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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADIMINISTRATION 

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 
Date of Submission:   

December 17, 2013 
User Fee Payment ID Number 

 

FDA Submission Document Number (if known) 

      

SECTION A                                                Type of Submission 
PMA 

 
   Original Submission 
   Premarket Report 
   Modular Submission 
   Amendment 
   Report 
   Report Amendment 
   Licensing 

Amendment 

PMA & HDE 
Supplement 

 
   Regular 
   Special 
   Panel Track (PMA 

Only) 
   30-day Supplement 
   30-day Notice 
   135-day 

Supplement 
   Real-time Review 
   Amendment to PMA 

& HDE Supplement 
   Other 

 

PDP 
 

   Original  PDP 
   Notice of Completion 
   Amendment to PDP 

510(k) 
 

   Original Submission: 
   Traditional 
   Special 
   Abbreviated 

 Additional Information     
  Third Party 

Meeting 
 

   Pre-510(k) Meeting 
   Pre-IDE Meeting 
   Pre-PMA Meeting 
   Pre-PDP Meeting 
   Day 100 Meeting 
   Agreement  Meeting 
   Determination                 

Meeting 
   Other (specify): 

IDE 
 

   Original submission 
   Amendment 
   Supplement 

 

Humanitarian Device 
Exemption 

   Original submission 
   Amendment 
   Supplement 
   Report 

 

Class II Exemption 
 

   Original Submission 
   Additional 

Information 
 

Evaluation of Automatic 
Class III Designation 

 
   Original Submission 
   Additional 

Information 

Other Submission 
 
Describe Submission: 
      

SECTION B APPLICANT OR SPONSOR 
Company  / Institution Name: 
Dallen Medical, Inc. 

Establishment Registration Number (if known) 
3009596646 

Division Name (if applicable) Phone Number (include area code) 
(949) 218-0030 

Street Address: 
1046 Calle Recodo, Suite G 

FAX Number (include area code): 
(949) 218-0040 

City: 
San Clemente 

State/Province:                         ZIP Code 
CA                                     92673 

Country: 
USA 

Contact Name: 
Al Memmolo 
Contact Title: 
Chief Operating Officer 

Contact E-mail Address: 
a.memmolo@dallenmedical.com 

SECTION C SUBMISSION CORRESPONDENT (IF DIFFERENT FROM ABOVE) 
Company  / Institution Name: 
      

Establishment Registration Number (if known) 
      

Division Name (if applicable) 
      

Phone Number (include area code) 
(     )     -      

Street Address: 
      

FAX Number (include area code): 
(     )     -      

City: 
      

State/Province:                         ZIP Code 
      

Country: 
      

Contact Name: 
      
Contact Title: 
      

Contact E-mail Address: 
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SECTION D1 REASON FOR APPLICATION – PMA, PDP, OR HDE 
   New device 
   Withdrawal 
   Additional or Expanded Indications 
   Request for Extension 
   Post-approval Study Protocol 
   Request for Applicant Hold 
   Request for Removal of Applicant Hold 
   Request for Remove or Add 

Manufacturing Site  
 

   Process Change: 
   Manufacturing     Packaging 

          Sterilization 
   Other (specify below): 

      
 
 
 

   Response to FDA correspondence: 
      

 
 
 

   Other Reason (specify): 
      

 
 
 

   Change in design, component, 
or specification: 

   Software 
           Color Additive 

   Material 
   Specifications 

           Other (specify below) 
              
 
 

   Labeling Change: 
   Indications 
   Instructions 
   Performance 

Characteristics 
           Shelf Life 
           Trade Name 
           Other (specify below) 

                

   Location Change: 
            Manufacturer 
            Sterilizer 
            Packager 
 

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

           Device Defect 
           Amendment 
 
 

   Change in Ownership 
   Change in Correspondent 
   Change in Applicant Address 

 
 

SECTION D2                                      REASON FOR APPLICATION – IDE 
   New Device 
   New Indication 
   Addition of Institution 
   Expansion / Extension Of Study 
   IRB Certification 
   Termination of Study 
   Withdrawal of Application 
   Unanticipated Adverse Effect 
   Notification of Emergency Use 
   Compassionate Use Request 
   Treatment IDE 
   Continued Access 

 
   Other Reason (Specify): 

      
 
 
 
 

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

 
   Report Submission: 

   Current Investigator 
   Annual Progress Report 
   Site Waiver Report 
   Final 

 

   Response To FDA Letter 
Concerning: 

   Conditional Approval 
   Deemed Approved 
   Deficient Final Report 
   Deficient Progress Report 
   Deficient Investigator Report 
   Disapproval 
   Request Extension Of Time To 

Respond To FDA 
   Request Meeting 
   Request Hearing 

SECTION D3                    REASON FOR SUBMISSION – 510(k) 
   New Device 

 
 

   Other Reason (Specify): 
      

 
 

   Additional Or Expanded 
Indications 

 
 

   Change In Technology 
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS 
Product codes of devices to which substantial equivalence is claimed: Summary of, or statement concerning, 

safety and effectiveness information: 
   510(k) summary attached 
   510(k) statement 

