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2. Medical Device User Fee Cover Sheet (Form FDA 3601) 
 
The Medical Device User Fee Cover Sheet is in Attachment 1
 

.  
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3. CDRH Premarket Review Submission Cover Sheet 
 
The CDRH Premarket Review Submission Cover Sheet is on the following pages. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 

Form Approval 
OMB No. 9010-0120 
 
 

Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known) 
 June 22, 2011   

SECTION A TYPE OF SUBMISSION 
PMA 

 Original Submission 
 Premarket Report 
  Modular Submission 
 Amendment 
 Report 
 Report Amendment 
 Licensing Agreement 

PMA & HDE Supplement 
 Regular (180 day) 
 Special 
 Panel Track (PMA Only) 
 30-day Supplement 
 30-day Notice 
 135-day Supplement  
 Real-time Review 
 Amendment to PMA & 
HDE Supplement 

 Other 

PDP 
 Original PDP 
 Notice of Completion 
 Amendment to PDP 

510(k) 
 Original Submission: 

 Traditional 
  Special 
  Abbreviated (Complete 

 section I, Page 5) 
 Additional Information 
 Third Party 

Meeting 
 Pre-510(K) Meeting 
 Pre-IDE Meeting 
 Pre-PMA Meeting 
 Pre-PDP Meeting 
 Day 100 Meeting 
 Agreement Meeting 
 Determination Meeting 
 Other (specify): 

 

IDE 
 Original Submission 

 Amendment 
 Supplement 

Humanitarian Device 
Exemption (HDE) 

 Original Submission 
 Amendment 
  Supplement 
  Report  
  Report Amendment 

Class II Exemption Petition 
 Original Submission 
 Additional Information 

Evaluation of Automatic 
Class III Designation 

(De Novo) 
 Original Submission 
 Additional Information 

Other Submission 
 513(g) 
 Other 
(describe submission): 

Have you used or cited Standards in your submission?   Yes   No  (If Yes, please complete Section I, Page 5) 

SECTION B SUBMITTER, APPLICANT OR SPONSOR 

Company / Institution Name Establishment Registration Number (if known) 
 Entellus Medical, Inc.  3006345872 
Division Name (if applicable) Phone Number (including area code) 
  (763) 463-7056  
Street Address FAX Number (including area code) 
 6705 Wedgwood Court North  (763) 463-1599 
City State / Province ZIP/Postal Code Country 
 Maple Grove  MN  55311  USA 
Contact Name 
 Karen E. Peterson 
Contact Title Contact E-mail Address 
 Vice President, Clinical, Regulatory and Quality   kpeterson@entellusmedical.com 
SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above) 

Company / Institution Name 
 
Division Name (if applicable) Phone Number (including area code) 
  
Street Address FAX Number (including area code) 
  

City State / Province ZIP/Postal Code Country 
    

Contact Name 
 
Contact Title Contact E-mail Address 
  

(b)(4) Trade Secret 
P
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE 

 Withdrawal 
 Additional or Expanded Indications 
 Request for Extension 
 Post-approval Study Protocol 
 Request for Applicant Hold 
Request for Removal of Applicant Hold 
 Request to Remove or Add Manufacturing 

Site 

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

  Location change: 
  Manufacturer 
  Sterilizer 
  Packager 

  Process change: 
  Manufacturing 
  Sterilization 
  Packaging 
  Other (specify below) 
      

  Labeling change: 
  Indications 
  Instructions 
  Performance 
  Shelf Life 
  Trade Name 
  Other (specify below) 
       

  Report Submission: 
  Annual or Periodic 
  Post-approval Study 
  Adverse Reaction 
  Device Defect 
  Amendment 

 Response to FDA correspondence: 
      

  Change in Ownership 
  Change in Correspondent 
  Change of Applicant Address 

 Other Reason (specify): 
      

