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INTRODUCTORY INFORMATION/510(K) SCREENING CHECKLIST 
Premarket Notification 510(k) Checklist for Acceptance Decision and Required Information 
 
I. Critical Elements 
The proposed BioFlo Midline Catheter, as defined in Section 201 of the Federal Food, Drug, and 
Cosmetic Act, as Amended (the Act), is not exempt from the 510(k) requirements, by regulation or by 
policy, and is subject to review by CDRH. 
 
a. Has the device been the subject of a previous NSE decision? Yes  No  
 
II. Required Information (under Sections 510(k), 513(f), and 512(i) of the Act, and Subpart E of Part 
807 in Title 21 of the Code of Federal Regulations) 
 

a.  Device Trade or Proprietary Name: BioFlo Midline Catheter 
b.  Device Common Usual Name, or Classification: Catheter, Intravascular, Therapeutic, Short-

Term, Less Than 30 Days. 
c.  Establishment Registration Number: 

Owner/Operator Number: 
3006716497 
10024617 

d.  Class Into Which the Device is Classified  
(21 CFR Parts 862 to 892): 

Class II; 21 CFR 880.5200 
ProCode: FOZ 

e.  Classification Panel: General Hospital Device 
Panel 

f.  Action taken to comply with Section 514 of the 
Act: 

Navilyst Medical, Inc. is not aware of any 
specific performance standards addressing 
this device for compliance with Section 514 
of The Act. 

g.  Proposed labels, instructions for use: 
(which describes the device, its intended use, and 
directions for use): 

Section 13 

h.  510(k) Summary: Section 5 
i.  For Class III Devices only, a Class III Certification 

and a Class III Summary: 
Section 7 

j.  Photographs of the Device: Section 11  
k.  Engineering Drawings for the Device with 

Dimensions and Tolerances: 
Section 11  

l.  Marketed Device(s) to which Substantial 
Equivalence is claimed including Labeling and 
Description of Device: 

Section 12 and 13 

m.  Statement of Similarities and/or Differences from 
the Marketed Device(s): 

Section 12  

n.  Data to show consequences and effects of  
modified Device: 

Section 18 
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III. Additional Information that is Necessary under 21 CFR 807.87(h) 

a.  Submitter’s name and address: Navilyst Medical, Inc. 
26 Forest Street 
Marlborough, MA 01752 

Owner Operator Number: 10024617 
b.  Contact Person(s), telephone, fax: Brandon M. Brackett 

Specialist II, Global Regulatory Affairs 
Navilyst Medical, Inc. 
Phone: 508-658-7984 
Email: brandon.brackett@navilyst.com 
 
OR 
 
Wanda M. Carpinella 
Director, Global Regulatory Affairs 
Navilyst Medical, Inc. 
Phone: 508-658-7929 
Email: wanda.carpinella@navilyst.com 

c.  Representative/Consultant, if applicable: Not Applicable 
d.  Table of Contents with Pagination: Table of Contents 
e.  Manufacturing Facility/Facilities 

Name and Address: 
Navilyst Medical, Inc 
10 Glens Falls Technical Park 
Glens Falls, NY 12801 
USA 

f.  Establishment Registration Number: 1317056 
g.  Sterilization Site(s) 

Name and Address: 

 
III. Additional Information that may be Necessary under 21 CFR 807.87(h) 

a.  Comparison table of the new device to the marketed 
device(s): 

Section 12  

b.  Action Taken to comply with voluntary standards: Section 9 
c.  Performance data: 

Marketed Device 
Bench Testing: 

Animal Testing: 
Clinical Testing: 

New Device 
Bench Testing: 

Animal Testing: 
Clinical Testing: 

 
 
Section 18 
Not Applicable  
Not Applicable 
 
Section 18 
Not Applicable  
Not Applicable 

d.  Sterilization Information: Section 14 
e.  Software Information: Section 16 (Not Applicable to Device) 
f.  Energy/Hardware Information: Section 17 (Not Applicable to Device) 
g.  Is the device subject to an issue that has been 

addressed in a specific guide documents? 
Yes; 
FDA’s “Guidance on Premarket Notification [510(k)] 
Submissions for Short-Term and Long-Term 
Intravascular Catheters.” 

(b)(4)
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SECTION 1 
MDUFMA (USER FEES) COVER SHEET 
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SECTION 2 
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 
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SECTION 3 
COVER LETTER 
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SECTION 4 
INDICATIONS FOR USE STATEMENT 
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510(K) SUMMARY 
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510(k) Summary – BioFlo Midline Catheter 
Date Prepared: February 12, 2015 

 
A. Sponsor 
Navilyst Medical, Inc. 
26 Forest Street 
Marlborough, MA 01752 
 
B. Contact 
Brandon M. Brackett OR Wanda Carpinella 
Specialist II, Global Regulatory Affairs  Director, Global Regulatory Affairs 
508-658-7984  508-658-7929 
 
C. Device Name 

Trade Name: BioFlo Midline Catheter 
Common/Usual Name: Intravascular Catheter 
Classification Name: Catheter, Intravascular, Therapeutic, Short-Term, 

Less than 30 days. 
Classification Panel: General Hospital 
 
D. Predicate Device(s) 

Trade Name: Bard Poly Per-Q-Cath Midline Catheter (K001901) 
Common/Usual Name: Intravascular Catheter 
Classification Name: Catheter, Intravascular, Therapeutic, Long-Term, 

Greater than 30 days. 
Classification Panel: General Hospital 
 
E. Device Description 
The BioFlo Midline Catheter is a short term (< 30 days) peripheral venous access devices between 3 to 10 
inches in length (8 to 25 cm). Midlines are usually placed in an arm vein such as the basilic, brachial or 
cephalic and the tip ends below the level of the axillary line. Midline catheters are longer than peripheral 
IV catheters which are generally 1 to 3 inches long and shorter than peripherally inserted central catheters 
(PICC) which extend into the superior vena cava. This device provides an alternative to short peripheral 
IVs and PICCs for certain treatments. 
 