1 HTN 2        3       4       
5       6       7       8       

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

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

1  K131850 1 Tensyn Band 1  Dallen Medical, Inc. 

2  K043248 
2 Tightrope Syndesmosis Repair Kit, 

Titanium, Model Ar-8920Ds; 
Stainless Steel. Model Ar-8921Ds 

2  Arthrex, Inc. 

3  K083070 3 ToggleLoc System  3  Biomet, Inc. 

4  K130431 4 Compressyn Band 4 Dallen Medical, Inc. 

SECTION F PRODUCT INFORMATION – APPLICABLE TO ALL APPLICATIONS 
Common or usual name or classification name:   
 
 
Trade or Proprietary or Model Name Model Number 

1 Tensyn Band 1  09-0025, 09-0026, 09-0027,         
09-0028 

2       2       

3       3       

4       4       

5       5       

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

1 K131850 2   3       4       5       6       

7       8       9       10       11       12       

Data Included in Submission:     Laboratory Testing    Animal Trials    Human Trials 

SECTION G PRODUCT CLASSIFICATION – APPLICABLE TO ALL APPLICATIONS 
Product Code:    
 
HTN 

C.F.R. Section (if applicable) 
 
CFR 888.3030 

Device Class: 
 

   Class I    Class II 
   Class III    Unclassified 

Classification Panel:  
 
Surgical, Orthopedic and Restorative Devices 
Indications (from labeling):  The Tensyn Band is intended as an adjunct in fracture repair involving metaphyseal and periarticular 
small bone fragments where screws are not indicated. Specifically, the Tensyn Band is intended to provide fixation during the 
healing process following a syndesmotic trauma, such as fixation of syndesmosis (syndesmosis disruptions) in connection with 
Weber B and C ankle fractures. 
 
 
 
 
 
 
 
Note: Submission of this information does not affect the need to 
submit a 2891 or 2891a Device Establishment Registration form. 
 

FDA Document Number (if known)        
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SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION 
   Original 
   Add   Delete 

Facility Establishment Identifier (FEI) 
Number 
3009596646 

   Manufacturer    Contract Sterilizer 
   Contract Manufacturer    Repackager / Relabeler 

Company/Institution Name: 
Dallen Medical, Inc. 

Establishment Registration Number (if known) 
3009596646 

Division Name (if applicable): 
      

Phone Number (include area code) 
(949) 218-0030 

Street Address: 
1046 Calle Recodo, Suite G 

FAX Number (include area code): 
(949) 218-0040 

City: 
San Clemente 

State/Province: 
CA 

Country: 
USA 

Contact Name: 
Al Memmolo 
Contact title: 
Chief Operating Officer 

Contact E-mail Address: 
a.memmolo@dallenmedical.com 

   Original 
   Add    Delete 

Facility Establishment Identifier (FEI) 
Number 
  

   Manufacturer    Contract sterilizer 
   Contract Manufacturer    Repackager /Relabeler 

Company / Institution Name: 
       

Establishment Registration Number (if known) 
       

Division Name (if applicable): 
      

Phone Number (include area code) 
       

Street Address: 
      

FAX Number (include area code) 
      

City: 
       

State / Province: 
       

Country: 
       

Contact Name: 
      

Contact Title: 
      

Contact E-mail Address: 
      

   Original 
   Add    Delete 

Facility Establishment Identifier (FEI) 
Number 
      

   Manufacturer    Contract Sterilizer 
   Contract Manufacturer    Repackager / Relabeler 

Company / Institution Name: 
      

Establishment Registration Number: 
      

Division Name (if applicable): 
      

Phone Number (include area code) 
      

Street Address: 
      

FAX Number (include area code) 
      

City: 
      

State / Province: 
      

Country: 
      

Contact Name: 
      
Contact Title: 
      

Contact E-mail Address: 
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SECTION I                                   UTILIZATION OF STANDARDS 
Note:  Complete this section if your application or submission cites standards or includes a “Declaration of Conformity to a Recognized Standard” 
statement. 

 
 
 

1 

Standards No. 
 
 

ASTM 
F 899-02 

Standards 
Organization 

 
ASTM 

Standards Title 
 
 
Standard Specification for Stainless Steels for Surgical 
Instruments 

 

Version 
 
 

Edition 12B 

Date 
 
 

2012-01-12 
 
 
 

 
 
 

2 

Standards No. 
 
 

ISO 
10993-1:2009 

Standards 
Organization 

 
ISO 

Standards Title 
 
 
Biological evaluation of medical devices -- Part 1: Evaluation 
and testing within a risk management process 

Version 
 
 

Fourth Edition 

Date 
 
 

2009-10-15 
 
 
 

 
 
 

3 

Standards No. 
 
 

ISO 
10993-7:2008 

Standards 
Organization 

 
ISO 

Standards Title 
 
 
Biological evaluation of medical devices -- Part 7: Ethylene 
oxide sterilization residuals 
 

Version 
 
 

Second 
Edition 

Date 
 
 

2008-10-15 
 
 

 
 
 
 

4 

Standards No. 
 
 

ISO 
11135-1:2007 

Standards 
Organization 

 
ISO 

Standards Title 
 
 
Sterilization of health care products -- Ethylene oxide -- Part 
1: Requirements for development, validation and routine 
control of a sterilization process for medical devices 
 

Version 
 
 

First Edition 

Date 
 
 

2007-05-01 
 
 
 

 
 
 

5 

Standards No. 
 

