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 To Food and Drug Administration Page 1 of 2 

 
15350 25th Avenue No   •   Suite 100   •   Plymouth MN  55447  •  763.746.7500 

 

August 22, 2011 
 
VIA FEDERAL EXPRESS 
Document Mail Center (WO66-G609) 
Center for Devices and Radiological Health 
Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, Maryland  20993-0002 
 
Re: 510(k) Premarket Notification (Traditional) 
 Collagen Tendon Sheet 
 
Dear Sir or Madam: 
 
Pursuant to 21 CFR Part 807, Subpart E, Premarket Notification Procedures, Section 807.81, Rotation 
Medical, Inc. is submitting this 510(k) Premarket Notification for its Collagen Tendon Sheet.  Rotation Medical 
has determined that Collagen Tendon Sheet is substantially equivalent to current legally marketed tendon 
protector devices and intends to manufacture and market the device. 
 
This submission includes an electronic copy of the 510(k) as per the FDA’s web instructions.  The electronic 
copy is an exact duplicate of the paper copy. 
 
Trade Name or Proprietary Name: Collagen Tendon Sheet 

 
Common or Usual Name: Tendon Protector 

 
Device Classification Name: 
Regulation Number: 
Product Code: 

Mesh, Surgical 
878.3300 
FTM 

Device Class: Class II 
 

Name and Address of 
Manufacturer: 
 

Rotation Medical, Inc. 
15350 25th Avenue North, Suite 100 
Plymouth, MN 55447 
 

Establishment Registration No.: TBD upon clearance 
 

Name, Address, and Telephone 
Number of Contact Person: 

Jeff Sims 
Vice President, Clinical Programs and Regulatory Affairs 
Rotation Medical, Inc. 
15350 25th Avenue North, Suite 100 
Plymouth, MN 55447 
Tel: 763.746.7502 
Fax: 763.746.7501 
E-mail: jsims@rotationmedical.com 
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Indications for Use 
 
 
 
 
510(k) Number (if known):    
 
Device Name:  Collagen Tendon Sheet   
  
 
Indications for Use: 
 
Collagen Tendon Sheet is indicated for the management and protection of tendon 
injuries in which there has been no substantial loss of tendon tissue. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Prescription Use   X   AND/OR  Over-The-Counter Use   
(Part 21 CFR 801 Subpart D)     (21 CFR 807 Subpart C) 
   
(PLEASE DO NOT WRITE BELOW THIS LINE – CONTINUE ON ANOTHER PAGE IF 
NEEDED) 
 
 

 
Concurrence of CDRH, Office of Device Evaluation (ODE) 

 
 
 
 
 
 
 

 Page 1 of   1   
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15350 25th Avenue No   •   Suite 100   •   Plymouth MN  55447  •  763.746.7500 

 
510(k) Summary 

 
 
Applicant Information 
  
 Applicant Name: Rotation Medical, Inc. 
 Applicant Address: 15350 25th Avenue North, Suite 100 
  Plymouth, MN 55447 
 Telephone: 763-746-7502 
 Fax: 763-746-7501 
 Contact Person: Jeff Sims 
 Vice President, Clinical Programs and Regulatory Affairs 
 Date Prepared: August 22, 2011 
 
Name of Device 
 
 Device Common Name: Tendon Protector 
 Device Trade Name:  Collagen Tendon Sheet 
 Device Classification Name: Mesh, Surgical 
 878.3300 
 Class II 
 FTM 

 
Legally Marketed Devices to Which Substantial Equivalence is Claimed 
 
 Predicate Device(s): Collagen Tendon Wrap, K0080452 

 Collagen Matrix, Inc., Oakland, NJ 
   
Description of the Device 
 

Collagen Tendon Sheet is a resorbable type I collagen matrix that provides a layer of 
collagen over injured tendons.  Collagen Tendon Sheet is designed to provide a layer 
between the tendon and the surrounding tissue.  When hydrated, Collagen Tendon 
Sheet is an easy-to-use, soft, pliable, nonfriable, porous collagen sheet.  Collagen 
Tendon Sheet is provided sterile, non-pyrogenic, for single use only, in a variety of 
sizes, in double peel packages. 

