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1. MEDICAL DEVICE USER FEE COVER SHEET (FORM FDA-3601) 

The Medical Device User Fee Cover Sheet is provided in Appendix A. 

 

 

 

2. CDRH PREMARKET REVIEW SUBMISSION COVER SHEET (FORM FDA-3514) 

The CDRH Premarket Review Submission Cover Sheet is provided in Appendix B. 

 

 

 

3. 510(K) COVER LETTER 

The 510(k) Cover Letter is provided in Appendix C. 

 

 

 

4. INDICATIONS FOR USE STATEMENT 

Medeor™ Matrix is indicated for use in general surgical procedures for the reinforcement and repair of 
soft tissue where weakness exists including, but not limited to; defects of the thoracic wall, suture line 
reinforcement, and muscle flap reinforcement; urogynecological surgical reinforcement including but not 
limited to, rectal and vaginal prolapse, reconstruction of the pelvic floor, hernia repair; soft tissue 
reconstructive procedures including, but not limited to, breast, abdominal wall, and orofacial 
reconstructive procedures; and for reinforcement of the soft tissues, which are repaired by suture or 
suture anchors, including but not limited to, rotator cuff, patellar, Achilles, biceps, quadriceps and other 
tendons. 
  
The device is not intended to replace normal body structure or provide the full mechanical strength to 
support tendon repair of the rotator cuff, patellar, Achilles, biceps, quadriceps, or other tendons.  Sutures, 
used to repair the tear, and sutures or bone anchors used to attach the tissue to the bone, provide 
biomechanical strength for the tendon repair. 
 
The device is intended for one time use. 
 

The Indications for Use Statement is provided in Appendix D. 

 

 

 

5. 510(K) SUMMARY 

The 510(k) Summary is provided in Appendix E. 
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7. CLASS III SUMMARY AND CERTIFICATION 

This section is not applicable; Medeor Matrix is a Class II device. 

 

 

 

 

8. FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT 

This section is not applicable; no clinical investigation was conducted (Form FDA-3674 is provided in 

Appendix F). 

 

 

 

 

9. DECLARATIONS OF CONFORMITY AND SUMMARY REPORTS 

This section is not applicable; this is a Traditional 510(k) submission. 
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Page 3 of 444

Records Processed under FOIA Request 2015-5079; Released by CDRH on 09/17/15

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



Original 510(k) Premarket Notification                               KENSEY NASH CORPORATION 
Medeor™ Matrix 

 
 

CONFIDENTIAL     Page 4 of 31 

 

10. EXECUTIVE SUMMARY 

10.1. Device Description 

Medeor Matrix is a resorbable porcine-dermis-derived surgical mesh intended for reinforcement of 

soft tissues.  The device is supplied sterile in double-layer peel-open packages. The product is either 

supplied pre-hydrated, packaged in saline and sterilized, or packaged dry (lyophilized) and hydrated 

prior to use with saline or autologous bodily fluids such as blood, bone marrow aspirate, or blood 

concentrates such as platelet rich plasma. 

 

Medeor Matrix is a strong, flexible patch that can be sutured over a soft tissue repair site in order to 

reinforce the tissue during healing or to repair a damaged soft tissue. The patch will act as a 

temporary scaffold, preventing gaps from occurring between the juxtaposed tissues, and is eventually 

resorbed by the body and replaced by the patient’s own soft tissues.   

 

Medeor Matrix is similar in appearance and texture to other surgical meshes currently on the market.  

In vitro and in vivo product testing has shown that the device has adequate mechanical properties to 

function as a soft tissue reinforcement material for its various intended uses. Medeor Matrix will be 

available in a variety of sizes, thicknesses, and densities to meet the needs of the variety of surgical 

applications for which it is intended.  Testing has shown that the density, size, and thickness are 

appropriate for maintaining strength. 

