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 as determined by the physician performing the bronchoscopy.  The LungPoint 
Dilation Balloon , and is a sterile device for 
single use.  
 

Balloon Size 
(OD x length) 

Balloon 
Pressure 

Maximum Catheter 
Outer Diameter (OD) 

Catheter Length/ 
working length 

4mm x 6mm 10 atm 1mm 1430mm/975mm 
 
When inflated at  the balloon dimensions are ).  A 
detailed drawing of the LungPoint Dilation Balloon is provided in Appendix B of the original 
submission (a portion of which is inserted below).   
 

Device Specifications 

The following tables (extracted from Section 11 Device Description) outline the proposed 
LungPoint Sheath and LungPoint Dilation Balloon device performance characteristics and 
specifications.  
 

LungPoint Sheath Specifications 
 

Performance 
Specification 

Objective Applicable 
Standards 

Acceptance Criteria 
(confidence/reliability parameters) 

Dimensional 
Testing 

To verify that the devices 
meet the product 
specification of the following 
Dimensional Tests: 
Inner diameter 
Outside diameter 
Sheath length 
Stylet tip diameter 
Stylet length 

NA – all criteria 
are per the 
product 
specifications 

Joints/ Tensile 
Test 

To verify that the joints of 
the sheath and stylet meet 
the tensile requirements of 
ISO 10555 and EN 1618 

Method: 
EN1618:1997 
Acceptance 
Criteria: 
adapted from 
ISO 10555-
1:1995 

(b)(4) Third Party Information

(b)(4) Third Party Information (b)(4) Third Party 
Information(b

 

 

 

(b)(4) Schematic Drawings

(b)(4) 

(b)(4)
(b)(4)

(b)(4) (b)(4)
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Similarities and differences among these devices are outlined in the following comparison 
tables.  
 

Comparison Table LungPoint Tools for use with LungPoint Software 
 

 i Logic inReach System 
Components and Tools (K110093) 

LungPoint Software with FlexNeedle 
(K112051) and LungPoint Tools (new 
device)

Intended Use 
(General 
Purpose of 
Device – 
encompasses 
indication) 

Enable the diagnosis and the treatment
of lung cancer. 
 

The inReach Tools and Components 
are designed to enable physicians to 
reach distant lung lesions in a 
minimally invasive manner. They are 
specifically designed for use with the 
i·Logic System. 
 

Endoscopic tools and components 
include biopsy forceps, cytology 
brushes, aspiration needles, locatable 
guide, guide catheter etc. 

Enable the diagnosis and the treatment
of lung cancer. 
 

The LungPoint Tools are specifically 
designed for use with the LungPoint 
Software. 
 

Endoscopic tools include FlexNeedle 
aspiration needle (previously cleared 
under K112051), sheath and dilation 
balloon (new devices). 

Indications for 
Use for Software 

The indications for use of the inReach 
System: 

 

Indicated for displaying images of the 
tracheobronchial tree to aid the 
physician in guiding endoscopic tools 
or catheters in the pulmonary tract and 
to enable marker placement within soft 
lung tissue. It does not make a 
diagnosis and is not an endoscopic 
tool. Not for pediatric use. 

The LungPoint Tools are endoscopic 
tools used with bronchoscopes and 
intended to be used as accessories to 
the LungPoint Software to aid in 
reaching a targeted area within the 
respiratory organs in a minimally 
invasive manner. 
 

The LungPoint Tools are being cleared 
for use with the LungPoint Software 
System. The indications for use of the 
LungPoint Software: 
 

Indicated for displaying images of the 
tracheobronchial tree to aid the 
physician in guiding endoscopic tools 
or catheters in the pulmonary tract and 
to enable marker placement within soft 
lung tissue. It does not make a 
diagnosis and is not an endoscopic 
tool. Not for pediatric use. 

Radiopaque 
Markers 

Yes Yes 

Delivery 
Approach 

Visual (via bronchoscope) and/or 
Fluoroscopy 

Visual (via bronchoscope) and/or 
Fluoroscopy 

Delivered 
Through 

Flexible bronchoscope with minimum 
working channel of mm 

Flexible bronchoscope with minimum 
working channel of mm 

Single Use Yes Yes 
Sterile Yes Yes 

 

(b)(4) Third Party Information

(b)(4) Third Party Information (b)(4) Third Party 
Information(b

 

 

 

(b)
(4)

(b)
(4)
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Comparison Table LungPoint Sheath 
 

 I-Logic inReach Extended Working 
Channel (K110093)

LungPoint Sheath  
(new device) 

Indications for 
Use for Tools 

There are no separate indications for use of 
the inReach System Tools and Components
as they fall under the indications for the 
software: 

 

Indicated for displaying images of the 
tracheobronchial tree to aid the physician in 
guiding endoscopic tools or catheters in the 
pulmonary tract and to enable marker 
placement within soft lung tissue. It does 
not make a diagnosis and is not an 
endoscopic tool. Not for pediatric use. 

The proposed indications for use for 
the LungPoint Tools are: 
 

The LungPoint Tools are endoscopic 
tools used with bronchoscopes and 
intended to be used as accessories 
to the LungPoint Software to aid in 
reaching a targeted area within the 
respiratory organs in a minimally 
invasive manner. 

Stylet 
Provided 
Stylet Use 

Catheter 
ID/OD 

2.0/2.6 cm 2.0/2.6 cm 

Catheter 
Length 

975 mm 975 mm 

Tensile 
Strength 

Complies with ISO 10555 as it is the 
industry standard (assumed) 

Complies with ISO 10555 

 
 

Comparison Table LungPoint Dilation Balloon 
 

 CRE Pulmonary Balloon 
Dilatation Catheter (K023337)

LungPoint Dilation Balloon 
(new device)

Indications for 
Use for Tools 

The cleared indications for use 
for the CRE Pulmonary Balloon 
Dilatation Catheter are: 

 

The CRE Pulmonary Balloon 
Dilatation Catheter is intended to 
be used endoscopically to dilate 
strictures of the airway tree.  

The proposed indications for use for the 
LungPoint Tools are: 
 

The LungPoint Tools are endoscopic tools 
used with bronchoscopes and intended to be 
used as accessories to the LungPoint 
Software to aid in reaching a targeted area 
within the respiratory organs in a minimally 
invasive manner. 

Balloon Size and
Inflation (balloon
pressure) 
Catheter Length
Inflation Port 
Balloon Length 
Rated Burst 
Pressure 
Tensile Strength Complies with ISO 10555 as it is 

the industry standard (assumed) 
Complies with ISO 10555 

 

(b)(4) Third Party Information

(b)(4) Third Party Information (b)(4) Third Party 
Information(b

 

 

 

(b)(4)

(b)(4)
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Requirements Applicable?
Yes/No 

Rationale/Testing Conducted 

 
The following tests were performed on LungPoint Sheath devices that were subjected to the 

, where applicable.  All testing results met the pre-
determined acceptance criteria that were established in the test protocols.  The following table 
summarizes the performance testing conducted to support the LungPoint Sheath performance.  
A detailed discussion is included in the test reports in Appendices H1 through H3 in the original 
submission.  
 

(b)(4) Third Party Information

(b)(4) Third Party Information (b)(4) Third Party 
Information(

 

 

 

(b)(4)

(b)(4)

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Accredited Person   
SE Documentation  
  

 
 Revision  Effective August 1, 2011 
 Page 16 of 28 

LungPoint Sheath Specifications and Performance Testing Results 
 

Performance 
Specification 

Objective Applicable 
Standards 

Acceptance Criteria 
(confidence/reliability parameters) 

Results

Pass 

Pass 

Pass 

Pass 

(b)(4) Third Party Information

(b)(4) Third Party Information (b)(4) Third Party 
I f ti(

 

 

 

(b)(4)
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The following tests were performed on LungPoint Dilation Balloon devices that were 
, where applicable.  All testing results 

met the pre-determined acceptance criteria that were established in the test protocols.  The 
following table summarizes the performance testing conducted to support the LungPoint Dilation 
Balloon performance.  A detailed discussion is included in the test reports in Appendices H1 
through H4 in the original submission. 
 

LungPoint Dilation Balloon Specifications and Performance Testing Results 
 

Performance 
Specification 

Objective Applicable 
Standards 

Acceptance Criteria 
(confidence/reliability parameters) 

Results

Pass 

Pass 

Pass 

Pass 

(b)(4) Third Party Information

(b)(4) Third Party Information (b)(4) Third Party 
Information

(b

 

 

 

(b)(4)

(b)(4)
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representative of finished products.  The new LungPoint Sheath and LungPoint Dilation Balloon 
met all of the design verification specifications/requirements as outlined in the Performance 
Specification Tables in the Device Specifications section on page 4 of this Review 
Memorandum.  Section 18 and the test reports in Appendices H1 through H4 in the submission 
include summaries with detailed descriptions of the bench test methods, acceptance criteria, 
and conclusions demonstrating compliance with the product specifications.  The passing results 
are summarized below.   
 
Refer to Section V Predicate Device Comparison for a more detailed summary of the design 
verification test methods that were utilized compared to the FDA Guidance entitled Guidance for 
Industry and FDA Staff - Non-Clinical Engineering Tests and Recommended Labeling for 
Intravascular Stents and Associated Delivery Systems (beginning on page 13 of this Review 
Memorandum).  
 
The following tests were performed on LungPoint Sheath devices that were subjected to the 
required , where applicable.  All testing results met the pre-
determined acceptance criteria that were established in the test protocols.  The following table 
summarizes the performance testing conducted to support the LungPoint Sheath performance.  
All samples sizes for this table were .  A detailed discussion is included in the test reports 
in Appendices H1 through H3 in the original submission.  
 

LungPoint Sheath Design Verification Testing Summary 
 
Performance 
Specification 

Objective Applicable 
Standards 

Acceptance Criteria 
(confidence/reliability 
parameters) 

Results 

Dimensional 
Testing 

To verify that the 
devices meet the 
product specification of 
the following 
Dimensional Tests: 
Inner diameter 
Outside diameter 

NA – all 
criteria are per 
the product 
specifications 

Joints/ Tensile 
Test 

To verify that the joints 
of the sheath and stylet 
meet the tensile 
requirements of ISO 
10555 and EN 1618 

Method: 
EN1618:1997 
Acceptance 
Criteria: 
adapted from 
ISO 10555-
1:1995 

(b)(4) Third Party Information

(b)(4) Third Party Information (b)(4) Third Party 
Information(b

 

 

 

(b)(4)

(b)(4)

(b)(4)

(b)(4)
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LungPoint Dilation Balloon Design Verification Testing Summary 
 
Performance 
Specification 

Objective Applicable 
Standards 

Acceptance Criteria 
(confidence/reliability 
parameters) 

Results 

Dimensional 
Testing 

NA – all 
criteria are per 
the product 
specifications 

Joints/ Tensile 
Test 

Method: 
EN1618:1997 
Acceptance 
Criteria: 
adapted from 
ISO 10555-
1:1995 

Simulated 
Use 

NA – validated 
test fixture 

(b)(4) Third Party Information

(b)(4) Third Party Information (b)(4) Third 
Party (

 

 

 

(b)(4) (b)(4) 
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XIV. Substantial Equivalence Discussion 
    Yes   No 

1. Same Indication Statement? X  If YES = Go To 3 

2. Do Differences Alter The Effect Or Raise New 
Issues of Safety Or Effectiveness?  

  If YES = Stop NSE 

3. Same Technological Characteristics? X  If YES = Go To 5 

4. Could The New Characteristics Affect Safety Or 
Effectiveness? 

  If YES = Go To 6 

5. Descriptive Characteristics Precise Enough?  X If NO = Go To 8 

If YES = Stop SE 

6. New Types Of Safety Or Effectiveness 
Questions? 

  If YES = Stop NSE 

7. Accepted Scientific Methods Exist?   If NO = Stop NSE 

8. Performance Data Available? X  If NO = Request Data 

9. Data Demonstrate Equivalence? X  Final Decision:  SE 

Note:  Document the decision path by marking the arrows followed on the FDA flowchart.  
 