SECTION D2 REASON FOR APPLICATION - IDE 

 New Device 
 New Indication 
 Addition of Institution 
 Expansion / Extension of Study 
 IRB Certification 
 Termination of Study 
 Withdrawal of Application 
 Unanticipated Adverse Effect 
 Notification of Emergency Use 
 Compassionate Use Request 
 Treatment IDE 
 Continued Access 

Request for Removal of Applicant Hold 

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

  Repose to FDA Letter Concerning: 
  Conditional Approval 
  Deemed Approved 
  Deficient Final Report 
  Deficient Progress Report 
  Deficient Investigator Report 
  Disapproval 
  Request Extension of 

Time to Respond to FDA 
  Request Meeting 
  Request Hearing 

Manufacturer 

 Report submission: 
  Current Investigator 
  Annual Progress Report 
  Site Waiver Report 
  Final 

 Other Reason (specify): 
      

SECTION D3 REASON FOR SUBMISSION - 510(k) 

 New Device  Additional or Expanded Indications   Change in Technology 

 Other Reason (specify): 
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS 
Product codes of devices to which substantial equivalence is claimed Summary of, or statement 

concerning, safety and 
effectiveness information 

 510 (k) summary attached 

 510 (k) statement 

1 KAM 2  3       4       

5       6       7       8       

Information on devices to which substantial equivalence is claimed (if known) 

 510(k) Number  Trade or Proprietary or Model Name  Manufacturer 

1 K071845  Relieva Luma Sinus 
Illumination System  Acclarent, Inc.  

2 
     

3 
     

4       6  6       
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS 
Common or usual name or classification 
Common name:  Sinus Guidewire 
Classification name: ENT Manual Surgical Instrument 
 Trade or Proprietary or Model Name for This Device  Model Number 

1 PathAssist Light Fiber 1 PLF 

2       2  

FDA document numbers of all prior related submissions (regardless of outcome) 
1 
 

2 
 

3 
 

4 
      

5 
      

6 
      

7 
      

8 
      

9 
      

10 
      

11 
      

12 
      

Data Included in Submission 
  Laboratory Testing   Animal Trials   Human Trials 
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS 
Product Code C.F.R. Section (if applicable) Device Class 
LRC 21 CFR 874.4420  Class I  Class II 

 Class III  Unclassified Classification Panel 
ENT 

Indications (from labeling) 
 
To locate, illuminate within, and transilluminate across nasal and sinus structures in adults aged 18 
and over.     
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Note: Submission of this information does not affect the need to submit a 2891 
or 2891a Device Establishment Registration form. 

FDA Document Number (if known) 
      

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

 

 Original 
 Add  Delete 

FDA Establishment Registration Number 
 Manufacturer    Contract Sterilizer  
 Contract Manufacturer   Repackager / Relabeler 

 

Company / Institution Name Establishment Registration Number 

  

Division Name (if applicable) Phone Number (including area code) 
  

Street Address FAX Number (including area code) 
 (         )       

City State / Province ZIP Code Country 
         
Contact Name Contact Title Contact E-mail Address 
   

 
 
 
 
 
  

(b)(4) Trade Secret Process
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SECTION I UTILIZATION OF STANDARDS 

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized 
Standard" statement. 

 
Standards 
No. 

Standards 
Organization 

Standards Title Version Date 

     1 11135-1 ISO Sterilization of health care products - ethylene oxide – 
Part 1: Requirements for the development, validation, 
and routine control of a sterilization process for medical 
devices 

      2007 

2 10993-7 ISO Biological Evaluation of Medical Devices – Part 7: 
Ethylene oxide sterilization residuals 

      2008 

3 10993-10 ISO Biological evaluation of medical devices – Part 10: Tests 
for irritation and delayed-type hypersensitivity 

 2010 

4 10993-1 ISO A Biological evaluation of medical devices -- Part 1: 
Evaluation and testing 

      2009 

5 11607 ISO Packaging for terminally sterilized medical devices – 
Part 1 & Part 2 

 2006 

     6 D4169 ASTM Standard Practice for Performance Testing of Shipping 
Containers and Systems 

 2009 

7 F1980-07 ASTM 

 

Standard guide for accelerated aging of sterile barrier 
systems for medical devices 

 2007 

8 F88-00 ASTM Standard Test Method for Seal Strength of Flexible 
Barrier Materials. 

 2009 

9 F2096 ASTM Standard Test Method for Detecting Gross Leaks in 
Medical Packaging by Internal Pressurization (Bubble 
Test). 
 