 
ISO 

11607-1:2006 

Standards 
Organization 

 
ISO 

Standards Title 
 
 
Packaging for terminally sterilized medical devices -- Part 1: 
Requirements for materials, sterile barrier systems and 
packaging systems 

 

Version 
 
 

First Edition 

Date 
 
 

2006-04-15 

6 Standards No. 
 

ASTM  
F1108-04:2009 

Standards 
Organization 

 
ASTM 

Standards Title 
 

Standard Specification For Titanium-6Aluminum-4Vanadium  
Alloy Castings For Surgical Implants 

Version 
 
Fourth Edition  

Date 
 

 2009-04-01 

7 Standards No. 
 

ASTM  
F67-13:2013  

Standards 
Organization 

 
ASTM 

Standards Title 
 

Standard Specification for Unalloyed Titanium, for Surgical 
Implant Applications 

Version 
 
Third Edition 

Date 
 

2013-06-01 

      

See Section 21: Standards Data Report for 510(k)s, Form FDA 3654. 
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Indications for Use Statement 
 
 

Page 1 of 1 
510(k) Number (if known):  __________________________ 
 
 
Device Name: Tensyn™ Band 
 
 
Indications for Use:  
 
  The TensynTM Band is intended as an adjunct in fracture repair involving metaphyseal and 

periarticular small bone fragments where screws are not indicated. Specifically, the TensynTM 
Band is intended to provide fixation during the healing process following a syndesmotic 
trauma, such as fixation of syndesmosis (syndesmosis disruptions) in connection with Weber 
B and C ankle fractures. 

 
 
 
 
Prescription Use    X   OR  Over-The-Counter-Use _____ 
(Per 21 CFR 801.109) 
 
 
 
 
 
 
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF 
NEEDED) 
_____          _____          _____          _____          _____          _____          _____      

Concurrence of CDRH, Office of Device Evaluation (ODE) 
 
 
 
 
 
 
 

17

Records processed under FOIA Request # 2015-6594; Released by CDRH on 12-17-2015

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



Section 5                                            510(k) Summary 

 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

 
 
 
 
 
 

Section 5 
510(k) Summary 

  

18

Records processed under FOIA Request # 2015-6594; Released by CDRH on 12-17-2015

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



Section 5                                            510(k) Summary 

 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

 
 

 
 

 
 
This 510(k) summary information is being submitted in accordance with the requirements of 
SMDA 1990 and 21 CFR 807.92. 

 
GENERAL INFORMATION  

APPLICANT: Dallen Medical, Inc. 
1046 Calle Recodo, Suite G 
San Clemente, CA  92673 
(949) 218-0030 Phone 
(949) 218-0040 Fax 
 

CONTACT PERSON: Al Memmolo 
Chief Operating Officer 
 

DATE PREPARED: December 17, 2013 
 

DEVICE DESCRIPTION:  

TRADE NAME:  Tensyn™ Band 

MODEL: 09-0025, 09-0026, 09-0027, 09-0028 

GENERIC/COMMONNAME Button / Lock / Suture  

CLASSIFICATION NAME: Washer, Bolt Nut, CFR 888.3030 (code HTN) 

DEVICE CLASSIFICATION: Class II 

PREDICATE DEVICES: Tenysn Band (K131850) 
Tightrope Syndesmosis Repair Kit, Titanium, Model  
Ar-8920Ds; Stainless Steel. Model Ar-8921Ds (K043248) 
ToggleLoc System (K083070) 
Compressyn Band (K130431) 
 

 
Product Description: 
 
The TensynTM Band is a knotless system for fixation of syndesmosis disruptions. The TensynTM 
Band is a low profile system comprised of a polymer coated flat polyethylene terephthalate (PET) 
suture band tensioned and secured between a narrow button and a lock.  The TensynTM Band is 
available in titanium and stainless steel. 
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Indications for Use: 
 
The TensynTM Band is intended as an adjunct in fracture repair involving metaphyseal and 
periarticular small bone fragments where screws are not indicated. Specifically, the TensynTM Band 
is intended to provide fixation during the healing process following a syndesmotic trauma, such as 
fixation of syndesmosis (syndesmosis disruptions) in connection with Weber B and C ankle 
fractures. 
 
Technical Characteristics: 
The Tensyn™ Band has similar physical and technical characteristics to the predicate devices since 
all devices achieve fixation through a suture between two metal fasteners.  
 
Performance Data: 
All necessary testing has been performed with the Tensyn™ Band to assure substantial equivalence 
to the predicate devices.  Testing included rotational loading, cyclic loading, ultimate load, load at   
3 mm and shear test.  The testing demonstrated that the Tensyn™ Band is substantially equivalent to 
the predicate devices. 
 
Basis for Determination of Substantial Equivalence: 
 
Upon reviewing the technical information provided in this submission and comparing intended use, 
principle of operation, performance data, and overall technological characteristics, the Tensyn™ 
Band is determined to be substantially equivalent to existing legally marketed devices. 
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The Tensyn™ Band is a class II medical device regulated under 21 CFR §888.3030.   The Class III 
Summary and Certification requirement as described in 21 CFR §807.87(j) and §807.94 does not 
apply to this device and submission. 
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The requirement for financial certification or disclosure statement as described in 21 CFR §807.87(i) 
does not apply to this submission. 
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This submission is a traditional 510(k) submission.  The requirement for a declaration of conformity 
and a summary report of testing does not apply.  
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fixation of syndesmosis (syndesmosis disruptions) in connection with Weber B and C ankle 
fractures. 
 