Please complete the following table and answer the corresponding questions.  "Yes" responses 
to questions 2, 4, 6, and 9, and every "no" response requires an explanation. 
 
1. Explain how the new indication differs from the predicate device's indication: 
 
2. Explain why there is or is not a new effect or safety or effectiveness issue: 
 
3. Describe the new technological characteristics: 
 
4. Explain how new characteristics could or could not affect safety or effectiveness: 
 
5. Explain how descriptive characteristics are not precise enough: 

 
The submission includes the descriptive characteristics but the performance 
testing is needed to support substantial equivalence and demonstrate the 
similarities between the new devices and the predicate devices. 
 

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are 
not new: 

 
7. Explain why existing scientific methods cannot be used: 
 
8. Explain what performance data is needed: 
 

(b)(4) Third Party Information

(b)(4) Third Party Information (b)(4) Third 
P t  (b
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9. Explain how the performance data demonstrates that the device is or is not substantially 
equivalent:   

          
As the reviewer of this submission I have reviewed the instructions for use, the 
submitter’s description of the devices and compared this information against the 
information concerning the predicate devices that was provided by the submitter.  
The specifications for the predicate devices and the new devices have been 
compared.  They are very similar.  The predicate device comparison tables 
demonstrate the similarities and differences between the new devices and 
predicate devices.  The submission includes performance and biocompatibility 
testing which demonstrates the new devices and the predicate devices possess 
similar performance characteristics.  The labeling included in the submission was 
reviewed and found to be very similar to the predicate labeling.  There are no new 
questions of safety and effectiveness raised during this review.   
 
Based upon the above summary, a substantially equivalent decision is 
recommended. 

 
XV. Deficiencies 

 
During the review of the submission dated March 1, 2013 one round of deficiencies was issued 
on March 20, 2013.  Additional information dated April 3, 2013 was provided to respond to the 
deficiencies.  A second round of deficiencies was issued on April 19, 2013.  Additional 
information dated April 22, 2013 was provided to respond to the deficiencies.  All deficiencies 
have been adequately addressed.   
 

XVI. Contact History 
 
All correspondence is included in the submission.  
 

XVII. Recommendation 
 
Regulation Number:  21 CFR 874.4680 
Regulation Name:  Bronchoscope and Accessories 
Regulatory Class:  II 
Product Code:  EOQ 

(b)(4) Third Party Information

(b)(4) Third Party Information
(b)(4) Third 
Party 

(b
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1. MDUFMA COVER SHEET 
This section is not applicable since the submission is being submitted through  

, a third party reviewer, who is listed on the FDA website (as of 
2/28/2013) as an accredited person for premarket submission review.  
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2. CDRH PREMARKET REVIEW SUBMISSION COVER SHEET  
 
 
 
FDA Form 3514 is included on the following page.  
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STANDARDS TO BE CITED: 
 
Item 
No. 

Standard 
Number 

Standards 
Organization 

Standards Title Version Date 

6 10993-1 ISO Biological evaluation of medical devices - Part 
1: Evaluation and testing within a Risk 
Management Process 

4th 
edition 

10/15/2009 

7 10993-5 ISO Biological evaluation of medical devices – Part 
5: Tests for in vitro cytotoxicity 

3rd 
edition 

06/01/2009 

8 10993-10 ISO Biological evaluation of medical devices – Part 
10: Tests for irritation and skin sensitization 

3rd 
edition 

08/01/2010 

9 10993-11 ISO Biological evaluation of medical devices – Part 
11: Tests for systemic toxicity 

2nd 
edition 

08/15/2006 

11 10555-1 IEN/ISO Sterile, Single-use Intravascular Catheters – Part 
1: General Requirements 

1st 
edition 
A2 

05/15/2004 

12 1618 BS EN Catheters other than intravascular catheters. 
Test methods for common properties 

2001 2001 
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3. 510(K) COVER LETTER 
The cover letter is included on the following page.  
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4. INDICATIONS FOR USE STATEMENT 
The indication for use statement is included on the following page.  

The intended use and indications of the LungPoint Tools, as described in its labeling, are the 
same as the intended use and indications for the predicate devices. Section 12 provides a 
detailed comparison table. 
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Indications for Use 

510(k) Number (if known):  K__________ 

Device Name: LungPoint Tools - LungPoint Dilation Balloon and LungPoint 
Sheath  

Indications for Use:  The LungPoint Tools are endoscopic tools used with 
bronchoscopes and intended to be used as accessories to the 
LungPoint Software to aid in reaching a targeted area within 
the respiratory organs.   

 
 

  

  

Prescription Use ___X____ 
(Part 21 CFR 801 Subpart D) AND/OR Over-The-Counter Use  _______ 

(21 CFR 801 Subpart C)             

 

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

 

 Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD) 

 

______________________________  
Division Sign-Off  
Office of In Vitro Diagnostic Device  
Evaluation and Safety  
 
 
 

510(k)____________________         Page __ of ___ 
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5. 510(K) SUMMARY  

A 510(k) Summary of Safety and Effectiveness appears as Appendix A and is being 
submitted in accordance with the requirements of the Safe Medical Devices Act of 1990. 
This 510(k) Summary meets the requirements identified in 21 CFR 807.92. 
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7. CLASS III SUMMARY AND CERTIFICATION 
This section is not applicable since this 510(k) is for a Class II device and not for a device 
type classified into Class III.  

 

 
 
 
 
 
 
 
 
 
 
 

(The remainder of this page is intentionally left blank.) 
 

3DJH �� RI ��

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



TRADITIONAL 510(k) NOTIFICATION  

   
CONFIDENTIAL 

Broncus Medical, Inc. 
 

8. FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT 
This section is not applicable since data from clinical studies is not used to support this 
submission.  
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Figure 1: 510(k) “Substantial Equivalence” Decision-Making Flowchart 
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Broncus Medical, Inc. 
 

13. PROPOSED LABELING 
The labeling for the LungPoint Tools is provided in Appendix D. It includes the following: 
 

• LungPoint Software and Tools Instructions for Use Addendum 
• LungPoint Sheath Instructions for Use 
• LungPoint Dilation Balloon Instructions for Use 

 
All labeling was created in accordance with 21 CFR 801.  
 
 
The 510(k) summaries for the predicate devices are included in Appendix E.  
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16. SOFTWARE  

This section is not applicable as software is not included in this submission and the 
cleared LungPoint Software is not being modified to allow for the use of the LungPoint 
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17. ELECTROMAGNETIC COMPATIBILITY/ELECTRICAL SAFETY 
This section is not applicable for the device as there are no electrical components.  
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19. PERFORMANCE TESTING – ANIMAL  

Biocompatibility studies for the LungPoint Sheath and LungPoint Dilation Balloon were 
performed as outlined in Section 15. No additional animal studies were performed in 
support of this premarket submission given that no changes were made to the software as 
a result of the addition of the LungPoint Tools to the LungPoint Software.  
 
 
 

 
 
 

 
 
 

 
 
 

(The remainder of this page is intentionally left blank.) 
 
 
 

3DJH �� RI ��

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



TRADITIONAL 510(k) NOTIFICATION  

   
CONFIDENTIAL 

Broncus Medical, Inc. 
 

3DJH �� RI ��

(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



TRADITIONAL 510(k) NOTIFICATION  

   
CONFIDENTIAL 

Broncus Medical, Inc. 
 

Table 18.3-1: Summary of Bench Testing for the LungPoint Sheath 
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20. PERFORMANCE TESTING - CLINICAL 

When compared to the predicate device, the LungPoint Software with the LungPoint 
Sheath and LungPoint Dilation Balloon does not incorporate any changes that impact 
safety or efficacy; therefore, as with the predicate device, a clinical study was not 
performed to support the premarket submission. 
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Broncus Medical, Inc. 

 

5. Device Description 

The LungPoint Tools are endoscopic tools used during bronchoscopy procedures. The 
LungPoint Sheath is designed to be used with a bronchoscope to provide a working 
channel through which endoscopic tools, such as needles, dilation balloons, or other 
endoscopic devices may be introduced to the targeted lung tissue within the respiratory 
organs. It is advanced to a predefined target following guidance of the LungPoint 
Software. The LungPoint Dilation Balloon is used to dilate tissue of the bronchial tree 
and may be inserted through the sheath or directly through the working channel of the 
bronchoscope. Additionally, both devices could be used without the LungPoint Software.   

6. Intended Use 

The LungPoint Tools are endoscopic tools used with bronchoscopes and intended to be 
used as accessories to the LungPoint Software to aid in reaching a targeted area within 
the respiratory organs.   

7. Comparison to Predicate Device 

The LungPoint Tools have the same intended use and technological characteristics as the 
predicate devices.  

8. Performance Data 

The design and safety of the LungPoint Tools were verified by performing functional and 
performance testing. All tests were designed to subject the sheath and dilation balloon to 
stresses that exceed those which would be encountered during clinical use.  

9. Safety and Effectiveness 

The LungPoint Tools labeling contains instructions for use and any necessary cautions 
and warnings, to provide for safe and effective use of the devices.  The biocompatibility 
assessment of all patient contacting materials was performed in accordance with ISO 
10993, Biological Evaluation of Medical Devices. In addition, the devices are sterilized 
using e-beam sterilization.  
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Appendix B: Device Drawings 
 

Device drawing for the LungPoint Sheath (PN 12138) and LungPoint Balloon 
(PN 12139) are included.  
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(b)(4) Schematic Drawings
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Appendix C1: Supporting Information for  
 

The following are included 

1. MSDS (blue and green) 

2. Certificate of Analysis (blue and green).
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The following are included 

1. MSDS  

2. Technical Data Sheet 

3. Class VI Certification 

4. Class Testing for Plastics 
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Appendix D: Labeling 
 

1. LungPoint Software and LungPoint Tools Instructions for Use Addendum 
(DRAFT) 

2. LungPoint Sheath Instructions for Use (DRAFT) 
3. LungPoint Dilation Balloon Instructions for Use (DRAFT) 
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Caution: U.S. Federal law restricts the sale, distribution, and use of these devices to, or on  
the order of, a physician.

DRAFT 20 December 2012 

LungPoint Software with Endoscopic Tools 
Instructions for Use Addendum 

DRAFT  
 
LungPoint Overview 
The LungPoint Software is a device that guides a bronchoscope and endoscopic tools to a 
prespecified target in or adjacent to the bronchial tree by providing a path which is 
displayed on a 3D reconstruction of CT scan. The Software allows for visualization of the 
target in the lung tissue or in the bronchial tree; visualization of the interior of the 
bronchial tree; placement of catheters in the bronchial tree; and placement of markers 
into soft lung tissue to guide radiosurgery and thoracic surgery. The LungPoint Software 
is intended to be used with various commercially available endoscopic tools.  

Consult the LungPoint Software User Manual for detailed information about LungPoint. 

 

LungPoint Tools 
Broncus Medical provides the following endoscopic tools (referred to as LungPoint 
Tools) for use during Virtual Bronchoscopic Navigation. A brief description of each tool 
follows the table. The LungPoint Tools are ebeam sterilized, supplied sterile, for single 
patient use.  

