1SO test results Bio/dermalanchor Polymer

Summary results for |G -

The test article was steam sterilized. The testing was conducted in July & August of

2008.

IS0 Test Methad

Test Description

Result/Comments

10993:5: 1999

Cytotoxicity using the ISO
elution method

The product 1s considered non-toxic.

10993:10: 2002

Maximization Sensitization

Product did not elicit a sensitization

with normal saline extract | response.
10993:10: 2002 Maximization Sensitization | Product did not elicit a sensitization
with cottonseed o1l extract | response.

10993:10: 2002

Intracutaneous Reactivity
with normal saline extract

Product 1s considered a non-irritant.

10993:10: 2002

Intracutaneous Reactivity
with cottonseed o1l extract

Product 1s considered a non-irritant.

10993:11: 2006

[SO Acute Systemic
Toxicity Study with
normal saline extract

No signs of toxicity and no excess
weight loss were observed, mdicating
that 1t met the product met the
requirements of this IS0 test.

10993:11: 2006

[SO Acute Systemic
Toxicity Study with
cottonseed o1l extract

No signs of toxicity and no excess
weight loss were observed, indicating
that it met the product met the
requirements of this ISO test.




