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December 22, 2011 

 

Document Mail Center (HFZ-401) 

Center for Devices and Radiological Health 

Food and Drug Administration 

10903 New Hampshire Avenue 

Silver Spring, MD  20993-0002 
 

RE: Traditional 510(k) Premarket Notification- Solitaire®- C Cervical Spacer System 

 

Dear Sir or Madam: 

 

Biomet Spine hereby submits this Traditional 510(k) for the Solitaire®-C Cervical Spacer System in 

accordance with Section 510(k) of the Federal Food, Drug and Cosmetic Act, as amended, and 

Title 21 CFR §807, Subpart E.  

 

The information included in the submission supports the substantial equivalence* of the subject 

device to other commercially available spinal devices. The submission is organized in 

accordance with the FDA Guidance Document entitled “Guidance for Industry and FDA Staff: 

Format for Traditional and Abbreviated 510(k)s” dated August 12, 2005 and also includes the 

information requested in the FDA Guidance Document, “Guidance Document for Industry and 

Staff: Class II Special Controls Guidance Document: Intervertebral Body Fusion Device” dated 

June 12, 2007. An electronic copy of this submission is being provided and it is an exact 

duplicate of the paper copy. 

 
 

Administrative Information 

Type of 510(k) submission Traditional 

Basis for submission New stand alone cervical spacer – Solitaire
®-C 

Sponsor Information Biomet Spine (aka EBI L.P.)  

100 Interpace Parkway     

Parsippany, New Jersey 07054 

Establishment Registration #2242816 

Contact person Margaret F. Crowe  

Regulatory Affairs Project Manager 

Phone: 973-299-9300 x2260  

Fax: 973-257-0232 

email: margaret.crowe@biomet.com   

Preference for continued confidentiality  

(21 CFR 807.95) 

The existence of this submission, and the data and other 

information that it contains are confidential, and the 

protection afforded to such confidential information by 18 

U.S.C. § 1905, 21 U.S.C. § 331(j), 5 U.S.C. § 552, and 

other applicable laws is hereby claimed. 
 

 
 

EBI, LLC dba 
Biomet Spine 
100 Interpace Parkway 
Parsippany, NJ 07054 
800-526-2579 
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Indications for Use 

 

510(k) Number (if known): ___________ 

Device Name:  Solitaire
®

-C Cervical Spacer System 

Indications for Use: 

The Solitaire
®
-C Cervical Spacer System is indicated for stand-alone anterior cervical 

interbody fusion procedures in skeletally mature patients with cervical degenerative disc 

disease at one level from C2 to T1.  Cervical degenerative disc disease is defined as 

intractable radiculopathy and/or myelopathy with herniated disc and/or osteophyte formation 

on posterior vertebral endplates producing symptomatic nerve root and/or spinal cord 

compression confirmed by radiographic studies. The Solitaire
®
-C Cervical Spacer System is 

to be used with autograft and implanted via an anterior approach.  This cervical device is to 

be used in patients who have had six weeks of non-operative treatment. 

 

 
 

  Prescription Use   X  

(Part 21 CFR 801 Subpart D)  
AND/OR 

Over-The-Counter Use _______ 

(21 CFR 801 Subpart C)              

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

 

Concurrence of CDRH, Office of Device Evaluation (ODE) 
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510(k) Summary 

 
This summary of 510(k) safety and effectiveness information is being submitted in accordance with the 

requirements of 21 CFR § 807.92. 

 

Preparation Date: December 21,  2011 

Applicant/Sponsor: Biomet Spine 

100 Interpace Parkway 

Parsippany, NJ 07054 

 

Contact Person: 

 

Margaret F. Crowe 

Phone: 973-299-9300, ext. 2260   

Fax: 973-257-0232 

Trade name: Solitaire
®
-C Cervical Spacer System 

Common Name:   Cervical interbody fusion device 

Classification Name 

(Product Code): 

Intervertebral Fusion Device with Integrated Fixation, 

Cervical (OVE) 

 

Device Panel - Regulation No.: Orthopedics - 21 CFR 888.3080 

 

Device Description:  

The purpose of this submission is to gain market clearance for the Solitaire-C Cervical Spacer System.  The 

Solitaire
®
-C Cervical Spacer System consists of spacers and bone screws for stand-alone cervical intervertebral 

body fusion.  The Solitaire
®
-C spacer will be available in a variety of sizes, angles and footprints.  

This cervical spacer has a PEEK main body with a titanium faceplate and band, and tantalum markers.  This 

device accepts titanium bone screws that are available in two diameters and multiple lengths. 

 

Indications for Use: 

The Solitaire
®
-C Cervical Spacer System is indicated for stand-alone anterior cervical interbody fusion 

procedures in skeletally mature patients with cervical degenerative disc disease at one level from C2 to T1.  

Cervical degenerative disc disease is defined as intractable radiculopathy and/or myelopathy with herniated 

disc and/or osteophyte formation on posterior vertebral endplates producing symptomatic nerve root and/or 

spinal cord compression confirmed by radiographic studies. The Solitaire
®
-C Cervical Spacer is to be used 

with autograft and implanted via an anterior approach.  This cervical device is to be used in patients who have 

had six weeks of non-operative treatment. 

 

Summary of Technologies: 

The technological characteristics (material, design and sizing) of the Solitaire-C Cervical Spacer System is the 

same as, or similar to, the predicate devices.  Examples of predicate devices include: 

 Solitaire PEEK Anterior Spinal System (Biomet Spine - K081395, K093629) 

 Coalition Spacer (Globus Medical – K083389) 

 AVS-C Spacer (Stryker Spine – K102606) 

 Synthes Zero-P Cervical Spacer (Synthes Spine – K072981, K093762) 

 C-Thru Spacer System (Biomet Spine – K092336) 

 Expandable PEEK Spacer (Biomet Spine – K082406) 
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Performance Data 

Mechanical testing recommended in the special controls guidance document entitled “Class II Special Controls 

Guidance Document: Intervertebral Body Fusion Device” was conducted.  The testing conducted, along with 

the ASTM standard, are listed below: 

1) Static Axial Compression (ASTM F-2077) 

2) Dynamic Axial Compression (ASTM F-2077) 

3) Static Compression-Shear (ASTM F-2077) 

4) Dynamic Compression-Shear (ASTM F-2077) 

5) Static Torsion (ASTM F-2077) 

6) Dynamic Torsion (ASTM F-2077) 

7) Subsidence (ASTM F-2267 and ASTM F-2077) 

8) Expulsion (ASTM Draft F-04.25.02.02) 

 

Additional mechanical testing was conducted to evaluate screw back out, screw push through, and 

interconnection testing between the spacer body and the faceplate. 

 

Mechanical testing shows that the mechanical strength of the subject device is sufficient for its intended use.   

 

Substantial Equivalence: 

The  Solitaire-C Cervical Spacer System is substantially equivalent to its predicate devices with respect to 

intended use and indications, technological characteristics, and principles of operation and do not present any 

new issues of safety or effectiveness.  The predicates listed above are distributed for similar indications, and/or 

have similar design features.  
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Truthful and Accuracy Statements 
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Section 7 
 

Class III Summary and Certification 
 
 

 
This submission is for a Class II device.  Therefore, this section is not applicable. 
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Section 9 
 

Declarations of Conformity and Summary Reports 
 

 

A Form FDA 3654 follows for each standard referenced in this 510(k) submission as 

outlined in the FDA Guidance Document entitled “Recognition and Use of Consensus 

Standards” dated September 17, 2007. Forms are included for the following standards: 

 

Materials 

9_1 ASTM F-2026-08 - Standard Specification for Polyetheretherketone (PEEK) Polymers 

for Surgical Implant Applications  

9_2 ASTM F-136-08
e1

 - Standard Specification for Wrought Titanium-6 Aluminum-4   

Vanadium ELI (Extra Low Interstitial) Alloy for Surgical Implant Applications (UNS 

R56401) 

9_3 ASTM F-560-08 - Standard Specification for Unalloyed Tantalum for Surgical Implant  

Applications (UNS R05200, UNS R05400)  

 

Testing 

9_4 ASTM F-2077-11- “Test Methods for Intervertebral Body Fusion Devices” 

9_5 ASTM F-2267-04 - “Standard Test Method for Measuring Load Induced Subsidence of 

Intervertebral Body Fusion Device Under Static Axial Compression” 

9_6 ASTM F-04.25.02.02, Static Push-Out Test Method for Intervertebral Body Fusion 

Devices (draft standard) 

      

Cleaning/Sterilization 
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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 references 
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 F-2026-08 Standard Specification for Polyetheretherketone (PEEK) Polymers for Spinal Implant Applications 

Please answer the following questions Yes No 

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

FDA Recognition number 3  ............................................................................................................................................................................................   # 11-219 
 

   

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 the standard? ..........................................  
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 any 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 510k?....................................................  