 
LungPoint Tool Part Number Description 
FlexNeedle 10005 18 gauge  
LungPoint Dilation 
Balloon* 

TBD Diameter x length: 4 x 6 mm 
Catheter length: 155 cm 

LungPoint Sheath* TBD ID/OD: 2.0/2.6 cm 
Catheter length: 100 cm 

*NOTE: The LungPoint Sheath and Balloon are for use with the LungPoint Software 
only.  
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Caution: U.S. Federal law restricts the sale, distribution, and use of these devices to, or on  
the order of, a physician.

DRAFT 20 December 2012 

FlexNeedle 
The FlexNeedle is an aspiration needle commonly used to collect specimens for 
histophatology or cytopathology. The needle has a coring needle tip in a protective sheath 
that is designed to fit down the 2-mm working channel of a standard flexible optical 
bronchoscope. The needle tip is welded to a coil tube that comprises a flexible shaft, 
allowing the needle to bend with the bronchoscope articulation and enabling access to 
hard-to-reach locations. When used together with the LungPoint Software, the needle can 
be safely guided to a prespecified targeted area within the respiratory organs in order to 
collect specimens. 

 
LungPoint Dilation Balloon 
The LungPoint Dilation Balloon is an endoscopic tool that is used to dilate the target lung 
tissue of the bronchial tree. The dilation balloon is inserted through the bronchoscope or 
sheath and is used to dilate lung tissue. The balloon may be used during interventional 
bronchoscopy procedures as determined by the physician performing the bronchoscopy. 

 
LungPoint Sheath 
The LungPoint Sheath is an endoscopic tool that is designed to be used with 
bronchoscopes to provide a working channel through which endoscopic tools, such as 
needles, dilation balloons, or other endoscopic devices may be introduced to the targeted 
area within the respiratory organs.  

The sheath (with stylet, if necessary) is inserted through a standard bronchoscope. It is 
then advanced to a target under the guidance of the LungPoint Software. Placement of the 
sheath may require the use of other endoscopic tools, such as the dilation balloon 
described in the next section. Once placed, other endoscopic tools, such as needles, 
dilation balloons, or other endoscopic devices, may be introduced through the sheath to 
the targeted area within the respiratory organs. If a stylet is used, it must be removed 
prior to the introduction of the other tools.  

 

 

WARNINGS AND CAUTIONS: LungPoint Tools 

• The LungPoint Tools are supplied sterile and for single use only. Inspect the 
sealed sterile device package before opening. If the seal is broken, contents may 
not be sterile and could pose a risk of patient infection.  

• If any damage or irregularity is found to the device after opening, DO NOT USE 
the device as this could result in harm to the patient.   

• DO NOT USE the device past its “Use Before” (expiration) date.  
• DO NOT USE the LungPoint Sheath with active devices.  
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LungPointTM Sheath 

 
Catalog number 10007 

 
 

Instructions For Use (IFU) 
 

 
 
Table of Contents 
1 Device Description 
2 Intended Use 
3 Contraindications 
4 Warnings / Precautions  
5 Possible Complications 
6 Preparation for Use 
7 Operating Instructions  
8 Storage 
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
PN xxxxx_01 DRAFT 

REF 
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Caution: Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 
Contents are supplied irradiation sterilized. 

 
For single-patient-use only.  Do not re-use or re-sterilize. 

 
1 Device Description 

 
The LungPoint Sheath is an endoscopic tool that is designed to be used with 
bronchoscopes to provide a working channel through which endoscopic tools, such as 
needles, dilation balloons, or other endoscopic devices may be introduced to the 
targeted area within the respiratory organs.  
 
The sheath enables physicians to easily access targets and allows for multiple 
approaches to the preselected target. It allows for the repeated placement of 
endoscopic tools to a specified lesion(s) during one procedure. The sheath is provided 
with a stylet, which is used to minimize the amount of airway mucosa entering the 
sheath’s lumen and/or to provide rigidity (i.e. pushability).  
 
The sheath (with stylet, if necessary) is inserted through a standard bronchoscope. It is 
then advanced to a target under the guidance of the LungPoint Software. Placement of 
the sheath may require the use of other endoscopic tools. Once placed, other 
endoscopic tools, such as needles, dilation balloons, or other endoscopic devices, may 
be introduced through the sheath to the targeted area within the respiratory organs. If a 
stylet is used, it must be removed prior to the introduction of the other tools.  
 

 
The LungPoint Sheath is comprised of a braid reinforced tubing,to resist kinking with 
articulation along with an incorporated stylet.  The stylet when mated, provides for a 
rounded tip during insertion and pushability for navigation to the target. Removal of the 
stylet allows for standard 2.0mm working channel bronchoscopic accessories to be 
used though the lumen of the sheath.  The tip of the Sheath is marked visually with 
black bands at the tip and in 1cm increments to 6cm to provide the user with an 
indication of the traveled depth during insertion.  Also included are multiple radiopaque 
marker bands at the distal end @ the tip, 5mm, 10mm and 20mm to aid visualization of 
the sheath under fluoroscopy. 
 
The LungPoint Sheath is designed to be used as a stand-alone device or with the 
LungPoint Software. 
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CAUTION: If any damage or irregularity is found, DO NOT USE the 
device as this could result in harm to the patient.   

CAUTION: DO NOT USE the device past its “Use Before” (expiration) 
date.  

6.2.3 Before inserting the device into the working channel of the 
bronchoscope, verify that the stylet is secured to the sheath via the 
luer lock connection.   

 
7 Operating Instructions 

7.1 Carefully advance the Sheath through the working channel of the 
bronchoscope using short (approximately 20 mm) increments, until the distal 
end of the catheter is within bronchoscopic view.    

CAUTION: DO NOT force the catheter if resistance to insertion is encountered.  
Reduce the angulation of the bronchoscope until the device passes smoothly. This 
can result in (a) kinks to the device, (b) damage to the bronchoscope, or (c) harm to 
the patient such as punctures, hemorrhage or mucous membrane damage. 

CAUTION: If any damage occurs, including a kink, DO NOT USE and discard.   

7.2 Advance the catheter to the desired protrusion from the bronchoscope as 
required for navigation to the region of interest. 

CAUTION: Do not angulate the bronchoscope abruptly while the device is extended 
from the distal end of the bronchoscope.  This can result in kinks to the device or 
harm to the patient such as punctures, hemorrhage or mucous membrane damage. 

7.3 For accessory use:  remove the stylet by loosening the luer lock connection 
and withdraw the stylet.  Insert the accessory device into the lumen.  

CAUTION: If excessive resistance makes withdrawal difficult, reduce the angulation 
of the bronchoscope until the accessory can be withdrawn smoothly.  Forcible 
withdrawal could damage the sheath, accessory or bronchoscope. 

7.4 If using fluoroscopy – visualize radiopaque accessory devices position 
relative to the tip marker band. 

7.5 Withdraw the Sheath from the bronchoscope.   

7.6 At the completion of the patient procedure, discard the device in the 
appropriate disposal container. 

 

8  Storage 
Store at controlled room temperature.    
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LEGAL NOTICE 

© 2013 Broncus Medical, Inc.  All rights reserved. 
Broncus, the Broncus logo, and LungPoint are trademarks or registered trademarks of 
Broncus Medical, Inc. 
Patents Pending. 

 

Graphic Symbol Legend for Medical Device Labeling 

REF Catalog number 

 
Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 
Caution: consult instructions for use 

 Irradiation sterilized.  Sterility guaranteed if 
package unopened and undamaged. 

 
Serial number or batch code 

 
Use before 

 
For single use   

 Manufacturer 

 

 

 
 

Manufacturer: 
Broncus Medical, Inc. 
1400 N. Shoreline Blvd., Bldg. A, Suite 8 
Mountain View, CA, 94043  USA 
(877) 428-1600 
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LungPointTM Dilation Balloon 

 
Catalog number 10008 

 

Instructions For Use (IFU) 
 

 
 
Table of Contents 
1 Device Description 
2 Intended Use 
3 Contraindications 
4 Warnings / Precautions  
5 Possible Complications 
6 Preparation for Use 
7 Operating Instructions  
8 Storage 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
PN xxxxx_01 DRAFT

REF 
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5.2 Device Inspection and Preparation 
5.2.1 Read all IFUs, package inserts, labels, and warnings for the 

LungPoint Dilation Balloon before beginning the procedure. 

CAUTION: Inspect the sealed sterile device package before opening. If the seal is 
broken, contents may not be sterile and could pose a risk of patient infection.  

5.2.2 Aseptically remove the LungPoint Dilation Balloon from the package 
and inspect for any damage, such as broken or crushed areas of the 
catheter shaft, sharp or protruding edges at the distal tip, or any kinks 
in the catheter shaft.   

CAUTION: If any damage or irregularity is found, DO NOT USE the device as this 
could result in harm to the patient.   

CAUTION: DO NOT USE the device past its “Use Before” (expiration) date.  

CAUTION: DO NOT place or manipulate the catheter in the airways unless under 
direct visualization with a bronchoscope as this may result in harm to the patient. 
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7 Operating Instructions 
7.1 Carefully advance the balloon through the working channel of the 

bronchoscope using short (approximately 20 mm) increments, until the distal 
end of the catheter is within bronchoscopic view.    

CAUTION: DO NOT force the catheter if resistance to insertion is encountered.  
Reduce the angulation of the bronchoscope until the device passes smoothly. This 
can result in (a) kinks to the device, (b) damage to the bronchoscope, or (c) harm to 
the patient such as punctures, hemorrhage or mucous membrane damage. 

CAUTION: If any damage occurs, including a kink, DO NOT USE and discard.

7.2 Advance the catheter to the desired protrusion from the bronchoscope as 
required for navigation to the region of interest. 

CAUTION: Do not angulate the bronchoscope abruptly while the device is extended 
from the distal end of the bronchoscope.  This can result in kinks to the device or 
harm to the patient such as punctures, hemorrhage or mucous membrane damage. 

7.3 Connect the indeflator via the luer lock connector and inflate to 10atm.  Do 
not exceed the rated burst pressure of 12 atm. 

7.4 If using fluoroscopy – visualize balloon inflation location via the radiopaque 
marker bands and the distal and proximal ends of the balloon inflation length. 

7.5 Deflate the balloon, and remove the device 

CAUTION: If excessive resistance makes withdrawal difficult, reduce the angulation 
of the bronchoscope until the accessory can be withdrawn smoothly.  Forcible 
withdrawal could damage the device or bronchoscope. 

7.6 At the completion of the patient procedure, discard the device in the 
appropriate disposal container. 

 

8 Storage 
Store at controlled room temperature.    
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LEGAL NOTICE 

© 2013 Broncus Medical, Inc.  All rights reserved. 
Broncus, the Broncus logo, and LungPoint are trademarks or registered trademarks of 
Broncus Medical, Inc. 
Patents Pending. 

 

Graphic Symbol Legend for Medical Device Labeling 

REF Catalog number 

 
Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 
Caution: consult instructions for use 

 Irradiation sterilized.  Sterility guaranteed if 
package unopened and undamaged. 

 
Serial number or batch code 

 
Use before 

 
For single use   

 Manufacturer 

 

 

 
 

Manufacturer: 
Broncus Medical, Inc. 
1400 N. Shoreline Blvd., Bldg. A, Suite 8 
Mountain View, CA, 94043  USA 
(877) 428-1600 
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SPECIAL 510(k) NOTIFICATION  
 

CONFIDENTIAL 
Broncus Medical, Inc. 