Figure 1:  Medeor Matrix 
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10.2. Indications for Use 

Medeor™ Matrix is indicated for use in general surgical procedures for the reinforcement and repair 

of soft tissue where weakness exists including, but not limited to; defects of the thoracic wall, suture 

line reinforcement, and muscle flap reinforcement; urogynecological surgical reinforcement 

including but not limited to, rectal and vaginal prolapse, reconstruction of the pelvic floor, hernia 

repair; soft tissue reconstructive procedures including, but not limited to, breast, abdominal wall, and 

orofacial reconstructive procedures; and for reinforcement of the soft tissues, which are repaired by 

suture or suture anchors, including but not limited to, rotator cuff, patellar, Achilles, biceps, 

quadriceps and other tendons. 

  

The device is not intended to replace normal body structure or provide the full mechanical strength to 

support tendon repair of the rotator cuff, patellar, Achilles, biceps, quadriceps, or other tendons.  

Sutures, used to repair the tear, and sutures or bone anchors used to attach the tissue to the bone, 

provide biomechanical strength for the tendon repair. 

 

The device is intended for one time use. 

 

10.3. Comparison to Predicates 

A comparison of Medeor Matrix to predicate devices supports substantial equivalence based on the 

indications for use, technological characteristics, and mechanical properties.  Predicate devices 

include BioBlanket® (Kensey Nash, K061030) and Strattice™ (LifeCell, K080353).  BioBlanket is a 

surgical mesh developed by Kensey Nash based on our bovine dermis collagen technology; the test 

program developed for the subject device is based on the testing of BioBlanket.  Strattice is a surgical 

mesh developed by LifeCell and is also made from porcine dermis.  Predicate device 510(k) 

summaries are available in Appendix G.  Comparison testing performed 

demonstrates that Medeor Matrix is substantially equivalent to the predicate, and other commercially 

available surgical mesh, devices. 

 

10.4. Summary of Testing 
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10.5. Standards 

No applicable performance standard exists for this device.  Special controls described in the FDA 

Guidance document Guidance for the Preparation of a Premarket Notification Application for a 

Surgical Mesh, issued on March 2, 1999, were used to guide the development of performance testing 

to establish substantial equivalence.  The following standards were also used in establishing 

specifications for the device or its materials of construction, and for the development of processes and 

test methods relating to the device: 

 ISO 10993: 2003 Biological evaluation of medical devices  

 ISO 22442: 2007 Medical devices utilizing animal tissues and their derivatives  

 ISO 11135: 2007 Sterilization of health care products – Ethylene oxide 

 ISO 11137: 2006 Sterilization of health care products – Radiation 

 

 

 

11. D EVICE DESCRIPTION 

11.1. Product Characterization 

Medeor Matrix was characterized by a series of tests in order to help compare the subject device with 

other surgical meshes.  The porosity, thermal stability, thickness, hydration, density, and degradation 

of Medeor Matrix were evaluated by two protocols.  Porcine Dermis ECM Physical Characteristics, 

Part 1, ETF-3017 (available in Appendix H) presents data regarding the thickness, density, pore size 

and thermal stability, while Porcine Dermis ECM Physical Characteristics, Part 2, ETF-3018 

(available in Appendix I) presents the data for hydration.  It should be noted that in the reports, 
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12. SUBSTANTIAL EQUIVALENCE DISCUSSION 

Medeor Matrix is classified as a Class II Surgical Mesh (FTM) and is substantially equivalent in terms of 

indications for use, performance characteristics, and technological characteristics to the following cleared 

devices:  BioBlanket (Kensey Nash, K061030) and Strattice (LifeCell, K080353). 

 

The table on the following page (Table 10) provides a summary of the substantial equivalence 

information. 

Page 17 of 444

Records Processed under FOIA Request 2015-5079; Released by CDRH on 09/17/15

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



Records Processed under FOIA Request 2015-5079; Released by CDRH on 09/17/15

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



Original 510(k) Premarket Notification                               KENSEY NASH CORPORATION 
Medeor™ Matrix 

 

CONFIDENTIAL     Page 19 of 31 

 
Page 19 of 444

(b)(4)
Records Processed under FOIA Request 2015-5079; Released by CDRH on 09/17/15

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



Original 510(k) Premarket Notification                               KENSEY NASH CORPORATION 
Medeor™ Matrix 

 

CONFIDENTIAL     Page 20 of 31 

 

 

 

13. PROPOSED LABELING 

Medeor Matrix will be labeled sterile and for single-use only.  Proposed labeling for Medeor Matrix, and 

available marketing literature and labels for the predicate devices, is provided in Appendix M.   

