






510(k) SUMMARY

Terumo Corporation
FOUNDATION Bone Filling Augmentation Material

510(k) Premarket Notification

Name of Device and Name/Address of Sponsor

Trade or Proprietary Name: FOUNDATION

Common Name: wound covering material

Classification Name: bone filling augmentation material

Product Code : IYC (unclassified)

Terumo Corporation
44-1, 2 chomoe
Hatagaya, Shibuya-ku
Tokyo 151-0072
Japan

Contact Person: Mr. Yoshiaki Nagura
Date Prepared: May 26, 2003

Intended Use

The FOUNDATION device is a collagen-based bone filling augmentation material for
use in the filling of extraction sockets with oral maxillofacial defects.

Technological Characteristics and Substantial Equivalence

The FOUNDATION device is a sponge-like absorbable natural collagen plug designed to
be used as a bone filling material for dental bone defects. The device consists of
approximately 85-95% Type I collagen and approximately 5-15% Type IIl collagen fiom
bovine dermis collagen sources in the United States.

The FOUNDATION device is manufactured in both bullet-shape and in sheets. The
device comes in a heat-scaled aluminum package.
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Atelocollagen (pepsin solubilized collagen) is purchased from a raw material supplier.
Testing is performed to ensure that the telo-peptide has been removed. Protein, excluding
collagen, and fat are removed during thc extraction process from bovine dermis to
atelocollagen at the raw materials supplier's facility. To control antigenicity throughout
the manufacturing process, tyrosine moiety is controlled at less than 3/1000. All of the
manufacturing of the FOUNDATION device takes place in a "clean room."

The FOUNDATION device is packaged into individual packages and heat-sealed.
Quality testing before shipping is performed on the finished devices. The product is
physically tested for appearance. Cross-linking is verified by testing to ensure the
product maintains its operating characteristics. Sterility tests are also performed.

The FOUNDATION device was approved by the Japanese Ministry of Health, Welfare
and Labor as the TERUPLUG on July 7, 1997 for the following indications: (1) to stop
bleeding after an odontectomy; (2) to cover the surface of a wound created by an
odontectomy to prevent contamination and infection of the wound; (3) to accelerate
granulation formation at the site of the odontectomy; and (4) to relieve pain at the wound
site due to wound coverage.

The FOUNDATION device is substantially equivalent for purposes of the FDA's medical
device regulations to BIO-OSS COLLAGEN, which is approved for the filling of
extraction sockets to enhance the preservation of the alveolar ridge (K#974399). The
FOUNDATION device has the same general intended use, similar principles of operation,
and similar technological characteristics as the previously cleared predicate device.
Although there are some difference in the characteristics of the FOUNDATION device
and the predicate device, such as sponge configuration vs. granular configuration, these
di fferences do not raise new questions of safety or efficacy.

4014608] .doc

Exhibit 36
Page 2 of 2