 
   
 

Appendix E: Predicate 510(k)Summaries 
 
Summaries for the following devices are included, 

1. LungPoint Software with FlexNeedle 
2. inReach System 
3. CRE Pulmonary Balloon Dilatation Catheter
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Form 3654 cont’d 
Standard Title: ISO 11737-1 Sterilization of medical devices - Microbiological 
methods - Part 1 

Appendix I 
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(b)(4) 

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Form 3654 cont’d 
Standard Title: ISO 11737-2 Sterilization of medical devices - Microbiological 
methods - Part 2 
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(b)(4) 

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Form 3654 cont’d 
Standard Title: ISO 10993-10: Biological Evaluation of medical devices - Part 10: 
Tests for irritation and skin sensitization 
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(b)(4) 

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use 

510(k) Number (if known):  K__________ 

Device Name: LungPoint Tools - LungPoint Dilation Balloon and 
LungPoint Sheath  

Indications for Use:  The LungPoint Tools are endoscopic tools used with 
bronchoscopes and intended to be used as accessories to the 
LungPoint Software to aid in reaching a targeted area 
within the respiratory organs in a minimally invasive 
manner.   

 
 

  

  

Prescription Use ___X____ 
(Part 21 CFR 801 Subpart D) AND/OR Over-The-Counter Use  _______ 

(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) 

  
Page ___ of ___ 

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Attachment 3: Instructions for Use LungPoint Sheath  

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

  Page 1 of 6 

 
 

LungPointTM Sheath 

 
Catalog number 10007 

 
 

Instructions For Use (IFU) 
 

 
 
Table of Contents 
1 Device Description 
2 Intended Use 
3 Contraindications 
4 Warnings / Precautions  
5 Possible Complications 
6 Preparation for Use 
7 Operating Instructions  
8 Storage 
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Caution: Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 
Contents are supplied irradiation sterilized. 

 
For single-patient-use only.  Do not re-use or re-sterilize. 

 
1 Device Description 

 
The LungPoint Sheath is an endoscopic tool that is designed to be used with 
bronchoscopes to provide a working channel through which endoscopic tools, such as 
needles, dilation balloons, or other endoscopic devices may be introduced to the 
targeted area within the respiratory organs.  
 
The sheath enables physicians to easily access targets and allows for multiple 
approaches to the preselected target. It allows for the repeated placement of 
endoscopic tools to a specified lesion(s) during one procedure. The sheath is provided 
with a stylet, which is used to minimize the amount of airway mucosa entering the 
sheath’s lumen and/or to provide rigidity (i.e. pushability).  
 
The sheath (with stylet, if necessary) is inserted through a standard bronchoscope. It is 
then advanced to a target under the guidance of the LungPoint Software. Placement of 
the sheath may require the use of other endoscopic tools. Once placed, other 
endoscopic tools, such as needles, dilation balloons, or other endoscopic devices, may 
be introduced through the sheath to the targeted area within the respiratory organs. If a 
stylet is used, it must be removed prior to the introduction of the other tools.  
 

 
The LungPoint Sheath is comprised of a braid reinforced tubing,to resist kinking with 
articulation along with an incorporated stylet.  The stylet when mated, provides for a 
rounded tip during insertion and pushability for navigation to the target. Removal of the 
stylet allows for standard 2.0mm working channel bronchoscopic accessories to be 
used though the lumen of the sheath.  The tip of the Sheath is marked visually with 
black bands at the tip and in 10mm increments to 60mm to provide the user with an 
indication of the traveled depth during insertion.  Also included are multiple radiopaque 
marker bands at the distal end at the tip, 5mm, 10mm and 20mm to aid visualization of 
the sheath under fluoroscopy. 
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CAUTION: If any damage or irregularity is found, DO NOT USE the 
device as this could result in harm to the patient.   
CAUTION: DO NOT USE the device past its “Use Before” (expiration) 
date.  

6.2.3 Before inserting the device into the working channel of the 
bronchoscope, verify that the stylet is secured to the sheath via the 
luer lock connection.   

 
7 Operating Instructions 

7.1 Carefully advance the Sheath through the working channel of the 
bronchoscope using short (approximately 20 mm) increments, until the distal 
end of the catheter is within bronchoscopic view.    

CAUTION: DO NOT force the catheter if resistance to insertion is encountered.  
Reduce the angulation of the bronchoscope until the device passes smoothly. This 
can result in (a) kinks to the device, (b) damage to the bronchoscope, or (c) harm to 
the patient such as punctures, hemorrhage or mucous membrane damage. 
CAUTION: If any damage occurs, including a kink, DO NOT USE and discard.   
7.2 Advance the catheter to the desired protrusion from the bronchoscope as 

required for navigation to the region of interest. 
CAUTION: Do not angulate the bronchoscope abruptly while the device is extended 
from the distal end of the bronchoscope.  This can result in kinks to the device or 
harm to the patient such as punctures, hemorrhage or mucous membrane damage. 
7.3 For accessory use:  remove the stylet by loosening the luer lock connection 

and withdraw the stylet.  Insert the accessory device into the lumen.  
CAUTION: If excessive resistance makes withdrawal difficult, reduce the angulation 
of the bronchoscope until the accessory can be withdrawn smoothly.  Forcible 
withdrawal could damage the sheath, accessory or bronchoscope. 
7.4 If using fluoroscopy – visualize radiopaque accessory devices position 

relative to the tip marker band. 
7.5 Withdraw the Sheath from the bronchoscope.   
7.6 At the completion of the patient procedure, dispose of the device in 

accordance with applicable hospital, local, state and federal laws and 
regulations.  

 

8  Storage 
Store at controlled room temperature.    
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LEGAL NOTICE 

© 2013 Broncus Medical, Inc.  All rights reserved. 
Broncus, the Broncus logo, and LungPoint are trademarks or registered trademarks of 
Broncus Medical, Inc. 
Patents Pending. 

 

Graphic Symbol Legend for Medical Device Labeling 

REF Catalog number 

 
Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 
Caution: consult instructions for use 

 Irradiation sterilized.  Sterility guaranteed if 
package unopened and undamaged. 

 
Serial number or batch code 

 
Use before 

 
For single use   

 Manufacturer 

 

 

 
 

Manufacturer: 
Broncus Medical, Inc. 
1400 N. Shoreline Blvd., Bldg. A, Suite 8 
Mountain View, CA, 94043  USA 
(877) 428-1600 
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LungPointTM Dilation Balloon 

 
Catalog number 10008 

 

Instructions For Use (IFU) 
 

 
 
Table of Contents 
1 Device Description 
2 Intended Use 
3 Contraindications 
4 Warnings / Precautions  
5 Possible Complications 
6 Preparation for Use 
7 Operating Instructions  
8 Storage 
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5 Possible Complications 
• Bleeding 
• Infection 

 
 
6 Preparation for Use 

6.1 Materials Required 
• LungPoint Dilation Balloon 
• Indeflator capable of 12atm 
• Flexible bronchoscope with a working channel of 2.0 mm or greater 

6.2 Device Inspection and Preparation 
6.2.1 Read all IFUs, package inserts, labels, and warnings for the 

LungPoint Dilation Balloon before beginning the procedure. 

CAUTION: Inspect the sealed sterile device package before opening. If the seal is 
broken, contents may not be sterile and could pose a risk of patient infection.  

6.2.2 Aseptically remove the LungPoint Dilation Balloon from the package 
and inspect for any damage, such as broken or crushed areas of the 
catheter shaft, sharp or protruding edges at the distal tip, or any kinks 
in the catheter shaft.   

CAUTION: If any damage or irregularity is found, DO NOT USE the device as this 
could result in harm to the patient.   

CAUTION: DO NOT USE the device past its “Use Before” (expiration) date.  

CAUTION: DO NOT place or manipulate the catheter in the airways unless under 
direct visualization with a bronchoscope or using fluoroscopy as this may result in 
harm to the patient. 

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  

LungPoint Dilation Balloon Instructions for Use  Page 5 of 6 

7 Operating Instructions 
7.1 Carefully advance the balloon through the working channel of the 

bronchoscope using short (approximately 20 mm) increments, until the distal 
end of the catheter is within bronchoscopic view.    

CAUTION: DO NOT force the catheter if resistance to insertion is encountered.  
Reduce the angulation of the bronchoscope until the device passes smoothly. This 
can result in (a) kinks to the device, (b) damage to the bronchoscope, or (c) harm to 
the patient such as punctures, hemorrhage or mucous membrane damage. 

CAUTION: If any damage occurs, including a kink, DO NOT USE and discard.

7.2 Advance the catheter to the desired protrusion from the bronchoscope as 
required for navigation to the region of interest. 

CAUTION: Do not angulate the bronchoscope abruptly while the device is extended 
from the distal end of the bronchoscope.  This can result in kinks to the device or 
harm to the patient such as punctures, hemorrhage or mucous membrane damage. 

7.3 Connect the indeflator via the luer lock connector and inflate to 10atm.  Do 
not exceed the rated burst pressure of 20 atm. 

7.4 If using fluoroscopy – visualize balloon inflation location via the radiopaque 
marker bands and the distal and proximal ends of the balloon inflation length. 

7.5 Deflate the balloon, and remove the device 

CAUTION: If excessive resistance makes withdrawal difficult, reduce the angulation 
of the bronchoscope until the accessory can be withdrawn smoothly.  Forcible 
withdrawal could damage the device or bronchoscope. 

7.6 At the completion of the patient procedure, dispose of the device in 
accordance with applicable hospital, local, state and federal laws and 
regulations.  

 

8 Storage 
Store at controlled room temperature.    
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LEGAL NOTICE 

© 2013 Broncus Medical, Inc.  All rights reserved. 
Broncus, the Broncus logo, and LungPoint are trademarks or registered trademarks of 
Broncus Medical, Inc. 
Patents Pending. 

 

Graphic Symbol Legend for Medical Device Labeling 

REF Catalog number 

 
Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 
Caution: consult instructions for use 

 Irradiation sterilized.  Sterility guaranteed if 
package unopened and undamaged. 

 
Serial number or batch code 

 
Use before 

 
For single use   

 Manufacturer 

 

 

 
 

Manufacturer: 
Broncus Medical, Inc. 
1400 N. Shoreline Blvd., Bldg. A, Suite 8 
Mountain View, CA, 94043 USA 
(877) 428-1600 
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5. Device Description 

The LungPoint Tools are endoscopic tools used during bronchoscopy procedures. The 
LungPoint Sheath is designed to be used with a bronchoscope to provide a working 
channel through which endoscopic tools, such as needles, dilation balloons, or other 
endoscopic devices may be introduced to the targeted lung tissue within the respiratory 
organs. It is advanced to a predefined target following guidance of the LungPoint 
Software. The LungPoint Dilation Balloon is used to dilate tissue of the bronchial tree 
and may be inserted through the sheath or directly through the working channel of the 
bronchoscope. Additionally, both devices could be used without the LungPoint Software.   
 
The materials used in the LungPoint Tools are commonly used medical grade materials 
and include platinum iridium markers. 

6. Intended Use 

The LungPoint Tools are endoscopic tools used with bronchoscopes and intended to be 
used as accessories to the LungPoint Software to aid in reaching a targeted area within 
the respiratory organs in a minimally invasive manner.   
 

7. Comparison to Predicate Device 

The LungPoint Tools are commonly used endoscopic tools with the same technological 
characteristics as the predicate devices. The indications for use of the LungPoint Tools 
for use with the LungPoint Software all within the intended use of the predicate device, 
which is to enable treatment and diagnosis of lung cancer. The technological 
characteristics of the subject devices are the same as those of the predicate devices. 
Performance of the subject devices has been verified by use of accepted methods.  