 
Intended Use  

 
 Collagen Tendon Sheet is indicated for the management and protection of tendon 

injuries in which there has been no substantial loss of tendon tissue.   
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 Page 2 of 2 

 
Summary/Comparison of Technical Characteristics  
 

Collagen Tendon Sheet and its predicate device have the same technological 
characteristics.  In particular, Collagen Tendon Sheet and its predicates are the same 
with respect to intended use, design, materials, and material characterization.  The 
substantial equivalence of the Collagen Tendon Sheet and its predicate was 
demonstrated primarily based on in vitro characterization studies, biocompatibility 
studies, an animal efficacy study, and clinical experience of the predicate device. 

 In vitro characterization studies included evaluation of material properties, biological 
properties, chemical and physical properties. 

 
Collagen Tendon Sheets have been evaluated in a number of in vitro and in vivo tests 
to assess its safety/biocompatibility.  The device passed all applicable FDA Blue Book 
Memorandum G95-1and ISO 10993-1 testing for the biological evaluation of medical 
devices. 
 
An animal efficacy study was conducted to evaluate the device as compared to its 
predicate device.  No clinical tests were performed on the product; however clinical 
history of the predicate device was referenced in the submission. 
 
Viral inactivation studies were performed to ensure the viral safety of the product. 

 
 Conclusion of Non-clinical Studies 
 
 The results of the in vitro product characterization studies, in vitro and in vivo 

biocompatibility studies, as well as the animal efficacy study show that Collagen 
Tendon Sheet is safe and substantially equivalent to the predicate device. 

 
 

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



  Confidential 
  Rotation Medical, Inc. 

  20 

7. Class III Summary and Certification 
 
 
Class III Summary and Certification is not applicable to this device. 
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8. Financial Certification or Disclosure Statement 
 
 
Since clinical studies were not conducted, a financial certification or disclosure statement is not 
applicable to this submission. 
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9. Declarations of Conformity and Summary Reports 
 
 
9.1 Sterilization 
 

Sterilization is conducted in accordance with ISO 11135 Sterilization of Health Care 
Products – Ethylene Oxide. 

 
9.2 Biocompatibility 
 

The biocompatibility of the finished product was tested according to ISO 10993 
Biological Evaluation of Medical Devices. 

 
9.3 FDA Guidance Documents 
 

FDA Guidance Document entitled, “Guidance for the Preparation of a Premarket 
Notification Application for a Surgical Mesh,” issued on March 2, 1999, was used in the 
development and testing of the product. 

 
 
 
Standards Data Reports (Form FDA 3654) for the above-referenced standards are included in 
Appendix H. 
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10. EXECUTIVE SUMMARY 
 
 
10.1 Brief Description of Device 
 
Collagen Tendon Sheet is a bioabsorbable implant device that provides a layer of 
collagen over injured tendons. Collagen Tendon Sheet is designed to provide a layer of 
collagen between a flat tendon and the surrounding tissue. After hydration Collagen 
Tendon Sheet is an easy-to-handle, soft, pliable, nonfriable, porous collagen sheet. 
Collagen Tendon Sheet is provided sterile, non-pyrogenic, for single use only, in a 
variety of sizes, in double-peel packages. 
 
10.2 Design Philosophy 
 
The design of the Collagen Tendon Sheet is based on the concept that providing a 
protective environment for a tendon injury or repair site during tendon healing.  The 
collagen membrane acts as an interface between the tendon injury and its surrounding 
tissue, thereby restoring the integrity of the tendon sheath. 

Rotation Medical was interested in developing a flat collagen sheet, similar to the 
existing Collagen Tendon Wrap product.  Rotation Medical’s Collagen Tendon Sheet 
would be provided to the customer as a flat collagen sheet, rather than the coiled 
configuration of the Collagen Tendon Wrap. 

 
10.3 Device Comparison 
 
Rotation Medical’s Collagen Tendon Sheet is substantially equivalent to Collagen 
Matrix’s Collagen Tendon Wrap.  The Collagen Tendon Sheet is similar to its predicate 
device in terms of intended use, product design, material, physical characteristics, 
chemical composition, and handling properties.  The data to support substantial 
equivalence are provided in this submission. 
 
10.3 Summary of Performance Testing 
 
Bench testing, animal studies, literature review, and  for Collagen Tendon 
Sheet, as well as the clinical history of the predicate Collagen Tendon Wrap and relevant 
products were compiled to support the performance of the Collagen Tendon Sheet. 

