A Woman’s Condom

Product Development

Women and hedlth professiona sdike have shown asignificant interestinfemae-initiated
barrier methodsthat prevent both pregnancy and sexually transmitted infections(ST1s),
including HIV. Thefemale condomisapioneering vagina barrier devicethat achievesboth of
thesegoals. Sincethefirst design wasapproved by the U.S. Food and Drug Administration
(FDA) in 1994, thefema e condom hasbeenintroduced in 60 countriesfor both family
planning and infection prevention.

Limitations of Current Designs

Despitethe clear benefits of afemal e condom, only onetype has been approved by the FDA
and introduced globally. Acceptability studies show that many usersof thefemale condom
initially find the product acceptable. Datafrom long-term use are scarce, however. WWomen
and couplesoften cite problemsrel ated to use (such asdifficult insertion, discomfort, and
concernsabout stability) aswell asdesign (including its unattractive appearance, high cogt,
and problemswith dippage).

In responseto theseissues, product devel opment teams around theworld areworking to
design second-generation femal e condom products. As part of aStage| feasibility anaysis,
PATH evd uated existing products and those in devel opment to investigate whether they
adequately address—or could be modified to address—user needs. Our research indicated
that even with modifications, none of these productswould satisfy the needsthat usersfound
most important.

Redesigning a Woman’s Condom

PATH isworking towardsarefined female condom product, which werefer toasawoman’s
condom. PATH workswith groups of usersand potential users, representativesfrom donor
agencies, and health care providersto establish design prioritiesthat will enableawoman’s
condomtobe:

* eadertoinsertandremove,

o easertouse(especidly for first-timeusers),
» comfortablefor both partners,

e dableduringuse,

* |lessexpensvethan current options.

Based on these criteria, our design team devel oped proof-of-concept prototype modelsin
the PATH laboratoriesand eval uated the prototype designsfor function and stability through
bench testing. The most promising designsgraduated to user eval uations—firstinacontrolled
clinical setting and later with couplesusing them at home.



PATH iscurrently evaluating the prototype designswith couplesin Mexico, South Africa, Thailand, and
the United States. After each round of eval uation, we modify the design based on feedback from these
users. Working with couplesfrom diverseregionshel psensure that the design respondsto cultural differ-
ences and i ncorporatesthe needs of women who represent arange of ages, body sizes, and parity status.

Inaddition, PATH isevaluating designsand materialsthat will alow the product to be priced much more
competitively when produced in greater quantity. Theseactivitieshelp ensurethat thefina designwill be
comfortable, usable, and affordablefor awiderange of users.

Partnering With a Manufacturer

Since PATH does not manufacture the products we devel op, our long-term goal isto partner with an
appropriate manufacturer who will takethefinal design to production and distribution. Weare most
interested in partnerswho can ensure:

» cost-effectiveproduction,

e widerangedistribution and marketing capabilities,

« ability to capitalize on anew manufacturing production design,
» thedesretoincludeawoman’scondominther current lines.

To date, the PATH team has established contact with manufacturers of female condom designs, who offer
unique capabilitiesand use production techniques and materia sthat ultimately could be compatiblewith
thefinal PATH design. Other appropriate partners may include manufacturers producing synthetic and
latex men’scondoms.

Next Steps

PATH’swoman’scondom programiscurrently in thethird stage of product devel opment, whichis
focused oniterative devel opment through design refinement and vaidation. By 2003, we planto:

* evduatenew generationsof prototypedevicesat field sitesinfour countries;

» refine prototypesbased on user feedback;

» developandimplement paralldl testing on additional design conceptsto acceleratethe
devel opment process,

* invedtigateawider range of processand manufacturing optionsthat may reduce production
costsand, ultimately, the cost of awoman’scondom.

Once PATH hascompleted, optimized, and validated the design, CONRAD will lead the devel opment
andimplementation of clinical trial son acceptability and efficacy.
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