8. Performance Data 

The design and safety of the LungPoint Tools were verified by performing functional and 
performance testing. All tests were designed to subject the sheath and dilation balloon to 
stresses that exceed those which would be encountered during clinical use.  Testing 
included the following: 

- Dimensional testing 
- Joint/tensile test 
- Simulated use 
- Balloon fatigue/burst pressure 
- Radiopacity.  
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Broncus Medical, Inc. 

9. Safety and Effectiveness 

The LungPoint Tools labeling contains instructions for use and any necessary cautions 
and warnings, to provide for safe and effective use of the devices.  The biocompatibility 
assessment of all patient contacting materials was performed in accordance with ISO 
10993, Biological Evaluation of Medical Devices. In addition, the devices are sterilized 
using e-beam sterilization.  
 

10. Conclusion 

Based on the nonclinical testing the LungPoint Tools are as safe, as effective, and 
perform at least as safely and effectively as the predicate devices.    
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TRADITIONAL 510(k) NOTIFICATION  

   
CONFIDENTIAL 

Broncus Medical, Inc. 
 

 

 
 
Figure 1: 510(k) “Substantial Equivalence” Decision-Making Flowchart 
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Caution: Federal Law restricts this device to sale by or on the order of a physician
DRAFT 25 March 2013 

LungPoint Software with Endoscopic Tools 
Instructions for Use Addendum 

DRAFT  
 
LungPoint Overview 
The LungPoint Software is a device that guides a bronchoscope and endoscopic tools to a 
prespecified target in or adjacent to the bronchial tree by providing a path which is 
displayed on a 3D reconstruction of CT scan. The Software allows for visualization of the 
target in the lung tissue or in the bronchial tree; visualization of the interior of the 
bronchial tree; placement of catheters in the bronchial tree; and placement of markers 
into soft lung tissue to guide radiosurgery and thoracic surgery. The LungPoint Software 
is intended to be used with various commercially available endoscopic tools.  

Consult the LungPoint Software User Manual for detailed information about LungPoint. 

 

LungPoint Tools 
Broncus Medical provides the following endoscopic tools (referred to as LungPoint 
Tools) for use during Virtual Bronchoscopic Navigation. A brief description of each tool 
follows the table. The LungPoint Tools are ebeam sterilized, supplied sterile, for single 
patient use.  

 
LungPoint Tool Part Number Description 
FlexNeedle 10005 18 gauge  
LungPoint Dilation 
Balloon* 

TBD Diameter x length: 4 x 6 mm 
Catheter length: 143 cm 

LungPoint Sheath* TBD ID/OD: 2.0/2.6 cm 
Catheter length: 975 mm 

*NOTE: The LungPoint Sheath and Balloon are for use with the LungPoint Software 
only. 
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DRAFT 25 March 2013 

FlexNeedle 
The FlexNeedle is an aspiration needle commonly used to collect specimens for 
histophatology or cytopathology. The needle has a coring needle tip in a protective sheath 
that is designed to fit down the 2-mm working channel of a standard flexible optical 
bronchoscope. The needle tip is welded to a coil tube that comprises a flexible shaft, 
allowing the needle to bend with the bronchoscope articulation and enabling access to 
hard-to-reach locations. When used together with the LungPoint Software, the needle can 
be safely guided to a prespecified targeted area within the respiratory organs in order to 
collect specimens. 

 
LungPoint Dilation Balloon 
The LungPoint Dilation Balloon is an endoscopic tool that is used to dilate the target lung 
tissue of the bronchial tree. The dilation balloon is inserted through the bronchoscope or 
sheath and is used to dilate lung tissue. The balloon may be used during interventional 
bronchoscopy procedures as determined by the physician performing the bronchoscopy. 

 
LungPoint Sheath 
The LungPoint Sheath is an endoscopic tool that is designed to be used with 
bronchoscopes to provide a working channel through which endoscopic tools, such as 
needles, dilation balloons, or other endoscopic devices may be introduced to the targeted 
area within the respiratory organs.  

The sheath (with stylet, if necessary) is inserted through a standard bronchoscope. It is 
then advanced to a target under the guidance of the LungPoint Software. Placement of the 
sheath may require the use of other endoscopic tools, such as the dilation balloon 
described in the previous section. Once placed, other endoscopic tools, such as needles, 
dilation balloons, or other endoscopic devices, may be introduced through the sheath to 
the targeted area within the respiratory organs. If a stylet is used, it must be removed 
prior to the introduction of the other tools.  

 

 

WARNINGS AND CAUTIONS: LungPoint Tools 

• The LungPoint Tools are supplied sterile and for single use only. Inspect the 
sealed sterile device package before opening. If the seal is broken, contents may 
not be sterile and could pose a risk of patient infection.  

• If any damage or irregularity is found to the device after opening, DO NOT USE 
the device as this could result in harm to the patient.   

• DO NOT USE the device past its “Use Before” (expiration) date.  
• Consult the individual instructions for use of the LungPoint Tools for additional 

warnings and cautions. 
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Attachment 12:  Drawing (b)(4) 
Sche
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(b)(4) Schematic Drawings
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Attachment 13: Simulated Use Testing Flowchart  
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Attachment 14: Predicate Device Labeling 

Included in this attachment are the following, 

1. Marketing Literature for the inReach System Components and Tools 
2. K110093 inReach System 
3. K102604 inReach System  
4. Product Label for CRE Balloon 
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Components & Tools

superDimension leads the Electromagnetic Navigation Bronchoscopy™ (ENB) market with its i·Logic
System. Designed to enable physicians to reach distant lung lesions in a minimally invasive manner, the
i·Logic System consists of intuitive software and proprietary hardware.

i·Logic Components

Planning & Navigation Software

A disposable Extended Working Channel (EWC) that extends beyond the
reach of the bronchoscope and becomes a channel for endobronchial tools
to distal locations in the lungs and mediastinum

A disposable Locatable Guide (LG) that contains a location sensor at its
distal tip and allows 360 degree steerability through the bronchial tree

Planning and navigation software, providing physicians with a
reconstruction of the bronchial airways of the lungs as well as tracking and
localization through Electromagnetic Navigation Bronchoscopy™ (ENB).

Tools

The superDimension superTrax™ tools are the only tools specifically designed for
use with the i·Logic System. These sterile single use tools feature flexible shaft designs for maximum
trackability through distal airways.
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*i·Logic is a trademark of superDimension, Ltd. | Disclaimer
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Attachment 1: Updated Instructions for Use LungPoint Dilation Balloon 
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LungPointTM Dilation Balloon 

 
Catalog number 10008 

 
 

Instructions For Use (IFU) 
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Caution: Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 
Contents are supplied irradiation sterilized. 

 
For single-patient-use only.  Do not re-use or re-sterilize. 

 
1 Device Description 

 
The LungPoint Dilation Balloon is an endoscopic tool that is used to dilate the target 
lung tissue of the bronchial tree. The dilation balloon is inserted through the 
bronchoscope or other endoscopic tool, such as a sheath, and is used to dilate lung 
tissue. The balloon may be used during interventional bronchoscopy procedures as 
determined by the physician performing the bronchoscopy. 
 

 
The LungPoint Dilation Balloon is comprised of a catheter with a non-compliant 4mm 
OD x 6mm long inflatable balloon at the distal end and a y-connector with female luer 
fittings at the proximal end.    The side port of the Y connector is used for inflation and 
deflation of the balloon with a standard indeflator capable of 12atm pressure (typically 
with a gage) and a male luer lock connector.  The center port contains a nitinol wire 
which is fixed in place for pushability and kink resistance during tortuous bronchoscopic 
navigation. Included are two radiopaque marker bands and the distal and proximal ends 
of the balloon inflation length for visualization of the device position under fluoroscopy 
 

 

Product Configuration and Dimensions 

The LungPoint Dilation Balloon (see illustration in Figure 1) has the following 
specifications: 

Catalog 

Number 

Balloon Size 

(OD x length) 

Rated Balloon 
Pressure 

Maximum Catheter 
Outer Diameter (OD) 

Catheter 
Length/working length 

10008-1 4mm x 6mm 20atm 1mm 1430mm/975mm 
 

 
 

LungPoint Dilation Balloon Instructions for Use  Page 2 of 6 

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  
 

 
2 Intended Use  
The LungPoint Dilation Balloon is part of the LungPoint Tools, which are endoscopic 
tools used with bronchoscopes and intended to be used as accessories to the 
LungPoint Software to aid in reaching a targeted area within the respiratory organs in a 
minimally invasive manner.   

 

 

3 Contraindications 
There are no known contraindications. 

           

 
 
 

Figure 1: Dilation Balloon (shown inflated)  
 

!  WARNINGS AND PRECAUTIONS 
 
4 Warnings / Precautions    
• The LungPoint Dilation Balloon should only be used by physicians thoroughly 

trained in bronchoscopy and in the particular technique and procedure to be 
performed, and familiar with the associated risks.  These operating instructions 
must be read, understood, and followed.  

• The LungPoint Dilation Balloon should only be used in a manner consistent with 
the Bronchoscope manufacturer’s Instructions for Use.  Use of the LungPoint 
Dilation Balloon in contradiction to the instructions may harm the device, 
bronchoscope or patient. 

• The rated burst pressure is 20 atmosphere, exceeding the rated burst pressure 
may result in harm to the patient. 
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5 Possible Complications 
• Bleeding 
• Infection 

 
 

6 Preparation for Use 
6.1 Materials Required 

• LungPoint Dilation Balloon 
• Indeflator capable of 12atm 
• Flexible bronchoscope with a working channel of 2.0 mm or greater 

6.2 Device Inspection and Preparation 

6.2.1 Read all IFUs, package inserts, labels, and warnings for the 
LungPoint Dilation Balloon before beginning the procedure. 

CAUTION: Inspect the sealed sterile device package before opening. If the seal is 
broken, contents may not be sterile and could pose a risk of patient infection.  

6.2.2 Aseptically remove the LungPoint Dilation Balloon from the package 
and inspect for any damage, such as broken or crushed areas of the 
catheter shaft, sharp or protruding edges at the distal tip, or any kinks 
in the catheter shaft.   

CAUTION: If any damage or irregularity is found, DO NOT USE the device as this 
could result in harm to the patient.   

CAUTION: DO NOT USE the device past its “Use Before” (expiration) date.  

CAUTION: DO NOT place or manipulate the catheter in the airways unless under 
direct visualization with a bronchoscope or using fluoroscopy as this may result in 
harm to the patient. 
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7 Operating Instructions 

7.1 Carefully advance the balloon through the working channel of the 
bronchoscope using short (approximately 20 mm) increments, until the distal 
end of the catheter is within bronchoscopic view.    

CAUTION: DO NOT force the catheter if resistance to insertion is encountered.  
Reduce the angulation of the bronchoscope until the device passes smoothly. This 
can result in (a) kinks to the device, (b) damage to the bronchoscope, or (c) harm to 
the patient such as punctures, hemorrhage or mucous membrane damage. 

CAUTION: If any damage occurs, including a kink, DO NOT USE and discard.   

7.2 Advance the catheter to the desired protrusion from the bronchoscope as 
required for navigation to the region of interest. 

CAUTION: Do not angulate the bronchoscope abruptly while the device is extended 
from the distal end of the bronchoscope.  This can result in kinks to the device or 
harm to the patient such as punctures, hemorrhage or mucous membrane damage. 

7.3 Connect the indeflator via the luer lock connector and inflate to 10atm.  Do 
not exceed the rated burst pressure of 20 atm. 