 

 

 

14. STERILIZATION AND SHELF LIFE 

14.1. Sterilization 

  Table 11 summarizes the 

sterilization methods. 
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Table 11:  Medeor Matrix Sterilization Summary 

 

14.2. Shelf-Life 

Medeor Matrix (both dry and hydrated) will be assigned a shelf-life based on successful results of the 

stability study (protocol available in Appendix N).  An accelerated aging study will evaluate the 

effect of time and storage on the finished device in accordance with ASTM F1980-07 Standard Guide 

for Accelerated Aging of Sterile Medical Device Packages standard.  Accelerated time data will be 

used as the primary determination for shelf life, and real time data will be used to confirm the 

findings.  The shelf life will be determined by what has been proven at the time of commercial 

launch. 

 

14.2.1. Packaging 
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15. BIOCOMPATIBILITY 
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16. SOFTWARE 

This section is not applicable; Medeor Matrix contains no software components. 

 

 

 

17. EMC AND ELECTRICAL SAFETY 

This section is not applicable; Medeor Matrix contains no electrical components. 

 

 

 

18. PERFORMANCE TESTING – BENCH 
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v Klinge et al, Eur J Surg 164, 1998, pp. 951-960 
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18.5. Conclusion 

The data presented provide the evidence necessary to make the reasonable conclusion that Medeor 

Matrix has adequate strength to perform as a surgical mesh, and is substantially equivalent to the 

predicate devices with respect to tensile strength and suture resistance strength. 
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19. PERFORMANCE TESTING – ANIMAL 
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In conclusion, the in vivo evaluation of the Medeor Matrix against the predicate device BioBlanket 

provides evidence to support the reasonable conclusion that the devices are substantially equivalent in 

mechanical performance and inflammatory response. 

 

 

 

20. PERFORMANCE TESTING – CLINICAL  

No Clinical studies were conducted on Medeor Matrix; this section is not applicable. 

 

 

 

 

 

 

Medeor™ is a trademark of Kensey Nash Corporation 

 

 

END 
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1-800-524-1984 
KENSEY NASH CORPORATION, 735 PENNSYLVANIA DRIVE, EXTON, PA 19341 

Indications For Use Statement 
 
 

510(k) Number: 
 
Device Name:  Medeor™ Matrix 
 
Indications For Use: 
Medeor™ Matrix is indicated for use in general surgical procedures for the reinforcement and 
repair of soft tissue where weakness exists including, but not limited to; defects of the thoracic 
wall, suture line reinforcement, and muscle flap reinforcement; urogynecological surgical 
reinforcement including but not limited to, rectal and vaginal prolapse, reconstruction of the 
pelvic floor, hernia repair; soft tissue reconstructive procedures including, but not limited to, 
breast, abdominal wall, and orofacial reconstructive procedures; and for reinforcement of the 
soft tissues, which are repaired by suture or suture anchors, including but not limited to, rotator 
cuff, patellar, Achilles, biceps, quadriceps and other tendons. 
  
The device is not intended to replace normal body structure or provide the full mechanical 
strength to support tendon repair of the rotator cuff, patellar, Achilles, biceps, quadriceps, or 
other tendons.  Sutures, used to repair the tear, and sutures or bone anchors used to attach the 
tissue to the bone, provide biomechanical strength for the tendon repair. 
 
The device is intended for one time use. 
 