F. Intended Use/Indications for Use 
The BioFlo Midline Catheter is indicated for short term access (< 30 days) to the peripheral venous 
system for intravenous therapy, including but not limited to, the administration of fluids, medications and 
the sampling of blood and blood products. Therapies not appropriate for midline catheters include 
continuous vesicant therapy, parenteral nutrition, infusates with pH less than 5 or greater than 9, and 
infusates with an osmolarity greater than 600 mOsm/L. Maximum Power Injection Flow Rates: 

• 3F Single Lumen, 20cm: 2 mL/sec 
• 4F Single Lumen, 20cm: 6 mL/sec 
• 5F Single Lumen, 20cm: 6 mL/sec 
• 5F Dual Lumen, 20cm: 6 mL/sec 
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G. Summary of Similarities and Differences in Technological Characteristics and Performance 

The proposed BioFlo Midline Catheter is substantially equivalent to the Bard Poly Midline Catheter, 
previously reviewed and cleared by the Agency via K001901. When compared to the predicate, the 
proposed BioFlo Midline Catheter has equivalent materials, design, components, and technological 
characteristics as well as a comparable “Indications for Use” statement. Both the proposed device and the 
predicate device are: 

• primarily constructed of a polyurethane shaft; 
• available in a variety of size and length configurations including 3F-5F diameters with 10-20cm 

lengths; 
• clearly labeled as a midline catheter to aid with catheter identification; 
• able to be placed without the confirmation of an X-ray (or other imaging methods); 
• compatible with the StatLock® Stabilization device; and 
• indicated for short-term (<30 days) peripheral access for selective intravenous therapies. 

 
Additionally, the proposed BioFlo Midline Catheter contains Endexo; a polymer blended into the 
Carbothane (polyurethane) catheter shaft of the device that reduces the accumulation of thrombus. The 
same Endexo polymer material is used in a variety of cleared NMI devices including BioFlo PICCs, 
BioFlo Ports, and BioFlo DuraMax Chronic Hemodialysis catheters. Reduction of thrombus accumulation 
was evaluated using in-vitro and in-vivo models; however, pre-clinical in-vitro and in-vivo evaluations do 
not necessarily predict clinical performance with respect to thrombus formation. The catheter also has an 
addition of teal colorant. 
 
H. Performance Data 

The performance evaluation of the proposed BioFlo Midline Catheter included testing conducted in 
accordance to the following FDA Guidance Documents, and international standards: 

• FDA’s “Guidance on Premarket Notification [510(k)] Submissions for Short-Term and Long-
Term Intravascular Catheters”; 

• EN ISO 10555-1:2013 – “Intravascular Catheters – Sterile and Single-Use Catheters – Part 1: 
General Requirements” 

• EN ISO 10555-3:2013 – “Intravascular Catheters – Sterile and Single-Use Catheters – Part 3: 
Central Venous Catheters” 

• ISO 594-2:1998 – “Conical Fittings with a 6% (Luer) Taper for Syringes, Needles, and Certain 
Other Medical Equipment – Part 2: Lock Fittings” 

• EN ISO 10993-1:2009 – “Biological Evaluation of Medical Devices – Part 1: Evaluation and 
Testing Within a Risk Management Process” 

 
Furthermore, the proposed BioFlo Midline Catheter has demonstrated successful results based upon the 
conclusions of non-clinical bench testing per the above guidance and standards, including: 

• Internal Product Specification Requirements 
• Tensile Testing 
• Priming Volume 
• Power Injection 
• Catheter Interface Compatibility 
• In-Vitro and In-Vivo Thromboresistance Testing 

 
I. Conclusion 
Based upon successful results of testing and responses to questions posed within FDA’s 510(k) Decision-
Making Tree, the proposed device is determined to be substantially equivalent to the predicate devices. 
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SECTION 6 
TRUTHFUL AND ACCURACY STATEMENT 
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SECTION 7 
CLASS III SUMMARY AND CERTIFICATION 
The proposed device has been previously classified by the FDA as: 

• Class II per 21CFR §880.5200, Pro-Code FOZ. 
 
Therefore, no Class III Certification & Summary Statement is required in support of this submission. 
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SECTION 8 
FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT 
 
There were no clinical trials conducted in support of this submission. Therefore, no financial 
certification/disclosure statement is required. 
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SECTION 9 
DECLARATIONS OF CONFORMITY AND STANDARDS DATA REPORT 
FORMS 
 
Part 1: Declarations of Conformity 
A. Performance 

B. Biocompatibility 

C. Sterilization/Microbiological 

D. Packaging 

 
Part 2: Standards Data Report Forms 
A. Performance 

• EN ISO 10555-1:2013 – “Intravascular Catheters – Sterile and Single-Use Catheters – Part 1: 
General Requirements” 

• EN ISO 10555-3:2013 – “Intravascular Catheters – Sterile and Single-Use Catheters – Part 3: 
Central Venous Catheters” 

• ISO 594-2:1998 – “Conical Fittings with a 6% (Luer) Taper for Syringes, Needles, and Certain 
Other Medical Equipment – Part 2: Lock Fittings” 

 
B. Biocompatibility 

• EN ISO 10993-1:2009 – “Biological Evaluation of Medical Devices – Part 1: Evaluation and 
Testing Within a Risk Management Process” 

• EN ISO 10993-4:2009 – “Biological Evaluation of Medical Devices – Part 4: Selection of Tests 
for Interactions with Blood” 

• EN ISO 10993-5:2009 – “Biological Evaluation of Medical Devices – Part 5: Tests for In Vitro 
Cytotoxicity” 

• EN ISO 10993-6:2009 – “Biological Evaluation of Medical Devices – Part 6: Tests for Local 
Effects After Implantation” 

• EN ISO 10993-10:2013 – “Biological Evaluation of Medical Devices – Part 10: Tests for 
Irritation and Skin Sensitization” 

• EN ISO 10993-11:2009 – “Biological Evaluation of Medical Devices – Part 11: Tests for 
Systemic Toxicity” 

• EN ISO 10993-12:2012 – “Biological Evaluation of Medical Devices – Part 12: Sample 
Preparation and Reference Materials” 

 
C. Sterilization 

• EN ISO 11737-1:2006 – “Sterilization of Medical Devices – Microbiological Methods – Part 1: 
Determination of a Population of Microorganisms on Products” 