Predicate Device 
 
The Tenysn™ Band is substantially equivalent in intended use, principal of operation, and 
technological characteristics to the predicate devices, Tenysn™ Band, (K131850), Tightrope, 
Syndesmosis Repair Kit (K043248) and ToggleLoc System (K083070).  The subject Tenysn™ Band 
is identical to the predicate Tenysn™ Band except for the use of titanium as the base material and 
the use of a polymer  coated PET suture. A summary of the substantial equivalence 
between the Tensyn™ Band and the predicates is summarized below. 

 
Table 10-1 Device Comparison Table 

 
Product Intended Use Principle of 

Operation 
Overall 
Technological 
Characteristics 

Dallen Medical 
TensynTM Band 
 

The TensynTM Band is intended as an adjunct in fracture 
repair involving metaphyseal and periarticular small 
bone fragments where screws are not indicated. 
Specifically, the TensynTM Band is intended to provide 
fixation during the healing process following a 
syndesmotic trauma, such as fixation of syndesmosis 
(syndesmosis disruptions) in connection with Weber B 
and C ankle fractures.  

Provide 
fixation for 
ankle 
syndesmosis 

A suture 
tensioned 
between a 
narrow button 
and a lock. 

Dallen Medical 
TensynTM Band 
K131850 

The TensynTM Band is intended to provide fixation 
during the healing process following an isolated 
syndesmotic trauma, such as fixation of syndesmosis 
(syndesmosis disruptions). 

Provide 
fixation for 
ankle 
syndesmosis 

A polymer 
coated suture 
tensioned 
between a 
narrow button 
and a lock. 

Arthrex 
Tightrope 
Syndesmosis 
Repair Kit, 
K043248 

The Tightrope Syndesmosis Repair Kit is intended as an 
adjunct in fracture repair involving metaphyseal and 
periarticular small bone fragments where screws are not 
indicated, and as an adjunct in external and 
intramedullary fixation systems involving plates and 
rods, with fracture braces and casting. Specifically, the 
Tightrope is intended to provide fixation during the 
healing process following a syndesmotic trauma, such as 
fixation of syndesmosis (syndesmosis disruptions) in 
connection with Weber B and C ankle fractures.  

Provide 
fixation for 
ankle 
syndesmosis 

A suture 
tensioned 
between an 
oblong button 
and a round 
button. 

Biomet 
ToggleLoc 
System 
K083070 
 

The ToggleLoc System is intended for soft tissue to 
bone fixation for the following foot and ankle 
indications: Medial/lateral repair and reconstruction, 
Mid- and forefoot repair, Hallux valgusreconstruction, 
Metatarsal ligament/tendon repair or reconstruction, 
Achilles tendon repair, Ankle Syndesmosis fixation 
(Syndesmosis disruptions) and as an adjunct in 

Provide 
fixation for 
ankle 
syndesmosis 

A suture 
tensioned 
between a 
tophat button 
and a toggle 
button. 

31

(b)(4) 

Records processed under FOIA Request # 2015-6594; Released by CDRH on 12-17-2015

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



Section 10                                      Executive Summary 
 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

 
 
Performance Testing 
Performance testing was conducted for the Tensyn™ Band to demonstrate the integrity and 
suitability of the device for its intended use.  The results of the testing indicate that the Tensyn™ 
Band is substantially equivalent to the Tenysn™ Band predicate device and is safe and effective for 
its intended use. 

connection with trauma hardware for Weber B and C 
ankle fractures (only for ToggleLoc with Tophat). 

Dallen Medical 
Compressyn 
Band  
K130431 

The Compressyn Band is intended for use in 
stabilization and fixation of anterior chest wall fractures 
including sternal fixation subsequent to sternotomy and 
sternal reconstructive procedures. 

Provide 
stabilization 
of sternal 
fracture 

A polymer 
coated implant 
device 
providing 
stabilization by 
tension. 
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Available Sizes 
 

The Tensyn™ Band is available in a single size, as previously described. 
 
Available Models 
 
The Tensyn™ Band will be available in four models: 
 
09-0025 – Stainless steel with uncoated suture (submitted in K131850 as Model 09-0006) 
09-0026 – Stainless steel with polymer coated suture 
09-0027 – Titanium with uncoated suture 
09-0028 – Titanium with polymer coated suture 
 

 
Device Operation and Features 
 
The Tensyn™ Band is delivered using similar techniques to other syndesmosis repair devices. A     
3.6 mm hole is pre-drilled through the cortices of the tibia and fibula from the open lateral side. A 
straight guide needle is passed through the drilled hole in the tibia and fibula and through the skin on 
the medial side, taking care to register the narrow button into the pre-drilled hole.  Tension is applied 
to pull the narrow button to medial side assuring the narrow button lies flat against the bone.  The 
suture tether and needle are discarded.  Pulling the suture band lightly on each end will bring the 
lateral lock to resting flat on fibula.   A final pull with sufficient force will fully engage the lock. The 
suture ends are then cut. 

