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February 3, 2014 
 
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-DDI
 
Note: This submission includes an electronic copy of the 510(k) submission per eCopy 

Program for Medical Device Submissions. The eCopy is an exact duplicate of the paper 
copy. 

 
 
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-DDI.  Rotation Medical has determined that Collagen Tendon Sheet-DDI is substantially 
equivalent to current legally marketed tendon protector devices and intends to manufacture and 
market the device. 
 

 
Trade Name or Proprietary Name: Collagen Tendon Sheet-DDI 

 
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 
 

 
15350 25th Avenue No   •   Suite 100   •   Plymouth MN  55447  •  763.746.7500 
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Establishment Registration No.: 3009351468 
 

 
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 

 
Below is the recommended “Design and Use of the Device” questions per the Guidance for 
Industry and FDA Staff: Format for Traditional and Abbreviated 510(k)s. 
 

Question Yes No 
Is the device intended for prescription use (21 CFR 801 Subpart D)? X  
Is the device intended for over-the-counter use (21 CFR 807 Subpart C)?  X 
Is the device provided sterile? X  
Is the device intended for single use? X  
Is the device a reprocessed single use device?  X 
  If yes, does this device type require reprocessed validation data?  n/a 
Does the device contain a drug?  X 
Does the device contain a biologic?  X 
Does the device use software?  X 
Does the submission include clinical information?  X 
Is the device implanted? X  

 
The purpose of this application is to gain clearance for Collagen Tendon Sheet-DDI, an 
additional model of the predicate device, Rotation Medical’s Collagen Tendon Sheet-D 
(K122048). Collagen Tendon Sheet-DDI is exactly the same device as its predicate except it is 

 
The indication for use for Collagen Tendon Sheet-DDI is the same as the predicate Collagen 
Tendon Sheet-D: 

 
Collagen Tendon Sheet-DDI 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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Indications for Use 
 
 
 
 
510(k) Number (if known):    
 
Device Name:  Collagen Tendon Sheet-DDI   
  
 
Indications for Use: 
 
Collagen Tendon Sheet-DDI 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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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: February 3, 2014 
 
Name of Device 
 
 Device Common Name: Tendon Protector 

  Device Trade Name: Collagen Tendon Sheet-DDI 
 Device Classification Name: Mesh, Surgical 
 878.3300 
 Class II 
 FTM 
 
Legally Marketed Devices to Which Substantial Equivalence is Claimed 
 
 Predicate Device(s): Collagen Tendon Sheet-D, K122048 
 Rotation Medical, Inc. 
 
Description of the Device 
 
Collagen Tendon Sheet-DDI is a resorbable type I collagen matrix that provides a layer of 
collagen over injured tendons. Collagen Tendon Sheet-DDI is designed to provide a layer 
between the tendon and the surrounding tissue during healing. When hydrated, Collagen 
Tendon Sheet-DDI is an easy-to-use, soft, pliable, nonfriable, porous collagen sheet.  Collagen 
Tendon Sheet-DDI is provided sterile, non-pyrogenic, for single use only, in a variety of sizes, 
and is packaged preloaded in a cartridge, for use with the Rotation Medical Delivery Instrument, 
in a dual sterile seal tray-in-tray configuration. 
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Intended Use  
 
Collagen Tendon Sheet-DDI is indicated for the management and protection of tendon injuries 
in which there has been no substantial loss of tendon tissue. 
 
Summary/Comparison of Technical Characteristics  
 
Collagen Tendon Sheet-DDI is exactly the same product as its predicate, Collagen Tendon 
Sheet-D (K122048) in regard to all aspects of the collagen scaffold. Only the packaging has 
changed between the current device and the predicate device. Collagen Tendon Sheet-DDI is 
packaged in a cartridge to facilitate arthroscopic delivery and positioning of the collagen matrix. 
 
No new device performance or characterization data is included in this submission. Past safety, 
biocompatibility and mechanical characterization tests of the predicate product are directly 
applicable to the current product. Additional tests to confirm the performance characteristics of 
the packaging change were performed. 
 
In summary, the Collagen Tendon Sheet-DDI device passed all applicable FDA Blue Book 
Memorandum G95-1 and ISO 10993-1 testing for the biological evaluation of medical devices. 
Testing was conducted in accordance with FDA’s Guidance for the Preparation of a Premarket 
Notification Application for a Surgical Mesh. 
 