(b)(4) 

(b)(4) 

(b)(4) 
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11. DEVICE DESCRIPTION 
 
 
11.1 Description 
 
Collagen Tendon Sheet is a resorbable type I collagen matrix that provides a layer of 
collagen over injured tendons.  Collagen Tendon Sheet is designed to provide a layer of 
collagen between a flat tendon and the surrounding tissue.  After hydration, Collagen 
Tendon Sheet is an easy-to-use, soft, pliable, nonfriable, porous collagen sheet.  
Collagen Tendon Sheet is provided sterile, non-pyrogenic, for single use only, in a 
variety of sizes, in double peel packages. 

 

11.2 Intended Use 
 
Collagen Tendon Sheet is indicated for the management and protection of tendon 
injuries in which there has been no substantial loss of tendon tissue.   

 
11.4 Materials 
 
Collagen Tendon Sheet consists of crosslinked type I collagen derived from  

.  The materials are identical to the materials used in Collagen Matrix’s 
other marketed implantable devices: 
 

• Collagen Tendon Wrap, K080452 
• Collagen Nerve Wrap, K060952 
• Collagen Bone Healing Protective Sheet, K052041 
• Collagen Dura Substitute Membranes, K040888, K061487 
• Collagen Nerve Cuff, K012814 
• Collagen Periodontal Membrane, K003339 
• Collagen Dental Membranes, K011695, K062881, K062846 
• Collagen Dental Wound Dressing, K033729 
• Collagen Wound Dressing – Oral, K040403 

 
 
   
 
 
 

(b)(4) Manufacturing Information

(b)(4) 
(b)(4) 
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(b)(4) Manufacturing Information

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



  Confidential 
  Rotation Medical, Inc. 

  32 

Manufacturing Flowchart for Collagen Tendon Sheet 
 

(b)(4) 
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11.6.2 Description of the Manufacturing Process 
(b)(4) 
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12. SUBSTANTIAL EQUIVALENCE DISCUSSION 
 
 
12.1 Predicate Devices 
The data presented in this 510(k) demonstrate that Collagen Tendon Sheet is 
substantially equivalent to the following predicate devices:  

 
Collagen Tendon Wrap, K080452 
Collagen Matrix, Inc., Oakland, NJ 
 
 
 

12.2 Substantial Equivalence Comparison Table 
The Substantial Equivalence Comparison Table is presented on the following page 
(Table 12-1).  As the table shows, the technological characteristics of the Collagen 
Tendon Sheet of this submission are substantially equivalent to the predicate device 
referenced above. 
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Table 12-1.  Substantial Equivalence Comparison Chart with Comparative Data 
 Collagen Tendon Sheet  

(This submission) 
Collagen Tendon Wrap 

K080452 
Indications for 
use 

Management and protection of 
tendon injuries in which there has 
been no substantial loss of tendon 
tissue. 

Management and protection of 
tendon injuries in which there has 
been no substantial loss of tendon 
tissue. 
 

Material Type I collagen Type I collagen  
 

Source   
 

Form Sheet 
 

Sheet 
(self wrapping) 
 

Color White to off-white 
 

White to off-white 

Dimensions 
 

1.5 x 2 cm 
2 x 2.5 cm 
2.5 x 3 cm 
Various sizes to approximate human 
tendons 

4 x 7 cm 
5 x 5 cm 
10 x 12.5 cm 
Various sizes to approximate human 
tendons 

Thickness 
 

1 – 1.3 mm 0.4 ± 0.1 mm 

Density 
 

0.3 g/cm3 0.4 g/cm3 

Mechanical 
Strength 
 

Can be sutured 
1.65 ± 0.15 kg 

Can be sutured 
0.356 ± 0.046 kg 

Porosity / 
Permeability 

Semi-permeable 
Permeable to nutrients and small 
molecules 
< 10 µm 
 

Semi-permeable 
Permeable to nutrients and small 
molecules 
< 10 µm 

Biocompatibility Biocompatible Biocompatible 
 

Thermal 
Transition 
Temperature 

67 ± 1oC 55 ± 1oC 

Resorption / 
Biodegradation 

Gradual resorption 
Approx. 10 months 

Gradual resorption 
Approx. 6 months 
 

Sterility Sterile, SAL 10-6 

ETO sterilization 
Sterile, SAL 10-6 

Gamma irradiation 
 

Pyrogenicity Non-pyrogenic 
(≤ 0.5 EU/ml) 
 

Non-pyrogenic 
(≤ 0.5 EU/ml) 
 

Single use / 
Reuse 

Single use only Single use only 

Packaging 
 

Double peel package Double peel package 
 

*Based on information from Company brochures, 510(k) Summaries of Safety and Effectiveness, literature, and in-house 
testing. 