 

37

Records processed under FOIA Request # 2015-6594; Released by CDRH on 12-17-2015

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



Section 11                                          Device Description 
 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

Figure 11-5: Technical Drawing 
 

 
Table 11-1: Tensyn™ Band Materials and FDA Recognized Standards 

 

Material 
 

Stainless 
Steel 

 
Stainless 

Steel 

 
 

 
 

Polyethylene 
Terephthalate 

(PET) 

 
  

Where Used Straight 
Needle 

Lock 
Assembly 

and Narrow 
Button 

Lock 
Assembly 

and 
Narrow 
Button 

 
Plate on 

Lock 
Assembly 

Suture Band and 
SutureTether 

 
 
Suture Band 

 
Guide Cap 

FDA 
Recognized 
Standards 

ASTM  
F899-02 

ASTM  
F899-02 

ASTM 
 F1108-04 

ASTM 
F67-13 

 
 
 

 
N/A N/A 
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Substantial Equivalence  
 
The Tensyn™ Band is substantially equivalent to the predicate Tesnyn Band™ (K131850), Arthrex 
Tightrope Syndesmosis Repair Kit (K043248), Biomet ToggleLoc System (K083070) and the 
Compressyn™ Band (K130431).  
 
Indications for Use 
 
The Tensyn™ Band and the predicates, the Tensyn™ Band (K131850), Arthrex Tightrope Syndesmosis 
Repair Kit (K043248) and Biomet ToggleLoc System (K083070) share the same general indications.  
The subject Tensyn™ Band is expanding the indications for use to include use of the device as an 
adjunct in fracture repair.  The Bioment ToggleLoc labeling uses the following statement, “However, 
the device can be used without trauma hardware in stable fractures as determined appropriate by the 
surgeon.”  The Arthrex Tightrope labeling uses the following statement, “High fibula fractures can be 
managed by reduction and syndesmosis fixation only using two Tightropes.”  Published peer-reviewed 
literature clearly shows the use of the Arthrex Tightrope adjunct to fracture repair independent of a 
plate system1.  A 2008 report of 25 cases describes the use of the Arthrex Tightrope in 24% of the cases 
outside the lateral plate versus 76% within the plate.  The Tightrope was placed adjacent to the plate 
due to particular fracture patterns2.  The expanded indication for use statement for the subject Tensyn™ 
Band has been included in the 510(k) clearances and is still present in the current labeling of the 
predicate devices (K043248 and K083070). The use of the Tensyn™ Band adjunct to fracture repair is 
additionally supported by clinical literature.  Copies of the predicate device labeling and clinical articles 
are provided in APPENDIX 1, Predicate Device Labeling and Clinical Literature, of this premarket 
notification.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
1 Frania SJ, Judge MS, Meszaros A, Canales MB and Masdeh S. Technique of Syndesmotic Repair: Investigating the 
Innovative Tightrope™ in Treatment of Syndesmostic Injuries. Vickers NS (editor), Reconstructive Surgery of the Foot and 
Leg, Update 2006. Podiatry Institute Publishing Co., Tucker, GA, pp. 37-43. 
2 Cottom JM, Hyer CF, Philbin TM, Berlet GC. Treatment of syndesmotic disruptions with the Arthrex Tightrope: a report 
of 25 cases. Foot Ankle Int. 2008 Aug;29(8):773-80.  
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The indication statements for the Tensyn™ Band and the predicate devices are illustrated below: 
 

 
Table 12-1: Comparison of Indication Statements 

 
Dallen Medical 
Tensyn™ Band 

Dallen Medical 
Tensyn™ Band 

K131850 

Arthrex 
Tightrope Syndesmosis  

Repair Kit 
K043248 

Biomet 
ToggleLoc System  

K083070 
 

The TensynTM Band is 
intended as an adjunct in 
fracture repair involving 

metaphyseal and 
periarticular 

small bone fragments where 
screws are not indicated. 

Specifically, the TensynTM 
Band is intended to provide 
fixation during the healing 

process following a 
syndesmotic trauma, such 
as fixation of syndesmosis 
(syndesmosis disruptions) 

in connection with Weber B 
and C ankle fractures. 

 

The TensynTM Band 
is intended to 

provide fixation 
during the healing 
process following 

an isolated 
syndesmotic trauma, 
such as fixation of 

syndesmosis 
(syndesmosis 
disruptions). 

The Tightrope is intended 
as an adjunct in fracture 

repair involving 
metaphyseal and 

periarticular small bone 
fragments where screws 
are not indicated, and as 

an adjunct in external and 
intramedullary fixation 

systems involving plates 
and rods, with fracture 

braces and casting. 
Specifically, the 

Tightrope is intended to 
provide fixation during 

the healing process 
following a syndesmotic 

trauma, such as fixation of 
syndesmosis 

(syndesmosis disruptions) 
in connection with Weber 
B and C ankle fractures. 

The ToggleLoc is intended 
for soft tissue to bone 
fixation for the following 
foot and ankle indications:  
Medial/lateral repair and 
reconstruction, Mid- and 
forefoot repair, Hallux 
valgusreconstruction, 
Metatarsal 
ligament/tendon repair or 
reconstruction, Achilles 
tendon repair, Ankle 
Syndesmosis fixation 
(Syndesmosis disruptions) 
and as an adjunct in 
connection with trauma 
hardware for Weber B and 
C ankle fractures (only for 
ToggleLoc with Tophat). 