 2004 

10      

11      

     
Please include any additional standards to be cited on a separate page. 

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching 
existing data sources, gathering and maintaining the data needed, and completing 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: 
Food and Drug Administration 
CDRH (HFZ-342) 
9200 Corporate Blvd. 
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 
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4. 510(k) Screening Checklist 

SCREENING CHECKLIST FOR ALL 
PREMARKET NOTIFICATION [510(k)] SUBMISSIONS 

510(k) Number: ________________  
The cover letter clearly identifies the type of 510(k) submission as:  

 Special 510(k) - Do Sections 1 and 2 

 Abbreviated 510(k) - Do Sections 1, 3 and 4 
X Traditional 510(k) or no identification provided   - Do Sections 1 and 4 

Section 1: Required Elements for All Types of 510(k) submissions: 
   Present or 

Adequate 
Missing or 
Inadequate  

Cover letter, containing the elements listed on page 3-2 of the 
Premarket Notification [510)] Manual. 

Section 5 & 
Attachment 2 

 

   

Table of Contents.  Section 1    
Truthful and Accurate Statement. Section 8 & 

Attachment 3 
 

   

Device’s Trade Name, Device’s Classification Name and 
Establishment Registration Number. 

Sections 3,5 
 

  

Device Classification Regulation Number and Regulatory Status (Class 
I, Class II, Class III or Unclassified). 

Sections 3,5 
 

   

Proposed Labeling including the material listed on page 3-4 of the 
Premarket Notification [510)] Manual. 

Section 15 
 

   

Statement of Indications for Use that is on a separate page in the 
premarket submission. 

Section 6    

Substantial Equivalence Comparison, including comparisons of the 
new device with the predicate in areas that are listed on page 3-4 of the 
Premarket Notification [510)] Manual. 

Section 14    

510(k) Summary or 510(k) Statement. Section 7    
Description of the device (or modification of the device) including 
diagrams, engineering drawings, photographs or service manuals. 

Section 13    

Identification of legally marketed predicate device. * Sections 3,5, 7, 14    
Compliance with performance standards.  [See Section 514 of the Act 
and 21 CFR 807.87 (d).] 

NA    

Class III Certification and Summary. ** Section 9    
Financial Certification or Disclosure Statement for 510(k) notifications 
with a clinical study. * [See 21 CFR 807.87 (i)] 

Section 10    

510(k) Kit Certification *** NA    
 
*          - May not be applicable for Special 510(k)s. 
**        - Required for Class III devices, only. 
***      - See pages 3-12 and 3-13 in the Premarket Notification [510(k)] Manual and the 

Convenience Kits Interim Regulatory Guidance. 
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Section 2: Required Elements for a SPECIAL 510(k) submission: 

    Present Inadequate 
or Missing 

Name and 510(k) number of the submitter’s own, unmodified predicate 
device. 

NA    

A description of the modified device and a comparison to the sponsor’s 
predicate device. 

NA  

A statement that the intended use(s) and indications of the modified device, 
as described in its labeling are the same as the intended uses and indications 
for the submitter’s unmodified predicate device. 

NA  

Reviewer’s confirmation that the modification has not altered the 
fundamental scientific technology of the submitter’s predicate device. 