(b)(4) (b)(4) 
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12.4 Description of Substantial Equivalence Flowchart Decisions 
 
Does the new device have same indication statement? 
 
Yes.  Collagen Tendon Sheet and Collagen Tendon Wrap have the same 
indication statement, which is management and protection of tendon injuries 
where there is no substantial loss of tendon tissue. 
 
New device has same intended use and may be substantially equivalent. 
 
Yes.  Collagen Tendon Sheet and Collagen Tendon Wrap have the same 
intended use, which is to provide a protective environment for tissue repair. 
 
Does the new device have same technological characteristics, e.g., design, 
materials, etc.? 
 
No.  There are slight differences in the technological characteristics between the 
Collagen Tendon Sheet and Collagen Tendon Wrap.  The main difference is that 
the Collagen Tendon Sheet subject device is provided in a flat sheet form, 
whereas Collagen Tendon Wrap is provided in a curled sheet from.  All other 
technological aspects of the products, such as design, materials, principle of 
operation, etc. are the same.      
 
Could the new characteristics affect safety and effectiveness? 
 
No.  The difference in the flat sheet vs. curled sheet does not affect safety and 
effectiveness of the product.  The Collagen Tendon Wrap curled sheet can be 
flattened out at the time of implantation to be applied in a flat form.  The Collagen 
Tendon Sheet is the same product offered in a flat form already.  The safety of 
type I collagen is well-established and is not a concern.  
 
Substantial equivalence 
 
The results of the data presented demonstrate that Collagen Tendon Sheet is 
substantially equivalent to its predicate Collagen Tendon Wrap. 
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12.5 Detailed Description of Substantial Equivalence 
 

The overall product comparisons were presented in the table above.  In this section, a 
detailed comparison of the key material characterization test results between the 
candidate product and the predicate products will be discussed: 
 
• Collagen Tendon Sheet – SUBJECT DEVICE 
• Collagen Tendon Wrap - PREDICATE DEVICE 

 
12.5.1 Intended Use 

 
The intended use of the Collagen Tendon Sheet and its predicate is identical, 
which is for management and protection of tendon injuries in which there has 
been no substantial loss of tendon tissue. 

 
12.5.2 Form, Appearance, and Dimensions 

 
Collagen Tendon Sheet and its predicate device are supplied in sheet form and 
white to off-white in color.  The Collagen Tendon Wrap sheet is supplied in a 
curled form. 
 

  
                       
 
 
 
 

 Collagen Tendon Sheet Collagen Tendon Wrap 
Form Membrane Membrane (curled) 
Color White to off-white White to off-white 

Dimensions 1.5 x 2 cm 
2 x 2.5 cm 
2.5 x 3 cm 

4 x 7 cm 
5 x 5 cm 

10 x 12.5 cm 
Thickness 1 – 1.3 mm 0.4 ± 0.1 mm 

 
The Collagen Tendon Sheet is provided in smaller sizes as compared to the 
Collagen Tendon Wrap, because the Collagen Tendon Sheet subject device is 
not designed to wrap around an injured tendon.  The subject device will be 
implanted over the surface of an injury or defect of a flat tendon.  Therefore, the 

Figure 12-2.  Collagen Tendon Wrap  Figure 12-1.  Collagen Tendon Sheet 
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 12.4.5 In Vivo  Study 
 

12.4.6 Sterility 
 
The subject device and its predicates are all terminally sterilized for a sterility 
assurance level of 10-6. 
 

 Collagen Tendon Sheet Collagen Tendon Wrap 
Sterilization 

Method 
 

 
Ethylene oxide 

 
Gamma irradiation 

 
 
 
 

12.5 Conclusions of Comparative Analysis 
 

Based on the comparative analysis, Collagen Tendon Sheet has been shown to 
be substantially equivalent to its predicate.  Additional support is provided 
throughout this submission with respect to safety and performance/effectiveness 
of the device.     

