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The materials used in these tampons are similar to those used in other legally marketed tampons.

Technological Characteristics
To compare the Predicate Device:

The pledget/wadding material has not been dramatically changed; it is viscose

e The withdrawal cord was not changed, it is 100% cotton-

e The applicators design was slightly changed and the material is polyethylene, similar to
the predicated device.

There are differences between the subject device and predicate device: (1) the difference in
the pledget designs; (2) the lack of overwrap on the pledget in the subject device; it has been
shown to be unnecessary; and (3) the difference in the attachment of the withdrawal cord to
the pledget; the withdrawal cord is threaded through the crossed pattern pledget for
adherence as opposed to sewing within the pledget.

These differences are similar to currently marketed products. The nonclinical testing
program was carried out for the G3 tampon which included the differences noted above.
This test program showed a lack of toxicity, lack of impact on vaginal microflora and TSST-
1 production. The results observed were similar to historical results seen for the predicate
device.

Assessment of Performance Standards: Not Applicable

Non-Clinical Testing: Biocompatibility testing and safety evaluations of tampon components
were carried out for acute systemic toxicity,, vaginal irritation, sensitization and cytotoxicity as
well as impact to vaginal microflora and toxic shock syndrome toxin 1.

The biocompatibility tests were conducted in accordance with ISO 10993-5:2009 (cytotoxicity),
[SO 10993-10:2010 (sensitization and vaginal irritation), and ISO 10993-11:2006 (acute
systemic toxicity).

Standard Syngina testing confirmed the absorbency of these Tampons

Clinical testing: N/A.

Conclusions

The results of these tests demonstrate that these Tampons are equivalent in terms of safety and
effectiveness to the predicate device. The review of existing toxicological data in the public
literature, also confirms the safety of these standard tampons.
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