 

 

 

 

Title of guidance:       

1 The formatting convention for the title is: [SDO] [numeric identifier] 
 [title of standard] [date of publication] 
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html 
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 
 search.cfm  
4 The summary report should include: any adaptations used to adapt 
 to the device under review (for example, alternative test methods); 
 choices made when options or a selection of methods are descr bed; 
 deviations from the standard; requirements not applicable to the 
 device; and the name 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 of CDRH Guidance Documents can be found at 
 www.fda.gov/cdrh/guidance.html  
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EXTENT OF STANDARD CONFORMANCE 

SUMMARY REPORT TABLE 

STANDARD TITLE 
ASTM F-2026-08 STANDARD SPECIFICATION FOR POLYETHERETHERKETONE (PEEK) POLYMERS FOR SPINAL IMPLANT 

APPLICATIONS 

CONFORMANCE WITH STANDARD SECTIONS* 

SECTION NUMBER 
1-4 

SECTION TITLE 
Scope, Referenced Doments, Terminology, Classification 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

SECTION NUMBER 
5 

SECTION TITLE 
Properties 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

SECTION NUMBER 
6-8 

SECTION TITLE 
Sampling, Biocompatibility, Keywords 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

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

 report.  More than one page may be necessary. 
 Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
 information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section. 

Paperwork Reduction Act Statement 

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 

aspect of this collection of information, including suggestions for reducing this burden, to: 

 Center for Devices and Radiological Health 

 1350 Piccard Drive 

 Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information 

unless it displays a currently valid OMB control number. 
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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 references 
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 F-136-08e1 - Standard Specification for Wrought Titanium-6 Aluminum-4 Vanadium ELI (Extra Low Interstitial) Alloy for Surgical Implant 

Applications (UNS R56401), 2008 

Please answer the following questions Yes No 

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

FDA Recognition number 3  ............................................................................................................................................................................................   #  List 022 # 8-164 
 

   

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 the standard? ..........................................  
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 any 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 510k?....................................................  

 

 

 

 

Title of guidance:       

1 The formatting convention for the title is: [SDO] [numeric identifier] 
 [title of standard] [date of publication] 
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html 
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 
 search.cfm  
4 The summary report should include: any adaptations used to adapt 
 to the device under review (for example, alternative test methods); 
 choices made when options or a selection of methods are descr bed; 
 deviations from the standard; requirements not applicable to the 
 device; and the name 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 of CDRH Guidance Documents can be found at 
 www.fda.gov/cdrh/guidance.html  
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EXTENT OF STANDARD CONFORMANCE 

SUMMARY REPORT TABLE 

STANDARD TITLE 
ASTM F-136-08E1 - STANDARD SPECIFICATION FOR WROUGHT TITANIUM-6 ALUMINUM-4 VANADIUM ELI (EXTRA LOW 

INTERSTITIAL) ALLOY FOR SURGICAL IMPLANT APPLICATIONS (UNS R56401), 2008 

CONFORMANCE WITH STANDARD SECTIONS* 

SECTION NUMBER 
1-6 

SECTION TITLE 
Scope, Referenced Documents, Terminology, Product Classification, Ordering Information, 

Materials and Manufacture 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

SECTION NUMBER 
7-8  

SECTION TITLE 
Chemical Requirements,Mechanical Requirements  

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

SECTION NUMBER 
9-12 

SECTION TITLE 
Special Requirements, Certification,Quality Program Requirements, Keywords  

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

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

Paperwork Reduction Act Statement 

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 

aspect of this collection of information, including suggestions for reducing this burden, to: 

 Center for Devices and Radiological Health 

 1350 Piccard Drive 

 Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information 

unless it displays a currently valid OMB control number. 
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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 references 
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 F-560-08 Standard Specification for Unalloyed Tantalum for Surgical Implant Applications (UNS R05200, UNS R05400) 

Please answer the following questions Yes No 

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

FDA Recognition number 3  ............................................................................................................................................................................................   # 8-183 
 

   

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 the standard? ..........................................  
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 any 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 510k?....................................................  

 

 

 

 

Title of guidance:       

1 The formatting convention for the title is: [SDO] [numeric identifier] 
 [title of standard] [date of publication] 
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html 
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 
 search.cfm  
4 The summary report should include: any adaptations used to adapt 
 to the device under review (for example, alternative test methods); 
 choices made when options or a selection of methods are descr bed; 
 deviations from the standard; requirements not applicable to the 
 device; and the name 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 of CDRH Guidance Documents can be found at 
 www.fda.gov/cdrh/guidance.html  
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EXTENT OF STANDARD CONFORMANCE 

SUMMARY REPORT TABLE 

STANDARD TITLE 
ASTM F-560-08 STANDARD SPECIFICATION FOR UNALLOYED TANTALUM FOR SURGICAL IMPLANT APPLICATIONS (UNS R05200, 

UNS R05400) 

CONFORMANCE WITH STANDARD SECTIONS* 

SECTION NUMBER 
1-4 

SECTION TITLE 
Scope, Referenced Doments, Terminology, Ordering Information 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

SECTION NUMBER 
5-7 

SECTION TITLE 
Materials and Manufacture, Chemical Requirements, Mechanical Properties 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

SECTION NUMBER 
8-9 

SECTION TITLE 
Certification, Quality Program Requirements 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

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

 report.  More than one page may be necessary. 
 Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
 information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section. 

Paperwork Reduction Act Statement 

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 

aspect of this collection of information, including suggestions for reducing this burden, to: 

 Center for Devices and Radiological Health 

 1350 Piccard Drive 

 Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information 

unless it displays a currently valid OMB control number. 
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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 references 
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 F2077-11, Test Methods for Intervertebral Body Fusion Devices 

Please answer the following questions Yes No 

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

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

   

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

Is a summary report 4 describing the extent of conformance of the standard used included in the   
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 the standard? ..........................................  
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 any 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 510k?....................................................  

 

 

 

 

Title of guidance: Guidance for Industry and FDA Staff - Class II Special Controls Guidance Document: Intervertebral Body Fusion 

Device  

1 The formatting convention for the title is: [SDO] [numeric identifier] 
 [title of standard] [date of publication] 
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html 
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 
 search.cfm  
4 The summary report should include: any adaptations used to adapt 
 to the device under review (for example, alternative test methods); 
 choices made when options or a selection of methods are descr bed; 
 deviations from the standard; requirements not applicable to the 
 device; and the name 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 of CDRH Guidance Documents can be found at 
 www.fda.gov/cdrh/guidance.html  
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EXTENT OF STANDARD CONFORMANCE 

SUMMARY REPORT TABLE 

STANDARD TITLE 
ASTM F2077-11, TEST METHODS FOR INTERVERTEBRAL BODY FUSION DEVICES 

CONFORMANCE WITH STANDARD SECTIONS* 

SECTION NUMBER 
1-2, 3(except 3.2.9), 4 , 

5 

SECTION TITLE 
Scope, Referenced Documents, Terminology, Summary of Test Method, Significance & Use 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
See attachment for deviation from 3.2.9 

DESCRIPTION 
      

JUSTIFICATION 
      

SECTION NUMBER 
6 

SECTION TITLE 
Apparatus 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
See attachment for deviations to this section 

DESCRIPTION 
      

JUSTIFICATION 
      

SECTION NUMBER 
7-12 (except 8.3 and 

9.2) 

SECTION TITLE 
Sampling, Procedure for Static Tests, Procedure for Dynamic Tests, Report, Precision and 

Bias, Keywords 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
See attachment for deviations to 8.3 and 9.2 

DESCRIPTION 
      

JUSTIFICATION 
      

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
 explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 

 described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
 selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
 report.  More than one page may be necessary. 
 Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
 information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section. 

Paperwork Reduction Act Statement 

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 

aspect of this collection of information, including suggestions for reducing this burden, to: 

 Center for Devices and Radiological Health 

 1350 Piccard Drive 

 Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information 

unless it displays a currently valid OMB control number. 
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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 references 
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 F2267-04, Standard Test Method for Measuring Load Induced Subsidence of Intervertebral Body Fusion Device Under Static Axial Compression 

Please answer the following questions Yes No 

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

FDA Recognition number 3  ............................................................................................................................................................................................   # 11-185  
 

   

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 the standard? ..........................................  
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 any 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 510k?....................................................  

 

 

 

 

Title of guidance: Guidance for Industry and FDA Staff - Class II Special Controls Guidance Document: Intervertebral Body Fusion 

Device  

1 The formatting convention for the title is: [SDO] [numeric identifier] 
 [title of standard] [date of publication] 
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html 
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 
 search.cfm  
4 The summary report should include: any adaptations used to adapt 
 to the device under review (for example, alternative test methods); 
 choices made when options or a selection of methods are descr bed; 
 deviations from the standard; requirements not applicable to the 
 device; and the name 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 of CDRH Guidance Documents can be found at 
 www.fda.gov/cdrh/guidance.html  
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EXTENT OF STANDARD CONFORMANCE 

SUMMARY REPORT TABLE 

STANDARD TITLE 
ASTM F2267-04, STANDARD TEST METHOD FOR MEASURING LOAD INDUCED SUBSIDENCE OF INTERVERTEBRAL BODY FUSION 

DEVICE UNDER STATIC AXIAL COMPRESSION 

CONFORMANCE WITH STANDARD SECTIONS* 

SECTION NUMBER 
1-5 

SECTION TITLE 
Scope, Referenced Documents, Terminology, Summary of Test Method, Significance and 

Use 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
No deviations 

DESCRIPTION 
  N/A 

JUSTIFICATION 
N/A 

SECTION NUMBER 
6 

SECTION TITLE 
Apparatus 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
Subsection 6.3, Test apparatus 

DESCRIPTION 
Section 6.3 of ASTM 2267-04 states that the test apparatus should consist of a universal joint, hollow pushrod, and stainless steel sphere.  The test 

laboratory's default is to use a self-leveling fixture, with a rigid M20 double ended adaptor to the actuator. 