 
 
 
Technological Characteristics 
 
The Tensyn™ Band has identical technological characteristics to the predicate Tensyn™ Band 
(K131850). The only two differences are material related; 1) the subject device is composed of titanium 
versus stainless steel for the predicate, and 2) the subject device uses the identical PET suture material 
which is coated with a polymer versus uncoated for the predicate.  The identical polymer 
coated PET suture was cleared for use in   Table 12-2 
illustrates the similarities and differences in technological characteristics.   
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Table 12-2: Comparison of Technological Characteristics 

 
Dallen Medical 
TensynTM Band 

 

Dallen Medical 
TensynTM Band 

(K131850) 

Dallen Medical 
CompressynTM Band 

(K130431) 

Principle of 
Operation 

Fixation through a suture 
between two metal 

fasteners 

Fixation through a suture 
between two metal 

fasteners 

Provide stabilization of 
sternal fracture 

Panel Surgical, Orthopedic and 
Restorative 

Surgical, Orthopedic and 
Restorative 

Surgical, Orthopedic and 
Restorative 

Application Method Hand tensioning Hand tensioning Specialized instrument –  
Tensioner 

Components 

Lock, Narrow Button, 
Suture, Straight Needle, 
Suture Tether and Guide 

Cap 
 

Lock, Narrow Button, 
Suture, Straight Needle, 
Suture Tether and Guide 

Cap 
 

Woven Band w/Needle 
Buckle 

Implantable 
Materials of 
Construction  

Titanium, 
Polyester (PET) 

Stainless Steel, 
Polyester (PET) 

Stainless Steel, PET 
 

Permanent Implant Yes Yes 
 

Yes 

Suture Material  
Polyester woven suture 
made from polyethylene 

terephthalate (PET) coated 
with   

Polyester woven suture 
made from polyethylene 

terephthalate (PET) 

Polyester woven suture 
made from polyethylene 

terephthalate (PET) coated 
with  

Nominal Thickness 
of Polymer Coating    

Devices per 
Procedure 1 1 

 
4-5 

 
 
 
 
Performance Data 
 
The performance data submitted in this premarket notification demonstrates equivalence between the 
Tensyn™ Band and Tensyn™ Band (K131850) predicate.  Performance testing of the subject Tensyn™ 
Band as compared to previously submitted Tensyn™ Band (K131850) testing showed the subject 
device performed equivalent to the predicate device. Table 12-3 below reports the results of the 
performance testing that demonstrated substantial equivalence.  
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Table 12-3: Mean Comparison of Performance Data 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Conclusion 
The Tensyn™ Band and the predicate Tensyn™ Band (K131850), the predicate Arthrex Tightrope 
Syndesmosis Repair Kit (K043248) and the predicate Biomet ToggleLoc System (K083070) share the 
same general indications.  The expanded Tensyn™ Band indications for use for adjunct fracture repair 
are supported by the predicate device labeling and clinical literature. The subject Tensyn™ Band and 
the predicate Tensyn™ Band (K131850) share the same technological characteristics, the only 
difference between the two devices is the addition of titanium for the base material and the addition of 
the coating of the PET suture.  The performance data for the Tensyn™ Band was substantially 
equivalent to the predicate Tesnyn™ Band (K131850).  The Tensyn™ Band is substantially equivalent 
in terms of intended use, principle of operation, technological characteristics, and performance 
characteristics to the listed predicates.                            
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TensynTM Band 
 (Proposed) Instructions for Use 

Model 09-0025, Model 09-0026, Model 09-0027, Model 09-0028  
 

Caution: This device is restricted to use by or on the order of a physician. 
 
DESCRIPTION  

The Tensyn™ Band is a low profile implant device intended to provide stabilized fixation of tissues 
to facilitate syndesmosis repair with a knotless closure.  These tissues include bone and soft tissue to 
bone. 
 
INDICATIONS FOR USE  

The TensynTM Band is intended as an adjunct in fracture repair involving metaphyseal and 
periarticular small bone fragments where screws are not indicated. Specifically, the TensynTM Band 
is intended to provide fixation during the healing process following a syndesmotic trauma, such as 
fixation of syndesmosis (syndesmosis disruptions) in connection with Weber B and C ankle 
fractures. 
 
CONTRAINDICATIONS  

1. Surgical procedures other than those listed in the INDICATIONS section. 
2. Patients with known sensitivities or allergies to chromium, nickel, copper, cobalt, iron, and 

polyester or silicone based plastics. 
3. Insufficient quantity or quality of bone. 
4. Blood supply limitations and previous infections, which may retard healing. 
5. Foreign body sensitivity. Where material sensitivity is suspected, appropriate tests should be 

made and sensitivity ruled out prior to implantation. 
6. Foreign body reactions. See Adverse Effects-Allergic Type Reactions. 
7. Any active infection or blood supply limitations. 
8. Conditions which tend to limit the patient’s ability or willingness to restrict activities or 

follow directions during the healing period. 
 