• EN ISO 10993-7:2008 – “Biological Evaluation of Medical Devices – Part 7- Ethylene Oxide 
Sterilization Residuals” 

• EN ISO 11135-1:2007 – “Sterilization of Health Care Products – Ethylene Oxide – Requirements 
for Development, Validation and Routine Control of a Sterilization Process for Medical Devices” 

• EN 556-1:2001 – “Sterilization of Medical Devices – Requirements for Medical Devices to be 
Designated “Sterile” – Part 1 – Requirements for Terminally Sterilized Medical Devices” 
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• AAMI ST72:2011 – “Bacterial Endotoxins - Test Methodologies, Routine Monitoring, and 
Alternatives to Batch Testing” 

• EN ISO 11138-1:2006 – “Sterilization of Health Care Products – Biological Indicators – General 
Requirements” 

• EN ISO 11138-2:2009 – “Sterilization of Health Care Products – Biological Indicators – 
Biological Indicators for Ethylene Oxide Sterilization Processes” 

 
D. Packaging 

• EN ISO 11607-1:2009 – “Packaging for Terminally Sterilized Medical Devices – Requirements 
for Materials, Sterile Barrier Systems and Packaging Systems” 

• EN ISO 11607-2:2006 – “Packaging for Terminally Sterilized Medical Devices – Validation 
Requirements for Forming, Sealing and Assembly Processes” 

• ASTM F1980-07:2011 – “Standard Guide for Accelerated Aging of Sterile Barrier Systems for 
Medical Device” 

• ASTM F88/F88M-09 – “Standard Test Method for Seal Strength of Flexible Barrier Materials” 
• ASTM F1929-12 – “Standard Test Method for Detecting Seal Leaks in Porous Medical 

Packaging by Dye Penetration” 
• ASTM F1886/F188M-09:2013 – “Standard Test Method for Determining Integrity of Seals for 

Medical Packaging by Visual Inspection”
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FORM FDA 3654 (4/14) Page 1 of 2 
Forms in Word Version Copyright 2010 (www.formsinword.com).  For individual or single-branch use only. 

 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 10555-1:2013 – “Intravascular Catheters – Sterile and Single-Use Catheters – Part 1: General Requirements” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 6-301  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

Title of guidance: Guidance on Premarket Notification [510(k)] Submission for Short-Term and Long-Term Intravascular 
Catheters, Issued March 16, 1995 

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

2  Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 10555-3:2013 – “Intravascular Catheters – Sterile and Single-Use Catheters – Part 3: Central Venous Catheters” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 6-305  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

Title of guidance: Guidance of Premarket Notification [510(k)] Submission for Short-Term and Long-Term Intravascular 
Catheters, Issued March 16, 1995  

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

2  Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
ISO 594-2:1998 – “Conical Fittings with a 6% (Luer) Taper for Syringes, Needles, and Certain other Medical Equipment – Part 2: Lock Fittings” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 6-129  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 10993-1:2009 – “Biological Evaluation of Medical Devices – Part 1: Evaluation and Testing Within a Risk Management Process” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 2-156  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

Title of guidance: FDA Bluebook Memorandum G95-1 "Use of International Standard ISO 10993, 'Biological Evaluation of 
Medical Devices Part 1: Evaluation and Testing'."  

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

2  Authority [21 U.S.C. 360d], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 10993-4:2009 – “Biological Evaluation of Medical Devices – Part 4: Selection of Tests for Interactions with Blood” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # N/A  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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Forms in Word Version Copyright 2010 (www.formsinword.com).  For individual or single-branch use only. 

 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 10993-5:2009 – “Biological Evaluation of Medical Devices – Part 5: Tests for In-Vitro Cytotoxicity” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 2-153  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 10993-6:2009 – “Biological Evaluation of Medical Devices – Part 6: Tests for Local Effects after Implantation” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 2-120  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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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  
EN ISO 10993-10:2013 – “Biological Evaluation of Medical Devices – Part 10: Tests for Irritation and Skin Sensitization” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 2-173  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 10993-11:2009 – “Biological Evaluation of Medical Devices – Part 11: Tests for Systemic Toxicity” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 2-118  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 10993-12:2012 – “Biological Evaluation of Medical Devices – Part 12: Sample Preparation and Reference Materials” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 2-198  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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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  
AAMI ST72:2011 – “Bacterial Endotoxins – Test Methods, Routine Monitoring, and Alternatives to Batch Testing” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 14-360  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN 556-1:2001 – “Sterilization of Medical Devices – Requirements for Medical Devices to be Designated “STERILE” – Part 1 – Requirements for 
Terminally Sterilized Medical Devices” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # N/A  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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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  
EN ISO 10993-7:2008 – “Biological Evaluation of Medical Devices – Part 7: Ethylene Oxide Sterilization Residuals” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 14-278  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 11135-1:2007 – “Sterilization of Health Care Products – Ethylene Oxide – Part 1: Requirements for Development, Validation, and Routine 
Control of a Sterilization Process for Medical Devices” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # N/A  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 11138-1:2006 – “Sterilization of Health Care Products – Biological Indicators – “Part 1: General Requirements” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 14-296  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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Forms in Word Version Copyright 2010 (www.formsinword.com).  For individual or single-branch use only. 

 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 11138-2:2009 – “Sterilization of Health Care Products – Biological Indicators – Biological Indicators for Ethylene Oxide Sterilization 
Processes” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # N/A  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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Forms in Word Version Copyright 2010 (www.formsinword.com).  For individual or single-branch use only. 

 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 11737-1:2006 – “Sterilization of Medical Devices – Microbiological Methods – Part 1: Determination of a Population of Microorganisms on 
Products” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 14-227  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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Forms in Word Version Copyright 2010 (www.formsinword.com).  For individual or single-branch use only. 