7.4 If using fluoroscopy – visualize balloon inflation location via the radiopaque 
marker bands and the distal and proximal ends of the balloon inflation length. 

7.5 Deflate the balloon, and remove the device 

CAUTION: If excessive resistance makes withdrawal difficult, reduce the angulation 
of the bronchoscope until the accessory can be withdrawn smoothly.  Forcible 
withdrawal could damage the device or bronchoscope. 

7.6 At the completion of the patient procedure, dispose of the device in 
accordance with applicable hospital, local, state and federal laws and 
regulations.  

NOTE: The LungPoint Dilation Balloon has been tested to three insertion cycles, 
meaning that the dilation balloon can be inserted/inflated/deflated/removed a total 
of three times and must be discarded after the third complete cycle.   

  

8 Storage 
Store at controlled room temperature.    
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LEGAL NOTICE 

© 2013 Broncus Medical, Inc.  All rights reserved. 

Broncus, the Broncus logo, and LungPoint are trademarks or registered trademarks of 
Broncus Medical, Inc. 

Patents Pending. 
 

Graphic Symbol Legend for Medical Device Labeling 

REF Catalog number 

 

Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 
Caution: consult instructions for use 

 Irradiation sterilized.  Sterility guaranteed if 
package unopened and undamaged. 

 
Serial number or batch code 

 
Use before 

 
For single use   

 Manufacturer 

 

 

 
 

Manufacturer: 
Broncus Medical, Inc. 
1400 N. Shoreline Blvd., Bldg. A, Suite 8 
Mountain View, CA, 94043 USA 
(877) 428-1600 
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Attachment 2: Updated 510(k) Summary 
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510(k) Summary 

1. Date of Summary 

April 22, 2013 

2. 510(k) Applicant 

Broncus Medical, Inc. 
1400 N. Shoreline Blvd, Suite A8 
Mountain View, California 94043 
Phone:  (650) 428-1600  
FAX:   (650) 428-1542 
 
Contact Person:  Gary Kaplan 
Phone:    (650) 428-1600 
Fax:   (650) 428-1542 
e-mail:   gkaplan@broncus.com 

3. Device Overview  

Trade Name:  LungPoint¥ Tools (LungPoint Sheath and LungPoint Dilation 
Balloon) 

Common Name:   Sheath and Dilation Balloon 
Classification Name: Bronchoscope and Accessories 

21 CFR 874.4680 
Product Code EOQ 

4. Predicate Device 
The predicate devices identified are as follows: 

Trade Name 510(k) Submitter 510(k) Number 

LungPoint Planning and Virtual 
Bronchoscopic Navigation (VBN) 
System (with FlexNeedle) 

Broncus 
Technologies, Inc* 

K112051, cleared to market on 
October 12, 2011 (and K093423, 
K091160 and K090095, by 
reference) 

inReach System SuperDimension K110093, cleared to market on 
February 11, 2011 (and K071473, 
K092365 and K102604, by 
reference) 

CRE Pulmonary Balloon    
Dilatation Catheter 

Boston Scientific 
Corporation 

K023337, cleared to market on 
November 18, 2002 

*NOTE: Broncus Technologies, Inc changed their name to Broncus Medical, Inc in June 2012.   
   
  Page 1 of 3 

Broncus Medical, Inc. 
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5. Device Description 

The LungPoint Tools are endoscopic tools used during bronchoscopy procedures. The 
LungPoint Sheath is designed to be used with a bronchoscope to provide a working 
channel through which endoscopic tools, such as needles, dilation balloons, or other 
endoscopic devices may be introduced to the targeted lung tissue within the respiratory 
organs. It is advanced to a predefined target following guidance of the LungPoint 
Software. The LungPoint Dilation Balloon is used to dilate tissue of the bronchial tree 
and may be inserted through the sheath or directly through the working channel of the 
bronchoscope.  
 
The materials used in the LungPoint Tools are commonly used medical grade materials 
and include platinum iridium markers. 
 
The LungPoint Sheath has the following specifications: 

Catalog 
Number 

Working Length 
Maximum 

Catheter Outer 
Diameter (OD) 

Catheter Internal 
Diameter (ID) 

Minimum accessory 
length for use through 

sheath 
10007-1 900mm 2.65mm 2.0mm 965mm 

 
 

The LungPoint Dilation Balloon has the following specifications: 

Catalog 
Number 

Balloon Size 
(OD x length) 

Rated Balloon 
Pressure 

Maximum 
Catheter Outer 
Diameter (OD) 

Catheter 
Length/working length 

10008-1 4mm x 6mm 20atm 1mm 1430mm/975mm 
 

 

6. Intended Use 

The LungPoint Tools are endoscopic tools used with bronchoscopes and intended to be 
used as accessories to the LungPoint Software to aid in reaching a targeted area within 
the respiratory organs in a minimally invasive manner.   
 

7. Comparison to Predicate Device 

The LungPoint Tools are commonly used endoscopic tools with the same technological 
characteristics as the predicate devices. The indications for use of the LungPoint Tools 
for use with the LungPoint Software are all within the intended use of the predicate 
device, which is to enable treatment and diagnosis of lung cancer. The technological 
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characteristics of the subject devices are the same as those of the predicate devices with 
the exception of the balloon size and length, balloon burst pressure and balloon catheter 
length as outlined.  

 CRE Pulmonary Balloon 
Dilatation Catheter 

(K023337) 

LungPoint 
Dilation Balloon 

Balloon Size and Inflation  
(balloon pressure) 

8mm @ 3 ATM 
9mm @ 5.5 ATM 
10mm @ 9 ATM 

4mm @ 10 ATM 

Catheter Length (cm) 155 143 
Balloon Length (cm) 3.0 0.6 
Rated Burst Pressure (atmospheres) 9 20 

 
None of these differences raise new questions of safety and effectiveness. Performance of 
the subject devices has been verified by use of accepted methods.  

8. Performance Data 

The design and safety of the LungPoint Tools were verified by performing functional and 
performance testing. All tests were designed to subject the sheath and dilation balloon to 
stresses that exceed those which would be encountered during clinical use.  Testing 
included the following: 

- Dimensional testing 
- Joint/tensile test 
- Simulated use 
- Balloon fatigue/burst pressure 
- Radiopacity.  

 
All testing results met the pre-determined acceptance criteria that were established in the 
test protocols. Based on the testing the LungPoint Tools are as safe, as effective, and 
perform at least as safely and effectively as the predicate devices.  

9. Safety and Effectiveness 

The LungPoint Tools labeling contains instructions for use and any necessary cautions 
and warnings, to provide for safe and effective use of the devices.  The biocompatibility 
assessment of all patient contacting materials was performed in accordance with ISO 
10993, Biological Evaluation of Medical Devices. Specifically, cytotoxicity, 
sensitization, intracutaneous reactivity and systemic toxicity (acute) were tested.  In 
addition, the devices are sterilized using e-beam sterilization.  

10. Conclusion 

Based on the testing the LungPoint Tools are as safe, as effective, and perform at least as 
safely and effectively as the predicate devices.    
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Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

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

If no, complete a summary report table.

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

Does this standard include acceptance criteria? ................................................................................... 

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

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

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................

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

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................

If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
[title of standard] [date of publication]

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/

search.cfm

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

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 

(To be filled in by applicant)

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

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

certification body involved in conformance assessment to this 
standard. The summary report includes information on all standards 
utilized during the development of the device.

5 The supplemental information sheet (SIS) is additional information 
which is necessary before FDA recognizes the standard.  Found at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
search.cfm

6 The online search for CDRH Guidance Documents can be found at 
www.fda.gov/cdrh/guidance.html

#

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

FORM FDA 3654  (12/10) Page 1 PSC Graphics (301) 443-6740 EF

510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

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

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

If yes, report these exclusions in the summary report table.
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

SECTION TITLE

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

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

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

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

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not 
required to respond to, a collection of information unless it 
displays a currently valid OMB control number.
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4

Scope, Normative references, Terms and defintions

General Requirements
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NA
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5 Symbols

Symbols in the following Sections were applied: 5.1.1, 5.1.4, 5.1.5, 5.1.6, 5.1.7, 5.2.4, 5.4.2, 5.4.3

Symbols were chosen from the sections above. 

Not all symbols in the standard were applicable. 
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April 22, 2013 

 

Dear Ms.  

In response to your email dated April 19, 2013, we are submitting the attached response to 
your questions.  Your questions are identified in bold text. The corresponding Broncus 
responses are identified in normal text immediately following each question or part of a 
question.   

The following attachments are included with the response,  

Attachment 1: Updated Instructions for Use LungPoint Dilation Balloon 
Attachment 2: Updated 510(k) Summary 
Attachment 3: FDA Form 3654 for ISO 15223. 
 

With the exception of the 510(k) summary, changes to the attached files, where 
appropriate, are underlined. 

Please feel free to contact me should you have any additional questions. 

 
Regards, 

 

Broncus Medical, Inc. 
 CONFIDENTIAL Page 1 of 6 
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Attachment 1: Updated Instructions for Use LungPoint Dilation Balloon 
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LungPointTM Dilation Balloon 

 
Catalog number 10008 

 
 

Instructions For Use (IFU) 
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1 Device Description 
2 Intended Use 
3 Contraindications 
4 Warnings / Precautions  
5 Possible Complications 
6 Preparation for Use 
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Caution: Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 
Contents are supplied irradiation sterilized. 

 
For single-patient-use only.  Do not re-use or re-sterilize. 

 
1 Device Description 

 
The LungPoint Dilation Balloon is an endoscopic tool that is used to dilate the target 
lung tissue of the bronchial tree. The dilation balloon is inserted through the 
bronchoscope or other endoscopic tool, such as a sheath, and is used to dilate lung 
tissue. The balloon may be used during interventional bronchoscopy procedures as 
determined by the physician performing the bronchoscopy. 
 

 
The LungPoint Dilation Balloon is comprised of a catheter with a non-compliant 4mm 
OD x 6mm long inflatable balloon at the distal end and a y-connector with female luer 
fittings at the proximal end.    The side port of the Y connector is used for inflation and 
deflation of the balloon with a standard indeflator capable of 12atm pressure (typically 
with a gage) and a male luer lock connector.  The center port contains a nitinol wire 
which is fixed in place for pushability and kink resistance during tortuous bronchoscopic 
navigation. Included are two radiopaque marker bands and the distal and proximal ends 
of the balloon inflation length for visualization of the device position under fluoroscopy 
 

 

Product Configuration and Dimensions 

The LungPoint Dilation Balloon (see illustration in Figure 1) has the following 
specifications: 

Catalog 

Number 

Balloon Size 

(OD x length) 

Rated Balloon 
Pressure 

Maximum Catheter 
Outer Diameter (OD) 

Catheter 
Length/working length 

10008-1 4mm x 6mm 20atm 1mm 1430mm/975mm 
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2 Intended Use  
The LungPoint Dilation Balloon is part of the LungPoint Tools, which are endoscopic 
tools used with bronchoscopes and intended to be used as accessories to the 
LungPoint Software to aid in reaching a targeted area within the respiratory organs in a 
minimally invasive manner.   

 

 

3 Contraindications 
There are no known contraindications. 

           

 
 
 

Figure 1: Dilation Balloon (shown inflated)  
 

!  WARNINGS AND PRECAUTIONS 
 
4 Warnings / Precautions    
• The LungPoint Dilation Balloon should only be used by physicians thoroughly 

trained in bronchoscopy and in the particular technique and procedure to be 
performed, and familiar with the associated risks.  These operating instructions 
must be read, understood, and followed.  