NA  

A Design Control Activities Summary that includes the following elements 
(a-c): 

NA  

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

NA    

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

NA    

c. A Declaration of Conformity with design controls that includes the 
following statements:  

NA    

A statement that, as required by the risk analysis, all verification and 
validation activities were performed by the designated individual(s) and the 
results of the activities demonstrated that the predetermined acceptance 
criteria were met.  This statement is signed by the individual responsible for 
those particular activities. 

NA  

A statement that the manufacturing facility is in conformance with the 
design control procedure requirements as specified in 21 CFR 820.30 and 
the records are available for review. This statement is signed by the 
individual responsible for those particular activities. 

NA   

 

Passed Screening _____Yes   _____No 
Reviewer:___________________________________________ 
Concurrence by Review Branch:________________________ 

Items with checks in the “Present or Adequate” column do not require additional information from the 
sponsor.  Items with checks in the “ Missing or Inadequate” column must be submitted before substantive 
review of the document. 

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

  
(SCREENING CHECKLIST FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS) 

Required Element  Present  Inadequate 
or Missing  

a. An identification of the applicable recognized consensus standards that 
were met.  

NA   

b. A statement, for each consensus standard, that all requirements were met, 
except for inapplicable requirements or deviations noted below.  

NA   

c. An identification, for each consensus standard, of any way(s) in which the 
standard may have been adapted for application to the device under review 
(e.g. An identification of an alternative series of tests that were performed).  

NA   

d. An identification, for each consensus standard, of any requirements that 
were not applicable to the device.  

NA   

e. A specification of any deviations from each applicable standard that were 
applied.  

NA   

f. A specification of the differences that may exist, if any, between the tested 
device and the device to be marketed and a justification of the test results in 
these areas of difference.  

NA   

g. The name and address of the testing laboratory and/or certification body 
involved in determining the conformance of the device with applicable 
consensus standards and a reference to any accreditations for those 
organizations.  

NA  

 
Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL 510(k) 
submissions (If Applicable): 

 Present Inadequate 
or Missing  

a) Biocompatibility data for all patient-contacting materials, OR 
certification of identical material/formulation: 

Section 17  

b) Sterilization and expiration dating information:  Section 16  

 i) sterilization process  Section 16  

 ii) validation method of sterilization process  Section 16  

 iii) SAL  Section 16  
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 iv) packaging  Section 16  

 v) specify pyrogen free  Section 16   

 vi) ETO residues  Section 16  

 vii) radiation dose  NA  

c) Software Documentation:  NA  

 
Items with checks in the "Present but Deficient" column require additional information from the 
sponsor. Items with checks in the " Missing" column must be submitted before substantive review of 
the document. 
Passed Screening _____Yes _____No 
Reviewer:___________________________________________ 
Concurrence by Review Branch:________________________ 
Date:__________________  

The deficiencies identified above represent the issues that we believe need to be resolved before our 
review of your 510(k) submission can be successfully completed. In developing the deficiencies, we 
carefully considered the statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and 
Cosmetic Act for determining substantial equivalence of your device. We also considered the burden that 
may be incurred in your attempt to respond to the deficiencies. We believe that we have considered the 
least burdensome approach to resolving these issues. If, however, you believe that information is being 
requested that is not relevant to the regulatory decision or that there is a less burdensome way to resolve 
the issues, you should follow the procedures outlined in the "A Suggested Approach to Resolving Least 
Burdensome Issues" document. It is available on our Center web page at: 
http://www.fda.gov/cdrh/modact/leastburdensome.html  
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5. Cover Letter 
 
The 510(k) Cover Letter is in Attachment 2
 

.  
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6. Indications for Use Statement 
 
 
 
510(k) Number (if known):_________________________________ 
 
Device Name: PathAssist Light Fiber  
 
Indications for Use 
 
To locate, illuminate within, and transilluminate across nasal and sinus structures in adults aged 
18 and over.     
 