 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
ASTM F88/F88M:2009 – “Standard Test Method for Seal Strength of Flexible Barrier Materials” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 14-283  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
ASTM F1886/F188M-09:2013 – “Standard Test Method for Determining Integrity of Seals for Medical Packaging by Visual Inspection” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 14-288  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
ASTM F1929:2012 – “Standard Test Method for Detecting Seal Leaks in Porous Medical Packaging by Dye Penetration” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 14-378  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
ASTM F1980-07:2011 – “Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 14-229  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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 Form Approved OMB No. 0910-0120; Expiration Date: 1/31/2017 

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  
EN ISO 11607-1:2009 – “Packaging for Terminally Sterilized Medical Devices – Part 1: Requirements for Materials, Sterile Barrier Systems and 
Packaging Systems” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 14-193  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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EN ISO 11607-1:2009 – “Packaging for Terminally Sterilized Medical Devices – Part 1: 
Requirements for Material, Sterile Barrier Systems, and Packaging Systems”  

Continued from Standard Form 
 

SECTION NUMBER 
4.1 

SECTION TITLE 
General Requirements 

CONFORMANCE? 
 □  Yes            □  No              √  N/A 

(b)(4)
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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  
EN ISO 11607-2:2006 – “Packaging for Terminally Sterilized Medical Devices – Part 2: Validation Requirements for Forming, Sealing and 
Assembly Processes” 

Please answer the following questions Yes No 

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

FDA Recognition number 3 ............................................................................................................................  # 14-194  

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

If no, complete a summary report table.  

  

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

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

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

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

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

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

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

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

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

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

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

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

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

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], http://www.fda.gov/MedicalDevices/ 
 DeviceRegulationandGuidance/Standards/default.htm 
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 described; deviations from the 
standard; requirements not applicable to the device; and the name and  

  address of the test laboratory or 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 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Gui
danceDocuments/default.htm 
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SECTION 10 
EXECUTIVE SUMMARY 
 
This Abbreviated 510(k) Premarket Notification is being submitted to obtain FDA clearance to introduce 
a line of short-term intravascular catheters, namely the BioFlo Midline Catheter, into US commercial 
distribution. 
 
Based upon the conclusions found in Attachment 1: The New 510(k) Paradigm within FDA’s Guidance 
document “The New 510(k) Paradigm: Alternate Approaches to Demonstrating Substantial Equivalence 
in Premarket Notifications”, the Abbreviated 510(k) pathway was most appropriate, since there is a 
recognized standard in place for the device that the results of non-clinical bench testing have 
demonstrated conformance to. 
 
The proposed BioFlo Midline Catheter is substantially equivalent to the Bard Poly Midline Catheter, 
previously reviewed and cleared by the Agency via K001901. When compared to the predicate, the 
proposed BioFlo Midline Catheter has equivalent materials, design, components, and technological 
characteristics as well as a comparable “Indications for Use” statement. Both the proposed device and the 
predicate device are: 

• primarily constructed of a polyurethane shaft; 
• available in a variety of size and length configurations including 3F-5F diameters with 10-20cm 

lengths; 
• clearly labeled as a midline catheter to aid with catheter identification; 
• able to be placed without the confirmation of an X-ray (or other imaging methods); 
• compatible with the StatLock® Stabilization device; and 
• indicated for short-term (<30 days) peripheral access for selective intravenous therapies. 

 
The proposed BioFlo Midline Catheter has the following Indications for Use: 

“The BioFlo Midline Catheter is indicated for short-term access (<30 days) to the peripheral venous 
system for intravenous therapy, including but not limited to, the administration of fluids, medications, and 
the sampling of blood and blood products. Therapies not appropriate for midline catheters include 
continuous vesicant therapy, parenteral nutrition, infusates with pH less than 5 or greater than 9, and 
infusates with an osmolarity greater than 600 mOsm/L.  
 
Maximum power injection flow rate: 

• 3F Single-Lumen, 20cm = 2 mL/sec 
• 4F Single-Lumen, 20cm = 6 mL/sec 
• 5F Single-Lumen, 20cm = 6 mL/sec 
• 5F Dual-Lumen, 20cm = 6 mL/sec” 

 
A more detailed description of the device including drawings, photographs/computer renderings, FDA 
procode, and other information can be found in Section 11, Device Description. A summary of 
Substantial Equivalence and a completed Decision Tree can be found in Section 12, Substantial 
Equivalence Discussion. Lastly, results of bench testing that support conformance to FDA recognized 
standards can be found in Section 18, Performance Testing (Bench). 
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SECTION 11 
DEVICE DESCRIPTION 
General Device Description / Principle of Operation 
A midline functions as a short-term (<30 days) peripheral venous access device that is most often 
between 3 to 10 inches (8 to 25 cm) in length. Designated as FDA Procode FOZ, these devices are usually 
placed in an arm vein, such as the basilica, brachial, or cephalic and the distal tip resides below the level 
of the axillary line; as compared to a PICC device, which is typically longer and extends into the superior 
vena cava. Based upon the anatomical location of placement, the midline is limited in the types of 
therapies it is able to administer compared to other devices (such as a PICC); however, the benefit of a 
midline is that it can be placed without a chest X-ray to confirm placement since the distal (patient) end 
does not reach the central veins.  
 
Therapies not appropriate for midline catheters include continuous vesicant therapy, parenteral nutrition, 
infusates with pH less than 5 or greater than 9, and infusates with an osmolarity greater than 600mOsm/L; 
primarily because these medications are likely to be damaging to the peripheral veins. However, midline 
catheters are appropriate for all intravenous fluids that would normally be administered through a short 
peripheral IV; as well as for certain medications, the sampling of blood/blood products, and infusates with 
a pH and osmolarity within the constraints of the IFU statement.  
 
Proposed BioFlo Midline Catheter Description 
The proposed BioFlo Midline Catheter consists of a non-valved 10 or 20 cm long catheter shaft, suture 
wing, extension leg, oversleeve, and clamps that are all made of polyurethane. The catheter comes in 
single or dual lumen configurations, which are compatible with a 0.018” guidewire for over the wire 
delivery method, and is loaded with Barium Sulfate (BaSO4) for visualization under fluoroscopy. The 
catheter is offered in 3F, 4F, and 5F diameters in the sizes. 
 
