® Dilapan-S

Dear Healthcare Professional,

Thank you for considering the use of Dilapan-S® for cervical ripening at your
institution. The accompanying Value Analysis Kit provides information on the
clinical profile of Dilapan-S to help in making an informed decision about its use.

Dilapan-S has US FDA 510(k) clearance and is registered
and available in over 40 countries!

Dilapan-S is indicated for use by healthcare professionals

trained in OB/GYN whenever cervical softening and dilation are desired,
such as cervical ripening during term labor induction or gynecological
procedures that require cervical preparation.

In the US, concerns about the overuse of cesarean deliveries are increasing, as rates remain high.?
A nationwide push to bring these numbers down has lead several societies, such as ACOG, to issue
guidelines for the safe prevention of unwarranted cesarean deliveries.® Starting in the first quarter
of 2021, the Joint Commission will publicly report hospital cesarean delivery rates.*®

In the US, approximately 25% of expectant mothers undergo labor induction.? However,
obstetricians expect that number to increase.®” Recent evidence from the ARRIVE trial has shown
that elective labor in low-risk nulliparous women was associated with lower cesarean delivery

rates while not increasing adverse perinatal morbidities.® Since many women undergoing labor
induction present with unfavorable cervixes, pre-induction cervical ripening is expected to play an
important role in achieving a favorable Bishop score (a strong predictor of vaginal delivery).” Thus,
healthcare providers will want an optimal cervical ripening method, taking into consideration patient
characteristics, indications and contraindications of the available methods, safety profile, efficacy/
predictability, as well as patient acceptance. Dilapan-S has been shown to meet these needs.”™

Dilapan-S is a hygroscopic cervical dilator made from a proprietary synthetic hydrogel developed
specifically for cervical dilation and ripening associated with various gynecological procedures.®®

Dilapan-S rods work by absorbing fluid from the adjacent cervical tissue. These rods then

uniformly expand in diameter and gradually dilate the cervical canal by exerting radial pressure.
This mechanical stretch leads to the release of endogenous prostaglandins, which initiates collagen
degradation and cervical softening and ripening.8" After insertion, the Dilapan-S rod expands to
several times its original diameter. The amount of dilation achieved depends on the amount of

time in situ, but the majority, or 80%, of rod expansion occurs in 4 to 6 hours, which is the minimum
insertion time.®°

Dilapan-S has one contraindication: Dilapan-S is contraindicated in the presence of clinically
apparent genital tract infection.

Please see accompanying Instructions for Use.
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