 
 
 
 
 
 
 
 
 
 
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF 
NEEDED) 
_________________________________________________________________________ 
Concurrence of CDRH Office of Device Evaluation (ODE) 
 
 
 
 
 
 
 
 
Prescription Use____X________- OR/AND  Over-the-Counter Use______ 
 
 
 
 
  



Entellus Medical  CONFIDENTIAL 
 

510(k) PathAssist Light Fiber  Page 16 
 

 
 
510(k) Summary 
 
              Date Prepared: June 22, 2011 

Submitter Information: Entellus Medical, Inc. 
 6705 Wedgwood Court, North 
 Maple Grove, MN  55311 
 
Establishment Registration: 3006345872 

Contact Information: Karen E. Peterson 
 Vice President Clinical, Regulatory and Quality 
 (763) 463-7066 
 kpeterson@entellusmedical.com 
Device Information:  

Trade Name: PathAssist Light Fiber    
Common Name: Sinus Guidewire 
Classification Regulation: 21 CFR 874.4420 
Classification Name: ENT Manual Surgical Instrument 
Classification Panel: ENT 
Device Classification: Class I 
Product Code: LRC 

 
Predicate Device: 
Acclarent Relieva Luma Sinus Illumination System [K071845] 
  
Device Description: 
The PathAssist Light Fiber is a flexible instrument that can be connected to a light source to emit 
light from its distal end.  The Light Fiber is provided sterile and is for single use only.  It comes 
with a male tuohy borst adapter, which allows the device to be secured within compatible 
working lumen instruments.  The Light Fiber is also compatible with standard light post adapters 
and light cables. 
   

 

 
PathAssist Light Fiber 
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Indication for Use 
To locate, illuminate within, and transilluminate across nasal and sinus structures in adults aged 
18 and over.     
  
Contraindications: 
None 
 
Technological Characteristics: 
The subject device has very similar technological characteristics (i.e., design, function, principle 
of operation, materials, biocompatibility and sterilization) as the predicate device: Acclarent 
Relieva Luma Sinus Illumination System [K071845].   
 
Both the subject device and predicate device [K071845] are flexible devices that transmit light 
from the proximal to distal tip of the device via Light Fibers that can be seen via 
transillumination.  Both devices can be connected to a standard light source via a light cable and 
an adapter.        

Both the subject and predicate device [K071845] are sterilized using Ethylene Oxide (EtO), 
validated per ISO 11135-1, and have a Sterility Assurance Level (SAL) of 10-6

 

.  Both devices are 
provided sterile, are for single use only and are biocompatible per ISO 10993-1.           

Substantial Equivalence: 
The intended use and indications for use of the subject device are the same as the predicate 
device [Relieva Luma Sinus Illumination System, K071845].  The technological characteristics 
of the subject device are very similar to the predicate device [K071845], including: design, 
function, principle of operation, materials, biocompatibility and sterilization.      
 
Performance Data: 
Performance testing of the PathAssist Light Fiber consisted of biocompatibility testing, design 
verification testing, packaging, sterilization, shelf life and simulated use in a cadaver model.  
Design verification testing included functional and mechanical testing, and compatibility testing.  
Animal and clinical data were not submitted.  Performance testing showed that the device meets 
design specifications and performed as intended.  

 
Conclusion 
In conclusion, the device is substantially equivalent based on a comparison of intended use, 
indications for use, and technological characteristics.  The device is safe and effective for its 
intended use. 
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8. Truthful and Accuracy Statement 
 
The Truthful and Accuracy Statement is in Attachment 3
 

.  

 
 
  
  



Entellus Medical  CONFIDENTIAL 
 

510(k) PathAssist Light Fiber  Page 19 
 

9. Class III Summary and Certification 
 
Not applicable.  Device is a class I device. 
 
