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o I am"wrrtlng in response to your Draft Guldance on drug products for ,
' ‘treatment of female sexual dysfunction. Asa practrcmg gynecologist and
o reproductrve endocnnologlst for more than 20 years, I find several s1gmﬁcant L S
e _}concems wrth your Draﬁ Gurdance and hope that The D1vrs1on w1ll consrder i SRS

AR _As a central issue, I beheve that the Guldance is entlrely too male” in 1ts T }
ey concept of female sexual dysfunctron In general the psychosomatrc ' 7
o processes mvolved in female sexual desire have been neglected andthe
L emphasrs On performance (acts W1th orgasm) has been overstated (see below)
... desire, and not on the other recogmzed components namely sexual arousal,
. : dyspareuma, or orgasmlc dysfunctlon o , ~

The D1v1$10n s Guldance assumes a d1rect causal rela 1ons\‘ p between desn'e
_and a sexual act1v1ty that follows. It ‘underestimates and 31gmﬁcantly ,
e undervalues the issues of sexual thoughts fanta51es dreams and recept1v1ty to
o ay partner s sexual advances etc : S :

e :The Gu;ldance S empha31s on a male paradlgm for female sexual dysfunctlon SR
- might be thought of in two ways. First, many women report a decreased
S recept1v1ty to partner sexual advances as their primary sexual desire dlsorder
’Many postmenopauSal women with desire drsorders are in long-term ' e
.. marriages and other established relatlonslups These relatronshrps commonly
~x . have an estabhshed frequency or pattern of sexual encounters that may be ' ‘
v determmed by the partner. A reduct1on in female sexual desrre ‘may not.
T _convert to a reductron 1n the frequency or number of sexual acts or encounters i
but rather toa change in the women’s satlsfactlon and vvﬂhngness to mrtrate S
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'

Fmally, satlsfact1on is ﬂmderrated” in the Draﬁ Gu1dance 'As women age
L partrcularly when pa1red with the same or long-trme partners, ﬁequency of
" sexual encounters may remain the same or may decrease, with little or no
G dlﬂ‘erence in sexual satisfaction. Ind1v1duals complammg of female sexual
T dysfunctlon may still have the’ same number of encounters, or a number of
- encounters that under normal c1rcumstances would be sat1sfactory However
) thelr expenence of these encounters may not be sat1sfactory because their
" “head wasn’t in it” . Measures of satisfaction have taken a secondary place to
~ counting sexual acts and orgasms in the current draft document Satisfaction
2.7 needs to have an equal or even greater measure of i nnportance as regards all '
e omponents of FSD as 1t is, m eﬁ‘ect THE goal of treatment

e Thank you for your con51deratron of these 1ssues B

. Smceryyows,

~ James A. Simon, M.D.

o such act1v1t1es As such, the D1v1$10n 'S Gu1dance emphasmng ﬁequency and
e Jynumbers of sexual acts and behav10rs over ‘internal psychological desire,
" interest and receptmty, rnlsses the essence of Component l “decreased

5 sexual des1re o : : ‘

o The second male paradlgm dnven problem wrth the Guldance 1s that 1t )
T overvalues orgasm as a primary endpoint for trials of drug products to treat
e female sexual dysﬁmctlon (V1. Clinical Trial Endpomts) Ifanewdrugis
““meant to 1mprove ‘decreased sexual desire asits only indicated component for
e therapy, orgasmic function may not always follow." If the Division accepts
- that the four hsted chmcal trial endpomts should be 1) sexual intercourse, 2)
o oral sex, 3) partner 1mt1ated or 4) self-masturbatlon, these need not, by sole
“.. virtue of their ﬁequency, result i in orgasm. Itis often the act itself and the
= subJect s satisfaction with it that is the endpoint of note. Clinical trial
B endpomts should mclude each of these sexual encounters (there may be
' others). However, orgasm should be separated from the encounter, ‘as yet.
7 another endpomt which may or may not be impacted by the treatment under
i 'mvestrgauon Finally, the word “satlsfactory needs to apply to each of these
© encounters, not only sexual intercourse, and should be listed as a separate P

issue ‘different from either the frequency or number of sexual encounters or -

.. acts (listed above) or the presence or absence of orgasm It is only a male
2 'concept of sex that always ends in orgasm o
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