WRIGHT MEDICAL TECHNOLOGY IS
THE LEADER IN CALCIUM SULFATE
INNOVATION.

Only OSTEOSET® Surgical-Grade Calcium Sulfate offers a
distinguished publication history of clinical performance ;
demonstrated in over 17 published articles. e

The alpha crystalline structure of OSTEOSET® Surgical-Grade
Calcium Sulfate has been engineered through a proprietary and
patented process to ensure a controlled resorption profile that
mimics the natural rate of bone formation. The manufacturing
process is complex and has evolved since the introduction of
OSTEOSET® Bone Graft Substitute by Wright Medical in 1996.

(L-R) Industrial Grade CaSO,. Proprietary Processing.
OSTEOSET® Surgical-Grade CaSO,. (Note uniformity of crystals.)

OSTEOSET® CaSO_ CLINICAL REFERENCES

Alexander DI, Manson NA, Mitchell MJ. Efficacy of Calcium Sulfate Plus Decompression Bone
in Lumbar and Lumbosacral Spinal Fusion: Preliminary Results in 40 Patients. CanJSurg
2001;44(4): 262-266. [5K579-1001]

Kelly CM, Wilkins RM, Gitelis S, Hartjen C, Watson JT, Kim PT. The Use of a Surgical Grade
Calcium Sulfate as a Bone Graft Substitute. Clin Orthop Rel Res 2001; 382: 42-50. [SK304-101]

Gitelis S, Piasecki P, Tumer T, H
Graft Substitute for Benign Bone Lesions. Orthoped

ard W, Charters |, Urban R. Use of a Calcium Sulfate-Based Bone
001;24(2): 162-166. [5K303-101]

Turner TM, Urban RM, Gitelis 55, Kuo KN, Andersson GBJ. Radiographic and Histologic Assessment of
Calcium Sulfate in Experimental Animal Models and Clinical Use as a Resorbable Bone Graft
Substitute, Graft Expander and for Local Antibiotic Delivery: One Institutioris Experience.
JBone Joint Surg, Supplement 2, AAOS 2001;8-18. [SK578-1001)

LR. The Use of Calcium Sulfate in the
3A(3):355-358. [SK336-401]

Mirzayan R, Panossian V, Avedian R, Forrester DM, Menend

Treatment of Benign Bone Lesions.

Wilkins RM. Unicameral Bone Cysts. J/Am Acad Ortho Surg 2000;8(4): 217-224. [SK241-800]

Gitelis S, Ivankovich D, Wilkins, RM, Piasecki P Camozzi A. The Use of Demineralized Bone Matrix
(DBM) and Calcium Sulfate (OSTEOSET®) as a Bone Graft Substitute for Benign Lesions of Bone.
AAOS 2001, Paper 125, San Francisco, California

Wilkins RM, Kelly CM, Giusti DE. Bioassayed Demineralized Bone Matrix and Calcium Sulfate: Use
inBone-Grafting Procedures. Annals Chirugiae et Gynaecologiae 1999;88: 180-185. [SK982-1099]

Walsh W, Bruce W, Chapman-Sheath P Ball C, Yu Y, Haqqerd W, Speer D, Svehla M. InVivo
for Calcium ings ofthe Orthopedii Research
ety, 2001; Vol. 26: 973 L
d BR, Carr SEW, Craig JG, Watson JT. OSTEOSET® Pellets Used as Bone-Graft Substitute in —

eedings of the 16th Annual Meeting of the Orthoy Tauma

n Antonio, TX. L

Acezabu\arF acture Fixation. P

Bose B. A Prospective Study of Calcium Sulfate Pellets as a Bone Graft Extender in Posterolateral
Arthrodesis. Proceedingsof the ciplina gress on S
Disciplines, Aug termber 1, 2000, Berin,Ger ny. [5K262-

Slowik G, Stuchin SA, Blaha JD. Roentgenographic Analysis of Calcium Sulfate (Plaster of Paris) as a
Bone Graft Substitute inTotal Joint Arthroplasty. Poster presentedat 2001 AA OS San Francisco,
California

Brown CH. A Technique for Distal Tibial Bone Graft for Arthrodesis of the F oot and Ankle. Foot

2000;21(9):780-78

Turner TM, Urban RM, Andersson GBJ, Lawrence AM, Igloria RV, Haggard WO, Parr JE. Spinal Fusion
using Synthetic Bone Graft Calcium Sulfate Compared to Autogenous Bone in a Canine Model

Proceedings of the Society for Biomaterials, 1999;Vol. 22:90. [5K931-799]