 
 

 
       

(b)(4) 

(b)(4) 

(b)(4) Manufacturing Information
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13. PROPOSED LABELING 
 
The product label and instructions for use of the Collagen Tendon Sheet are provided in 
Appendix B.  Because of the similarities in intended use, materials, and product 
characteristics, the instructions for use of the predicate device Collagen Tendon Wrap 
was used as a guide in developing the insert for the Collagen Tendon Sheet.  A copy of 
the insert for the Collagen Tendon Wrap is also included in the same appendix for 
reference. 
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Test 
 

Test Method/Model Results 

 
Conclusion 

Collagen Tendon Sheet is biocompatible and safe for human implantation. 

(b)(4) 
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16. SOFTWARE 
 
 
The device does not contain software; therefore this section is not applicable to this 
submission. 
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17. ELECTROMAGNETIC COMPATIBILITY AND ELECTRICAL 
SAFETY 

 
 
The device does not include an electronic component; therefore this section is not 
applicable to this submission. 
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19. PERFORMANCE TESTING - ANIMAL 
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Table 19-3.  Summary of Animal Studies in Literature 
(b)(4) Testing
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20. PERFORMANCE TESTING - CLINICAL 
 
 
20.1 Clinical Experience with Collagen Tendon Wrap  
 

 
20.2 Clinical Literature Review 
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20.3 Conclusions from the Clinical Experience and Clinical Literature 
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Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016
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(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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

Description 
Collagen Tendon Sheet is a bioabsorbable 
implant device that provides a layer of collagen 
over injured tendons. Collagen Tendon Sheet is 
designed to provide a layer of collagen between 
a flat tendon and the surrounding tissue. After 
hydration Collagen Tendon Sheet is an easy-to-
handle, soft, pliable, nonfriable, porous collagen 
sheet. Collagen Tendon Sheet is provided 
sterile, non-pyrogenic, for single use only, in a 
variety of sizes, in double-peel packages. 

Indications for Use 
Collagen Tendon Sheet is indicated for the 
management and protection of tendon injuries 
in which there has been no substantial loss of 
tendon tissue. 

Contraindications 
Collagen Tendon Sheet is not designed, sold, or 
intended for use except as described in the 
indications for use and is contraindicated in the 
following situations: 

• Collagen Tendon Sheet is not indicated to 
replace or repair damaged tendon or to 
reinforce the strength of any tendon repair. 

• Collagen Tendon Sheet is not indicated for 
patients with a known history of 
hypersensitivity to bovine-derived materials. 

Instructions for Use 
1. Follow standard procedures for treatment of 

the injured tendon. 
2. Determine the tendon width in millimeters 

(mm) using a suitable measuring instrument. 
3. Select a Collagen Tendon Sheet size that is 

slightly smaller than the width of the tendon. 
4. Pre-hydrate Collagen Tendon Sheet in sterile 

saline for at least 2 minutes. 
5. After hydration place the Collagen Tendon 

Sheet over the tendon with one end 
overlapping the tendon insertion. 

6. Secure the Collagen Tendon Sheet to the 
tendon and bone with interrupted sutures. 
Use the minimum number of sutures to 
ensure that the Collagen Tendon Sheet is in 
good contact with the tendon. 

7. Thoroughly irrigate the surgical site and 
close the incision in the standard fashion. 

8. Application of the Collagen Tendon Sheet 
does not modify the postoperative 
treatment. The surgeon must determine 
motion and strength requirements according 
to standard practice. 

Warnings 
• Do not re-sterilize. 
• Do not use if the product package is 

damaged or opened. 

Precautions 
• Collagen Tendon Sheet should not be applied 

until bleeding and infection are controlled. 

Storage 
Store at room temperature. Avoid excessive 
heat or humidity. 

How Supplied 
Collagen Tendon Sheet is supplied sterile in 
single-use, double-peel packages in a variety of 
sizes. Contents of the package are guaranteed 
sterile and non-pyrogenic unless the package is 
opened or damaged. The Collagen Tendon 
Sheet product and packaging do not contain 
natural rubber latex. 

