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Bone graft materials and its intended use

Jeong Keun Lee, DDS, PhD
Department of Dentistry, Ajou University School of Medicine

bone grafting is indicated in the case of bony defects and is classified into autograft, allograft, and xenograft. Synthetic bone
graft is contrasted with these three categories in that it has a different donor source. Autograft is most prominent as it is known as
a gold standard of all grafting procedures. Its principles and practices are well established via accumulated informations and
clinical experiences, which imposes no regulations or restrictions in its clinical use. On the other hand, other bone graft procedures
are under tight control for the safety and effectiveness of each product.

Food and Drug Administration of the United States has a system in which the information on the approvals and clearances of
bone graft materials on their internet homepage. All the bone graft materials that are under the regulations of the United States are
classified into the category of medical devices, which includes allogenic bone, xenogenic bone, and synthetic bone graft materials.
Each bone graft material has its own indication and the FDA approvals and clearances of medical devices contain the item of
“intended use” to specify the indications of each bone graft materials. US dentists, as users of the specific bone graft materials, are
provided with adequate information on the approved materials they are to utilize.

As an user of these materials, Korean dentists are less provided with the information on the bone graft materials they want to
use. Medical providers of the bone graft materials have to be able to provide their users with the essential information such as the
intended use of the regulatory approval. Dentists must also be active in gathering informations on the material of their interest, and
the system must be built in which both of the medical providers and users of bone graft materials can be satisfied in providing and

getting the information, respectively.
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indications

autograft extender (extremities, spine and
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pelvis) and as a bone void filler (extremities
and pelvis) for bony voids or gaps that are
not intrinsic to the stability of the bony
structure. The OrthoBlast II products are
indicated to be packed gently into bony
defects of the skeletal system. These
defects may be surgically created or from

the result of traumatic injury to the bone,

olFWEA 71 wol A= W= Am(bovine
bone) 24 A|ejAEoAl 71 wol A70E A= F
9] SR Bio-OssE & 7 3t 19954 H2= <
Qe ol ez Sad W Aol sl 4%
ol U 3= o] A2 d-y uhsol whE dAik] ¥F
T FDAOA thA] 5ol o dAfjo] o]2al Rl
FAIS] FDA 37hA 7ol PAIE AME 2552 v
7 ZH510(k) summary—K033815).

1) Augmentation or reconstructive treatment

of alveolar ridge

2) Filling of periodontal defects

3) Filing of defects after root resection,
apicoectomy, and cystectomy

4) Filing of extraction sockets to enhance
preservation of the alveolar ridge

5) Elevation of maxillary sinus floor

6) Filling defects
conjunction with products intended for
Guided Tissue

7) Regeneration (GTR) and Guided Bone
Regeneration (GBR)

8) Filing of peri—implant defects in

of periodontal in

conjunction with products intended for
Guided Bone Regeneration (GBR)
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1) Intrabony periodontal defects

2) Furcation periodontal defects
3) Gingival recession associated with

periodontal defects

4. Rimat
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ARy S=7F AA| 22)9] oF 108) 71 wE7] wfo]
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1) Simultaneous use of GBR—membrane
(Bio—Gide"®) and implants;

2) Augmentation around implants placed
in immediate extraction sockets;

3) Augmentation around implants placed
in delayed extraction sockets;

4) Localized ridge augmentation for later
implantation;

5) Alveolar ridge reconstruction for
prosthetic treatment;

6) Filling of bone defects after root
resection, cystectomy, removal of
retained teeth;

7) Guided bone regeneration in dehiscence
defects; and

8) Guided tissue regeneration procedures

in periodontal defects.
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