TABLE E-1 Food and Drug Administration-Approved Clinical Uses for Each Extracellular Matrix Scaffold Device

Test Article Approved Clinical Uses (Food and Drug Administration Allowances)
GraftJacket (Wright Medical Orthopaedic supplemental support for rotator cuff, Achilles tendon, patellar tendon,
Technology, Arlington, Tennessee) guadriceps muscle, capsular reinforcement, other augmentation procedures
Restore (DePuy Orthopaedics, Warsaw, | Soft-tissue applications where weakness exists (#K982330), rotator cuff repair when
Indiana) suture or suture anchors are utilized (#K001738)
CuffPatch (Arthrotek, Warsaw, Indiana) | Soft-tissue reinforcement, rotator cuff restoration procedures performed with suture or

suture anchors

TissueMend (TEI Biosciences, Boston, Reinforce soft tissue that is either weak or repaired with suture or suture anchors during
M assachusetts) rotator cuff surgery and for the repair of soft-tissue membranes
Permacol (Tissue Science Laboratories, | Reinforcement of soft tissue, repair of compromised soft-tissue membranes. Rotator cuff
Covington, Georgia) repair (#K992556)