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

Symbols Used on Labeling 

    See Instructions for Use 

        Expiration Date 

      Do not reuse after opening 

    Lot Number 

 Method of sterilization – ethylene oxide 
Manufactured exclusively for: 
Rotation Medical, Inc. 
15350 25th Ave. N., Plymouth, MN 55447 USA 
By: 
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



G27

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



H1

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



H3

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



H5

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



H7

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



H9

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



H11

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



         
    

   

          
  

  

    
              

 

      
           

    

      
      
             
       
    
    
     

              
     

      

          

    

              

   
      

    
    

  

      
           

    
       

            
            

  
          
            
           

              
       

       

   

 

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



    

      

     

     

             
            

 

              

            
 

    

  
    

  

     

 
    

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



      
   

   
   

   

   

   
  

    

    
    

      
  

  

  
      

  
  

 

  
     
    
     
      

    
    
    

     
    

   
      
   

            
         

     
    

        
        

    
   
    

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



  

  
 

      
   

             
   

  

     

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



   

  

   

      

 

  

 

     
  

    
     

  
   
    

 

  
   
 

  
  

   

   

        

                  
              

                  
                

             

                 

 
                
      

 
                  

                   
                    

                  
               

                    
            

                  
           

              

               

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



   

 

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



   
    
    

  

        
  

  

    
              

 
 

      
            

    

      
      

             
       
    
    
     

              

      

      

          

    

              

    
      

    
   

    

  
      

           
       

       

            

           
  

          
            
          

              
       

       

   

 

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



     

     

     

     

             
              

 

               

            
 

    

    
   

    

 
  

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



  
 

     
 

               
         

         
  

     
     

   
   

     
     

        
         

    

    
      

     
      

   
  

     
      

 

 

     
 

  

 
   

                
         

              

             

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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15350 25th Avenue No   •   Suite 100   •   Plymouth MN  55447  •  763.746.7500 

 

 
U.S. Food and Drug Administration 
C/0 Maegen Colehour; Re: K112423 
Center for Devices and Radiological Health 
Document Mail Center – WO66-G609 
10903 New Hampshire Avenue 
Siver Spring, MD 20993-0002 
 
 
Dear Maegen, 
 
Thank you so much for your availability during our work to answer the questions posed in your 
request for additional information, received November 1st, regarding our 510(k) for Collagen 
Tendon Sheet (K112423). We have addressed each of your requests sequentially with your 
requests restated in italics for easy reference. Our responses follow, non-italic, providing a 
reference to an attached document in a numbered appendix that completes the answer to each 
question. Thank you too for your efforts to review and clear this product for market. 
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RMICTSIFUUS, Rev 0.1 

Collagen Tendon Sheet 

Description 
Collagen Tendon Sheet is a bioabsorbable 
implant device that provides a layer of collagen 
over injured tendons. Collagen Tendon Sheet is 
designed to provide a layer of collagen between 
a flat tendon and the surrounding tissue. After 
hydration Collagen Tendon Sheet is an easy-to-
handle, soft, pliable, nonfriable, porous collagen 
sheet. Collagen Tendon Sheet is provided 
sterile, non-pyrogenic, for single use only, in a 
variety of sizes, in double-peel packages. 

Indications for Use 
Collagen Tendon Sheet is indicated for the 
management and protection of tendon injuries 
in which there has been no substantial loss of 
tendon tissue. 

Contraindications 
Collagen Tendon Sheet is not designed, sold, or 
intended for use except as described in the 
indications for use and is contraindicated in the 
following situations: 
• Collagen Tendon Sheet is not indicated to 

replace or repair damaged tendon or to 
reinforce the strength of any tendon repair. 

• Collagen Tendon Sheet is not indicated for 
patients with a known history of 
hypersensitivity to bovine-derived materials. 

Warnings 
• Do not re-sterilize. 
• Do not use if the product package is 

damaged or opened. 

Precautions 
• Collagen Tendon Sheet should not be 

applied until bleeding and infection are 
controlled. 

Adverse Reactions 
Infection may occur if device sterility is 
compromised. 

An allergic reaction to Collagen Tendon Sheet 
may be experienced in patients with a 
hypersensitivity to bovine-derived materials. 

Instructions for Use 
1. Follow standard procedures for treatment of 

the injured tendon. 
2. Determine the tendon width in millimeters 

(mm) using a suitable measuring instrument. 

3. Select a Collagen Tendon Sheet size that is 
slightly smaller than the width of the tendon. 

4. Pre-hydrate Collagen Tendon Sheet in sterile 
saline for at least 2 minutes. 

5. After hydration place the Collagen Tendon 
Sheet over the tendon with one end 
overlapping the tendon insertion. 

6. Secure the Collagen Tendon Sheet to the 
tendon and bone with interrupted sutures. 
Use the minimum number of sutures to 
ensure that the Collagen Tendon Sheet is in 
good contact with the tendon. 

