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To Whorn It Ma}; Cﬂn cem,

I hzwc bean mk:c:l by Dr Robert T Staab to comment on behalf of the Planned Parenthood
Federation of Amenca on the Ajlandalr: Pharmaceutical Curpnraﬂun application’ te remtmduca the
Teday ® Sponge, an on over-the-counter product to the American market. -

The National Medical Comunittee, recomménded the. Sponge ® for use
in medical practice for the Planned Parenthood Federation of America, dt its May 1983 meeting. It was
recommended or dispensed until January 1995 when its manufkcturer removed it from the market,

During that period of time no cases of Toxic Shock Syndrome were reported to the national office,
Occasional complamts of vaginal {rritation, or difficult removal were reported by affiliates.

The Sponge®, while aot a perfect contraceptive, offered many woren, a contraceptive that ¢ould
be placed before colws, and they contralled that. The afficacy of'this method uppears to be comparable to
otl er barrier and SPermdal methods. Rates obtalned for these methods, as a class, are
Very highly dependent on consmmnt and proper use, which is. of course under the control of the user and
not the manulacturer. According to the manufacturar, approximately /4 billion of these devices werc
purchased during their pmod of use wﬂ.h no reporicd “se rious“ cumphcauom and with a low leve] of
consumer conpiaints. . -

The dircctionsion the Iast ap prn ved labei*.-. (1995) are sufficient to inform and warn users of the
pm=nual risks. associuted with Toxic Shcmk Synd'romc ' 1rr1ta1mn, and on the meﬂlﬁt.‘f and timing of
inscrtion and remaval of the device.

Though irritation and sensitivity to nm1mynnl 9 has been rcpurted whenever it has been used ﬂ::r |
coritraception, there are no reported associations with transmission of IV, Some authoritics have
speculated that any method ol contraception assoclated with vaglnal wall irritation ¢ould facilitate viral

transmission though this has not been shown in any peer-reviewed U.S study. TmesrLgau ons mvolving
Prostiftes have been considered unsuitable for studying viral transmission. = -

- 1t {s the apinion of the Medical Division ot the Planned Parenthood Federation of America that
The Today Sponge® is safe wnd effective: Tts reappearance on the America m&rkcl will offer another
Option [er womeh to protect thc,mselves I:rr.arn unwmued pregnancies. -

tibmitted,

. Aumnh .D.D.M.S¢.
Vice President for Mcdical Aftairs

Respectful
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