 
  



Entellus Medical  CONFIDENTIAL 
 

510(k) PathAssist Light Fiber  Page 20 
 

10. Financial Disclosure / Certification 
 
Not applicable, no clinical data is submitted with this application.   
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11. Declarations of Conformity and Summary Reports 
 
Consistent with FDA's guidance documents entitled, "Use of Standards in Substantial 
Equivalence Determinations" (March 12, 2000) and “Guidance for Industry and FDA Staff - 
Recognition and Use of Consensus Standards” (September 17, 2007), Entellus Medical is 
including this statement that the device complies with the following recognized consensus 
standards and FDA guidance:   
 

• Updated 510(k) Sterility Review Guidance K90-1; Guidance for Industry and FDA, 
August 30, 2002. 

• ISO 11135-1: 2007 Sterilization of health care products - ethylene oxide – Part 1: 
Requirements for the development, validation, and routine control of a sterilization 
process for medical devices.  

• ISO 10993-7:2008 Biological evaluation of medical devices – Part 7: Ethylene Oxide 
sterilization residuals.  

• ISO 10993-10: 2010 Biological evaluation of medical devices – Part 10: Tests for 
irritation and delayed-type hypersensitivity. 

• ISO 10993-1: 2009 Biological evaluation of medical devices -- Part 1: Evaluation and 
testing. 

• ISO 11607: 2006 Packaging for terminally sterilized medical devices – Part 1: 
Requirements for materials, sterile barrier systems and packaging systems; & Part 2: 
Validation requirements for forming sealing and assembly processes. 

• ASTM D4169: 2009 Standard practice for performance testing of shipping containers and 
systems. 

• ASTM F1980-07: 2007 Standard guide for accelerated aging of sterile barrier systems for 
medical devices. 

• ASTM F88-00: 2009 Standard test method for seal strength of flexible barrier materials. 
•  ASTM F2096: 2004 Standard test method for detecting gross leaks in medical packaging 

by internal pressurization (bubble test)

 

. 

 
Standards Data Report Forms for 510(k)s – FDA 3654, for the standards listed above are 
provided in Attachment 4
 

.   

 
 
 
  



Entellus Medical  CONFIDENTIAL 
 

510(k) PathAssist Light Fiber  Page 22 
 

12. Executive Summary 
12.1 DEVICE DESCRIPTION 
The PathAssist Light Fiber is a flexible instrument that can be connected to a light source to emit 
light from its distal end.  The Light Fiber is provided sterile and is for single use only.  It is 
packaged with a commercially available male tuohy borst adapter, which allows the device to be 
secured within compatible working lumen instruments.  The Light Fiber is also compatible with 
standard light post adapters and light cables.  
 
Refer to Section 13 Device Description for a more detailed product description. 
 
12.2 INDICATION FOR USE 
To locate, illuminate within, and transilluminate across nasal and sinus structures in adults aged 
18 and over.     
  
12.3 SUBSTANTIAL EQUIVALENCE 
The PathAssist Light Fiber (subject device) is substantially equivalent to the predicate device: 
Acclarent Relieva Luma Sinus Illumination System [K071845].   
 
The intended use and indications for use of the subject device are the same as the predicate 
device [K071845].  The technological characteristics of the subject device are very similar as the 
predicate device, including design, function, principle of operation, materials, biocompatibility 
and sterilization.    
 
In summary, we believe that the PathAssist Light Fiber described in this submission is 
substantially equivalent to the predicate device.    
 
Note: A device comparison table for the subject device and the predicate device is in Section 14: 
Substantial Equivalence Discussion.    
 
12.4 PERFORMANCE SPECIFICATIONS & DESIGN REQUIREMENTS  
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12.5 SUMMARY OF PERFORMANCE TESTING 

In summary, device performance testing is provided in this 510(k) submission.  Performance 
testing included biocompatibility, functional and mechanical testing, and compatibility testing, 
packaging, sterilization, shelf life and simulated use in a cadaver model.  Animal and clinical 
data were not submitted.  Performance testing showed that the device meets design specifications 
and performs as intended. 
 