JUSTIFICATION 
Default equipment used by testing laboratory.  Standard lists test apparatus as an example. Apparatus used applies forces in same manner. 

SECTION NUMBER 
7-11 

SECTION TITLE 
Sampling, Procedure for Static Axial Compression Test, Report, Precision and Bias, 

Keywords 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
No deviations 

DESCRIPTION 
N/A 

JUSTIFICATION 
N/A 

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

 report.  More than one page may be necessary. 
 Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
 information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section. 

Paperwork Reduction Act Statement 

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 

aspect of this collection of information, including suggestions for reducing this burden, to: 

 Center for Devices and Radiological Health 

 1350 Piccard Drive 

 Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information 

unless it displays a currently valid OMB control number. 
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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 references 
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 F-04.25.02.02, Static Push-Out Test Method for Intervertebral Body Fusion 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 the standard? ..........................................  
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 any 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 510k?....................................................  

 

 

 

 

Title of guidance: Guidance for Industry and FDA Staff - Spinal System 510(k)s 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
 [title of standard] [date of publication] 
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html 
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 
 search.cfm  
4 The summary report should include: any adaptations used to adapt 
 to the device under review (for example, alternative test methods); 
 choices made when options or a selection of methods are descr bed; 
 deviations from the standard; requirements not applicable to the 
 device; and the name 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 of CDRH Guidance Documents can be found at 
 www.fda.gov/cdrh/guidance.html  
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EXTENT OF STANDARD CONFORMANCE 

SUMMARY REPORT TABLE 

STANDARD TITLE 
ASTM F-04.25.02.02, STATIC PUSH-OUT TEST METHOD FOR INTERVERTEBRAL BODY FUSION DEVICES 

CONFORMANCE WITH STANDARD SECTIONS* 

SECTION NUMBER 
1-5 

SECTION TITLE 
Scope, Referenced Documents, Terminology, Definitions, Summary of Test Methods, 

Significance and Use 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
No deviations 

DESCRIPTION 
  N/A 

JUSTIFICATION 
N/A 

SECTION NUMBER 
6 

SECTION TITLE 
Apparatus 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
s 

DESCRIPTION 
. 

JUSTIFICATION 
      

SECTION NUMBER 
7-11 

SECTION TITLE 
Sampling, Procedure for Push Out, Report, Precision and Bias, Keywords 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
No deviations 

DESCRIPTION 
N/A 

JUSTIFICATION 
N/A 

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

 report.  More than one page may be necessary. 
 Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
 information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section. 

Paperwork Reduction Act Statement 

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 

aspect of this collection of information, including suggestions for reducing this burden, to: 

 Center for Devices and Radiological Health 

 1350 Piccard Drive 

 Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information 

unless it displays a currently valid OMB control number. 
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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 references 
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/ANSI/ISO 11137-2:2006 Sterilization of Healthcare Products: Radiation part 2: Establishing Sterilization Dose 

Please answer the following questions Yes No 

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

FDA Recognition number 3  ............................................................................................................................................................................................   # 14-225 
 

   

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 the standard? ..........................................  
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 any 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 510k?....................................................  

 

 

 

 

Title of guidance:       

1 The formatting convention for the title is: [SDO] [numeric identifier] 
 [title of standard] [date of publication] 
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html 
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 
 search.cfm  
4 The summary report should include: any adaptations used to adapt 
 to the device under review (for example, alternative test methods); 
 choices made when options or a selection of methods are descr bed; 
 deviations from the standard; requirements not applicable to the 
 device; and the name 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 of CDRH Guidance Documents can be found at 
 www.fda.gov/cdrh/guidance.html  
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EXTENT OF STANDARD CONFORMANCE 

SUMMARY REPORT TABLE 

STANDARD TITLE 
AAMI/ANSI/ISO 11137-2:2006 STERILIZATION OF HEALTHCARE PRODUCTS: RADIATION PART 2: ESTABLISHING STERILIZATION 

DOSE 

CONFORMANCE WITH STANDARD SECTIONS* 

SECTION NUMBER 
1-6 

SECTION TITLE 
Scope, references, abbreviations, terms and definitions, definition and maintenance of product 

families for dose setting, dose substantiation, and sterilization dose auditing, selection and 

testing of product for establishing and verifying the sterilization dose, methods of dose 

establishment 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

SECTION NUMBER 
9.2 

SECTION TITLE 
Procedure for Method Vdmax25 for multiple production batches 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

SECTION NUMBER 
10 

SECTION TITLE 
Auditing sterilization dose 

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

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

 report.  More than one page may be necessary. 
 Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
 information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section. 

Paperwork Reduction Act Statement 

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 

aspect of this collection of information, including suggestions for reducing this burden, to: 

 Center for Devices and Radiological Health 

 1350 Piccard Drive 

 Rockville, MD 20850 
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An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information 

unless it displays a currently valid OMB control number. 
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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 references 
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 

 ANSI/AAMI ST79, Comprehensive Guide to Steam Sterilization and Sterility Assurance in Health Care Facilities:2006 and A1:2008, A2:2009 

(Consolidated Text) 

Please answer the following questions Yes No 

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

FDA Recognition number 3  ............................................................................................................................................................................................   #  List 025, 14-280 
 

   

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 the standard? ..........................................  
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 any 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 510k?....................................................  

 

 

 

 

Title of guidance:       

1 The formatting convention for the title is: [SDO] [numeric identifier] 
 [title of standard] [date of publication] 
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html 
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 
 search.cfm  
4 The summary report should include: any adaptations used to adapt 
 to the device under review (for example, alternative test methods); 
 choices made when options or a selection of methods are described; 
 deviations from the standard; requirements not applicable to the 
 device; and the name 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 of CDRH Guidance Documents can be found at 
 www.fda.gov/cdrh/guidance.html  
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EXTENT OF STANDARD CONFORMANCE 

SUMMARY REPORT TABLE 

STANDARD TITLE 
ANSI/AAMI ST79, COMPREHENSIVE GUIDE TO STEAM STERILIZATION AND STERILITY ASSURANCE IN HEALTH CARE 

FACILITIES:2006 AND A1:2008, A2:2009 (CONSOLIDATED TEXT) 

CONFORMANCE WITH STANDARD SECTIONS* 

SECTION NUMBER 
8.6.1 

SECTION TITLE 
Sterilization parameters for wrapped or containarized items  

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
 Table 5 - Minimum cycle times for dynamic air-removal steam sterilization cycles 

DESCRIPTION 
Wrapped instruments for a 4 minute exposure time at 132°C and drying time of 20 to 30 minutes 

JUSTIFICATION 
To provide the hospital with validated reprocessing instructions 

SECTION NUMBER 
      

SECTION TITLE 
      

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

SECTION NUMBER 
      

SECTION TITLE 
      

CONFORMANCE? 

  Yes  No  N/A 

TYPE OF DEVIATION OR OPTION SELECTED 
      

DESCRIPTION 
      

JUSTIFICATION 
      

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

 report.  More than one page may be necessary. 
 Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
 information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section. 

Paperwork Reduction Act Statement 

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 

aspect of this collection of information, including suggestions for reducing this burden, to: 

 Center for Devices and Radiological Health 

 1350 Piccard Drive 

 Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information 

unless it displays a currently valid OMB control number. 
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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 references 
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 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
 [title of standard] [date of publication] 
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html 
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 
 search.cfm  
4 The summary report should include: any adaptations used to adapt 
 to the device under review (for example, alternative test methods); 
 choices made when options or a selection of methods are described; 
 deviations from the standard; requirements not applicable to the 
 device; and the name 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 of CDRH Guidance Documents can be found at 
 www.fda.gov/cdrh/guidance.html  
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EXTENT OF STANDARD CONFORMANCE 

SUMMARY REPORT TABLE 

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

 report.  More than one page may be necessary. 
 Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
 information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section. 

Paperwork Reduction Act Statement 

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 

time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 

completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 

aspect of this collection of information, including suggestions for reducing this burden, to: 

 Center for Devices and Radiological Health 

 1350 Piccard Drive 

 Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information 

unless it displays a currently valid OMB control number. 
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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 references 
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 TIR 30: A Compendium of Processes, materials, Test Methods, and Acceptance Criteria for Cleaning Reusable Medical Devices, 2003  

Please answer the following questions Yes No 

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

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

   

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

Is a summary report 4 describing the extent of conformance of the standard used included in the   
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 the standard? ..........................................  
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 any 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 510k?....................................................  

 

 

 

 

Title of guidance:       

1 The formatting convention for the title is: [SDO] [numeric identifier] 
 [title of standard] [date of publication] 
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html 
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 
 search.cfm  
4 The summary report should include: any adaptations used to adapt 
 to the device under review (for example, alternative test methods); 
 choices made when options or a selection of methods are described; 
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Section 10 
 

Executive Summary 
 

Purpose 

Biomet Spine markets a stand-alone lumbar intervertebral body fixation device with 

integrated fixation – the Solitaire
®
 PEEK Anterior Spinal System (found substantially 

equivalent in K081395).  Biomet Spine has developed a stand-alone cervical intervertebral 

body fixation device with integrated fixation – the Solitaire
®
-C Cervical Spacer System.  

This new cervical interbody fusion device is similar in design to its’ lumbar predecessor in 

terms of materials, and locking feature for the bone screws. 

 

The purpose of this premarket notification is to gain market clearance for the Solitaire-C 

Cervical Spacer System.  

