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Contraindications

Contraindications customary to the use of bone grafts should be observed. SCIOGRAFT should not be
used in patients with:

- Acute or chronic infection (osteomyelitis) at the surgical site

- Metabolic diseases (diabetes, hyperpara thyroidism, osteomalacia)

- Severe renal dysfunction.

- Severe liver disease.

- High dose corticosteroid therapy.

- Vascular impairment at the implant site.

- Osteoporosis.

Precautions

In order to facilitate the formation of new bone SCIOGRAFT should only be implanted in direct contact
with a well vascularized bone tissue. Drilling may be recommended to facilitate bleeding from cortical
bone.

In larger defects a mixture of autogenous bone or bone marrow may improve the formation of new bone.
Excessive flap tension or rough handling of flaps may result in flap sloughing and loss of the implant.

Implantology

The placement of titanium fixtures should not take place until 6 months after implantation of
SCIOGRAFT. For sinus floor elevation, typically 9-12 months should be allowed after implantation of
bone graft material before placement of the titanium fixtures.

X-rays should be taken to confirm the bone integrity prior to dental implant placement.

Periodontology

The filling of periodontal defects with SCIOGRAFT requires (along with plaque control) the successful local
treatment of the periodontal lesion (e.g. root planning, debridement of granular tissue) prior to implan-
tation.

Caution

Federal law restricts this device to sale by or on the order of a licensed dentist.

Adverse reactions

No adverse reactions have been reported.

How supplied

SCIOGRAFT is supplied sterile, non bacterial endotoxin, and for single use only. SCIOGRAFT is delivered
in the following sizes and configurations:
SCIOGRAFT cancellous-bone granulate:
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Granule size: 0.840 mm-2.0 mm

Vials of 0.5 grams and 2.0 grams

Granule size: 0.350 mm - 0.840 mm

Vials of 0.25 grams, 0.5 grams, and 2.0 grams
SCIOGRAFT cancellous -bone block
Double-blister pack with 1 block

Block size:1cmxlcmx2cm.

The proper mixing ration and the wetting time

The proper mixing ratio for a 0.5 grams dose of SCIOGRAFT Granule: 0.840 to 2.0 mm is between 0.35 -
0.40 ml of saline.

The proper mixing ratio for a 0.5 grams dose of SCIOGRAFT Granule: 350 to 840 is between 0.50 — 0.55
ml of saline.

For both granules the wetting time is around 5 seconds.

Storage

Store at room temperature.

Manufacturer

ODONTITS.A.
KALOS BIOMEDICAL LLC
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Panoramic Xr, post surgical with implants in place.
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Post extraction sockets.
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Summary Table

Analyzed Granule Size Granule Size SCIOGRAFT Block
Parameter 350-840 microns 840-2000 microns

PH 7.0 7.0 7.0

Pore Distribution 0.7-50 um 0.7-50 um 0.7-50 um
Surface Area 93,0m?2/g+/-2m?/g | 99,5 m?/g+/-2m?/g | 107 m?/g +/-2 m?/g
External Surface Area 93,0m?2/g 95,0 m?/g 109,0 m?/g
Mesopore surface area 140 m?/g 116,0 nt/g 151,0 nt/g

Pore Size 0.0154 pm 0.0144 pm 0.0120 pm

Total Pores Volume 0,36 cm?3/g 0,36 cm?®/g 0,32 cm?®/g
Interconnectivity 100% 100 % 100%

% Open Porosity 53%

% Total Porosity 48%

Obteined Density

3.42 g/cm3+/-0.1 g/cm?*
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EXPERIMENTAL STUDIES

1) Rats

SCIOGRAFT

. SR

O
m
m

Histological observations of bone defects filled with SCIOGRAFT (A, B and C) and Bio-Oss ( D, E, and F).
Aand D. Cortical and medullary section.

B and E. bone marrow. Arrows indicate the presence of SCIOGRAFT/ bio-0ss

CandF. Cortical. Arrows indicate negative images that where occupied with SCIOGRAFT (B and C) and Bio-
Oss (E and F) and the laminar bone tissue surrounding them.

Cross-sections of tibiae shows negative images of di Lerknt sizes in the thickness of cortical bone, where
the de [edt was made to incorporate each biomaterial, integrating to the process of bone healing.

Multiple negative images of di Lerent shapes and sizes surrounded by laminar bone tissue can be ob-
served in the medullary space which indicates that the both bone substitutes are osteoconductive.

No signs of inflammation were observed which indicates biological acceptability (Figure 5A, B, C, D, E
andF).
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8 WEEKS

SCIOGRAFT BIO-OSS

S: Arrows indicate SCIOGRAFT particles. NB: new bone formation foci, OB: osteoblasts. (10x, H-E).
B: Arrows indicate Bio-Oss particles. (10x, H-E).

12 WEEKS

BIO-OSS

S: Arrows indicate SCIOGRAFT. Newly formed bone trabeculae (NB). (10x, H-E)
B: Arrows indicate Bio-Oss. Presence of reparative brous tissue (RF) . Newly formed bone trabeculae
(NB). (10x, H-E)
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HUMAN CLINICAL CASES AND BIOPSIES

Clinical case | - 15 days

Photomicrography of a post-extraction socket lled
with SCIOGRAFT. Cross-setional cut. Magni cation: 10xHe-
matoxilin- eosin. SCIOGRAFT deposit (Arrows).

Clinical Case Il - 90 days

Photomicrography of peri-implant defect lled with
SCIOGRAFT. Cross-setional cut. Magni cation: 10x, Mas-
son-s trichrome and anilin blue. Presence of bone neo-
trabeculae (NB). SCIOGRAFT deposit (Arrows) and mature
trabecular bone (MB).
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P32

Arrows indicate SCIOGRAFT graft. Presence of new bone
trabecula (NB), SCIOGRAFT deposit witn lamellar artifact
(A). 10X, H-E.

» R - o -- Ly b ¥

Photomicrography of the previous image. (40x, H-E).
Arrows indicate SCIOGRAFT graft. Presence of new bone
trabecula (NB), Residual brosis area (RF).
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Climical Case IV - 120 days

Pre surgical CAT. Circles indicates implantation area.
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Post surgical CAT showing sinus elevation (left side) and implants placement. Arrows indicates the pre-
sence of SCIOGRAFT.
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Sinus lifting surgery.
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