 

Prescription Use  X   AND/OR Over-The-Counter Use    
(Per 21 CFR 801 Subpart D)     (Per 21 CFR 801 Subpart C) 

 
 

Concurrence of CDRH, Office of Device Evaluation (ODE) 
 

Page 39 of 444

Records Processed under FOIA Request 2015-5079; Released by CDRH on 09/17/15

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



_______________________ _________________________ 
 
 

 
1-800-524-1984 

KENSEY NASH CORPORATION, 735 PENNSYLVANIA DRIVE, EXTON, PA 19341 

 
510(k) Summary 

 
 

Submitted by:   Kensey Nash Corporation 
    735 Pennsylvania Drive 
    Exton, PA  19341 
 
 
Contact Person:  Alyssa J. Schwartz, MS, RAC 
    Regulatory Affairs Specialist 
    Ph: (484) 713-2100 

 Fax: (484) 713-2903 
 
 
Date Prepared:  May 20, 2009 
510(K) #:    
 
Device: 
Trade Name:   Medeor™ Matrix 
Common/Usual Name:  Surgical Mesh 
Proposed Classification:  21 CFR 878.3300, FTM, Class II 
 
 
 
Device Description: 
Medeor™ Matrix is a resorbable porcine-dermis-derived collagen surgical mesh intended for 
reinforcement of soft tissues.  The device is supplied sterile in double-layer peel-open packages. The 
product is either packaged dry (lyophilized) and prior to use is hydrated with saline or autologous bodily 
fluids such as blood, bone marrow aspirate, or blood concentrates such as platelet rich plasma, or can be 
supplied pre-hydrated, packaged and sterilized in saline. 
 
 
 
Predicate Devices: 
Manufacturer    Device    510(k)# 
Kensey Nash Corporation  BioBlanket™   K061030 
LifeCell    Strattice™   K080353 
 
 
 
Substantial Equivalence: 
Performance Testing has confirmed that Medeor Matrix is substantially equivalent to the predicate 
devices with regard to materials, intended use, and technological characteristics, pursuant to section 
510(k). 
 

Page 40 of 444

Records Processed under FOIA Request 2015-5079; Released by CDRH on 09/17/15

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



_______________________ _________________________ 
 

1-800-524-1984 
KENSEY NASH CORPORATION, 735 PENNSYLVANIA DRIVE, EXTON, PA 19341 

 
 
Intended Use: 
Medeor™ Matrix is indicated for use in general surgical procedures for the reinforcement and repair of 
soft tissue where weakness exists including, but not limited to; defects of the thoracic wall, suture line 
reinforcement, and muscle flap reinforcement; urogynecological surgical reinforcement including but not 
limited to, rectal and vaginal prolapse, reconstruction of the pelvic floor, hernia repair; soft tissue 
reconstructive procedures including, but not limited to, breast, abdominal wall, and orofacial 
reconstructive procedures; and for reinforcement of the soft tissues, which are repaired by suture or 
suture anchors, including but not limited to, rotator cuff, patellar, Achilles, biceps, quadriceps and other 
tendons. 
  
The device is not intended to replace normal body structure or provide the full mechanical strength to 
support tendon repair of the rotator cuff, patellar, Achilles, biceps, quadriceps, or other tendons.  Sutures, 
used to repair the tear, and sutures or bone anchors used to attach the tissue to the bone, provide 
biomechanical strength for the tendon repair. 
 
The device is intended for one time use. 
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                    Medeor™ is a trademark of Kensey Nash Corporation 
 

Rev 4-09 

Medeor™ Matrix Dry 
 
DESCRIPTION 
Medeor™ Matrix Dry is a resorbable surgical mesh intended to 
reinforce soft tissue where weakness exists. The device is derived 
from porcine skin and is supplied sterile in double layer peel-open 
packages. The product is packaged dry and prior to use is hydrated 
with saline or autologous bodily fluids such as blood, bone marrow 
aspirate, or blood concentrates such as platelet rich plasma. 
 
INDICATIONS 
Medeor™ Matrix is indicated for use in general surgical procedures 
for the reinforcement and repair of soft tissue where weakness exists 
including, but not limited to; defects of the thoracic wall, suture line 
reinforcement, and muscle flap reinforcement; urogynecological 
surgical reinforcement including but not limited to, rectal and 
vaginal prolapse, reconstruction of the pelvic floor, hernia repair; 
soft tissue reconstructive procedures including, but not limited to, 
breast, abdominal wall, and orofacial reconstructive procedures; and 
for reinforcement of the soft tissues, which are repaired by suture or 
suture anchors, including but not limited to, rotator cuff, patellar, 
Achilles, biceps, quadriceps and other tendons. 
 