Device Description  

The Solitaire
®
-C Cervical Spacer System consists of spacers and bone screws for stand-

alone cervical intervertebral body fusion.  The Solitaire
®

-C spacer will be available in a 

variety of sizes, angles and footprints, as outlined in Size section below.   

 

 

Intended Use 

The Solitaire
®
-C Cervical Spacer System consists of spacers (with bone screws) of various 

sizes, angles and footprints, which can be inserted between two cervical vertebral bodies to 

give support and correction during cervical interbody fusion procedures.  The screws 

(b)(4)
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Additional testing  

 

 

 

 

 

Clinical Information:  

Summary: 

The following information summarizes the characteristics of the Solitaire-C Cervical Spacer 

System and its predicates.  More detailed information is provided in the Substantial 

Equivalence Table in Section 12.  Based on this information, the Solitaire-C Cervical 

Spacers do not raise any additional questions regarding safety and/or effectiveness. 

 

(b)(4)

(b)(4)

(b)(4)

Records processed under FOIA Requst #2013-1979; Released by CDRH on 8/27/15

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



Biomet Spine 

Traditional 510(k) Premarket Notification 

_____________________________________________________________________________________ 

Page 10-5 

 The Solitaire-C Cervical Spacer has the same indications for use as the Synthes 

Zero-P and the AVS Anchor-C Spacer, and similar indications for use as the Globus 

Medical Coalition Spacer. 

 

 The sizing options for the Solitaire-C Cervical Spacer are the similar to the named 

cervical spacer predicate devices. 

 

 The design features of the Solitaire-C Spacer are similar to those of the named 

predicates.  All of the devices have a central cavity for placement of graft material, 

endplate engaging surfaces that provide stability, resist shear and rotational forces, 

and help to prevent migration.  All of the named products are offered in a variety of 

sizes and heights.  The named stand-alone devices (Coalition, AVS Anchor-C and 

Zero-P) have integrated fixation features. 

 

 The Solitaire-C Spacer is comprised of the exact same materials – PEEK, titanium 

and tantalum – as the Solitaire lumbar, Coalition, Zero-P and AVS Anchor-C.  The 

other named predicates, C-Thru and Expandable PEEK, utilize PEEK and tantalum. 

 

 The Solitaire-C Spacer body is provided in a sterile configuration.  The predicate 

PEEK spacers manufactured by Biomet Spine are provided sterile.  The devices are 

packaged in the same manner with the same materials as other cleared Biomet Spine 

sterile spacers.  The Solitaire-C bone screws are available non-sterile or sterile.  The 

Solitaire Lumbar bone screws cleared in K093629 are also available in these 2 

configurations. 

 

 Mechanical testing shows that the mechanical strength of the subject device is 

sufficient for the intended use.   

 

In conclusion, the subject device is substantially equivalent to other predicate spacer 

devices.  The mechanical testing provided in Section 18 and the supporting information 

included in Section 12 sufficiently demonstrates the substantial equivalence of the subject 

device to its predicates.  Based on this information, the Solitaire-C Spacer does not raise any 

new issues regarding safety or efficacy.  
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Section 11 
 

Device Description 
 

Purpose of Submission: 

The purpose of this submission is to gain market clearance for a new stand-alone cervical 

intervertebral body fusion device with integrated fixation – the Solitaire
®

-C Cervical Spacer 

System. 

 
Intended Use: 

The Solitaire
®
-C Cervical Spacer System consists of spacers (with bone screws) of various 

sizes, angles and footprints, which can be inserted between two cervical vertebral bodies to 

give support and correction during cervical interbody fusion procedures.  The screws 

protrude through the spacer portion of the device and stabilize the vertebral body while 

preventing expulsion of the implant. The large hollow geometry of the implant allows it to 

be packed with autogenous bone graft to facilitate fusion.  The implant is contained within 

the excised disc space, and does not protrude past the anterior wall of the vertebral body.  

This feature is designed to reduce soft tissue irritation.  The Solitaire-C is designed to 

address the risk of adjacent level ossification by remaining 5mm or greater from the adjacent 

level disc spaces. The Solitaire
®
-C incorporates integrated fixation, so supplemental fixation 

is not required. The Solitaire
®
-C Cervical Spacer System is intended to be implanted with 

Solitaire
®
-C bone screws.   

 

 

Indications for Use: 

The Solitaire
®
-C Cervical Spacer System is indicated for stand-alone anterior cervical 

interbody fusion procedures in skeletally mature patients with cervical degenerative disc 

disease at one level from C2 to T1.  Cervical degenerative disc disease is defined as 

intractable radiculopathy and/or myelopathy with herniated disc and/or osteophyte formation 

on posterior vertebral endplates producing symptomatic nerve root and/or spinal cord 

compression confirmed by radiographic studies. The Solitaire
®
-C Cervical Spacer System is 

to be used with autograft and implanted via an anterior approach.  This cervical device is to 

be used in patients who have had six weeks of non-operative treatment.   

 

Device Description: 

The Solitaire
®
-C Cervical Spacer System consists of spacers and bone screws for stand-

alone cervical intervertebral body fusion.  The Solitaire
®

-C spacer will be available in a 

variety of sizes, angles and footprints, as outlined in Size section below.   

 

The spacer body consists of the following sub-components: 

1)  
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2) 

3) 

4) 
 

These sub-components are factory assembled.   

 

 
Figure 1.  Illustration of the Solitaire-C Cervical Spacer System ( ) 
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Figure 2.   Illustration of Solitaire-C Bone Screw 

 

The locking mechanism  

 

  This locking mechanism is based on the design of the Solitaire 

lumbar spacer cleared in K081395. 

 

Figure 3.   Illustration of friction fit locking mechanism 

 

 

 

   

 

Sizes: 

The Solitaire
®
-C spacers will be available in the following widths/depths: 

 14mm width x 12mm depth 

 14mm width x 14mm depth 
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 16mm width x 12mm depth 

 16mm width x 14mm depth 

 16mm width x 15mm depth 

 16mm width x 16mm depth 

 18mm width x 12mm depth 

 18mm width x 14mm depth 

 18mm width x 15mm depth 

 18mm width x 16mm depth 

 20mm width x 14mm depth 

 20mm width x 15mm depth 

 20mm width x 16mm depth 

The spacers will be available in heights from 6mm to 12mm.  All sizes will be available in 

both parallel and lordotic styles. 

 

Standard Manual Surgical Instruments 

The instruments used to implant the device are general manual surgical instruments (21 CFR 

888.4540).  These types of instruments are generally fabricated from titanium alloy, various 

types of stainless steel, and polymeric materials.  Types of instruments include, but are not 

limited to: 

 Inserters (various styles) 

 Trials (various styles) 

 Rasps (various styles) 
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 Inserter Guides (various styles) 

 Modular Handles (various styles) 

 Awls (various styles) 

 Drill Sleeves (various styles) 

 Drill Bits (various styles) 

 Drivers (various styles) 

 Torque Wrenches 

 Slotted Mallet 

 Slide Hammer 

 Bone Graft Mold 

 Instrument Trays/Caddies 

 Instrument Trays/Caddies with QR codes 

A sample instrument label and the draft Instructions for Use for the Solitaire
®

-C instruments 

is included in Section 13. 

 

Representative Drawings: 

Engineering drawings for the subject implants are included in Attachment 11-2. 
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Attachment 11-1 
 

   Solitaire®-C Implant Part Numbers 

   Lordotic Spacers 
 

   Part Number Description 
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 Parallel Spacers 
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Bone Screws 
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Attachment 11-2 
 

Engineering Drawings 

 

11_2_1: Spacer Body Assembly 

 

11_2_2: Titanium Faceplate 

 

11_2_3: PEEK Spacer Body 

 

11_2_4: Titanium Band 

 

11_2_5: Bone Screws 
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Section 12 
 

Substantial Equivalence Discussion  

 

The subject Solitaire-C Cervical Spacer System components are substantially equivalent 

to the predicates as intervertebral body fusion devices in regards to intended use, design, 

materials, and operational principles. Listed below are examples of other predicate 

cervical spacer systems with integrated fixation (OVE) commercially distributed for 

similar indications. The Solitaire PEEK Anterior Spinal System (cleared under product 

code OVD) is also listed as a predicate device because of the similarities in design. The 

C-Thru Spacer system, which is cleared for use in anterior cervical fusion procedures 

under the ODP product code, is listed as a predicate device because of design and 

material comparisons. The additional anterior cervical plating systems are listed below as 

they are referenced in the Mechanical Testing section of the submission. A Substantial 

Equivalence table comparing the indications, materials and design features to 

demonstrate that the subject components are substantially equivalent to the predicates is 

attached.  Additional information on the predicate devices follows the Substantial 

Equivalence table.   