POSSIBLE ADVERSE EFFECTS 
1.  Osteomyelitis surrounding the TensynTM Band. 
2.  Rediastasis resulting from a failure of the implant insertion technique. 
3.  Infections, both deep and superficial. 
4.  Foreign body reactions. 
5.  Nonunion or delayed union, which may lead to breakage of the implant. 
6.  Loosening or migration of the implant. 
7.  Pain, discomfort or abnormal sensation due to the presence of the device. 
8.  Nerve damage to surgical trauma. 
9.  Necrosis of bone or tissue. 
10. Inadequate healing. 
11. Intraoperative or postoperative bone fracture and/or postoperative pain. 
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WARNINGS (PRECAUTIONS) 
1. Do not re-sterilize this device.  
2. All metallic implant devices used for this surgical procedure should be of identical material, 

including the plates that might be used.   
3. Post-operatively and until healing is complete, fixation provided by this device should be 

considered as temporary and may not withstand weight bearing or other unsupported stress. 
The fixation provided by this device should be protected. The post-operative regimen 
prescribed by the physician should be strictly followed to avoid adverse stresses applied to 
the device. 

4. Pre-operative and operating procedures, including knowledge of surgical techniques and 
proper selection and placement of the device, are important considerations in the successful 
utilization of this device.  

5. Any decision to remove the device should take into consideration the potential risk to the 
patient of a second surgical procedure. Device removal should be followed by adequate post-
operative management. 

6. Detailed instructions on the use and limitations of the device should be given to the patient. 
7. This is a single use device. Reuse of this device could result in failure of the device to 

perform as intended and could cause harm to the patient and/or user. 
8. This device has not been evaluated for safety and compatibility in the magnetic resonance 

(MR) environment. This device has not been tested for heating or migration in the MR 
environment. If the implant is manufactured from a metallic material, surgeons can expect 
that MR artifacts will be present during routine MR imaging. 

9. Removal of supplemental fixation after healing. If the supplemental fixation 
is not removed following the completion of its intended use, any of the following 
complications may occur: (1) Corrosion, with localized tissue reaction or pain;  
(2) Migration of implant position resulting in injury; (3) Risk of additional injury from post-
operative trauma; (4) Bending, loosening, and/or breakage, which could make removal 
impractical or difficult; (5) Pain, discomfort, or abnormal sensations due to the presence of 
the device; (6) Possible increased risk of infection; and (7) Bone loss due to stress shielding. 
The surgeon should carefully weigh the risks versus benefits when deciding whether to 
remove the implant. Implant removal should be followed by adequate post-operative 
management to avoid re-fracture. 

10. In handling suture material and lock assembly, care should be taken to avoid damage from 
handling.  Avoid crushing or crimping damage due to application of surgical instruments 
such as forceps or needle holders. 

11. Needles contain sharp points; appropriate needle stick precautions should be taken in the 
handling and implant of this device. 

 
STERILIZATION 
The Tensyn™ Band implant is provided EO sterilized.  Do not re-sterilize. 
 
STORAGE AND HANDLING 
Store at room temperature. Avoid storing the Tensyn™ Band at conditions of excessive heat or 
humidity.  Do not use after expiration date on label. All components should be handled carefully to 
avoid damaging the device.   
 
 
 

48

Records processed under FOIA Request # 2015-6594; Released by CDRH on 12-17-2015

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



Section 13                                                  Proposed Labeling 

 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

PROCEDURE 
Note: Use of a drill guide is optional.  If drill guide is used, place the drill guide on the fibula and 
drill through it to the tibia per the technique described in Step 1. 
1. Using a 3.6 mm drill bit (and optional drill guide), advance the drill bit cortices of the tibia 

and fibula from the open lateral side, angled 30 degrees upwards from the coronal plane and 
2 cm above the ankle joint. Care should be taken to avoid the saphenous vein and nerve 
(anterior to medial malleolus). 

2. Remove Tensyn™ Band from packaging and remove the protective cap from the straight 
guide needle. 

3. Pass the straight guide needle through the drilled hole in the tibia and fibula and through the 
skin on the medial side, taking care to register the narrow button into the pre-drilled hole. 

4. Continue to apply tension with the guide needle, suture and narrow button. Pull through to 
medial side; lightly pull suture (band) from lateral side such that the medial, narrow button 
lies flat against the bone. 

5. Cut and remove suture tether and needle. 
6. Grasping each end of the lateral suture (band) pull lightly on each end until lock is resting 

flat on the fibula.  Adjustment or loosening can be achieved by lifting up on lock to loosen 
and pulling lightly on the suture to retighten. 

7. Pulling the suture ends with sufficient force will result in the lock fully engaging.  At this 
point no further adjustment is possible. 

8. Cut both suture ends about 4 mm from lock. 
 

DISPOSAL PROCEDURES 
Upon completion of the procedure, dispose of the other removed components per hospital procedure 
in accordance with clinical-internal, administrative and/or applicable legal regulations. 
 