The proposed BioFlo Midline Catheter is substantially equivalent to the Bard Poly Midline Catheter, 
previously reviewed and cleared by the Agency via K001901. When compared to the predicate, the 
proposed BioFlo Midline Catheter has equivalent materials, design, components, and technological 
characteristics as well as a comparable “Indications for Use” statement. Both the proposed device and the 
predicate device are: 

• primarily constructed of a polyurethane shaft; 
• available in a variety of size and length configurations including 3F-5F diameters with 10-20cm 

lengths; 
• clearly labeled as a midline catheter to aid with catheter identification; 
• able to be placed without the confirmation of an X-ray (or other imaging methods); 
• compatible with the StatLock® Stabilization device; and 
• indicated for short-term (<30 days) peripheral access for selective intravenous therapies. 

 
Additionally, the proposed BioFlo Midline Catheter contains Endexo; a polymer blended into the catheter 
shaft of the device that reduces the accumulation of thrombus. The same Endexo polymer material is used 
in a variety of cleared NMI devices including BioFlo PICCs, BioFlo Ports, and BioFlo DuraMax Chronic 
Hemodialysis catheters. Reduction of thrombus accumulation was previously evaluated using in-vitro 
(Blood Loop) and in-vivo (Sheep Implantation Study) models via reports provided in K121089, reviewed 
and cleared by the FDA. Please note: pre-clinical in-vitro and in-vivo evaluations do not necessarily 
predict clinical performance with respect to thrombus formation. Lastly, the catheter also has an addition 
of teal colorant.  
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(b)(4)Engineering Drawing
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(b)(4)Engineering Drawing
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(b)(4)Engineering Drawing
Records Processed under FOIA Request 2016-1384; Released by CDRH on 08/31/2016

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



Records Processed under FOIA Request 2016-1384; Released by CDRH on 08/31/2016

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



Records Processed under FOIA Request 2016-1384; Released by CDRH on 08/31/2016

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



Records Processed under FOIA Request 2016-1384; Released by CDRH on 08/31/2016

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



Navilyst Medical, Inc. 
BioFlo Midline Catheter, Abbreviated 510(k) 
February 12, 2015 
 

Page 53 of 97 
Confidential and Proprietary to Navilyst Medical, Inc. 

Catheter Only Kit 
• 1 BioFlo Midline Catheter 
• 1 Stiffening Wire/Stylet 
• 1 End Cap (or multiple, depending on number of catheter lumens) 

 
Catheter Only Kit w/ Nitinol Guidewire 

• 1 BioFlo Midline Catheter 
• 1 45cm Nitinol Guidewire 
• 1 End Cap (or multiple, depending on number of catheter lumens) 

 
MST Kit (offered in 1 or 2 guidewire configurations) 

• 1 BioFlo Midline Catheter 
• 1 Flush Assembly 
• 1 or 2 45cm Hydrophilic Stainless Steel Guidewires 
• 1 Stiffening Wire/Stylet 
• 1 Peelable Sheath Dilator 
• 1 Catheter Securement Device 
• 1 Safety Scalpel 
• 1 10 cc or 12 cc Luer Lock syringe 
• 1 Paper Tape Measure 
• 1 End Cap (or multiple, depending on number of catheter lumens) 
• 1 Safety and Standard Introducer Needle 
• 1 Scissors 

 
Maximal Barrier Nursing Kit (offered in 1 or 2 guidewire configurations) 

• 1 BioFlo Midline Catheter • 1 Surgical Gown 
• 1 Flush Assembly • 5 4x4” Gauze Pads 
• 1 45cm Stiffening Wire • 1 Surgical Tape 
• 1 Safety Introducer Needle • 1 Scissors 
• 1 or 2 45cm Guidewire • 1 Tourniquet 
• 1 Safety Scalpel • 1 Skin Protectant Swabstick 
• 1 Peel-away Sheath • 1 3cc Luer Lock Syringes 
• 1 Catheter Securement Device • 1 Safety Hypodermic Needle 
• 2 10 mL Pre-Filled Saline Syringes • 1 Transducer Cover 
• 1 Tape Measure • 1 Safety Ampule Cracker 
• 1 End Cap (or multiple, depending on number 

of catheter lumens) 
• 1 Face Mask 

• 2 Antiseptic Skin Prep • 1 Filter Straw 
• 1 2.75” Standard Introducer Needle • 2 CSR Wraps 
• 1 Patient Drape • 1 Fenestrated Drape 
• 1 Window Dressing • 1 Lidocaine Ampule 
• 1 Lidocaine Syringe Label • 1 Full Body Drape 
• 1 Hairnet • 2 Towels 
• 1 Sharps Container • 1 MIDLINE Stop Sign 
• 2 10cc Luer Lock Syringe • 2 MIDLINE Sticker Labels 

 
All of the packaging configurations and device materials are comparable to those of the predicate Bard 
Poly Midline (K001901), and are provided with the same (but not identical) accessories as those used for 
the BioFlo PICCs, cleared by the FDA via K121089 (which contains the Catheter Kit and MST Kit 
configurations) and K131038 (which contains the Maximal Barrier Nursing Kit configurations). 
Drawings for the packaging components have been previously provided within those 510(k)’s.  
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Figure #10 – Decision-Making Flowchart 
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SECTION 13 
PROPOSED LABELING 
 
Proposed Labeling: 

• Proposed BioFlo Midline Catheter Directions for Use 
• Proposed BioFlo Midline Catheter Labels: 

o Catheter Kit (Pouch and Carton) 
o MST-45 Kit (Pouch and Carton) 
o MST-45 Kit with 2 Guidewires (Pouch and Carton) 
o Maximal Barrier Nursing Kit (Pouch, Carton, and Patient Chart Sticker) 
o Maximal Barrier Nursing Kit with 2 Guidewires (Pouch, Carton, and Patient Chart 

Sticker) 
• Proposed BioFlo Midline Catheter Brochure 

 
Predicate Labeling: 

• Bard Poly Midline Directions for Use 
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WARNINGS

Refer to procedural steps for additional warnings. Due to the risk of exposure to 
blood borne pathogens, care providers must adhere to guidelines for universal 
blood and body fluid precautions in the care of all patients. Sterile technique must 
be strictly adhered to during any handling of the device.

•	 Do not use if package is opened or damaged.