The device is not intended to replace normal body structure or 
provide the full mechanical strength to support tendon repair of the 
rotator cuff, patellar, Achilles, biceps, quadriceps, or other tendons.  
Sutures, used to repair the tear, and sutures or bone anchors used to 
attach the tissue to the bone, provide biomechanical strength for the 
tendon repair. 
 
The device is intended for one time use. 
 

CONTRAINDICATIONS 
This device is derived from a porcine source and should not be used 
for patients with known sensitivity to porcine material.  

 
POTENTIAL COMPLICATIONS 
The following complications are possible with the use of surgical 
mesh materials. If any of these conditions occur, the device may 
need to be removed at the surgeon’s discretion. 
 Infection 
 Acute or Chronic inflammation (Initial application of surgical 

graft materials may be associated with transient, mild, 
localized inflammation.) 

 Adhesion 
 Seroma or hematoma formation 
 Fistula formation 
 Allergic reaction 
 Tissue erosion 
 Product extrusion 
 Recurrence of tissue defect 
 

WARNING 
Use of this product in applications other than those intended for 
implantation to reinforce soft tissue where weakness exists has the 
potential for serious complications. 
 
Federal (U.S.A.) law restricts this device to sale by or on the order 
of a physician. 
 

PRECAUTIONS  
 Do not use this product without reading and understanding the 

complete instructions enclosed herein. 
 Do not resterilize. Discard all open and unused portions of 

Medeor™ Matrix Dry. 
 Device is sterile if the package is unopened and undamaged. 

Do not use if the package seal is broken. 
 Discard device if mishandling has caused possible damage or 

contamination, or if the device is past its expiration date. 
 Ensure that device is hydrated prior to cutting, suturing, 

stapling, or loading the device laparoscopically. 
 Aseptic technique must be adhered to throughout the 

procedure. 
 Single patient use only. 
 
 
STORAGE 
This device should be stored in a clean, dry location at room 
temperature. Do not expose the product to temperatures greater than 
104 F (40 C). Do not use after expiration date. 
 
 
STERILIZATION 
This device has been sterilized by ethylene oxide, using a validated 
process to ensure a SAL of 10-6. Do not resterilize. 

INSTRUCTIONS FOR USE 
Note: Always handle Medeor™ Matrix Dry using aseptic technique.  
 
Required Materials: 
 Sterile forceps 
 Sterile scissors 
 Hydration fluid (sterile saline or autologous bodily fluid) 
 
1. Prepare the graft site using standard surgical techniques.  
 
2. Using aseptic technique, remove the Medeor™ Matrix Dry inner 

packaging from its outer pouch, and place the inner packaging in 
the sterile field.  

 
3. Using the supplied tray or else in a sterile cup or container, add 

enough hydration fluid to cover the Medeor™ Matrix Dry. The 
device can be hydrated with saline or autologous body fluids 
including blood, bone marrow aspirate, or blood concentrates 
such as platelet rich plasma. Wait until the product is fully 
hydrated, and aseptically remove the Medeor™ Matrix Dry with 
sterile forceps. If removed from the hydration fluid, Medeor™ 
Matrix Dry may require rehydration if not used within 5-10 
minutes. If the device becomes dry, rehydrate by submerging the 
material in fresh hydration fluid.  

 
4. Using aseptic technique, trim the Medeor™ Matrix Dry to fit the 

implant site with sterile scissors, providing allowance for overlap. 
Cut the device to remove all sharp edges. 

 
5. Using aseptic technique, transfer the Medeor™ Matrix Dry to the 

graft site and suture or staple into place, avoiding excess tension.  
Place the device in maximum contact with well-vascularized 
tissue to optimize healing response. 

 
6. Complete the standard surgical procedure.  
 
7. Discard any unused portions of the Medeor™ Matrix Dry.  
 
 
 

CAUTION: Federal (U.S.A.) law restricts this product 
to sale by or on the order of a physician. 
 
