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VII. MARKETING HISTORY

Between 2006 and the beginning of 2009, the FC2 Female Condoms, has been distributed
in 77 countries. Bighty percent of the sales have been distributed to the Global Public
Sector in 67 countries: 37 countries in Africa, 11 countries in Asia and 9 countries in
Latin America with the remaining countries split between Latin and South America and
Australasia. Twenty percent of total sales are for commercial distribution, predominately
in Europe: France, Spain and Portugal and the UK.

The FC2 Female Condom has not been withdrawn from marketing anywhere in the world
for any issue related to its safety or effectiveness.

VIII. POTENTIAL ADVERSE EFFECTS OF THE DEVICE ON HEALTH

Below is a list of the potential adverse effects (e.g., complications) associated with the
use of the device:

discomfort,
burning,
rash, and
itching.

For the specific adverse events that occurred in the clinical studies, please see Section X
below.

1IX. SUMMARY OF PRECLINICAL STUDIES

The FC2 is made from a different material and is manufactured differently from its
predecessor, the Reality® Female Condom, now referred to as the FCI Female Condom
(FC1). FDA approved the FC1 PMA (P910064) in 1993. Some of the bench tests in this
section compare data from the FC2 to the FC1.

FCl- Comparison of Physical Properties, Original and Current Data

Since FDA approved the FC1 in 1993, the applicant improved its manufacturing
methods. The table below compares the physical properties of the FC1 Female Condoms
manufactured in the early 1990s, around the time of the pivotal study for the FC1 PMA,
to the FC1 Female Condoms manufactured more recently. The latter FC1 Female
Condoms were used in the preclinical tests described below and served as the controt in
the FC1-FC2 comparative study described in Section X.

PMA P080002: FDA Summary of Safety and Effectiveness Data ‘ page 3
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