•	 If using bacteriostatic saline, do not exceed 30 mL in a 24-hour period.

•	 Do not fully insert catheter up to suture wing.

•	 Do not use the catheter with chemicals that are incompatible with any of its 
accessories, as catheter damage may occur.

•	 Do not re-sheath any needles. Place needles in puncture resistant, leak proof, 
sharps containers per institutional protocol.

•	 Do not attempt to trim the catheter with the guidewire or stylet loaded as 
catheter, stylet, or guidewire may become damaged resulting in patient injury.

•	 Failure to warm contrast media to body temperature prior to power injection 
may result in catheter failure.

•	 Failure to ensure patency of the catheter prior to power injection studies may 
result in catheter failure.

•	 Power injector’s pressure limiting (safety cut-off) feature may not prevent 
over-pressurization of occluded catheter.

•	 Exceeding the maximum allowable flow rate (Table 2) may result in catheter 
failure and/or catheter tip displacement.

•	 Catheter indication for power injection of contrast media implies 
the catheter’s ability to withstand this procedure, but does not imply 
appropriateness of this procedure for a particular patient. A trained clinician 
is responsible for evaluating the health status of a patient as it pertains to a 
power injection procedure.

•	 The maximum pressure of power injectors used with the power injectable 
BioFlo Midline must not exceed 325 psi (2,240 kPa).

•	 Prior to loading stylet or guidewire cut catheter to desired length. Do not cut 
catheter while stylet or guidewire is loaded into catheter as device damage 
or patient injury may occur.

•	 Therapies NOT appropriate for BioFlo Midline catheters include:

•	 continuous vesicants

•	 parenteral nutrition

•	 solutions with pH < 5 and > 9

•	 solutions > 600 mOsm/L 

PRECAUTIONS

Refer to procedural steps for additional precautions.

•	 Do not advance a guidewire past the level of the axilla.

•	 Never use force to remove the stylet. Resistance can damage the catheter.  If 
resistance or bunching of the catheter is observed, stop stylet withdrawal and 
allow the catheter to return to normal shape. Withdraw both the catheter and 
stylet together approximately 2 cm and re-attempt stylet removal. Repeat this 
procedure until the stylet is easily removed. Once the stylet is out, advance 
the catheter into desired position (zero mark).

•	 If guidewire must be withdrawn, remove the needle and guidewire as a single 
unit.

•	 Carefully read all instructions prior to insertion, care or use.

•	 Do not use sharp objects to open package as damage to the device may 
occur.

•	 Catheter insertion should be performed only by a licensed and qualified 
healthcare practitioner.

•	 If catheter and accessories show any sign of damage (crimped, crushed, cut, 
etc.), do not use.

•	 If using an introducer sheath other than the one provided (as in Modified 
Seldinger and Max Barrier kits), verify that the catheter fits easily through the 
sheath.

•	 Do not insert the stiff end of the floppy-tipped guidewire into the vein.

•	 Exercise care when advancing the catheter or guidewire to avoid trauma to 
the vessel intima. Do not use clamps, toothed or ribbed forceps.  Do not use 
clamps or other instruments with teeth or sharp edges on the catheter or 
other instruments to advance or position catheter as catheter damage may 
occur.

•	 Avoid sharp or acute angles during insertion which may compromise catheter 
functionality.

•	 Acetone and polyethylene glycol-containing ointments should not be used 
with polyurethane catheters, as these may cause failure of the device.

•	 Catheter replacement may be required if catheter is cut too short.

•	 Do not use sharp instruments near the extension tubes or catheter shaft.

•	 Do not suture through any part of the catheter. If using sutures to secure 
catheter, make sure they do not occlude, puncture, or cut the catheter.

•	 Following institutional policy, secure catheter externally to prevent catheter 
movement, migration, damage, kinking or occlusion.

•	 It is recommended that only Luer lock accessories be used with the BioFlo 
Midline Catheter with ENDEXO Technology. Repeated over-tightening may 
reduce hub connector life. Do not use hemostats to secure or remove devices 
with Luer lock hub connections.

•	 If resistance is met while attempting to flush catheter, follow institutional 
protocol for occluded catheters.

•	 When discarding used accessories, follow institutional protocol.

•	 Incompatible drug delivery within the same lumen may cause precipitation. 
Flush catheter lumen following each infusion.

•	 It is recommended that institutional protocols be considered for all aspects 
of catheter use consistent with the instructions provided herein.  The BioFlo 
Midline Catheter with ENDEXO Technology catheter bench testing included 
ten (10) power injection cycles. 

•	 Failure to retract the stylet into the catheter prior to catheter insertion may 
cause vessel damage during insertion procedure.

•	 Do not use scissors to remove the dressing, as this may possibly cut or 
damage the catheter.
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PRECAUTION: Failure to retract stylet into catheter prior to catheter insertion 
may cause vessel damage during insertion procedure.

12.	 Turn flush assembly locking collar clockwise to secure stylet in place.

WARNING: Do not cut stylet or guidewire. 

PRECAUTION: Do not reinsert stylet into catheter, as damage to catheter and 
vein may result.

PRECAUTION: Do not apply any type of clamp on catheter or extension 
tube while stylet is inside catheter. Stylet may become kinked and damage 
catheter, resulting in leakage or fracture of catheter.

13.	 Remove syringe from flush assembly and place cap on side port.

Catheter Placement Using Guidewire

a.	 Alongside guidewire, nick insertion site with safety scalpel. To use safety 
scalpel, depress top button on protective shield, and retract to rear locked 
position. Once nick is made, depress top button again and advance to 
forward locked position at lock indicator line.

b.	 Advance peelable sheath/dilator assembly over guidewire. Using a slight 
twisting motion, advance assembly into the vein.

c.	 Seldinger technique: Withdraw the dilator, leaving the sheath and 
guidewire in place.

	 Modified technique: Withdraw dilator and guidewire together, leaving 
peelable sheath in place. Cover opening to prevent blood loss and/or air 
embolism.

14.	 If placing catheter at patient bedside turn patient’s head toward insertion side 
with chin to shoulder.

15.	 Slowly and incrementally, insert catheter assembly through the peelable 
sheath to desired tip location.

NOTE: If inserting multi lumen catheter, ensure that extension tube(s) not 
being used is clamped.