Turner TM, Urban RM, Gitelis S, Infanger S, Lawrence AM, Hall DJ, Haggard WO, Parr JE. Calcium
Sulfate is as Effective as Autogenous Cancellous Bone in Healing a Large Medullary defect at 6
Months. Proceedings of the Society for rials, 1999;Vol. 22:408.  [SK936-799]

Blaha JD. Calcium Sulfate Bone-Void Filler. Orthopedics 1998; 21(9): 1017-1019. [5K813-1098]

McAfee PC. Calcium Sulfate Demonstrates Efficacy for Spinal Fusion in Sheep. Ortho Tod:
19(1).  [5K854-299]

SORTHOPAEDIC solulions

ADVANCED GRAFTING SOLUTIONS
FOR COMPLEX SURGERY

E 1

{ -




INDICATIONS
Cervical Wedges
Fractures
Percutaneous
Treatment

INDICATIONS
Uncontained
Defects

Autograft Extender

INDICATIONS
Lumbar Spinal
Fusion

Trauma

Impaction Grafting

INDICATIONS
Peri-Articular
Fractures

Osteogenic Grafting Solutions.
Mixability For Surgical Flexibility.

ADVANCED GRAFTING SOLUTIONS FOR COMPLEX SURGERY
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ENSURING THE SAFETY & QUALITY
Of Our DBM Products. |
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CERTIFIED OSTEOINDUCTIVITY OF DBEM

All DBM utilized in Wright Medical Technology’s products
undergoes a human tissue culture bioassay which has been
validated with human clinical results to confirm
osteoinductivity. Approximately 15% of DBM donors show no
activity.” Only DBM shown to stimulate human bone forming
cells is used in Wright Medical Technology’s products.

DRY POWDER FORM TO PRESERVE BMP ACTIVITY

ALLOMATRIX' products are the only moldable putty products available that are provided in a
powdered form for reconstitution at the point of use. This provides an extra level of
confidence to ensure osteoinductivity, as well as a four-year shelf life2

DONOR MATCHED DBM & CANCELLOUS BONE
Some ALLOMATRIX" products contain both DBM and cancellous bone particles (CBM). In
products containing DBM and CBM, the DBM and CBM are donor matched.

REGULATORY COMPLIANCE

Wright Medical Technology is an FDA registered facility and licensed tissue bank in all states
requiring licensing. All human tissue utilized by Wright Medical Technology is supplied by
tissue banks that comply with all legal requirements for screening, testing, handling,
processing, and distributing human tissue — such as FDA registration, AATB accreditation, and
state tissue bank licensing in California, Florida, and New York.

AATB ACCREDITATION

Tissue banks providing tissue for inclusion in Wright Medical Technology’s products are
accredited by the American Association of Tissue Banks (AATB) and comply with the voluntary
standards and guidelines developed by AATB.

DONOR SUITABILITY & SEROLOGICAL SCREENING

Donors are screened through evaluation of their medical, social, and sexual history to reduce
the risk of transmission of infectious disease. During allograft recovery, a blood sample is
taken from each donor and screened by a CLIA certified lab as required by FDA and AATB.
Tissue banks supplying tissue to Wright Medical Technology exceed FDA regulations and
AATB guidelines for donor serological testing. The following is a list of serological tests
required by FDA, AATB, and the Wright Medical Technology’s tissue suppliers:

FDA

AATB

WRIGHT’S TISSUE SUPPLIERS

HIV 1 and 2 Antibody

HIV 1 and 2 Antibody

HIV 1 and 2 Antibody

Hepatitis C Antibody

Hepatitis C Antibody

Hepatitis C Antibody

Hepatitis B Surface Antigen

Hepatitis B Surface Antigen

Hepatitis B Surface Antigen

HTLV /Il Antibody?

HTLV I/I Antibody*

RPR for Syphillis

RPRor STS for Syphillis

PCR for HIV Virus

Hepatitis B Core Antibody

Wright Medical and its tissue suppliers do not accept any tissue that tests positive in any of

the tests above.

MICROBIOLOGICAL CONTROLS
Tissues to be processed for inclusion in Wright Medical Technology’s products are cultured at
procurement, packaging, and completion of processing. Tissue that tests positive, at any

point in processing, for the presence of Closstridium, yeast, or fungus is immediately
discarded. After processing is completed, all tissue cultures must demonstrate no growth.

TERMINALLY STERILIZED FOR ADDED PATIENT SAFETY
To ensure additional safety to the recipient without compromising the activity of the DBM,*
terminal sterilization utilizing low dose e-beam irradiation is performed on all products

containing human tissue.




