dated July 26, 1995)
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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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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 

 
 







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 
5 

SECTION TITLE 
Risk evaluation 

CONFORMANCE? 

 Yes  No  N/A 

SECTION NUMBER 
6 

SECTION TITLE 
Risk control 

CONFORMANCE? 

 Yes  No  N/A 

SECTION NUMBER 
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SECTION TITLE 
Evaluation of overall residual risk acceptability 
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SECTION NUMBER 
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SECTION TITLE 
Risk management report 

CONFORMANCE? 
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SECTION NUMBER 
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SECTION TITLE 
Production and post-production information 

CONFORMANCE? 

 Yes  No  N/A 
 
 







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 
6.2 

SECTION TITLE 
Biological evaluation tests 

CONFORMANCE? 

 Yes  No  N/A 
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Refuse To Accept (RTA) Checklist for Special 510(k)s 

Section 1: Special 510(k) Criteria 

Criteria Location in 
510(k) 

1. 510(k) is submitted to modify a legally marketed device (predicate) AND the Special 
510(k) submission is submitted by the holder of the 510(k) for the predicate device. 

Cover Letter 
& Section 

1.2.3 
2. Indications for Use of the proposed device are unchanged from the legally marketed 
device (predicate). Section 2.4 

3. Fundamental scientific technology of the proposed device is unchanged from the 
legally marketed device (predicate). Section 2.7 

4. The submission includes only summary-level information (i.e., NO test reports with 
performance data). Throughout 

 

Section 2:  Organizational Elements 

Organizational Item Location in 
510(k) 

a. Submission contains Table of Contents Page 2 
b. Each section is labeled (e.g., headings or tabs designating Device Description 
section, Labeling section, etc.) Throughout 

c. All pages of the submission are numbered Throughout 

d. Type of 510(k) is identified – traditional, abbreviated, or special Cover Letter 
and Header 

 

Section 3: Elements of a Complete Submission (RTA Items) 

Element 
Location in 

510(k) 
A. Administrative 

 1. All content used to support the submission is written in English (including 
translations of test reports, literature articles, etc.) Throughout 

 2. 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 

  c. 

Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale for that 
conclusion 

Cover Letter 

 3. 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 
807.87(k) Appendix 2 

 6. Submission contains Class III Summary and Certification N/A 
 

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

 

 



 
Special 510(k): K133948 
Bard® Monopty® / Max-Core® Disposable Core Biopsy Instrument Page 5 of 106 

 

 7. 

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 

 8. 

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 

  a. 

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. Device Description 

 9. a. 

If there are requirements regarding the device description, such as 
special controls, in a device-specific regulation that are applicable to 
the device, the submission includes device description information to 
establish that the submitter has followed the device-specific 
requirement. 

N/A 
(Section 1.3) 

  b. 

If there is a device-specific guidance, other than a special controls 
guidance document, applicable to the device, the submission includes 
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. 

Section 1.2.4 
and Section 2 

 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. A description of the principle of operation and mechanism of action for 
achieving the intended effect. Section 2 

  b. 

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. 

Section 2 

  c. A list 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 
modification. 

Sections 2.4 
– 2.7 

 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 

  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  
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  a. 

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 

  b. 

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 

 15. Submission includes a comparison of the following for the predicate(s) and 
subject device  

  a. Indications for use Section 2.7 
  b. Technology, including features, materials, and principles of operation Section 2.7 

 16. 

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 
questions 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) 

Sections 2.4 
– 2.7 

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

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

Section 3.1 

  b. 
Based on the Risk Analysis, an identification of the verification and/or 
validation activities required, including methods or tests used and 
acceptance criteria. 

Section 3.1 

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

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

   ii. 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) 

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

Appendix 4 

  a. All changes in proposed labeling resulting from device modification(s) 
are highlighted or prominently identified. Section 2.4 

 19. Statement that the intended use of the modified device, as described in the 
labeling, has not changed as a result of the modification(s). 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 12 g x 10 cm 22 mm 
121216 12 g x 16 cm 22 mm 
121410 14 g x 10 cm 22 mm 
121416 14 g x 16 cm 22 mm 
121610 16 g x 10 cm 22 mm 
121616 16 g x 16 cm 22 mm 
121620 16 g x 20 cm 22 mm 
121810 18 g x 10 cm 22 mm 
121816 18 g x 16 cm 22 mm 
121820 18 g x 20 cm 22 mm 
122010 20 g x 10 cm 22 mm 
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Catalogue Number Gauge x Length Penetration Depth 