NOTE: If practicing Seldinger technique, wet the exposed segment of the 
guidewire with saline and thread catheter over guidewire first.

16.	 Holding catheter steady, slowly withdraw peelable sheath from insertion site.

17.	 Grasp wings of sheath firmly, and pull apart applying equal pressure to both 
wings - peel the sheath away from the catheter using a forward motion. 
Discard according to institutional protocol.

18.	 Slowly advance remaining catheter into vein until “0” mark on catheter is at 
insertion site. Do not fully insert catheter to suture wing.

19.	 Loosen flush assembly from catheter hub and withdraw, with stylet or 
guidewire, while holding suture wing in place. Discard according to 
institutional protocol.

20.	 Once catheter is inserted, aspirate gently with syringe attached to flush 
assembly side port and observe for blood return. Detach and discard 
according to institutional protocol.

PRECAUTION: Do not reinsert stylet into catheter, as damage to catheter or 
vein may occur.

21.	 Close catheter clamp.

22.	 See FLUSHING AND HEPARINIZATION and CATHETER STABILIZATION 
sections for next steps.

FLUSHING AND HEPARINIZATION

1.	 Attach syringe to hub, open clamp, and aspirate blood.

2.	 Close clamp, detach syringe and discard according to institutional protocol.

3.	 Attach syringe filled with 10 mL sterile normal saline, open clamp, and flush 
lumen, using a “pulse” or “stop/start” technique.

NOTE: If flushing after a power injection, use 20 mL sterile normal saline.

4.	 Close clamp, detach syringe and discard according to institutional protocol.

5.	 Draw heparinized saline into syringe, and attach to hub.

6.	 Open clamp, and inject amount equal to or greater than priming volume into 
lumen (see Table 1).

7.	 Maintaining positive pressure on syringe, close clamp, detach syringe and 
discard.

8.	 Repeat for second lumen, if necessary.

NOTE: Never leave catheter uncapped.

NOTE: Flush catheter after every use. When not in use, flush at least every 12 
hours, or according to institutional protocol to maintain patency.

CATHETER STABILIZATION

1.	 Prepare stabilization site with alcohol and remove betadine, if present.

2.	 Apply skin prep solution for enhanced adherence and skin protection. Allow 
skin prep solution to completely dry.

3.	 Slide device under suture wing. Slide one suture hole over a post, then slide 
that post and suture wing toward opposite side until second suture hole 
easily fits over second post.

4.	 Close lids over posts to secure catheter.

5.	 Peel away paper backing and place on skin.

6.	 Apply adhesive strip at or near insertion site.

CONTRAINDICATION: Patients with known tape or adhesive allergies.

PRECAUTION: Do not use where loss of adherence could occur, such as with a 
confused patient, unattended access device, diaphoretic or non-adherent skin.

PRECAUTION: Minimize catheter manipulation during application and removal.

NOTE: Monitor stabilization device daily. Replace at least every seven days.
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ASSESSING CATHETER INTEGRITY

Assess catheter integrity before any injection/infusion by completing the following 
steps:

•	 Examine and palpate catheter tract and insertion site for complications.

•	 Using a 10 mL syringe, aspirate slowly for blood return. Difficulty in 
withdrawing blood may indicate catheter compression, malposition, and/or 
obstruction. Discard syringe according to institutional protocol.

•	 Using second 10 mL syringe, flush catheter with 10 mL of sterile normal saline 
to clear catheter.

NOTE: If catheter integrity is questioned as a result of any of the above steps, 
do not use catheter without further inquiry and resolution of the problem.

BLOOD SAMPLING

1.	 Stop administration of infusates.

2. 	 Using aseptic technique, swab catheter hub and allow to air dry.

3.	 Flush the selected lumen with 10 mL of sterile normal saline. 

4.	 Use syringe to aspirate small amount of blood and fluid (3-5 mL minimum) to 
verify patency. Discard syringe according to institutional protocol.

5.	 Using second syringe, slowly withdraw specimen, and close clamp.

6.	 Refer to FLUSHING AND HEPARINIZATION section.

7.	 Transfer specimens as per institutional protocol.

MANAGEMENT OF LUMEN OCCLUSION

The lumens of BioFlo Midlines may infrequently become obstructed. Lumen 
obstruction is usually evident by failure to aspirate or infuse through the lumen 
or inadequate flow and/or high resistance pressures during aspiration and/
or infusion. The causes may include but not limited to catheter tip malposition, 
catheter kink, or clot. One of the following may resolve the obstruction:

•	 Verify there is no kinked tubing in the catheter section external to the body.

•	 Reposition the patient.

•	 Have the patient cough.

•	 Provided there is no resistance with aspiration, flush the catheter vigorously 
with sterile normal saline to try to move the tip away from the vessel wall. Use 
a 10 mL or larger syringe.

PRECAUTION: Never forcibly flush an obstructed lumen. If any lumen 
develops a thrombus, first attempt to aspirate the clot with a syringe. If 
aspiration fails, consult institutional protocol for management of thrombosis.

CATHETER REPAIR

In the event that the catheter is accidentally torn or broken, it is recommended that 
the catheter be replaced. 

CATHETER REMOVAL

Catheter removal is per the discretion of the physician in regards to the patient’s 
therapy regimen.

1.	 Position patient upright with arm at 45-degree angle outward from body. 
Maintain insertion site below level of heart.

2.	 See DRESSING REMOVAL section.

3.	 Open catheter stabilization device retainer lids and remove catheter from 
retainer.

NOTE: It is preferred to use aseptic technique for the following steps.

4.	 To remove catheter, grasp catheter between suture wing and insertion site 
and remove slowly, in small increments, keeping catheter parallel to skin 
surface. Do not grasp Luer lock hub to remove catheter, as catheter damage 
may occur.

5.	 If resistance is still met, follow institutional protocol for the management of 
difficult-to-remove catheters.

6.	 To verify that entire catheter has been removed, measure and compare 
catheter length with initial length recorded at time of insertion.