 

Manufactured by: 
    Kensey Nash Corporation 

Exton, PA 19341 USA 
Phone: 800-524-1984 
www.kenseynash.com 
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                    Medeor™ is a trademark of Kensey Nash Corporation 
 

Rev 4-09 

Medeor™ Matrix Hydrated 
 
DESCRIPTION 
Medeor™ Matrix Hydrated is a resorbable surgical mesh intended to 
reinforce soft tissue where weakness exists. The device is derived 
from porcine skin and is supplied sterile in double layer peel-open 
packages. The product is packaged hydrated in sterile saline. 
 
INDICATIONS 
Medeor™ Matrix is indicated for use in general surgical procedures 
for the reinforcement and repair of soft tissue where weakness exists 
including, but not limited to; defects of the thoracic wall, suture line 
reinforcement, and muscle flap reinforcement; urogynecological 
surgical reinforcement including but not limited to, rectal and 
vaginal prolapse, reconstruction of the pelvic floor, hernia repair; 
soft tissue reconstructive procedures including, but not limited to, 
breast, abdominal wall, and orofacial reconstructive procedures; and 
for reinforcement of the soft tissues, which are repaired by suture or 
suture anchors, including but not limited to, rotator cuff, patellar, 
Achilles, biceps, quadriceps and other tendons. 
 
The device is not intended to replace normal body structure or 
provide the full mechanical strength to support tendon repair of the 
rotator cuff, patellar, Achilles, biceps, quadriceps, or other tendons.  
Sutures, used to repair the tear, and sutures or bone anchors used to 
attach the tissue to the bone, provide biomechanical strength for the 
tendon repair. 
 
The device is intended for one time use. 
 

CONTRAINDICATIONS 
This device is derived from a porcine source and should not be used 
for patients with known sensitivity to porcine material.  

 
POTENTIAL COMPLICATIONS 
The following complications are possible with the use of surgical 
mesh materials. If any of these conditions occur, the device may 
need to be removed at the surgeon’s discretion. 
 Infection 
 Acute or Chronic inflammation (Initial application of surgical 

graft materials may be associated with transient, mild, 
localized inflammation.) 

 Adhesion 
 Seroma or hematoma formation 
 Fistula formation 
 Allergic reaction 
 Tissue erosion 
 Product extrusion 
 Recurrence of tissue defect 
 

WARNING 
Use of this product in applications other than those intended for 
implantation to reinforce soft tissue where weakness exists has the 
potential for serious complications. 
 
Federal (U.S.A.) law restricts this device to sale by or on the order 
of a physician. 
 

PRECAUTIONS  
 Do not use this product without reading and understanding the 

complete instructions enclosed herein. 
 Do not resterilize. Discard all open and unused portions of 

Medeor™ Matrix Hydrated. 
 Device is sterile if the package is unopened and undamaged. 

Do not use if the package seal is broken. 
 Medeor™ Matrix Hydrated should be fully hydrated and moist 

upon opening the package.  If the product is dry, do not use. 
 Discard device if mishandling has caused possible damage or 

contamination, or if the device is past its expiration date. 
 Ensure that device is hydrated prior to cutting, suturing, 

stapling, or loading the device laparoscopically. 
 Aseptic technique must be adhered to throughout the 

procedure. 
 Single patient use only. 
 
 
STORAGE 
This device should be stored in a clean, dry location at room 
temperature. Do not expose the product to temperatures greater than 
104 F (40 C). Do not use after expiration date. 
 
 
STERILIZATION 
This device has been sterilized by ethylene oxide, using a validated 
process to ensure a SAL of 10-6. Do not resterilize. 

INSTRUCTIONS FOR USE 
Note: Always handle Medeor™ Matrix Hydrated using aseptic 
technique.  
 
Required Materials: 
 Sterile forceps 
 Sterile scissors 
 Hydration fluid (sterile saline or autologous bodily fluid) 
 
1. Prepare the graft site using standard surgical techniques.  
 
2. Using aseptic technique, remove the Medeor™ Matrix Hydrated 

inner packaging from its outer pouch, and place the inner 
packaging in the sterile field.  