 

The Solitaire-C Cervical Spacer System is substantially equivalent to the following 

systems: 

 Solitaire PEEK Anterior Spinal System (Biomet Spine- K081395, K093629) 

 Coalition Spacer (Globus Medical – K083389) 

 AVS Anchor-C Spacer (Stryker Spine – K102606) 

 Synthes Zero-P Cervical Spacer (Synthes Spine – K072981, K093762) 

 C-Thru Spacer System (Biomet Spine – K092336) 

 Expandable PEEK Spacer (Biomet Spine – K082406) 

 

The following additional devices have been referenced in the Mechanical Testing report 

in Section 18: 

 Uniplate Anterior Cervical Plating System (DePuy Spine – K042544) 

 SpineLink Anterior Cervical Spinal System (Biomet Spine – K973923) 

 Synthes Cervical Spine Locking Plate (Synthes Spine – K945700) 

 

Intended Use 

The Solitaire-C subject device has the same intended use as two of the other devices cleared 

under the OVE product code (AVS Anchor-C, and Zero-P) – all are indicated for anterior 

cervical interbody fusion procedures in skeletally mature patients with cervical 

degenerative disc disease at one level from C2 to T1.  Cervical degenerative disc disease 
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Design 
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Packaging/Sterilization 

The subject Solitaire-C spacer body is packaged sterile in the same manner as the 

Solitaire lumbar, Expandable PEEK and C-thru spacers. The Solitaire-C bone screws will 

be packaged either sterile or non-sterile.  The sterile packaging will be similar to the 

packaging used for the Biomet sterile pacers.  The Solitaire-C bone screws will be 

available in a sterile or non-sterile configuration, just as the Solitaire lumbar screws 

cleared in K093629. 

 

Operational Principles 

The method of site preparation and implantation are similar for the subject and predicate 

OVE devices for intervertebral body fusion. Similar types of instrumentation are used to 

implant the subject device as the predicate implants.  All of the predicate OVE devices 

may be implanted without supplemental fixation. 

 

Conclusion: 

The following information summarizes the characteristics of the Solitaire-C Cervical 

Spacer and its predicates.     

 The intended use for the subject Solitaire-C device is similar to the indications for 

the other stand-alone cervical interbody devices listed as predicates. 

 

 The sizing options for the Solitaire-C Spacer System are similar to those for the 

named cervical interbody fusion predicates. 
 

 The design features of the Solitaire-C Spacer are similar to those of the named 

lumbar/cervical stand-alone predicates. 

 

 The Solitaire-C Spacer is fabricated from the same materials as the named 

predicate devices.  All of these materials have a long history of successful clinical 

use. 

 

 The Solitaire-C Spacer will be provided sterile, as is the Solitaire lumbar and the 

C-thru spacer. The Solitaire-C will be packaged in the same manner with the same 
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materials as other cleared Biomet Spine spacers.  The bone screws will be 

packaged in the same manner as the Solitaire lumbar bone screws. 

 

 Similar instrumentation is used to implant the Solitaire-C, as well as the predicate 

devices. 

 

 Mechanical testing shows that the mechanical strength of the subject device is 

sufficient for the intended use. A full discussion of the mechanical testing is 

included in Section 18. 

 

In conclusion, the subject Solitaire-C device is substantially equivalent to the named 

predicate spacer devices. The mechanical testing provided in Section 18 and the 

supporting information included in this section sufficiently demonstrates the substantial 

equivalence of the Solitaire-C device to its predicates.  Based on this information, the 

Solitaire-C Spacer System does not raise any new issues regarding safety or efficacy. 
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Substantial Equivalence Table 

 
Device Solitaire-C Solitaire 

Lumbar 

Coalition AVS 

Anchor-C 

Synthes 

Zero-P 

C-Thru 

Spacer 

Manufacturer       

 Biomet Spine Biomet 

Spine 

Globus 

Medical 

Stryker 

Spine 

Synthes 

Spine 

Biomet Spine 

Device 

Information 

      

510(k) 

Number 

Subject K081395 

K093629 

K083389 K102606 K072981 

K093762 

K092336 

Product 

Codes 

OVE OVD OVE OVE OVE ODP/MQP 

Intended Use       

Stand-alone 

cervical 

interbody 

fusion 
√ 

Lumbar 

stand-

alone √ √ √ 

Cervical 

interbody 

with 

supplemental 

fixation 

Material       

 

Design 

Styles 

Heights 

Footprints 

(mm) 

Width x 

Depth 

Bone Screws 

Locking 

Mechanism 

Operational 

Principle 

Stand-alone 

Spacer 

Use with 

autograft 
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Attachment 12-1 

Predicate Device Information 
 

 Solitaire PEEK Anterior Spinal System (Biomet Spine- K081395, K093629) 

 Coalition Spacer (Globus Medical – K083389) 

 AVS Anchor-C Spacer (Stryker Spine – K102606) 

 Synthes Zero-P Cervical Spacer (Synthes Spine – K072981, K093762) 

 C-Thru Spacer System (Biomet Spine – K092336) 

 Expandable PEEK Spacer (Biomet Spine - K082406) 

Predicates cited in Mechanical Testing Section 18: 

 Uniplate Anterior Cervical Plating System (DePuy Spine – K042544) 

 SpineLink Anterior Cervical Spinal System (Biomet Spine – K973923) 

 Synthes Cervical Spine Locking Plate (Synthes Spine – K945700) 
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Biomet Spine 

Traditional 510(k) Premarket Notification 

__________________________________________________________________________________ 
 

 

 

 

 
 

 

 

Section 13 

 
Proposed Labeling 

 
Samples of the following proposed labeling are attached:  

 

Attachment 13-1   Draft carton labels for Solitaire-C implants 

 

Attachment 13-2   Draft Instructions for Use for Solitaire-C implants 

 

Attachment 13-3   Draft Surgical Technique 

 

Attachment 13-4   Draft carton label for reusable instruments 

 

Attachment 13-5   Draft Instructions for Use for Reusable Surgical Instruments  
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Attachment 13-2 

 

Draft Package Insert 

 

Biomet Spine 

100 Interpace Parkway 

Parsippany, NJ 07054 

 

Solitaire
®
-C Cervical Spacer System 

 

         060582-00 

Date: 2011-12 

 

Attention Operating Surgeon  

 

 

DEVICE DESCRIPTION  

The Solitaire
®
-C Cervical Spacer System consists of spacers and bone screws for stand-alone 

cervical intervertebral body fusion.  The Solitaire
®

-C spacer will be available in a variety of 

sizes, angles and footprints to accommodate variations in patient anatomy.  The Solitaire-C 

dimensions are designed to accommodate skeletally mature patients.   

The main PEEK body is C-shaped, with walls to provide structural integrity.  The top and bottom 

walls have a macrotextured surface to grip into the endplates of the vertebral body to reduce 

implant migration, while providing optimum surface contact with the vertebral body.  The spacer 

is available in two styles- lordotic and parallel.  The lordotic style will have incorporate 7° of 

lordosis, while the parallel style will have flat superior and inferior surfaces. 

The titanium faceplate is located on the anterior aspect of the spacer implant.  The faceplate has 

two threaded holes for bone screw interference and accepts the Solitaire
®
-C bone screws. The 

titanium alloy band sits in a groove on the exterior surface of the main PEEK body.  This band 

attaches the PEEK spacer body to the titanium faceplate, and is designed to provide stability and 

strength to the spacer, as well as to aid in visualization of the implant on X-ray or fluoroscopy.  

Tantalum markers are present in the PEEK body to aid in visualization of the implant. 

Bone screws will be available in two diameters and multiple lengths.   

 

MATERIALS 

The Solitaire
®
-C Cervical Spacer System is fabricated from the following materials: 

 PEEK Optima LT1 (provided by Invibio, Ltd.)  per ASTM specification F-2026 (spacer 

body) 

 Titanium alloy (Ti-6Al-4V-ELI) per ASTM specification F-136 (Titanium faceplate, 

band and bone screws) 

 Unalloyed tantalum per ASTM specification F-560 (markers in spacer body) 

 

INTENDED USE 
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The Solitaire
®
-C Cervical Spacer System consists of spacers (with bone screws) of various sizes, 

angles and footprints, which can be inserted between two cervical vertebral bodies to give 

support and correction during cervical interbody fusion procedures.  The screws protrude 

through the spacer portion of the device and stabilize the vertebral body while preventing 

expulsion of the implant. The large hollow geometry of the implant allows it to be packed with 

autogenous bone graft to facilitate fusion.  The implant is contained within the excised disc 

space, and does not protrude past the anterior wall of the vertebral body.  This feature is designed 

to reduce soft tissue irritation. The Solitaire-C is designed to address the risk of adjacent level 

ossification by remaining 5mm or greater from the adjacent level disc spaces. The Solitaire
®
-C 

incorporates integrated fixation, so supplemental fixation is not required.  The Solitaire
®
-C 

Cervical Spacer System is intended to be implanted with Solitaire
®
-C bone screws.   

 

INDICATIONS FOR USE 

The Solitaire
®
-C Cervical Spacer System is indicated for stand-alone anterior cervical interbody 

fusion procedures in skeletally mature patients with cervical degenerative disc disease at one 

level from C2 to T1.  Cervical degenerative disc disease is defined as intractable radiculopathy 

and/or myelopathy with herniated disc and/or osteophyte formation on posterior vertebral 

endplates producing symptomatic nerve root and/or spinal cord compression confirmed by 

radiographic studies. The Solitaire
®
-C Cervical Spacer System is to be used with autograft and 

implanted via an anterior approach.  This cervical device is to be used in patients who have had 

six weeks of non-operative treatment.   

 

 

INSTRUCTIONS FOR USE 

Caution: The Solitaire-C Cervical Spacer System should only be implanted by surgeons who are 

fully experienced in the use of such implants and the required specialized spinal surgical 

techniques. Refer to the Solitaire-C Surgical Technique for complete Instructions-for-Use. For a 

copy of the surgical technique, please contact your sales representative at the address provided 

below. 

