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In iccordmce with rhe Food and Drug Admisnistration Rule to 
the Safe Medical Devices Ac t  of 1990 and i n  conformance 
infc rmation serves as a Summary of Safety and Effectiveness 
Ost :ticTM Bone Void Filler. 

implcrnent provisions of 
with 21 CFK 807, this 
for the use of the Cem- 

- Sut mt t ed  By: 

Cot tact Person: 

Berkeley Advanced Biomaterials, h c .  
at :: 5 January 2003 

Fraqois Ggnin, PhD. 
os Ition: President and CEO 
or tact Iiifomation: Phone: 510-883-1644; 

ro irierary Name: Cem-Os teticTM 
01 ,mion Name: 

Fax: 5 10-883- I3 15 

Bone Void Filler 
Unclassified 
Orrhopedics/87/MQV 

Cla ;sificatioii Name and Refemice: 
De7 ice Product Coda and Panel Code: 

m v m  INFORMATION 

E 
A. 1 NTENDED USES/ENDICA'TfONS 
Cer 1-0ste ticTbi is an osceoconduccive putty that is intended to be used to fill voids and 
gap j that x e  not intrinsic to rhe s t a b i l i t y  of the bone structure. These gaps or voids may be 
loci rted in the extremities, spine, pelvis, or cranium 
7% putty may bc shaped and pressed into the void by hand or inserted iiito a syringe and 
iiijccted i i to  the surgical site. The Cern-OsteticTM paste set in situ or ex situ pi-ovides a 
vorJ filler that can augment. hardware to support bone fragments during the surglcal 
pro:edurc.. The set putty acts as a temporary support medium and i s  not intended to 
pro Jide srrucrural support during the healing process. The implant is radio-opaque. Cern- 
Ost :ticTM i s  biocornpatible nod resorbs in the body as bone ingrowth OCCUTS. 
B. 1 IEVICE DESCmPTION 
Cei n - O S t c t i c T M  consists of a yrc-measured formulation of distilled water and calcium- 
bas :d compound$ in a container that can be used to prepare a putty. Cem-OsteticTM forms 
a p tste when mixed with sterile distilled water. When 4 centimeter cubes (cc) of water are 
mil ed with 10 cc of powder, the paste becomes hard after 5 minutes. Both powder and 
wal er are supplied pre-measured in separate containers. To prepare the putty, the water i s  
firs. poured into the jar  containing xhe powder and mixed with i t  for 60 seconds, FOI the 
ne2 t two minutes, the putty can be shaped into an implant o r  inserted into a syringe and 
irijc cted i i t o  the sutglcal site (i,e., bony voids or gaps of skeletal system). The putty will 
harlen 011 average within 5 minutes of contact between powder and water. The Cem- 
Os1 Etic'rM powder and the water are supplied sterile for single patient use only. 
C. 3UBS'rAIWIAL EQUIVA1,ENCE INFORMATION 
Cei n-Ostcticm is substantially equivalent to legally marketed, predicate devices OsteoSet 
BT, F Kit and Osteoplast. The products have identical indications-for-use and identical 
coz traindications. They also have the same warnings, precautions and poteiitial adverse 
eve nts. The technical characteristics of Cem-OstetjcTM are very similar to that of the 
pre dicate devices. The m f e t y  and effectiveness of Cem-OsteticTM are adequately 
SUE ported by the subsiantial cquivalence information, materials data, and test results 
ptc vided in the full documenr subniitted within the scope of this Preniarket Notification. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 JAN 0 9 2003 

FranCois GCnin, Ph.D. 
President and CEO 
Berkeley Advanced Biomaterial.s, Inc. 
1933 Davis Street Suite 307 
San Leandro, California 94577 

Re: KO22622 
Trade/Device Name: Cem-Osteti? 
Regulatory Class: Unclassified 
Product Code: MQV 
Dated: November 22,2002 
Received: December 3,2002 

Dear Dr. GCnin: 

We have reviewed your Section 5 lO(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (2 1 
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050. 
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This letter will allow you to begin marketing your device as described in your Section 5 10(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part Sol), please 
contact the Office of Compliance at (301) 594-4660. Additionally, for questions on the 
promotion and advertising of your device, please contact the Office of Compliance at (301) 594- 
4639. Also, please note the regulation entitled, "Misbranding by reference to premarket 
notification" (2 1 CFR Part 807.97) you may obtain. Other general information on your 
responsibilities under the Act may be obtained from the Division of Small Manufacturers, 
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 
or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html 

Sincerely yours, 

Celia M. Witten, Ph.D., M.D. 
Director 
Division of General, Restorative 

and Neurological Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 

http://www.fda.gov/cdrh/dsma/dsmamain.html
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jlO(k) Number (if known): KO22622 

h1dica:ions for Use: 

3em-OsteticTM is ao osteoconductive putty that is intended to be used to fill voids and 
:aps tliar. are not intrinsic to the stability of the bone structure. These gaps or voids may 
)e 1oc:ited iti the extremities, spine, pelvis, or cranium. 
The putty may be shaped and pressed into the void by hand or inserted into a syringe and 
iijected into the surgical site. The Cern-OsteticTM paste set in siru or ex situ provides a 
void filler that can augment bardware ro support bone fragments during the surgical 
jroceclure. The set putty acts as a temporary support medium and is not intended to 
Jrovide structural support during the healing process. The implant is radio-opaque. Cern- 
3steticTM is biocompatible and resorbs in the body as bone ingrowth occurs. 

(PLf3ASE DO NOT WRITE BELOW THIS LWE-CONTlUUE ON ANOTHER PAGE OF NEEDED) .- _I 

Concurrence of CDRX-T, Office of Device Evaluation (ODE) 