 
3. Medeor™ Matrix Hydrated can be used directly out of the 

package with no additional hydration.  If removed from the 
package, Medeor™ Matrix Hydrated may require rehydration if 
not used within 5-10 minutes. Using a sterile cup or container, 
add enough hydration fluid to cover the Medeor™ Matrix 
Hydrated. The device can be re-hydrated with saline or 
autologous body fluids including blood, bone marrow aspirate, or 
blood concentrates such as platelet rich plasma. Wait until the 
product is fully hydrated, and aseptically remove the Medeor™ 
Matrix Hydrated with sterile forceps. 

 
4. Using aseptic technique, trim the Medeor™ Matrix Hydrated to 

fit the implant site with sterile scissors, providing allowance for 
overlap. Cut the device to remove all sharp edges. 

 
5. Using aseptic technique, transfer the Medeor™ Matrix Hydrated 

to the graft site and suture or staple into place, avoiding excess 
tension.  Place the device in maximum contact with well-
vascularized tissue to optimize healing response. 

 
6. Complete the standard surgical procedure.  
 
7. Discard any unused portions of the Medeor™ Matrix Hydrated.  
 
 
 

CAUTION: Federal (U.S.A.) law restricts this product 
to sale by or on the order of a physician. 
 
 

Manufactured by: 
    Kensey Nash Corporation 

Exton, PA 19341 USA 
Phone: 800-524-1984 
www.kenseynash.com 
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Medeor™ is a trademark of Kensey Nash Corporation 
 DRAFT 

Kensey Nash, who has been working with biologic materials since 1995, is proud 
to introduce a new biologic mesh.   
 

Medeor™ Matrix 
 

 
 

Medeor Matrix provides reinforcement and repair of soft tissue during healing.   
 
Some of the many benefits of Medeor Matrix include… 
 It is strong, but still has the feel of natural tissue 
 It is provided pre-hydrated – no preparation time necessary 
 It can be stored at room temperature 
 No pre-stretching is required 
 Large sizes are available 
 No sidedness or orientation 
 Promotes cell in-growth and revascularization 

 
Medeor Matrix is provided in a large variety of shapes, sizes, and thickness to 
satisfy a variety of soft tissue repair needs including… 
 

 Hernia repair 
 Reinforcement of the soft 

tissues, which are repaired by 
suture or suture anchors 

o Rotator cuff 
o Patellar Tendon 
o Achilles Tendon 
o Bicep  
o Quadricep 

 Defects of the thoracic wall 
 Suture line reinforcement 
 Muscle flap reinforcement 

 Soft tissue reconstructive 
procedures  

o Breast 
o Abdominal wall 
o Orofacial reconstructive 

procedures 
 Urogynecological surgical 

reinforcement  
o Rectal prolapse 
o Vaginal prolapse 
o Reconstruction of the 

pelvic floor 
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                    BioBlanket™ is a trademark of Kensey Nash Corporation 
 

4213-01 Rev. AC     12/2005 

BioBlanket™ Surgical Mesh for Rotator Cuff 
 
DESCRIPTION 
BioBlanket™ Surgical Mesh is a resorbable collagen based material 
intended as a general surgical patch to reinforce soft tissue where 
weakness exists.  The device is supplied sterile in double layer peel-
open packages.  The product is packaged dry and is hydrated with 
saline prior to use. 
 
INDICATIONS 
BioBlanket™ Surgical Mesh is indicated for use in general surgical 
procedures for the reinforcement and repair of soft tissue where 
weakness exists including, but not limited to reinforcement of the 
soft tissues which are repaired by suture or suture anchors, limited to 
the supraspinatus, during rotator cuff repair surgery.  The device is 
intended for one-time use.  The device is provided sterile and cannot 
be resterilized. 
 
CONTRAINDICATIONS 
This device is derived from a bovine source and should not be used 
for patients with known sensitivity to bovine material.  
 