7.	 Apply generous amount of alcohol to loosen edges of catheter stabilization 
device. While lifting adhesive pad, gently stroke undersurface of pad with 
alcohol to dissolve adhesive.

8.	 Following removal of catheter, cover insertion site with occlusive dressing for 
at least 24 hours.

WARRANTY

Navilyst Medical, Inc. warrants that reasonable care has been used in the design 
and manufacture of this instrument. This warranty is in lieu of and excludes all 
other warranties not expressly set forth herein, whether express or implied by 
operation of law or otherwise, including, but not limited to, any implied warranties 
of merchantability or fitness for a particular purpose. Handling, storage, cleaning 
and sterilization of this instrument as well as other factors relating to the patient, 
diagnosis, treatment, surgical procedures and other matters beyond Navilyst 
Medical’s control directly affect the instrument and the results obtained from its 
use. Navilyst Medical’s obligation under this warranty is limited to the repair or 
replacement of this instrument and Navilyst Medical shall not be liable for any 
incidental or consequential loss, damage or expense directly or indirectly arising 
from the use of this instrument. Navilyst Medical neither assumes, nor authorizes 
any other person to assume for it, any other or additional liability or responsibility 
in connection with this instrument. Navilyst Medical assumes no liability with 
respect to instruments reused, reprocessed, resterilized, modified or altered in 
any way, and makes no warranties, express or implied, including but not limited 
to merchantability or fitness for a particular purpose, with respect to such.
* AngioDynamics, the AngioDynamics logo, BioFlo and Navilyst are trademarks and/or 
registered trademarks of AngioDynamics, Inc., an affiliate or a subsidiary. ENDEXO is a 
trademark and/or a registered trademark of Interface Biologics, Inc.
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Single Lumen 	 Dual Lumen
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© 2015 AngioDynamics, Inc. or its affiliates. All rights reserved.

Recyclable
Package

Legal
Manufacturer

Navilyst Medical, Inc.
26 Forest Street 
Marlborough, MA 01752 USA
USA Customer Service 800-833-9973
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Sterilization Validation and Monitoring 
The validation and routine sterilization monitoring processes conform to the following standard: 
AAMI/ANSI/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”. Navilyst Medical utilizes the Overkill – Half Cycle approach for sterilization 
validations as described in the Association for the Advancement of Medical Instrumentation (AAMI) 
Recommended Practice ST27 “Guideline for Industrial Ethylene Oxide Sterilization of Medical Devices: 
Process Design, Validation, routine sterilization, and Contract Sterilization” (3/88). 
 
Pyrogenicity 

 
Shelf Life 
The proposed BioFlo Midline Catheter has a claimed shelf-life of 6 months. Although bench testing 
supports up to a 2-year shelf life (based upon the results of 2-year accelerated age test results), packaging 
testing of the proposed device was only done at 6 month accelerated age rates. However, Navilyst 
Medical, Inc. intends to conduct further accelerated age testing on the packaging in the future; at which 
point, the data will be put on file and the shelf-life of the product will be increased accordingly. 
 
Arrhenius Equation 

(b)(4)

(b)(4)
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SECTION 16 
SOFTWARE 
 
The proposed BioFlo Midline Catheter does not contain software; therefore, this section is not applicable 
to the proposed device.  
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SECTION 17 
ELECTROMAGNETIC COMPATIBILITY, INTERFERENCE TESTING, AND 
ELECTRICAL SAFETY 
 
The proposed BioFlo Midline Catheter does not contain electronic components; therefore, this section is 
not applicable to the proposed device. 
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SECTION 18 
PERFORMANCE TESTING (BENCH) 
 
Performance Testing, Table of Contents: 
 
Test #1 – Power Injection Flow Rate 
Test #2 – Static Burst Strength 
Test #3 – Multiple Power Injections 
Test #4 – Gravity Flow Rate 
Test #5 – Catheter Length 
Test #6 – Priming Volume 
Test #7 – Midline Identification 
Test #8 – Catheter Profile (Reverse Taper) 
Test #9 – Lumen Size (ID) 
Test #10 – Tapered Shaft Length 
Test #11 – Shaft Extrusion Flex Life 
Test #12 – Shaft Tip Tensile Strength 
Test #13 – Catheter Assembly Elongation 
Test #14 – Catheter Stiffness 
Test #15 – Catheter Flex Life Strength 
Test #16 – Extension Tube Alcohol Compatibility Strength 
Test #17 – Catheter Kink Resistance 
Test #18 – Catheter Radiopacity 
Test #19 – Catheter Shaft Markings 
Test #20 – Catheter Trimmability 
Test #21 – Identification of Maximum Flow Rate 
Test #22 – Identification of Power Injectability 
Test #23 – Extension Tube Kink Resistance 
Test #24 – Extension Tube to Oversleeve Tensile Strength 
Test #25 – Oversleeve to Luer Tensile Strength 
Test #26 – Extension Tube to Suture Wing Tensile Strength 
Test #27 – Extension Tube Length 
Test #28 – Translucent Extension Tube 
Test #29 – Long-Term Extension Tube and Clamp Life Compatibility 
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SECTION 19 
PERFORMANCE TESTING (ANIMAL STUDIES) 
 
No animal studies were conducted on the proposed BioFlo Midline Catheter; therefore, this section is not 
applicable. 
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SECTION 20 
PERFORMANCE TESTING (CLINICAL) 
 
There were no clinical trials conducted in support of the proposed BioFlo Midline Catheter. Therefore, 
this section is not applicable. 
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SECTION 21 
CERTIFICATE OF COMPLIANCE WITH REQUIREMENTS OF CLINICAL 
TRIALS 
 
There were no clinical trials conducted in support of the proposed BioFlo Midline Catheter. 
 
Certification that the requirements of 42 U.S.C. §282(j)(5)(B) do not apply to this submission is provided 
in the attached Form FDA 3674. 
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SECTION 22 
PRE-SUBMISSION CORRESPONDENCE 
 
There was no pre-submission correspondence (i.e. Pre-Submission Requests) regarding the proposed 
BioFlo Midline Catheter; therefore, this section is not applicable to the proposed device. 
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SECTION 23 
KIT CERTIFICATION STATEMENT 
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