12.6 CONCLUSION 
In conclusion, the device is substantially equivalent based on a comparison of intended use, 
indications for use, and technological characteristics.  The device is safe and effective for its 
intended use.   
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13. Device Description 
13.1 GENERAL DESCRIPTION 
The PathAssist Light Fiber is a flexible instrument that can be connected to a light source to emit 
light from its distal end.  It has a nominal fiber working length of 27.6cm with an outer diameter 
of 0.5mm (0.020”).  The device consists of a flexible illumination fiber, a protective sheath and a 
light post, with an overall device length of 117cm.  See photo below.     
      

 
The Light Fiber is provided sterile and is for single use only.  It is sterilized with ethylene oxide.  
It is packaged with a commercially available male tuohy borst adapter, which allows the device 
to be secured within compatible working lumen instruments.  The Light Fiber is also compatible 
with commonly used standard light post adapters and light cables.     
 
The Light Fiber is intended to locate, illuminate within, and transilluminate across nasal and 
sinus structures in adults aged 18 and over.     
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13.2 DEVICE MATERIALS 
(b)(4) Trade Secret Process - Product Specs
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13.4 PERFORMANCE SPECIFICATIONS & DESIGN REQUIREMENTS  
(b)(4) Trade Secret Process - Product Specs
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13.6 PACKAGING 
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14. Substantial Equivalence Discussion 
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15. Proposed Labeling 
 
Final draft labeling for the device can be found in the following Attachments: 
 

Packaging labels:  
 

Attachment 7 

Instructions for Use (IFU):  Attachment 8
 

   

Promotional literature and advertisements have not been developed. 
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16. Sterilization & Shelf Life 
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Entellus Medical  CONFIDENTIAL 
 

510(k) PathAssist Light Fiber  Page 33 
 

17. Biocompatibility 
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18. Software 
 
Not applicable.  The device does not contain any software.   
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19. EMC and Electrical Safety 
 
Not applicable.  The device does not contain any electrical component nor will it be affected by 
any electromagnetic emission.   
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20. Performance Testing - Bench 
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20.2.2 Light Intensity Testing 
(b)(4) Trade Secret Process - Testing Data
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20.3 COMPATIBILITY TESTING 
(b)(4) Trade Secret Process - Testing Data
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20.4 PACKAGING TESTING 
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20.5 SIMULATED USE IN A CADAVER MODEL 
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21. Performance Testing - Animal 
 
Not Applicable.  No animal testing was conducted on the device. 
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22. Performance Testing - Clinical 
 
Not Applicable.  No clinical studies have been conducted on the device. 
 
 
  



Entellus Medical  CONFIDENTIAL 
 

510(k) PathAssist Light Fiber  Page 44 
 

23. Kit 
 
Not Applicable.   
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INSTRUCTIONS FOR USE 

PathAssist™ Light Fiber 
Read all Instructions prior to use 

Caution: Federal (USA) law restricts this device to sale by or on the order of a physician. 
Sterility: Provided Sterile, Ethylene Oxide (EO) Sterilization 
Single Use: Disposable, For Single Patient Use Only, Do Not Resterilize and/or Reuse 
Storage:  Store in a cool, dry place  

Description 
The PathAssist Light Fiber is a flexible instrument that can be connected to a light source to emit light from its 
distal end.  It has a fiber nominal working length of 27.6cm with an outer diameter of 0.5mm (0.020”).  The 
device consists of a flexible illumination fiber, a protective sheath and a light post, with an overall device 
length of 117cm.   

 
The Light Fiber is packaged with a commercially available male tuohy borst adapter. 

Indication For Use 
To locate, illuminate within, and transilluminate across nasal and sinus structures in adults aged 18 and over.     

Contraindications 
None known 

Warnings 
• Do not use breached or damaged packages, since the sterility and functionality of the device may be 

compromised. 
• Single use only.  Do not re-sterilize or re-use, as it may result in compromised device performance and 

risk improper sterilization and cross contamination.       
• Never advance or withdraw the device against unknown resistances as this can cause tissue trauma or 

device damage. 