 
Conclusion  
 
The purpose of this 510(k) application was to notify the Food and Drug Administration of 
proposed modifications to the packaging of the previously cleared Collagen Tendon Sheet-D 
(K122048). Collagen Tendon Sheet-DDI and Collagen Tendon Sheet-D are exactly the same 
device excepting their respective packaging. The proposed packaging modifications for the new 
device raise no new questions regarding safety and effectiveness. Therefore, the proposed 
Collagen Tendon Sheet-DDI is substantially equivalent to the predicate Collagen Tendon 
Sheet-D. 
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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 performed in support of this application, no financial certifications 
or disclosure statements are applicable. 
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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, 2007 

 
9.2 Biocompatibility 
 

The biocompatibility of the finished product was tested according to ISO 10993-1: 
Biological Evaluation of Medical Devices – Part 1 Evaluation and Testing, 2003 

 
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 sterilization and 
biocompatibility standards are included in Appendix F. 
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10.4 Summary of Performance Testing 
 
The results of the safety and biocompatibility testing that were previously submitted in support of 
the predicate device, Collage Tendon Sheet-D, are directly applicable to Collagen Tendon 
Sheet-DDI because the two devices are identical. In like manner, the results of the material and 
mechanical characterization of the predicate device are also directly applicable to the current 
device. 
 
The materials used in the delivery instrument cartridge head assembly have passed additional 
biocompatibility and simulated-use and integrity safety tests (Section 15 and 20 respectively). 
The proposed packaging modifications to the predicate device raise no new questions regarding 
safety and effectiveness. Therefore, the proposed Collagen Tendon Sheet-DDI is substantially 
equivalent to the predicate Collagen Tendon Sheet-D. 
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11.6 Manufacturing Process 
 
11.6.1 Manufacturing Flowchart 
 
The manufacturing flowchart is shown on the following page. There has been no change 
in the flowchart as a result of the packaging change between the processing of Collagen 
Tendon Sheet-DDI and the predicate Collagen Tendon Sheet-D. The packaging change 
between the two products is described in Section 11.6.2 below. 
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Note, the actual loading of the collagen scaffold in the cartridge assembly is done in a clean 
room environment with gloved hands. 
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12. SUBSTANTIAL EQUIVALENCE DISCUSSION 
 
 
12.1 Predicate Devices 
The data presented in this 510(k) demonstrate that Collagen Tendon Sheet-DDI is substantially 
equivalent to the following predicate devices: 
 

Collagen Tendon Sheet-D (K122048) 
Rotation Medical, Inc. Plymouth, MN 
 
 
 

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-DDI are identical and therefore are substantially equivalent to the predicate device 
referenced above. Indeed they are the same device, only the packaging has changed between 
the two products as reflected in the last line of Table 12-1. 
 
Shelf life assessments of the Collagen Tendon Sheet-DDI device in its new packaging are 
sufficient to demonstrate that the new device is not impacted by the change in packaging. 
These assessments and the protocol for future assessments are submitted in Appendix D and 
Section 14 respectively. Collagen Tendon Sheet-DDI meets its design specifications and is 
equivalent to its predicate device. Further the ongoing lot acceptance tests are performed on 
product after packaging and sterilization, these tests too will continually verify the packaging 
change has no effect on the performance characteristics of the device. 

 
CTS-DDI 510(k) Application, Page 30 of 255



















  Confidential 
  Rotation Medical, Inc. 

13. PROPOSED LABELING 
 
The product label and instructions for use of the Collagen Tendon Sheet-DDI are provided in 
Appendix C. Because of the similarities in intended use, materials, and product characteristics, 
the label and instructions for use of the predicate device Collagen Tendon Sheet-D were used 
as a guide in developing the insert for Collagen Tendon Sheet-DDI. 
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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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Figure 20-1 
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Instrument Nominal Length Nominal Width 

Table 1 Dimensions of Acute Surgical Instrumentation 
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Collagen Tendon Sheet-DDI (CTS-DDI) 

Description 
Collagen Tendon Sheet-DDI (CTS-DDI) is a 
bioabsorbable implant device that provides a layer of 
collagen over injured tendons. CTS-DDI is designed to 
provide a layer of collagen between a flat tendon 
and the surrounding tissue. After hydration, CTS-DDI 
is an easy-to-handle, soft, pliable, nonfriable, porous 
collagen sheet. CTS-DDI is provided sterile, non-
pyrogenic, for single use only, in a variety of sizes, 
and is packaged pre-loaded in a cartridge, for use 
with the Rotation Medical Delivery Instrument, in a 
dual sterile seal tray-in-tray configuration. 