 

CONTRAINDICATIONS 

Contraindications include, but are not limited to: 

1. Infection, systemic, spinal or localized 

2. Morbid obesity 

3. Signs of local inflammation 

4. Fever or leukocytosis 

5. Metal sensitivity/allergies to the implant materials 

6. any medical or surgical condition which would preclude the potential benefit of spinal implant 

surgery, such as the elevation of sedimentation rate unexplained by other diseases, elevation of 

white blood count (WBC), or a marked left shift in the WBC differential count 

7. Grossly distorted anatomy due to congenital abnormalities 

8. Rapid joint disease, bone absorption, osteopenia, and/or osteoporosis (osteoporosis is a 

relative contraindication since this condition may limit the degree of obtainable correction, the 

amount of mechanical fixation, and/or the quality of the bone graft) 

9. Any case not needing a bone graft and fusion or where fracture healing is not required 

10. Any patient having inadequate tissue coverage over the operative site  
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11. Any patient unwilling to cooperate with the postoperative instructions 

12. Prior fusion at the level(s) to be treated. 

 

WARNINGS 

The surgeon should be aware of the following: 

 

1. The correct selection of the implant is extremely important. The potential for success is 

increased by the selection of the proper size, shape and design of the implant. The size and 

shape of the human spine presents limiting restrictions of the size and strength of implants. No 

implant can be expected to withstand the unsupported stresses of full weight bearing. 

 

2. The surgeon must ensure that all necessary implants and instruments are on hand prior to 

surgery. The device must be handled and stored carefully, protected from damage, 

including from corrosive environments. They should be carefully unpacked and inspected for 

damage prior to use. 

 

3. All instruments must be cleaned and sterilized prior to surgery. 

 

4. Do not reuse implants/devices. While an implant/device may appear undamaged, previous 

stress may have created imperfections that would reduce the service life of the implant/device. 

 

5. Do not treat patients with implants/devices that have been even momentarily placed in or used 

on a different patient. 

 

6. Proper implant selection and patient compliance to postoperative precautions will greatly 

affect surgical outcomes. Patients who smoke have been shown to have an increased incidence of 

nonunion. Therefore, these patients should be advised of this fact and warned of the potential 

consequences. 

 

7. Postoperative care is important. The patient should be instructed in the limitations of his/her 

implant and should be cautioned regarding weight bearing and body stress on the appliance prior 

to secure bone healing. 

 

8. Patients with previous spinal surgery at the level(s) to be treated may have different clinical 

outcomes compared to those without a previous surgery. 

 

9. The Solitaire-C spacer must be implanted with the Solitaire-C titanium screws that are part of 

the system. 

 

9. The Solitaire-C Cervical Spacer System has not been evaluated for safety and 

Compatibility in the MR environment. The Solitaire-C Cervical Spacer System has not 

been tested for heating or migration in the MR environment. 

 

 

PRECAUTIONS 

Preoperative: 

Page 13-7

Records processed under FOIA Requst #2013-1979; Released by CDRH on 8/27/15

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



1. Only patients that meet the criteria described in the indications should be selected. 

 

2. Care should be used in the handling and storage of the implant components. The implants 

should not be scratched or otherwise damaged. Implants and instruments should be protected 

during storage especially from corrosive environments. 

 

3.  Biomet Spine implants should not be used with implants or instruments from another 

manufacturer for reasons of metallurgy, mechanics and design. 

 

Intraoperative: 

1. Any instruction manuals should be carefully followed. 

 

2. At all times, extreme caution should be used around the spinal cord and nerve roots. Damage 

to nerves may occur resulting in a loss of neurological functions. Bone grafts must be placed in 

the area to be fused. 

 

Postoperative: 

1. The physician’s postoperative directions and warnings to the patient and the corresponding 

patient compliance are extremely important. 

 

2. Detailed instructions on the use and limitations of the device should be given to the patient. If 

partial weight-bearing is recommended or required prior to firm bony union, the patient 

must be warned that bending, loosening or breakage of the components is complications which 

can occur as a result of excessive or early weight-bearing or excessive muscular activity. The 

risk of bending, loosening, or breakage of an internal fixation device during postoperative 

rehabilitation may be increased if the patient is active, or if the patient is debilitated, demented, 

or otherwise unable to use crutches or other such weight supporting devices. The patient should 

be warned to avoid falls or sudden jolts in spinal position. 

 

3. To allow maximum chances for a successful surgical result, the patient or device should not be 

exposed to mechanical vibrations that may loosen the device construct. The patient 

should be warned of this possibility and instructed to limit and restrict physical activities, 

especially lifting, twisting motions and any type of sport participation. The patient should be 

advised not to smoke or consume alcohol during the bone graft healing process. 

 

4. If a nonunion develops or if the components loosen, bend, and/or break, the device(s) should 

be revised and/or removed immediately before serious injury occurs. Failure to immobilize a 

delayed or nonunion of bone will result in excessive and repeated stresses on the implant. By the 

mechanism of fatigue these stresses can cause eventual bending, loosening, or breakage of the 

device(s). It is important that immobilization of the spinal surgical site be maintained until firm 

bony union is established and confirmed by radiographic examination. The patient must be 

adequately warned of these hazards and closely supervised to ensure cooperation until bony 

union is confirmed. 

 

5. Any retrieved devices should be treated in such a manner that reuse in another surgical 

procedure is not possible. As with all orthopaedic implants, none of the Solitaire-C 
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Cervical Spacer System components should ever be reused under any circumstances. 

 

 

POTENTIAL ADVERSE EFFECTS AND COMPLICATIONS 

Possible adverse effects include, but are not limited to: 

1. Bending, loosening, migration or fracture of the implants or instruments 

2. Loss of fixation 

3. Sensitivity to a metallic foreign body, including possible tumor formation 

4. Skin or muscle sensitivity in patients with inadequate tissue coverage over the operative site, 

which may result in skin breakdown and/or wound complications 

5. Nonunion or delayed union 

6. Infection 

7. Nerve or vascular damage due to surgical trauma, including loss of neurological function, 

dural tears, radiculopathy, paralysis and cerebral spinal fluid leakage 

8. Gastrointestinal, urological and/or reproductive system compromise, including sterility, 

impotency and/or loss of consortium 

9. Pain or discomfort at the operative and/or bone graft donor site 

10. Bone loss due to resorption or stress shielding, or bone fracture at, above or below the level 

or surgery (fracture of the vertebra) 

11. Hemorrhage of blood vessels and/or hematomas 

12. Misalignment of anatomical structures, including loss of proper spinal curvature, correction, 

reduction and/or height 

13. Bursitis 

14. Inability to resume activities of normal daily living 

15. Reoperation 

16. Death 

 

STERILIZATION 

 

Unless supplied sterile, devices must be sterilized prior to surgical use. Product provided sterile 

is sterilized by exposure to a minimum dose of 2.5 Megarads (25kGy) gamma radiation. Where 

specified, do not use implants after expiration date. Re-sterilization is not recommended. 

 

For product supplied non-sterile, all packaging materials must be removed prior to sterilization. 

The following steam sterilization parameters are recommended: 

 

U.S. Sterilization Parameters: 

Cycle: Pre-vacuum Steam 

Temperature: 270°F/132°C 

Time: 4 minutes 

Drying Time: 30 minutes 

Note: Allow for cooling 

 

FDA cleared sterilization wraps should be used to maintain sterility after processing. 

 

European Union Sterilization Parameters: 
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Cycle: Pre-vacuum Steam 

Temperature: 275°F/135°C 

Time: 3 minutes 

Drying Time: 30 minutes 

Note: Allow for cooling 

 

Biomet does not recommend stacking of trays during the sterilization process. 

Individuals or hospitals not using the recommended method, temperature, and time are advised 

to validate any alternative methods or cycles using an approved method or standard. 

 

Additional information about instrumentation (including assembly/disassembly) may be found in 

the system surgical technique, reference guide and/or associated package inserts. 

 

Refer to the Biomet Non-sterile Instrument IFU for full processing instructions for instruments. 

 

CAUTION 

Federal (USA) law restricts these devices to sale by or on the order of a licensed physician. 

 

INFORMATION 

For further information, please contact the Customer Service Department at: 

 

Biomet Spine 

100 Interpace Parkway 

Parsippany, NJ 07054 

(973) 299 9300, (800) 526 2579 

www.biometspine.com 

 

Key to label symbols: 

      

By prescription only   Do not reuse                    Date of Manufacture 

 

 

Caution, consult accompanying documents 

 

 

 Batch Code                Sterilized using Gamma radiation 

 

See Package Insert for Labeling Limitations 
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Attachment 13-3 

Draft Surgical Technique 

Solitaire-C Cervical Spacer System 
  

 

The Solitaire
®
-C Cervical Spacer System is indicated for stand-alone anterior cervical interbody 

fusion procedures in skeletally mature patients with cervical degenerative disc disease at one 

level from C2 to T1.  Cervical degenerative disc disease is defined as intractable radiculopathy 

and/or myelopathy with herniated disc and/or osteophyte formation on posterior vertebral 

endplates producing symptomatic nerve root and/or spinal cord compression confirmed by 

radiographic studies. The Solitaire
®
-C Cervical Spacer System is to be used with autograft and 

implanted via an anterior approach.  This cervical device is to be used in patients who have had 

six weeks of non-operative treatment.   

  

 

1.  Surgical Approach 

 

The patient is positioned supine on the operative table with a folded towel beneath the 

intrascapular region to maintain the head in slight extension. The use of a head halter attached to 

an outrigger for traction may be helpful. If fluoroscopy is used, it can be utilized at this point to 

confirm positioning and check that the desired vertebral levels can be adequately visualized. 