• The LungPoint Dilation Balloon should only be used in a manner consistent with 
the Bronchoscope manufacturer’s Instructions for Use.  Use of the LungPoint 
Dilation Balloon in contradiction to the instructions may harm the device, 
bronchoscope or patient. 

• The rated burst pressure is 20 atmosphere, exceeding the rated burst pressure 
may result in harm to the patient. 
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5 Possible Complications 
• Bleeding 
• Infection 

 
 

6 Preparation for Use 
6.1 Materials Required 

• LungPoint Dilation Balloon 
• Indeflator capable of 12atm 
• Flexible bronchoscope with a working channel of 2.0 mm or greater 

6.2 Device Inspection and Preparation 

6.2.1 Read all IFUs, package inserts, labels, and warnings for the 
LungPoint Dilation Balloon before beginning the procedure. 

CAUTION: Inspect the sealed sterile device package before opening. If the seal is 
broken, contents may not be sterile and could pose a risk of patient infection.  

6.2.2 Aseptically remove the LungPoint Dilation Balloon from the package 
and inspect for any damage, such as broken or crushed areas of the 
catheter shaft, sharp or protruding edges at the distal tip, or any kinks 
in the catheter shaft.   

CAUTION: If any damage or irregularity is found, DO NOT USE the device as this 
could result in harm to the patient.   

CAUTION: DO NOT USE the device past its “Use Before” (expiration) date.  

CAUTION: DO NOT place or manipulate the catheter in the airways unless under 
direct visualization with a bronchoscope or using fluoroscopy as this may result in 
harm to the patient. 
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7 Operating Instructions 

7.1 Carefully advance the balloon through the working channel of the 
bronchoscope using short (approximately 20 mm) increments, until the distal 
end of the catheter is within bronchoscopic view.    

CAUTION: DO NOT force the catheter if resistance to insertion is encountered.  
Reduce the angulation of the bronchoscope until the device passes smoothly. This 
can result in (a) kinks to the device, (b) damage to the bronchoscope, or (c) harm to 
the patient such as punctures, hemorrhage or mucous membrane damage. 

CAUTION: If any damage occurs, including a kink, DO NOT USE and discard.   

7.2 Advance the catheter to the desired protrusion from the bronchoscope as 
required for navigation to the region of interest. 

CAUTION: Do not angulate the bronchoscope abruptly while the device is extended 
from the distal end of the bronchoscope.  This can result in kinks to the device or 
harm to the patient such as punctures, hemorrhage or mucous membrane damage. 

7.3 Connect the indeflator via the luer lock connector and inflate to 10atm.  Do 
not exceed the rated burst pressure of 20 atm. 

7.4 If using fluoroscopy – visualize balloon inflation location via the radiopaque 
marker bands and the distal and proximal ends of the balloon inflation length. 

7.5 Deflate the balloon, and remove the device 

CAUTION: If excessive resistance makes withdrawal difficult, reduce the angulation 
of the bronchoscope until the accessory can be withdrawn smoothly.  Forcible 
withdrawal could damage the device or bronchoscope. 

7.6 At the completion of the patient procedure, dispose of the device in 
accordance with applicable hospital, local, state and federal laws and 
regulations.  

NOTE: The LungPoint Dilation Balloon has been tested to three insertion cycles, 
meaning that the dilation balloon can be inserted/inflated/deflated/removed a total 
of three times and must be discarded after the third complete cycle.   

  

8 Storage 
Store at controlled room temperature.    
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LEGAL NOTICE 

© 2013 Broncus Medical, Inc.  All rights reserved. 

Broncus, the Broncus logo, and LungPoint are trademarks or registered trademarks of 
Broncus Medical, Inc. 

Patents Pending. 
 

Graphic Symbol Legend for Medical Device Labeling 

REF Catalog number 

 

Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 
Caution: consult instructions for use 

 Irradiation sterilized.  Sterility guaranteed if 
package unopened and undamaged. 

 
Serial number or batch code 

 
Use before 

 
For single use   

 Manufacturer 

 

 

 
 

Manufacturer: 
Broncus Medical, Inc. 
1400 N. Shoreline Blvd., Bldg. A, Suite 8 
Mountain View, CA, 94043 USA 
(877) 428-1600 
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510(k) Summary 

1. Date of Summary 

April 22, 2013 

2. 510(k) Applicant 

Broncus Medical, Inc. 
1400 N. Shoreline Blvd, Suite A8 
Mountain View, California 94043 
Phone:  (650) 428-1600  
FAX:   (650) 428-1542 
 
Contact Person:  Gary Kaplan 
Phone:    (650) 428-1600 
Fax:   (650) 428-1542 
e-mail:   gkaplan@broncus.com 

3. Device Overview  

Trade Name:  LungPoint Tools (LungPoint Sheath and LungPoint Dilation 
Balloon) 

Common Name:   Sheath and Dilation Balloon 

Classification Name: Bronchoscope and Accessories 
21 CFR 874.4680 
Product Code EOQ 

4. Predicate Device 

The predicate devices identified are as follows: 

Trade Name 510(k) Submitter 510(k) Number 

LungPoint Planning and Virtual 
Bronchoscopic Navigation (VBN) 
System (with FlexNeedle) 

Broncus 
Technologies, Inc* 

K112051, cleared to market on 
October 12, 2011 (and K093423, 
K091160 and K090095, by 
reference) 

inReach System SuperDimension K110093, cleared to market on 
February 11, 2011 (and K071473, 
K092365 and K102604, by 
reference) 

CRE Pulmonary Balloon    
Dilatation Catheter 

Boston Scientific 
Corporation 

K023337, cleared to market on 
November 18, 2002 

*NOTE: Broncus Technologies, Inc changed their name to Broncus Medical, Inc in June 2012.   
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5. Device Description 

The LungPoint Tools are endoscopic tools used during bronchoscopy procedures. The 
LungPoint Sheath is designed to be used with a bronchoscope to provide a working 
channel through which endoscopic tools, such as needles, dilation balloons, or other 
endoscopic devices may be introduced to the targeted lung tissue within the respiratory 
organs. It is advanced to a predefined target following guidance of the LungPoint 
Software. The LungPoint Dilation Balloon is used to dilate tissue of the bronchial tree 
and may be inserted through the sheath or directly through the working channel of the 
bronchoscope.  
 
The materials used in the LungPoint Tools are commonly used medical grade materials 
and include platinum iridium markers. 
 

The LungPoint Sheath has the following specifications: 

Catalog 

Number 
Working Length 

Maximum 
Catheter Outer 
Diameter (OD) 

Catheter Internal 
Diameter (ID) 

Minimum accessory 
length for use through 

sheath 

10007-1 900mm 2.65mm 2.0mm 965mm 
 

 

The LungPoint Dilation Balloon has the following specifications: 

Catalog 

Number 

Balloon Size 

(OD x length) 

Rated Balloon 
Pressure 

Maximum 
Catheter Outer 
Diameter (OD) 

Catheter 
Length/working length 

10008-1 4mm x 6mm 20atm 1mm 1430mm/975mm 
 

 

6. Intended Use 

The LungPoint Tools are endoscopic tools used with bronchoscopes and intended to be 
used as accessories to the LungPoint Software to aid in reaching a targeted area within 
the respiratory organs in a minimally invasive manner.   
 

7. Comparison to Predicate Device 

The LungPoint Tools are commonly used endoscopic tools with the same technological 
characteristics as the predicate devices. The indications for use of the LungPoint Tools 
for use with the LungPoint Software are all within the intended use of the predicate 
device, which is to enable treatment and diagnosis of lung cancer. The technological 
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characteristics of the subject devices are the same as those of the predicate devices with 
the exception of the balloon size and length, balloon burst pressure and balloon catheter 
length as outlined.  

 CRE Pulmonary Balloon 
Dilatation Catheter 

(K023337) 

LungPoint 
Dilation Balloon 

Balloon Size and Inflation  
(balloon pressure) 

8mm @ 3 ATM 
9mm @ 5.5 ATM 
10mm @ 9 ATM 

4mm @ 10 ATM 

Catheter Length (cm) 155 143 
Balloon Length (cm) 3.0 0.6 
Rated Burst Pressure (atmospheres) 9 20 

 
None of these differences raise new questions of safety and effectiveness. Performance of 
the subject devices has been verified by use of accepted methods.  

8. Performance Data 

The design and safety of the LungPoint Tools were verified by performing functional and 
performance testing. All tests were designed to subject the sheath and dilation balloon to 
stresses that exceed those which would be encountered during clinical use.  Testing 
included the following: 

- Dimensional testing 
- Joint/tensile test 
- Simulated use 
- Balloon fatigue/burst pressure 
- Radiopacity.  

 
All testing results met the pre-determined acceptance criteria that were established in the 
test protocols. Based on the testing the LungPoint Tools are as safe, as effective, and 
perform at least as safely and effectively as the predicate devices.  

9. Safety and Effectiveness 

The LungPoint Tools labeling contains instructions for use and any necessary cautions 
and warnings, to provide for safe and effective use of the devices.  The biocompatibility 
assessment of all patient contacting materials was performed in accordance with ISO 
10993, Biological Evaluation of Medical Devices. Specifically, cytotoxicity, 
sensitization, intracutaneous reactivity and systemic toxicity (acute) were tested.  In 
addition, the devices are sterilized using e-beam sterilization.  

10. Conclusion 

Based on the testing the LungPoint Tools are as safe, as effective, and perform at least as 
safely and effectively as the predicate devices.    
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Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

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

If no, complete a summary report table.

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

Does this standard include acceptance criteria? ................................................................................... 
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Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 

(To be filled in by applicant)

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

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

certification body involved in conformance assessment to this 
standard. The summary report includes information on all standards 
utilized during the development of the device.

5 The supplemental information sheet (SIS) is additional information 
which is necessary before FDA recognizes the standard.  Found at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
search.cfm

6 The online search for CDRH Guidance Documents can be found at 
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Broncus Medical, Inc. 
 CONFIDENTIAL Page 1 of 12 

 

August 20, 2013 

 

Dear Ms  

In response to your email dated June 12, 2013, we are submitting the attached response to 
the questions posed by FDA.  FDA’s questions are identified in bold text. The 
corresponding Broncus responses are identified in normal text immediately following each 
question.   

The following attachments are included with the response,  

Attachment 1: Updated Section 12 - Substantial Equivalence Discussion  
Attachment 2: Updated 510(k) Summary 
Attachment 3: Predicate Device Labeling - Olympus Guide Sheath  
Attachment 4: Instructions for Use LungPoint Dilation Balloon 
Attachment 5: Instructions for Use LungPoint Sheath  
Attachment 6
Attachment 7
Data 
Attachment 8
Attachment 9
 
This submission includes one original paper copy and one electronic copy. The electronic 
copy included here is an exact duplicate of the original paper submission.  

Please feel free to contact me should you have any additional questions at 
 

 

Regards, 

 

 

(b)(6) 

(b)(6) 

(b)(4) 

(b)(4) 
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Specifically the following questions were considered: 
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Figure 1: 510(k) “Substantial Equivalence” Decision-Making Flowchart 
 

Attachment 1 
Page 9 of 9

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Attachment 2: Updated 510(k) Summary 

Attachment 2 
Page 1 of 5

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  
   
  Page 4 of 4 

Broncus Medical, Inc. 

assessment of all patient contacting materials was performed in accordance with ISO 
10993, Biological Evaluation of Medical Devices. Specifically, cytotoxicity, 
sensitization, intracutaneous reactivity and systemic toxicity (acute) were tested.  In 
addition, the devices are sterilized using e-beam sterilization.  