122016 20 g x 16 cm 22 mm 
122020 20 g x 20 cm 22 mm 
211410 14 g x 9 cm 11 mm 
211416 14 g x 15 cm 11 mm 
211610 16 g x 9 cm 11 mm 
211616 16 g x 15 cm 11 mm 
211620 16 g x 19 cm 11 mm 
211810 18 g x 9 cm 11 mm 
211816 18 g x 15 cm 11 mm 
211820 18 g x 19 cm 11 mm 
212010 20 g x 9 cm 11 mm 
212016 20 g x 15 cm 11 mm 
212020 20 g x 19 cm 11 mm 

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

 
Catalogue Number Gauge x Length Penetration Depth 

MC1410 14 g x 10 cm 22 mm 
MC1416 14 g x 16 cm 22 mm 
MC1610 16 g x 10 cm 22 mm 
MC1616 16 g x 16 cm 22 mm 
MC1810 18 g x 10 cm 22 mm 
MC1816 18 g x 16 cm 22 mm 
MC1820 18 g x 20 cm 22 mm 
MC1825 18 g x 25 cm 22 mm 
MC2010 20 g x 10 cm 22 mm 
MC2016 20 g x 16 cm 22 mm 
MC2020 20 g x 20 cm 22 mm 
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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 3rd Street 
Tempe, AZ 85281 
USA 
Establishment Registration Number: 2020394 
 

 is the design center responsible for design control 

activities affecting the Core Biopsy Instruments. 

 
1.2.4 Device Class 

Device Classification: Class II 

Classification Name: Instrument, Biopsy ( Product Code KNW) 
Review Panel: Gastroenterology / Urology 
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(b)(4) Product Specs
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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: 

• 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. 

 
1.5 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 
1 Stylet Needle 
2 Cannula Needle 
3 Centimeter Markings 
4 Housing 
5 Handle 
6 Actuator Button 
7 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 
1 Stylet Needle 
2 Cannula Needle 
3 Centimeter Markings 
4 Housing 
5 Handle 
6 Actuator Button 
7 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. 

 

 
 
 

# Component 
1 Stylet Needle 
2 Cannula Needle 
3 Centimeter Markings 
4 Cocking Slides 
5 Handle 
6 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. 
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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. 

 
2.5 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: 

• Same intended use 

• Same indications for use 

• Similar penetration depth 

• Similar sample notch 

• Same number of samples 

• Same mechanics of action 

• Same mode of action 

• Same energy used / delivered 

• Same patient-contacting materials 

• Same fundamental scientific technology 

• Same patient population 

• Same sterility 

• Similar packaging configuration 

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

the predicate device are different in the following manner: 

• Updated labeling 

• Addition of needle gauge size 

• Addition of needle lengths 

• 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 
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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 

Energy Used / Delivered Same as predicate Same as predicate 

Patient-Contacting 
Materials 

Patient Population Individuals requiring biopsy for 
sampling of soft tissue abnormalities* 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 10-6 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)
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(b)(4) Product Specs

(b)(4) Product Specs
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3. Design Control Activities 

3.1 Risk Analysis 
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(b)(4) Testing
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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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(b) (4)

(b)(4) Testing
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Table 8: Biocompatibility Testing 

 
 
3.4 Sterilization 
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(b)(4) Testing

(b) (4)

(b) (4)
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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: 

• Same intended use 

• Same indications for use 

• Similar penetration depth 

• Similar sample notch 

• Same number of samples 

• Same mechanics of action 

• Same mode of action 

• Same energy used / delivered 

• Same patient-contacting materials 

• Same fundamental scientific technology 

• Same patient population 

• Same sterility 

• Similar packaging configuration 

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

the predicate device are different in the following manner: 

• Updated labeling 

• Addition of needle gauge size 

• Addition of needle lengths 

• 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 

(I)(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 3rd 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 II 

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: 

• Same intended use 

• Same indications for use 

• Similar penetration depth 

• Similar sample notch 

• Same number of samples 

• Same mechanics of action 

• Same mode of action 

• Same energy used / delivered 

• Same patient-contacting materials 

• Same fundamental scientific technology 
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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 

• 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 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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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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(b)(4) Engineering Drawing
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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® Max-Core® Disposable Core Biopsy Instrument (English Only)
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Appendix 5: Indications for Use Statement

 

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

 

 



 
Special 510(k): K133948 
Bard® Max-Core® / Monopty® Disposable Core Biopsy Instrument Page 81 of 106 

 

 
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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Addition of Needle Lengths Letter (dated June 26, 1995)  

and FDA Concurrence Letter (dated July 26, 1995)
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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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Appendix 7: Declaration of Conformity with Design Controls 
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