 

A standard anterior approach to the mid and lower cervical spine is utilized. This can be through 

one of several incisions with the exposure typically medial to the carotid sheath and lateral to the 

trachea and esophagus. Adequate fascial plane release is important for optimal exposure. After 

identification of the disc space through intraoperative confirmation of levels with x-ray, 

preparation for anterior interbody fusion is begun. 

 

 

2. Vertebral Body Distraction And Discectomy 

 

The Distraction Pins are loaded into the Distraction Pin/Tack Inserter by pulling back on the 

locking sleeve, sliding the Pin into place and releasing the sleeve.  Place one distraction pin in 

the vertebral body superior to the affected level and the other distraction pin in the vertebral body 

inferior to the affected level.  The Pin Distractor is placed over the Pins and opened as needed. 

The discectomy and resection of osteophytes is now completed, and further preparation of the 

interbody fusion bed is performed as indicated.  

 

 

3. Preparing the Endplates and Sizing Disc Space 

 

Rasps and Trials are double sided to add efficiency in utilizing different sizes before committing 

to a certain disc height.  These instruments correspond to the implant footprints and are available 

in 5-12mm heights in 1mm increments similar to the implants.  Please note that while trials and 

rasps contain a 5mm height, that height is not available in an implant.   
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After determining which implant footprint the surgeon would like to use, use the corresponding 

rasps and trials to prepare the endplates and size the disc space respectively.   

 

Note that the rasps are designed so that the teeth cut on the backstroke as the instrument is being 

pulled away from the spinal cord.  A single sided rasp can also be utilized to prepare the 

endplates. 

 

When trialing, use incrementally larger sizes until a tight fit is achieved. There should be no gaps 

between the prepared site and trial. 

  

Notes:  Trial and rasp heights are measured to the height of the implant.  Each implant height is 

measured from the peaks serrations.  Each rasp height is measured from the tip of the teeth. 

  

CAUTION: Aggressive preparation of the endplate may remove excessive bone and weaken the 

endplate. 

 

 

4.  Inserter Guide Assembly 

 

The Solitaire-C system offers inserter guides which attach to modular shaft/handles and facilitate 

screw hole preparation and screw insertion through the same instrument.  Select the inserter 

guide that corresponds to the final implant size to be used.  Each implant width and height has a 

corresponding guide tip which is color coded to match a particular spacer height.  

 

Attach the inserter guide to the modular shaft/handle by inserting the distal tip of the modular 

shaft/handle into the mating connection feature on the inserter guide.  Now place the inner shaft 

down the modular shaft/handle and turn the knob at the proximal end of the inner shaft clockwise 

to capture the inner shaft in the modular shaft/handle. 

 

 
 

 

5.  Implant Attachment 

 

Attach the implant to the inserter guide assembly by placing the anterior aspect of the implant 

against the mating distal end of the inserter guide assembly.  Since the implant and inserter guide 

are rotationally symmetric, orientation is not a concern.  Turn the knob at the proximal end of the 
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inserter guide assembly clockwise to thread the inner shaft into the center fixation hole on the 

spacer. 

 

OR tip:  Confirm proper orientation of guide to implant by inserting an awl or drill with 

centering sleeve or driver option down one of the inserter guide tubes.  The instrument should 

easily seat into the guide with no manipulation. 

 

 

6. Implant Insertion 

 

Impact the implant into the fusion site by striking the knob of the inserter guide assembly.  Each 

implant contains two markers 1mm from the posterior wall of the implant that can be used as a 

reference when inserting and using fluoroscopy.  Additionally the implant guide assemblies have 

stops which countersink the implant a maximum of 2mm into the disk space relative to the 

anterior face of the vertebral body.  Release any distractors in use to ensure implant is fully 

engaged with endplates.   

 

 

7.  Screw Hole Preparation 

 

A variety of drills, awls, and centering sleeves are available to aid in screw hole preparation and 

meet anatomical challenges.  The following combinations are available: 
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Drill/Awl Sleeve 
This stand alone tube is placed directly into the inserter guide 

after implant insertion.  Straight Awls and Drills can be used 

with this instrument.  Both have a positive hard stop just below 

color- coded sleeve. 

X X   

Drill/Awl Spring Sleeve 
This tube is intended to be pre-attached to straight drills and 

awls prior to insertion into the inserter guide.  Standard drills 

and awls have a positive hard stop just below the color coded 

sleeve that interacts with this guide tube. 

X X   

Tip with Malleable Shaft for Angled Drill/Awl 
This tip with malleable shaft can be used with any awl or drill 

option but is primarily used with the angled awls and angled 

drill bits.  It is intended to be placed directly into the inserter 

guide prior to inserting a drill or awl.  It has a malleable nitinol 

X X X X 
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handle that can be positioned to help avoid anatomical 

challenges.  Angled drills and awls have a visible hard stop 

against the face of this guide.  Straight drills and awls have an 

internal stop. 

Short Centering Tip for Angled Drill/Awl 
This centering tip can be used with any awl or drill option but is 

primarily used with the angled awls and angled drill bits.  It is 

intended to be placed directly into the inserter guide prior to 

inserting a drill or awl.  Angled drills and awls have a visible 

hard stop against the face of this guide.  Straight drills and awls 

have an internal stop. 

X X X X 

 

All awls and drills are available in 11 to 18mm lengths and are designed to be connected to an 

AO quick connect handle while preparing the screw hole.  The standard awl, standard drill, and 

angled awl have color coded sleeves that match screw length to help ensure proper drill depth.  

Awls or drills must be used with one of the above centering sleeve options passing through the 

inserter guide to ensure proper drilling depth. 

 

 

8. Screw Insertion 

 

Affix the desired size screw to the desired screw driver by seating the distal tip of the driver into 

the hexalobe on the screw head.  This is fixed via a stab-and-grab mechanism and requires no 

secondary tightening of the inserter into the screw.  Multiple screw driver options are available.  

These include an auto-centering driver, driver with centering sleeve, driver with spring loaded 

sleeve, flexible link driver, and driver bits which attach to the fixed angle driver.  (Non-retaining 

screw drivers that do not have a stab and grab mechanism are also available.) 

 

 

9. Final Tightening 

 

Place the screw into the appropriate screw hole through the inserter guide assembly.  Insert each 

screw until solid engagement of the cancellous thread occurs.  Repeat for the contralateral hole.  

Place the torque driver into the hexalobe drive of the screw and turn handle until an audible 

“click” is heard at approximately 15±1 in. lbs. of force.  The inserter guide assembly should 

remain engaged during screw insertion and final tightening to serve as a counter torque.   

 

 

10. Closure and Postoperative Care 

 

A routine wound closure is then performed. 

 Routine monitoring of the vital signs, and of the hemodynamic and neurologic status of 

the patient 

 Pain medication 

 NG tubes and/or Foley catheters are discontinued within 24 - 48 hours 

 Diet is restricted to small amounts of liquids until return of bowel function is completed 

 The patient is encouraged to ambulate as soon as possible.  The individual surgeon 

determines activity level 
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 Braces are to be used at each surgeon’s discretion 

 

 

11. Implant Removal 

 

Should it become necessary to remove the Solitaire-C Spacer, the following guidelines should be 

observed: 

 

 Removal follows the reverse order of implantation  

 Soft tissue on the anterior surface of the implant should be removed. 

 Place the inner shaft into the implant remover. 

 Attach the implant remover to the implant by turning the knob clockwise until tight. 

 Remove the screws using a screw driver. 

 Once screws are removed, remove implant from wound site.  The slotted mallet or 

slide hammer can be used to aid in implant removal if necessary. 

 

 

12. Angled Driver Bit Removal 

 

The driver bit and drill bits placed on the fixed angle driver should be removed using the angled 

driver bit remover.  To remove a bit, place the bit through the custom tips of the remover until 

the face of the tips contact the housing of the fixed angle driver.  Squeeze the handles of the 

remover to disengage the bit. 
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INDICATIONS FOR USE 

The Solitaire
®
-C Cervical Spacer System is indicated for stand-alone anterior cervical interbody 

fusion procedures in skeletally mature patients with cervical degenerative disc disease at one 

level from C2 to T1.  Cervical degenerative disc disease is defined as intractable radiculopathy 

and/or myelopathy with herniated disc and/or osteophyte formation on posterior vertebral 

endplates producing symptomatic nerve root and/or spinal cord compression confirmed by 

radiographic studies. The Solitaire
®
-C Cervical Spacer System is to be used with autograft and 

implanted via an anterior approach.  This cervical device is to be used in patients who have had 

six weeks of non-operative treatment.   

 

CONTRAINDICATIONS 

Contraindications include, but are not limited to: 

1. Infection, systemic, spinal or localized 

2. Morbid obesity 

3. Signs of local inflammation 

4. Fever or leukocytosis 

5. Metal sensitivity/allergies to the implant materials 

6. any medical or surgical condition which would preclude the potential benefit of spinal implant 

surgery, such as the elevation of sedimentation rate unexplained by other diseases, elevation of 

white blood count (WBC), or a marked left shift in the WBC differential count 

7. Grossly distorted anatomy due to congenital abnormalities 

8. Rapid joint disease, bone absorption, osteopenia, and/or osteoporosis (osteoporosis is a 

relative contraindication since this condition may limit the degree of obtainable correction, the 

amount of mechanical fixation, and/or the quality of the bone graft) 

9. Any case not needing a bone graft and fusion or where fracture healing is not required 

10. Any patient having inadequate tissue coverage over the operative site  

11. Any patient unwilling to cooperate with the postoperative instructions 

12. Prior fusion at the level(s) to be treated. 

 

WARNINGS 

The surgeon should be aware of the following: 

 

1. The correct selection of the implant is extremely important. The potential for success is 

increased by the selection of the proper size, shape and design of the implant. The size and 

shape of the human spine presents limiting restrictions of the size and strength of implants. No 

implant can be expected to withstand the unsupported stresses of full weight bearing. 