MANUFACTURED BY: 
Dallen Medical, Inc. 
1046 Calle Recodo, Suite G 
San Clemente, CA  92673 
Phone:  (949) 218-0030 
Fax:  (949) 218-0040 
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Section 14                                    Sterilization and Shelf Life 

 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

 

 
 
 
 
 

Section 14 
Sterilization and Shelf Life 
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Section 14                                    Sterilization and Shelf Life 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        
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Section 15                                                                        Biocompatibility 

 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

 
 
 
 
 
 

Section 15 
Biocompatibility 
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Section 16                                                                                            Software 

 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

 
 
 
 
 
 

Section 16 
Software 
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Section 16                                                                                            Software 

 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

This section is not applicable because the device does not contain any software/firmware.
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Section 17                                Electromagnetic Compatibility and Electrical Safety 

 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

 
 
 

 

 
 

Section 17 
Electromagnetic Compatibility and Electrical Safety 
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Section 17                                Electromagnetic Compatibility and Electrical Safety 

 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

This is a non-electrical device; therefore, this section is not applicable because the device does not 
require EMC or Electrical Safety Evaluation. 
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Section 18                                                                       Performance Testing - Bench 

 
 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

 
 
 
 
 
 

Section 18  
Performance Testing – Bench 
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Section 18                                                                       Performance Testing - Bench 

 
 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

Bench Testing 
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Section 19                                                                     Performance Testing - Animal 
 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

 
 
 
 
 
 

Section 19  
Performance Testing - Animal 
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Section 19                                                                     Performance Testing - Animal 
 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

This section does not apply because no animal studies were conducted for this device.
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Section 20                                                                    Performance Testing - Clinical 
 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

 
 
 
 
 
 

Section 20  
Performance Testing - Clinical 
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Section 20                                                                    Performance Testing - Clinical 
 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

This section does not apply because no clinical studies were conducted for this device.
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Section 21                                                              Standards Data Report for 510(k)s 
 

Dallen Medical, Inc. 
Tensyn™ Band                                                                              Premarket Notification 510(k)        

 
 
 
 
 
 

Section 21 
Standards Data Report for 510(k)s, Form FDA 3654 
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Please answer the following questions

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

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

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

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

If no, complete a summary report table.

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

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

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

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

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

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

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

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

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

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

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

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

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

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

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

#

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

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

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

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

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

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

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

ASTM F 899-02  Standard specification for stainless steels for surgical instruments

N/A
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

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

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

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

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

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

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

ASTM F 899-02  Standard specification for stainless steels for surgical instruments

N/A N/A

N/A

N/A

N/A
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Please answer the following questions

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

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

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

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

If no, complete a summary report table.

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

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

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

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

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

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

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

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

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

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

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

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

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

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

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

#

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

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

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

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

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

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

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

ISO 10993-1:2009  Biological evaluation of medical devices--Part 1: Evaluation and testing within a risk management process

2-179
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

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

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

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

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

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

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

ISO 10993-1:2009  Biological evaluation of medical devices--Part 1: Evaluation and testing within a risk management process

N/A N/A

N/A

N/A

N/A
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Please answer the following questions

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

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

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

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

If no, complete a summary report table.

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

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

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

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

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

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

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

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

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

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

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

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

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

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

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

#

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

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

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

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

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

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

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

ISO 10993-7:2008  Biological evaluation of medical devices--Part 7: Ethylene oxide sterilization residuals

14-335
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

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

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

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

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

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

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

ISO 10993-7:2008  Biological evaluation of medical devices--Part 7: Ethylene oxide sterilization residuals

N/A N/A

N/A

N/A

N/A
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Please answer the following questions

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

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

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

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

If no, complete a summary report table.

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

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

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

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

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

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

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

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

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

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

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

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

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

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

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

#

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

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

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

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

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

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

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

ISO 11135-1:2007  Sterilization of health care products--Ethylene oxide--Part 1: Requirements for development, validation and....

14-331
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

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

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

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

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

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

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

ISO 11135-1:2007  Sterilization of health care products--Ethylene oxide--Part 1: Requirements for development, validation and....

N/A N/A

N/A

N/A

N/A
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Please answer the following questions

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

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

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

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

If no, complete a summary report table.

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

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

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

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

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

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

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

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

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

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

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

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

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

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

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

#

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

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

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

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

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

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

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

ISO 11607-1:2006  Packaging for terminally sterilized medical devices--Part 1: Requirements for materials, sterile barrier systems...

14-355
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

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

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

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

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

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

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

ISO 11607-1:2006  Packaging for terminally sterilized medical devices--Part 1: Requirements for materials, sterile barrier systems....

N/A N/A

N/A

N/A

N/A
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Clinical Literature Review: 
Syndesmotic Repair adjunct to fracture repair Independent of a Plate System 

 

The proposed use of the Tensyn™ Band for syndesmotic repair adjunct to fracture repair is supported by 
clinical literature.  

 

 

 

 

 

 

 

1 Frania SJ, Judge MS, Meszaros A, Canales MB and Masdeh S. Technique of Syndesmotic Repair: Investigating the 
Innovative Tightrope™ in Treatment of Syndesmostic Injuries. Vickers NS (editor), Reconstructive Surgery of the 
Foot and Leg, Update 2006. Podiatry Institute Publishing Co., Tucker, GA, pp. 37-43. 

2 Cottom JM, Hyer CF, Philbin TM, Berlet GC. Treatment of syndesmotic disruptions with the Arthrex Tightrope: a 
report of 25 cases. Foot Ankle Int. 2008 Aug;29(8):773-80. 
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