7. Thoroughly irrigate the surgical site and 
close the incision in the standard fashion. 

8. Application of the Collagen Tendon Sheet 
does not modify the postoperative 
treatment. The surgeon must determine 
motion and strength requirements according 
to standard practice. 

Storage 
Store at room temperature. Avoid excessive 
heat or humidity. 

How Supplied 
Collagen Tendon Sheet is supplied sterile in 
single-use, double-peel packages in a variety of 
sizes. Contents of the package are guaranteed 
sterile and non-pyrogenic unless the package is 
opened or damaged. The Collagen Tendon 
Sheet product and packaging do not contain 
natural rubber latex. 

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

Symbols Used on Labeling 

    See Instructions for Use 

        Expiration Date 

      Do not reuse after opening 

    Lot Number 

   Method of sterilization – ethylene oxide 
 
Manufactured exclusively for: 
Rotation Medical, Inc. 
15350 25th Ave. N., Plymouth, MN 55447 USA 

 

Appendix 11; page 1 of 1

(b)(4)

Records processed under FOIA Request # 2016-2633; Released by CDRH on 12-05-2016

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



 

 
15350 25th Avenue No   •   Suite 100   •   Plymouth MN  55447  •  763.746.7500 

 
510(k) Summary 

 
 

Applicant Information 
  
 Applicant Name: Rotation Medical, Inc. 
 Applicant Address: 15350 25th Avenue North, Suite 100 
  Plymouth, MN 55447 
 Telephone: 763-746-7502 
 Fax: 763-746-7501 
 Contact Person: Jeff Sims 
 Vice President, Clinical Programs and Regulatory Affairs 
 Date Prepared/Revised: August 22, 2011/November 14, 2011 
 
Name of Device 
 
 Device Common Name: Tendon Protector 
 Device Trade Name:  Collagen Tendon Sheet 
 Device Classification Name: Mesh, Surgical 
 878.3300 
 Class II 
 FTM 

 
Legally Marketed Devices to Which Substantial Equivalence is Claimed 

 
 Predicate Device(s): Collagen Tendon Wrap, K0080452 

 Collagen Matrix, Inc., Oakland, NJ 
   
Description of the Device 

 
Collagen Tendon Sheet is a resorbable type I collagen matrix that provides a layer of 
collagen over injured tendons.  Collagen Tendon Sheet is designed to provide a layer 
between the tendon and the surrounding tissue.  When hydrated, Collagen Tendon 
Sheet is an easy-to-use, soft, pliable, nonfriable, porous collagen sheet.  Collagen 
Tendon Sheet is provided sterile, non-pyrogenic, for single use only, in a variety of 
sizes, in double peel packages. 

 
Intended Use  

 
 Collagen Tendon Sheet is indicated for the management and protection of tendon 

injuries in which there has been no substantial loss of tendon tissue.   
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 Page 2 of 2 

 
Summary/Comparison of Technical Characteristics  

 
Collagen Tendon Sheet and its predicate device have the same technological 
characteristics.  In particular, Collagen Tendon Sheet and its predicate are the same 
with respect to intended use, design, materials, and material characterization.  The 
substantial equivalence of the Collagen Tendon Sheet and its predicate was 
demonstrated primarily based on in vitro characterization studies, biocompatibility 
studies, an animal efficacy study, and clinical experience of the predicate device. 

 In vitro characterization studies included evaluation of material properties, biological 
properties, chemical and physical properties. 

 
 The Collagen Tendon Sheet and its predicate device are manufactured with similar 

processing, in the same facilities, by the same manufacturer, using the same raw 
materials. 

 
 Collagen Tendon Sheet and its predicate have been characterized for chemical 

composition, purity, density, and strength to demonstrate substantial equivalence. 
 

Collagen Tendon Sheets have been evaluated in a number of in vitro and in vivo tests 
to assess its safety/biocompatibility.  The device passed all applicable FDA Blue Book 
Memorandum G95-1and ISO 10993-1 testing for the biological evaluation of medical 
devices. 
 
An animal efficacy study was conducted to evaluate the device as compared to its 
predicate device.  No clinical tests were performed on the product; however clinical 
history of the predicate device was referenced in the submission. 
 
Viral inactivation studies were performed to ensure the viral safety of the product. 