• Do not use the device with a Xenon light source > 300W and a light cable < 2.5mm or > 3.5mm.  High 
energy light radiated through devices can result in high temperatures in front of the light outlet and at 
the connection point to the light cable, including the light post adapters. Use of a higher wattage light 
source may result in burns or permanent tissue damage to the user or the patient. 

• Do not rest the device on the patient during surgery while it is connected to a light source, as this 
could result in burns to the patient. 

• Allow the device to cool for a few minutes before disassembling from the light cable and light post adapter. 

Precautions 
o Due to the variability of sinus anatomy, review radiographic imaging (CT scan) prior to the procedure  
o Do not kink the Light Fiber as this may damage the device. 
o If using Light Fiber with the XprESS device, be sure to pre-load the Light Fiber into XprESS prior to 

shaping it into a maxillary bend configuration (i.e., approximately 135º bend) as the Light Fiber will not 
load when XprESS is pre-shaped in a maxillary configuration.    
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o Do not use the device for external transillumination of maxillary sinus by applying the device to the hard 
palate, as this use has not been tested. 

Adverse Effects 
Possible adverse effects include, but are not limited to, the following:   

Cerebrospinal fluid leak 
Damage of the orbital wall or other structures of the eye 
Tissue inflammation or trauma 

Compatibility 
o The device is compatible with working lumen instruments with an OD ≥ 2mm (malleable suctions, sinus 

cannulas), and with an internal lumen diameter ≥ 0.035” and a length ≤ 27.5cm.  Examples of devices that 
meet these requirements include XprESS™ Multi-Sinus Dilation Tool and Medtronic MCSK5 Suction Tube.   

o The device is compatible with 2.5mm and 3.5mm light cables and standard light post adapters (ACMI, 
RICHARD WOLF, KARL STORZ ), and a 300W Xenon light source.  

Instructions for Use 
1. Remove the Light Fiber and tuohy from the protective packaging.  
2. Attach the tuohy to the working lumen instrument.    
3. Load the distal end of the Light Fiber into the working lumen instrument aligning the distal tip of the fiber 

with the distal end of the instrument.   
4. Secure the Light Fiber in place by tightening the tuohy. 
5. Shape loaded working lumen instrument (if applicable) to desired bend configuration for targeted sinus. 
6. Connect a 2.5mm or 3.5mm light cable and light post adapter (if necessary) to the light post of the Light 

Fiber.  Connect the light cable to a 300W Xenon light source.   
7. Activate the light source.  Confirm that light is being transmitted through the Light Fiber.   

o The light intensity transmitted through the Light Fiber can be increased by adjusting the output of the 
light source or by using a smaller diameter light cable.    

8. Under endoscopic visualization, place the working lumen instrument into the target location to illuminate 
within and transilluminate across nasal and sinus structures.  Some tissue removal may be necessary to 
access the target location.  
o Projected illumination can be enhanced by reducing the number of competing light sources (i.e. 

endoscope or room light) or by advancing tip of the Light Fiber distal from the working lumen 
instrument. 

9. After procedure, dispose of device according to appropriate environmental health safety guidelines. 

 
Limited Warranty 
Entellus Medical, Inc. warrants that reasonable care has been used in the design and manufacture of this device.  Entellus 
Medical excludes all other warranties, whether expressed or implied, by operation of law or otherwise including, but not 
limited to, any implied warranties of merchantability or fitness since handling and storage as well as other factors relating 
to the patient, diagnosis, treatment, medical procedures, and other matters beyond Entellus Medical’s control, directly 
affect the device and the results obtained from its use.  Entellus Medical shall not be liable for any incidental or 
consequential loss, damage or expense, directly or indirectly arising from the use of this device.  Entellus Medical neither 
assumes, nor authorizes any other person to assume for it, any other or additional liability or responsibility in connection 
with this device.  Refer to Entellus Medical, Inc. Standard Terms and Conditions.  
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