Indications for Use 
Collagen Tendon Sheet-DDI 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-DDI 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-DDI is not indicated to 
replace damaged tendon or to reinforce the 
strength of any tendon repair. 

• Collagen Tendon Sheet-DDI 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 CTS-DDI size that is slightly smaller than 

the width of the tendon. 
4. Pre-hydrate CTS-DDI, in the cartridge, in sterile 

saline for at least 2 minutes. 
5. After hydration, use the Rotation Medical Delivery 

Instrument and accessories to assist in positioning 
the scaffold over the tendon with one end 
overlapping the tendon insertion. Reference 
Delivery Instrument IFU. 

6. Secure the CTS-DDI to the tendon and bone. 
Ensure that CTS-DDI 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-DDI 
does not modify the postoperative treatment. 
The surgeon must determine motion and strength 
requirements according to standard practice. 

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

opened. 

Precautions 
• Collagen Tendon Sheet-DDI 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-DDI is supplied sterile for 
single-use, and is packaged pre-loaded in a cartridge, 
for use with the Rotation Medical Delivery 
Instrument, in a dual sterile seal tray-in-tray 
configuration. Contents of the package are 
guaranteed sterile and non-pyrogenic unless the 
package is opened or damaged. The CTS-DDI 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 
 

Rotation Medical, Inc. 
15350 25th Ave. N., Plymouth, MN 55447 USA 
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Rotation Medical Delivery Instrument 

Description 
The Rotation Medical Delivery Instrument consists of 
the delivery instrument and a “clamshell” which is 
used to facilitate attachment of the cartridge 
containing the Rotation Medical Scaffold onto the 
end of the delivery instrument. The Rotation Medical 
Delivery Instrument is provided sterile, non-
pyrogenic, for single-use only in a dual sterile seal 
tray-in-tray configuration.  

Indications for Use 
The Scaffold Delivery Instrument is indicated for 
arthroscopic delivery of the Rotation Medical 
Scaffold into the subacromial space. 

Contraindications 
The Scaffold Delivery Instrument is not designed, 
sold, or intended for use except as described in the 
indications for use and is contraindicated in the 
following situation: 

• The Scaffold Delivery Instrument is not indicated 
for use with scaffolds manufactured by any 
company other than Rotation Medical. 

Instructions for Use 
1. Place the cartridge containing the Rotation 

Medical Scaffold into the clamshell with the slot 
in the introducer tube engaging with the nub on 
the blue side of the clamshell and snap the 
clamshell closed. 

2. Submerse the clamshell containing the cartridge 
in sterile saline for at least 2 minutes to hydrate 
the scaffold. 

3. After hydration, snap the clamshell onto the end 
of the delivery instrument with the blue side of 
the clamshell facing down. 

4. Pinch the wings of the clamshell and pull the 
clamshell, including the introducer tube, off of the 
delivery instrument. 

5. Insert the guidewire into the small hole in the 
shaft of the delivery instrument and advance the 
cartridge down the guidewire until the cartridge 
has passed through the arthroscopic portal into 
the subacromial space. The cartridge is fully 
advanced to the desired location when the red 
button on the back of the delivery instrument is 
pushed out. 

6. Press the trigger release button on the side of the 
delivery instrument and squeeze the trigger to 

retract the sheath, which allows the scaffold to 
flatten out over the tendon. 

7. While holding the handle of the delivery 
instrument, align the scaffold with the direction 
of the tendon and maintain that position and 
alignment while the scaffold is attached to the 
tendon. 

8. After the scaffold has been securely attached to 
the tendon, pull back on the delivery instrument 
to remove it from the arthroscopic portal. The 
Nitinol fingers will easily bend to allow removal. 

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

opened. 

Precautions 
• The cartridge should not be delivered into the 

subacromial space unless it is securely snapped 
onto the end of the delivery instrument. 

Storage 
Store at room temperature. 

How Supplied 
The Scaffold Delivery Instrument is supplied sterile 
for single-use in a dual sterile seal tray-in-tray 
configuration. Contents of the package are 
guaranteed sterile and non-pyrogenic unless the 
package is opened or damaged. The Scaffold Delivery 
Instrument 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 by: 
Rotation Medical, Inc. 
15350 25th Ave. N., Plymouth, MN 55447 USA 
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