10. Conclusion 

Based on the testing the LungPoint Tools are as safe, as effective, and perform at least as 
safely and effectively as the predicate devices.    
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LungPointTM Dilation Balloon 

 
Catalog number 10008 

 

Instructions For Use (IFU) 
 

 
 
Table of Contents 
1 Device Description 
2 Intended Use 
3 Contraindications 
4 Warnings / Precautions  
5 Possible Complications 
6 Preparation for Use 
7 Operating Instructions  
8 Storage 
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5 Possible Complications 
• Bleeding 
• Infection 

 
 
6 Preparation for Use 

6.1 Materials Required 
• LungPoint Dilation Balloon 
• Indeflator capable of 12atm 
• Flexible bronchoscope with a working channel of 2.0 mm or greater 

6.2 Device Inspection and Preparation 
6.2.1 Read all IFUs, package inserts, labels, and warnings for the 

LungPoint Dilation Balloon before beginning the procedure. 

CAUTION: Inspect the sealed sterile device package before opening. If the seal is 
broken, contents may not be sterile and could pose a risk of patient infection.  

6.2.2 Aseptically remove the LungPoint Dilation Balloon from the package 
and inspect for any damage, such as broken or crushed areas of the 
catheter shaft, sharp or protruding edges at the distal tip, or any kinks 
in the catheter shaft.   

CAUTION: If any damage or irregularity is found, DO NOT USE the device as this 
could result in harm to the patient.   

CAUTION: DO NOT USE the device past its “Use Before” (expiration) date.  

CAUTION: DO NOT place or manipulate the catheter in the airways unless under 
direct visualization with a bronchoscope or using fluoroscopy as this may result in 
harm to the patient. 

Attachment 4 
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7 Operating Instructions 
7.1 Carefully advance the balloon through the working channel of the 

bronchoscope using short (approximately 20 mm) increments, until the distal 
end of the catheter is within bronchoscopic view.    

CAUTION: DO NOT force the catheter if resistance to insertion is encountered.  
Reduce the angulation of the bronchoscope until the device passes smoothly. This 
can result in (a) kinks to the device, (b) damage to the bronchoscope, or (c) harm to 
the patient such as punctures, hemorrhage or mucous membrane damage. 

CAUTION: If any damage occurs, including a kink, DO NOT USE and discard.

7.2 Advance the catheter to the desired protrusion from the bronchoscope as 
required for navigation to the region of interest. 

CAUTION: Do not angulate the bronchoscope abruptly while the device is extended 
from the distal end of the bronchoscope.  This can result in kinks to the device or 
harm to the patient such as punctures, hemorrhage or mucous membrane damage. 

7.3 Connect the indeflator via the luer lock connector and inflate to 10atm.  Do 
not exceed the rated burst pressure of 20 atm. 

7.4 If using fluoroscopy – visualize balloon inflation location via the radiopaque 
marker bands and the distal and proximal ends of the balloon inflation length. 

7.5 Deflate the balloon, and remove the device 

CAUTION: If excessive resistance makes withdrawal difficult, reduce the angulation 
of the bronchoscope until the accessory can be withdrawn smoothly.  Forcible 
withdrawal could damage the device or bronchoscope. 

7.6 At the completion of the patient procedure, dispose of the device in 
accordance with applicable hospital, local, state and federal laws and 
regulations.  

  

8 Storage 
Store at controlled room temperature.    
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LEGAL NOTICE 

© 2013 Broncus Medical, Inc.  All rights reserved. 
Broncus, the Broncus logo, and LungPoint are trademarks or registered trademarks of 
Broncus Medical, Inc. 
Patents Pending. 

 

Graphic Symbol Legend for Medical Device Labeling 

REF Catalog number 

 
Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 
Caution: consult instructions for use 

 Irradiation sterilized.  Sterility guaranteed if 
package unopened and undamaged. 

 
Serial number or batch code 

 
Use before 

 
For single use   

 Manufacturer 

 

 

 
 

Manufacturer: 
Broncus Medical, Inc. 
1400 N. Shoreline Blvd., Bldg. A, Suite 8 
Mountain View, CA, 94043 USA 
(877) 428-1600 
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Catalog number 10007 

 
 

Instructions For Use (IFU) 
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Caution: Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 
Contents are supplied irradiation sterilized. 

 
For single-patient-use only.  Do not re-use or re-sterilize. 

 
1 Device Description 

 
The LungPoint Sheath is an endoscopic tool that is designed to be used with 
bronchoscopes to provide a working channel through which endoscopic tools, such as 
needles, dilation balloons, or other endoscopic devices may be introduced to the 
targeted area within the respiratory organs.  
 
The sheath enables physicians to easily access targets and allows for multiple 
approaches to the preselected target. It allows for the repeated placement of 
endoscopic tools to a specified lesion(s) during one procedure. The sheath is provided 
with a stylet, which is used to minimize the amount of airway mucosa entering the 
sheath’s lumen and/or to provide rigidity (i.e. pushability).  
 
The sheath (with stylet, if necessary) is inserted through a standard bronchoscope. It is 
then advanced to a target under the guidance of the LungPoint Software. Placement of 
the sheath may require the use of other endoscopic tools. Once placed, other 
endoscopic tools, such as needles, dilation balloons, or other endoscopic devices, may 
be introduced through the sheath to the targeted area within the respiratory organs. If a 
stylet is used, it must be removed prior to the introduction of the other tools.  
 

 
The LungPoint Sheath is comprised of a braid reinforced tubing,to resist kinking with 
articulation along with an incorporated stylet.  The stylet when mated, provides for a 
rounded tip during insertion and pushability for navigation to the target. Removal of the 
stylet allows for standard 2.0mm working channel bronchoscopic accessories to be 
used though the lumen of the sheath.  The tip of the Sheath is marked visually with 
black bands at the tip and in 10mm increments to 60mm to provide the user with an 
indication of the traveled depth during insertion.  Also included are multiple radiopaque 
marker bands at the distal end at the tip, 5mm, 10mm and 20mm to aid visualization of 
the sheath under fluoroscopy. 
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Product Configuration and Dimensions 
The LungPoint Sheath (see illustration in Figure 1) has the following specifications: 

Catalog 
Number 

Working 
Length 

Maximum Catheter 
Outer Diameter 

(OD) 

Catheter Internal 
Diameter (ID) 

Minimum 
accessory length 
for use through 

sheath 
10007-1 900mm 2.65mm 2.0mm 965mm 

 
Additionally, the LungPoint Sheath should be used with a flexible bronchoscope with a 
working channel of 2.8 mm or greater. 
 

           
 

 
Figure 1: LungPoint Sheath 

 
 

2 Intended Use  
The LungPoint Sheath is part of the LungPoint Tools, which are endoscopic tools used 
with bronchoscopes and intended to be used as accessories to the LungPoint Software 
to aid in reaching a targeted area within the respiratory organs in a minimally invasive 
manner.   
 

3 Contraindications 
There are no known contraindications. 

 
 
 

  

LungPoint Sheath Instructions for Use  Page 3 of 6 
Attachment 5 

Page 4 of 7

Records processed under FOIA Request # 2015-7253; Released by CDRH on 02-01-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



  
 

!  WARNINGS AND PRECAUTIONS 
 
4 Warnings / Precautions    
x The LungPoint Sheath should only be used by physicians thoroughly trained in 

bronchoscopy and in the particular technique and procedure to be performed, and 
familiar with the associated risks.  These operating instructions must be read, 
understood, and followed.  

x DO NOT activate active devices (e.g., electrosurgical devices) inside the lumen of 
the sheath.  The active portion of the device must be extended beyond the sheath 
prior to activation.  

x While advancing the sheath, DO NOT USE excessive force as this may advance 
the device in an uncontrolled manner that could result in harm to the patient’s 
airway wall and cause bleeding. 

x The LungPoint Sheath should only be used in a manner consistent with the 
Bronchoscope manufacturer’s Instructions for Use.  Use of the LungPoint Sheath 
in contradiction to the instructions may harm the device, bronchoscope or patient. 

 
 
5 Possible Complications 
x Bleeding 
x Infection 

 
 
6 Preparation for Use 

6.1 Materials Required 
x LungPoint Sheath 
x Luer-lock aspiration syringe   
x Flexible bronchoscope with a working channel of 2.8 mm or greater 

6.2 Device Inspection and Preparation 
6.2.1 Read all IFUs, package inserts, labels, and warnings for the device 

before beginning the procedure. 

CAUTION: Inspect the sealed sterile device package before opening. If 
the seal is broken, contents may not be sterile and could pose a risk of 
patient infection.  

6.2.2 Aseptically remove the LungPoint Sheath from the package and 
inspect for any damage, such as broken or crushed areas of the 
catheter shaft, sharp or protruding edges at the distal tip, or any kinks 
in the catheter shaft.   
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CAUTION: If any damage or irregularity is found, DO NOT USE the 
device as this could result in harm to the patient.   
CAUTION: DO NOT USE the device past its “Use Before” (expiration) 
date.  

6.2.3 Before inserting the device into the working channel of the 
bronchoscope, verify that the stylet is secured to the sheath via the 
luer lock connection.   

 
7 Operating Instructions 

7.1 Carefully advance the Sheath through the working channel of the 
bronchoscope using short (approximately 20 mm) increments, until the distal 
end of the catheter is within bronchoscopic view.    

CAUTION: DO NOT force the catheter if resistance to insertion is encountered.  
Reduce the angulation of the bronchoscope until the device passes smoothly. This 
can result in (a) kinks to the device, (b) damage to the bronchoscope, or (c) harm to 
the patient such as punctures, hemorrhage or mucous membrane damage. 
CAUTION: If any damage occurs, including a kink, DO NOT USE and discard.   
7.2 Advance the catheter to the desired protrusion from the bronchoscope as 

required for navigation to the region of interest. 
CAUTION: Do not angulate the bronchoscope abruptly while the device is extended 
from the distal end of the bronchoscope.  This can result in kinks to the device or 
harm to the patient such as punctures, hemorrhage or mucous membrane damage. 
7.3 For accessory use:  remove the stylet by loosening the luer lock connection 

and withdraw the stylet.  Insert the accessory device into the lumen.  
CAUTION: If excessive resistance makes withdrawal difficult, reduce the angulation 
of the bronchoscope until the accessory can be withdrawn smoothly.  Forcible 
withdrawal could damage the sheath, accessory or bronchoscope. 
7.4 If using fluoroscopy – visualize radiopaque accessory devices position 

relative to the tip marker band. 
7.5 Withdraw the Sheath from the bronchoscope.   
7.6 At the completion of the patient procedure, dispose of the device in 

accordance with applicable hospital, local, state and federal laws and 
regulations.  

 

8  Storage 
Store at controlled room temperature.    
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LEGAL NOTICE 

© 2013 Broncus Medical, Inc.  All rights reserved. 
Broncus, the Broncus logo, and LungPoint are trademarks or registered trademarks of 
Broncus Medical, Inc. 
Patents Pending. 

 

Graphic Symbol Legend for Medical Device Labeling 

REF Catalog number 

 
Federal law (USA) restricts this device to sale 
by or on the order of a physician. 

 Caution: consult instructions for use 

 Irradiation sterilized.  Sterility guaranteed if 
package unopened and undamaged. 

 
Serial number or batch code 

 
Use before 

 For single use   

 Manufacturer 

 

 

 
 

Manufacturer: 
Broncus Medical, Inc. 
1400 N. Shoreline Blvd., Bldg. A, Suite 8 
Mountain View, CA, 94043  USA 
(877) 428-1600 
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