SILCS DIAPHRAGM

SILCS launches in early markets

THE HEALTH NEED

Worldwide, women experience significant health
consequences of unintended pregnancy. More than 200
million women—mostly in developing countries—have an
unmet need for contraception.! While some women lack
access to safe and effective methods, many women with an
unmet need cite issues related to methods (such as concern
about side effects), infrequent sex, being postpartum,

or breastfeeding as reasons for their nonuse. Expanding
access to nonhormonal barrier contraception—like the
SILCS diaphragm—could help address the needs for many
of these women.

WOMEN AS CO-DESIGNERS

The SILCS diaphragm is a single-size contraceptive barrier
designed to fit a broad range of women. PATH led a user-
centered design process involving input from women,
their partners, and providers. This feedback resulted in
an innovative design that is easy and comfortable to use.
PATH developed SILCS to expand women’s options for
nonhormonal protection. This is especially important in
low-resource settings where women have a limited range
of methods, and access to health care providers is limited.
SILCS may also be relevant for women in developed
countries who are interested in a nonhormonal, user-
initiated method with no side effects.

CLINICALLY PROVEN SAFETY, ACCEPTABILITY,
AND COMFORT

In multiple studies, SILCS has achieved high marks for
safety, acceptability, ease of use, and comfort among
women and men, even women with no previous
diaphragm experience.”®* CONRAD, the clinical and
regulatory partner for this design, implemented a multisite
contraceptive effectiveness study in the United States
from 2008-2010. Data from this study confirm that SILCS
provides protection similar to a traditional diaphragm
when both are used with a contraceptive gel.° Data from
this study supported a 510(k) regulatory application to the
United States Food and Drug Administration (USFDA).

EASY TO PROVIDE

The SILCS diaphragm was designed to be easy for
women to use as well as for health care personnel,
clinics, and suppliers to provide. The single-

size design reduces the complexity of ordering

and stocking multiple sizes. Where approved by
regulatory authorities, SILCS can be provided over-
the-counter since a fit exam to determine what size
diaphragm a woman can wear is no longer needed.
In low-resource settings where there is inconsistent
access to contraceptive methods, SILCS could be a
valuable choice; it can be used for up to two years,
which means that women would be less reliant on
the health care system to meet their contraceptive
needs.

USER-FRIENDLY FEATURES
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Grip dimples Orient the woman's fingers and provide
a tactile cue for where to hold and
squeeze the rim.

Removal dome  Allows for easy removal; a woman can
hook her finger under or over the dome
to remove the device.

Cervical cup Accommodates a range of sizes of
cervices, yet is pliable enough to
collapse when there is unused space.

Rim Provides stability and helps guide the
SILCS diaphragm deep into the vagina as
the woman pushes on the anterior edge.



MARKET INTRODUCTION

PATH licensed the SILCS design to Kessel medintim GmbH
(Kessel) of Germany in late 2010 for commercialization. This
company has manufactured and distributed contraceptive
and sexual health products for over 24 years. The SILCS
diaphragm achieved regulatory approval and has since been
launched in more than 20 countries under the brand name
Caya® contoured diaphragm. The USFDA granted market
clearance to the Caya® contoured diaphragm in late 2014
and in June 2015, Kessel launched the Caya® diaphragm

in the U.S. Meanwhile, PATH is working with partners

in developing countries to evaluate opportunities and
challenges for future introduction in developing countries.

EVALUATING ALTERNATIVE
CONTRACEPTIVE GELS

Diaphragms are used with a contraceptive gel to

increase effectiveness. The most commonly available
contraceptive gels contain nonoxynol-9, which is no
longer recommended for use by women who are at risk of
acquiring HIV. PATH is evaluating contraceptive gels in
development or on the market that could be used with the
SILCS device. PATH and CONRAD are also looking at SILCS
as a delivery method for microbicide gel—a topical vaginal
product that could protect women from HIV and other
sexually transmitted infections (STIs).

FROM THE AMERICAN PEOPLE
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PRODUCT INQUIRES

For more information regarding SILCS, please contact:
Maggie Kilbourne-Brook, SILCS team leader

PATH

PO Box 900922, Seattle, WA 98109, USA
mkilbou@path.org
sites.path.org/rhtech/silcs-diaphragm/

For commercial inquiries, please contact:

Martin Kessel

Kessel medintim GmbH

Kelsterbacher Str. 28, D 64546 M., Moerfelden-Walldorf,
Frankfurt, Germany

kessel@medintim.de

www.medintim.de/
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STREET ADDRESS

www.path.org

PATH is the leader in global health innovation. An international nonprofit organization,
we save lives and improve health, especially among women and children. We accelerate
innovation across five platforms—vaccines, drugs, diagnostics, devices, and system and
service innovations—that harness our entrepreneurial insight, scientific and public health
expertise, and passion for health equity. By mobilizing partners around the world, we take
innovation to scale, working alongside countries primarily in Africa and Asia to tackle their
greatest health needs. Together, we deliver measurable results that disrupt the cycle of
poor health. Learn more at www.path.org.
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