The device is contraindicated for use in any patient in whom soft 
tissue implants are contraindicated including: 
-Active or latent infection 
-Blood supply limitations 
-Pathologic soft-tissue conditions that would prevent secure fixation 
 
The device is contraindicated for patients with severe allergies 
manifested by a history of anaphylaxis, history of multiple severe 
allergies, or known allergies against bovine collagen. 
 
The device is contraindicated for patients known to be undergoing 
desensitization injections to meat products, as these injections can 
contain bovine collagen. 
 
The device is contraindicated for use in any patient with mental or 
neurologic conditions who is unwilling or incapable of following 
postoperative care instructions. 
 
The device is contraindicated in uses that require rolling, folding, or 
layering, and which may create a space impermeable to fluid, cells, 
and blood vessels.  Such uses may result in excessive inflammation, 
drainage, extrusion or infection.  Folding of the product edges (1 cm 
or less) to increase suture retention strength has not resulted in any 
reported problems in similar products, and is appropriate when 
indicated. 
 

WARNING 
Use of this product in applications other than those intended for 
implantation to reinforce soft tissue where weakness exists has the 
potential for serious complications.  The patient is to be made aware 
of the possible adverse effects as listed. 
 

PRECAUTIONS  
 Do not use this product without reading and understanding the 

complete instructions enclosed herein. 
 Do not resterilize.  Discard all open and unused portions of 

BioBlanket™ Surgical Mesh. 
 Device is sterile if the package is unopened and undamaged.  

Do not use if the package seal is broken. 
 Discard device if mishandling has caused possible damage or 

contamination, or if the device is past its expiration date. 
 Ensure that device is hydrated prior to suturing or stapling. 
 Aseptic technique must be adhered to throughout the 

procedure. 
 Single patient use only. 
 
POTENTIAL COMPLICATIONS 
The following complications are possible with the use of surgical 
mesh materials.  If any of these conditions occur, the device may 
need to be removed at the surgeon’s discretion. 
 Infection 
 Acute or Chronic inflammation (Initial application of surgical 

graft materials may be associated with transient, mild, 
localized inflammation.) 

 Allergic reaction 
 Tissue erosion 
 Product extrusion 
 
INSTRUCTIONS FOR USE 
Note: Always handle BioBlanket™ Surgical Mesh using aseptic 
technique.  
 
Required Materials: 
 Sterile forceps 
 Sterile scissors 
 Sterile saline or sterile water 
 
1. Prepare the graft site using standard surgical techniques.  
 
2. Using aseptic technique, remove the BioBlanket™ Surgical Mesh 

inner pouch from its outer pouch, and place the inner pouch in the 
sterile field.  

 
3. Open the inner pouch and place BioBlanket™ Surgical Mesh in a 

sterile container.  Add enough room temperature sterile water or 
sterile normal saline to cover the entire device.  After hydrated 
and pliable, aseptically remove the BioBlanket™ Surgical Mesh 
with the sterile forceps.  If the device becomes dehydrated, 
rehydrate by submerging the material in room temperature sterile 
normal saline or sterile water solution.  

 
4. Using aseptic technique, trim the BioBlanket™ Surgical Mesh to 

fit the implant site with sterile scissors, providing a small 
allowance for overlap.  Cut the corners of the device to remove 
all sharp edges. 

 
5. Using aseptic technique, transfer the BioBlanket™ Surgical Mesh 

to the graft site and suture or staple into place, avoiding excess 
tension.  

 
6. Complete the standard surgical procedure.  
 
7. Discard any unused portions of the BioBlanket™ Surgical Mesh.  
 
STORAGE 
This device should be stored in a clean, dry location at room 
temperature.  Do not expose the product to temperatures greater than 
104 F (40 C). 
 
STERILIZATION 
This device has been sterilized by gamma radiation, using a 
validated process to ensure a SAL of 10-6.  Do not resterilize.  Do 
not use after expiration date.  
 
 
 

CAUTION: Federal (U.S.A.) law restricts this product 
to sale by or on the order of a physician. 
 
 

Manufactured by: 
    Kensey Nash Corporation 

Exton, PA 19341 USA 
Phone: 484-713-2100 
www.kenseynash.com 
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