 

2. The surgeon must ensure that all necessary implants and instruments are on hand prior to 

surgery. The device must be handled and stored carefully, protected from damage, 

including from corrosive environments. They should be carefully unpacked and inspected for 

damage prior to use. 

 

3. All instruments must be cleaned and sterilized prior to surgery. 
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4. Do not reuse implants/devices. While an implant/device may appear undamaged, previous 

stress may have created imperfections that would reduce the service life of the implant/device. 

 

5. Do not treat patients with implants/devices that have been even momentarily placed in or used 

on a different patient. 

 

6. Proper implant selection and patient compliance to postoperative precautions will greatly 

affect surgical outcomes. Patients who smoke have been shown to have an increased incidence of 

nonunion. Therefore, these patients should be advised of this fact and warned of the potential 

consequences. 

 

7. Postoperative care is important. The patient should be instructed in the limitations of his/her 

implant and should be cautioned regarding weight bearing and body stress on the appliance prior 

to secure bone healing. 

 

8. Patients with previous spinal surgery at the level(s) to be treated may have different clinical 

outcomes compared to those without a previous surgery. 

 

9. The Solitaire-C spacer must be implanted with the Solitaire-C titanium screws that are part of 

the system. 

 

9. The Solitaire-C Cervical Spacer System has not been evaluated for safety and 

Compatibility in the MR environment. The Solitaire-C Cervical Spacer System has not 

been tested for heating or migration in the MR environment. 

 
 

STERILIZATION 

 

Unless supplied sterile, devices must be sterilized prior to surgical use. Product provided sterile 

is sterilized by exposure to a minimum dose of 2.5 Megarads (25kGy) gamma radiation. Where 

specified, do not use implants after expiration date. Re-sterilization is not recommended. 

 

 

For product supplied non-sterile, all packaging materials must be removed prior to sterilization. 

The following steam sterilization parameters are recommended: 

 

U.S. Sterilization Parameters: 

Cycle: Pre-vacuum Steam 

Temperature: 270°F/132°C 

Time: 4 minutes 

Drying Time: 30 minutes 

Note: Allow for cooling 

 

FDA cleared sterilization wraps should be used to maintain sterility after processing. 

 

European Union Sterilization Parameters: 
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Cycle: Pre-vacuum Steam 

Temperature: 275°F/135°C 

Time: 3 minutes 

Drying Time: 30 minutes 

Note: Allow for cooling 

 

Biomet does not recommend stacking of trays during the sterilization process. 

Individuals or hospitals not using the recommended method, temperature, and time are advised 

to validate any alternative methods or cycles using an approved method or standard. 

 

Additional information about instrumentation (including assembly/disassembly) may be found in 

the system surgical technique, reference guide and/or associated package inserts. 

 

Refer to the Biomet Non-sterile Instrument IFU for full processing instructions for instruments. 

 

Biomet Spine 

100 Interpace Parkway 

Parsippany, NJ 07054 

(973) 299 9300, (800) 526 2579 

www.biometspine.com 
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Attachment 13-5 

Draft Package Insert - Instruments 
 

INTRODUCTION 

Biomet Spine provides instruments and instrument trays that are generally manufactured 

from stainless steel, aluminum and polymeric materials. Biomet Spine instruments and 

instrument trays are not intended for use with other manufacturer’s instruments, implants or 

instrument trays. Instruments should be placed in the intended location as indicated on the 

instrument tray. 

 

Reusable surgical instruments and instrument trays must be cleaned and sterilized prior to 

use.  The following steps apply to the cleaning of instruments and instrument trays: 

 

PRECLEANING AT THE POINT OF USE 

1. Soil should be wiped from the device with a sponge or towel moistened with water. 

2. Cannulated instruments should be flushed to prevent drying of debris inside. 

3. To prevent blood and/or debris from drying, devices should be placed in a container and 

covered with a towel that has been moistened with water. 

 

CLEANING INSTRUCTIONS 

1.  All Instrument components should be disassembled and rinsed with tap water.  The inner 

shaft of the instruments should be disassembled prior to cleaning. 

2.  Prepare solution of enzymatic surgical detergent and tap water by adding 2 oz. Of Enzol 

(Enzymatic Detergent, Johnson& Johnson) to 1 gallon of warm tap water (72ºF/22ºC to 

109ºF/43ºC). Instrument components should be immersed in solution for 5 minutes. 

3. Scrub components with soft brushes and rinse with a brisk stream of tap water 

(72ºF/22ºC to 109ºF/43ºC) until all visual soil is removed. 

4.  Using an ultrasonic cleaner, sonicate all components in the same enzymatic solution (see 

step # 2) for 10 minutes. 

5.  Manually clean all components with soft brushes and repeat step # 3 until all visual soil 

is removed. This step should be repeated until there are no signs of soil or residue 

remaining. Instruments and trays should be visually clean prior to further processing. 

6.  Dry components with a soft gauze cloth. 

7.  Inspect cleaned instrument for wear, loose screws and pins, clamp alignment, cracks and 

other irregularities.  If instruments are discolored, show evidence of corrosion, have 

loose screws/pins, are out of alignment, are cracked or have other irregularities, Do Not 

Use. 

 

CARE AND HANDLING 

• All torque wrenches should be re-calibrated every 6 months. 

 

• Please refer to ASTM standard F1744, “Standard Guide for Care and Handling of Stainless 

Steel Surgical Instruments” for additional information. 
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• Prior to use, instruments should be visually inspected for wear and function should be 

tested to assure instruments are functioning properly. If instruments are discolored, show 

evidence of corrosion, have loose screws/pins, are out of alignment, are cracked or have 

other irregularities, Do Not Use.   Instrumentation that appears damaged should be returned 

to the manufacturer. 

 

STERILIZATION 

All packaging materials must be removed prior to sterilization. All instrument components 

should be sterilized in a loosened state such that components may move freely. The 

following steam sterilization parameters are recommended: 

 

U.S. Sterilization Parameters: 

Cycle: Pre-vacuum Steam 

Temperature: 270°F/132°C 

Time: 4 minutes 

Drying Time: 30 minutes 

Note: Allow for cooling 

 

FDA cleared sterilization wraps should be used to maintain sterility after processing.   

 

European Union Sterilization Parameters: 

Cycle: Pre-vacuum Steam 

Temperature: 275°F/135°C 

Time: 3 minutes 

Drying Time: 30 minutes 

Note: Allow for cooling 

 

Biomet does not recommend stacking of trays during the sterilization process. Individuals or 

hospitals not using the recommended method, temperature, and time are advised to validate 

any alternative methods or cycles using an approved method or standard. 

 

Additional information about instrumentation (including assembly/disassembly) may be 

found in the system surgical technique, and/or reference guide. 

 

INFORMATION 

For further information, please contact the Customer Service Department at: 
Biomet 

100 Interpace Parkway 

Parsippany, NJ 07054 

973-299-9300 

800-526-2579 

www.biometspine.com 

 

 

Authorized Representative:  Biomet U.K., Ltd. 

  Waterton Industrial Estate 

  Bridgend, South Wales 
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  CF31 3XA UK 

        

 

Key to Label Symbols: 

 
By prescription only 

   
Do not reuse 

 

 
Reference Number 

 
Caution, consult accompanying documents 

 

 
Date of Manufacture 

 

 
Batch Code 
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Section 15 
 

Biocompatibility 
 

Materials and Biocompatibility: 

 

The Solitaire
®
-C spacer is manufactured from implant grade PEEK (Polyetheretherketone 

polymer), titanium alloy (Ti-6Al-4V-ELI) and Unalloyed Tantalum per the standards listed 

in the table below. The bone screws for the system are also fabricated from titanium alloy 

(Ti-6Al-4V- ELI). 

The Form FDA 3654 for each standard referenced below per the FDA Guidance Document 

“Recognition and Use of Consensus Standards” can be found in Section 9. 
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Section 16 
 

Software 
 

 
The subject of this submission does not contain software; therefore, this section does not 
apply. 
 

Records processed under FOIA Requst #2013-1979; Released by CDRH on 8/27/15

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



Biomet Spine 

Traditional 510(k) Premarket Notification 

_____________________________________________________________________________________ 

Page 17-1 

 

 

 
 

 

 

Section 17 
 

Electromagnetic Compatibility and Electrical Safety 
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Section 18 
 

Performance Testing - Bench 

 
 

The mechanical testing performed to characterize the performance of the Solitaire-C 

Cervical spacer system follows on the next page. 
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Figure 1. Solitaire-C System: Untested Parts 
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Figure 3. Static Test Blocks – Subsidence Foam 

 
 

Figure 4. Static Test Blocks – Expulsion Foam 
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Figure 9. Solitaire-C System (Static AC/SC/TR Specimen): Lateral View 
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