 
 Conclusion of Non-clinical Studies 
 
 The results of the in vitro product characterization studies, in vitro and in vivo 

biocompatibility studies, as well as the animal efficacy study show that Collagen 
Tendon Sheet is safe and substantially equivalent to the predicate device. 
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 U.S. Food and Drug Administration  
C/0 Maegen Colehour; Re: K112423  
Center for Devices and Radiological Health  
Document Mail Center – WO66-G609  
10903 New Hampshire Avenue  
Siver Spring, MD 20993-0002 

 

Dear Maegen, 
 
Following is the additional information and revised 510(k) Summary in response to your AI 
letter received on December 12, 2011.  We have restated your requests in italics for easy 
reference, followed by a reference to a detailed document provided in the attached appendix 
that completes the answer to each question.  Thank you for your continued efforts to review 
and clear this product for market. 
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510(k) Summary 

 
 
Applicant Information 
  
 Applicant Name: Rotation Medical, Inc. 
 Applicant Address: 15350 25th Avenue North, Suite 100 
  Plymouth, MN 55447 
 Telephone: 763-746-7502 
 Fax: 763-746-7501 
 Contact Person: Jeff Sims 
 Vice President, Clinical Programs and Regulatory Affairs 
 Date Prepared/Revised: August 22, 2011/November 14, 2011/December 13, 2011 
 
Name of Device 
 
 Device Common Name: Tendon Protector 
 Device Trade Name:  Collagen Tendon Sheet 
 Device Classification Name: Mesh, Surgical 
 878.3300 
 Class II 
 FTM 

 
Legally Marketed Devices to Which Substantial Equivalence is Claimed 
 
 Predicate Device(s): Collagen Tendon Wrap, K0080452 

 Collagen Matrix, Inc., Oakland, NJ 
   
Description of the Device 
 

Collagen Tendon Sheet is a resorbable type I collagen matrix that provides a layer of 
collagen over injured tendons.  Collagen Tendon Sheet is designed to provide a layer 
between the tendon and the surrounding tissue.  When hydrated, Collagen Tendon 
Sheet is an easy-to-use, soft, pliable, nonfriable, porous collagen sheet.  Collagen 
Tendon Sheet is provided sterile, non-pyrogenic, for single use only, in a variety of 
sizes, in double peel packages. 

 
Intended Use  

 
 Collagen Tendon Sheet is indicated for the management and protection of tendon 

injuries in which there has been no substantial loss of tendon tissue.   
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Summary/Comparison of Technical Characteristics  
 

Collagen Tendon Sheet and its predicate device have the same technological 
characteristics.  In particular, Collagen Tendon Sheet and its predicate are the same 
with respect to intended use, design, materials, and material characterization.  The 
substantial equivalence of the Collagen Tendon Sheet and its predicate was 
demonstrated primarily based on in vitro characterization studies, biocompatibility 
studies, an animal efficacy study, and clinical experience of the predicate device. 

 In vitro characterization studies included evaluation of material properties, biological 
properties, chemical and physical properties. 

 
 The Collagen Tendon Sheet and its predicate device are manufactured with similar 

processing, in the same facilities, by the same manufacturer, using the same raw 
materials. They vary with respect to size and thickness. In addition, the Collagen

 Tendon sheet is provided in a flat form.

 Collagen Tendon Sheet and its predicate have been characterized for chemical 
composition, purity, density, and strength to demonstrate substantial equivalence. Testing

 was conducted in accordance to FDA's Guidance for the Preparation of a Premarket
Notification Application for a Surgical Mesh.

Collagen Tendon Sheets have been evaluated in a number of in vitro and in vivo tests 
to assess its safety/biocompatibility.  The device passed all applicable FDA Blue Book 
Memorandum G95-1and ISO 10993-1 testing for the biological evaluation of medical 
devices. 
 
An animal efficacy study was conducted to evaluate the device as compared to its 
predicate device.  No clinical tests were performed on the product; however clinical 
history of the predicate device was referenced in the submission. 
 
Viral inactivation studies were performed to ensure the viral safety of the product. 

 
 Conclusion of Non-clinical Studies 
 
 The results of the in vitro product characterization studies, in vitro and in vivo 

biocompatibility studies, as well as the animal efficacy study show that Collagen 
Tendon Sheet is substantially equivalent to the predicate device. 
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