| ntroduction

Misoprostol is a synthetic analog of prostaglanBin which was
initially licensed for the prevention and treatmeoit peptic ulcers
(Vimbala et al., 2004).

It has been used to induce medical abortion byouariroutes of
administration; however, the optimal dose and raft@dministration
have yet to be defingdkarsidag et al., 2009).

Many studies have been undertaken to investigate different
routes of administration of misoprostol for thenteration of pregnancy
in the second trimestéCaliskan et al., 2005).

A pharmacokinetic study has shown that sublinguabprostol had
the highest bioavailability and provided the shstrteme to the peak
concentration compared with other routes of adririai®n (Tang et al.,
2002).

Sublingual administration of misoprostol avoids thst-
passmetabolism in the liver and the inconvenieridheovaginal route in
cases of vaginal bleeding, infection, or amniomvfldhe sublingual route
was also less painful and offered more privacy caneg with the vaginal
route(Caliskan et al., 2005).

Misoprostol is known to have greater uterine cartii@activity than
prostaglandin k and there is a potential risk of uterine hyperatation.
(Turan et al., 2003).



Aim of thework

To evaluate and compare the efficacy of vaginatwersublingual
misoprostol for second trimester pregnancy ternonats regard to

safety, tolerance and efficacy.



Patients and methods

The study design will be randomized trial during ttme period
starting from January 2010 among women admittethpatient in Ain
Shams University Hospitals. It will be include 58gnant women in"2

trimester missed abortion.

Inclusion criteria:

Inclusion criteria will be in healthy women betweé&6 and 28

weeks of pregnancy with intrauterine fetal death.
Exclusion criteria:

Exclusion criteria will be severe hypertensionhas, hemorrhagic
disorders, known allergy to prostaglandins, histafrgardiac disease and

scarred uterus.

All women will have enclosed envelope about thehods of taking
misoprostol tablet and select her enclosed envelbpmperature, pulse
and blood pressure will be measured every houre sffects of
misoprostol tablets as nausea, headache and postplaemorrhage will

be recorded by nursing staff every three hours.
The studied pregnant females will be located into ¢roups:

1- Group A including 25females in second trimesteingkmisoprostol

sublingually until uterine contraction occurs.

2- Group B including 25 females taking misoprostol imafly uterine
contraction occurs.
The two groups will be comparable as regard to pgaty and Body
Mass Index (BMI).



These patients will undergo full history taking aradinical
examination when patients will reach measuremeby Bishop score

will be transferred to delivery room to take oxytomfusion.
Statistical analysis:

Aim: To compare the efficacy of vaginal versus sublimgugoprostol
for second trimester pregnancy terminatias regard to interval
between induction and expulsion of abortus in hoagsprimary
parameter in outcome which will be measured,and peoen the
interval between induction and onset of abortioimours, oxytocin
duration in hours, comparison of indication for nt@ration,
requirement for surgical treatment between the ¢gwanps, adverse
effects between patients receiving sublingual \erstaginal

misoprostolas a secondary out- come parameters.

Study design: Randomized clinical trial.
Analysis plan:

Mann Whitney (U-test) or t test will be used to qare the two
groups in case of quantitative variables. Chi-sgdaor Fisher exact
results will be recommended in qualitative variablRaired t-test will be

for pre- and post-assessment. p < 0.05 will beidensd significant.
Sample size statement:

Confidence level or t-will be 95%.
Power or 18 will be 80%.

Ratio of unexposed to exposed will be 1:1 with 2&i¢ference.



The estimated sample size will be 25for each ghoypsing Epi-
INFO version 6.



Results

Data will be checked, entered and analyzed by uSiR§S version
15. Data will be expressed as mean + standard timvitor quantitative

variable, number and percentage for qualitative one

Comparison of data will be performed using Chi-sgdaest (%) or
Fisher's exact test (results will be presented esentages and the

corresponding p value).

Results will be tabulated, statistically analyzed discussed.
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ACA
ACOG
APAS

ASA
BMI
CoC
D&C
EFA
EPA
ERPC
EVA
GLA
Hb
HBsAg
HETE
IUFD

LPD

List of Abbreviations

Arachidonic acid

Anticardiolipin antibodies

American Colleague of obstetricians and Gynecologists
Antiphospholipid antibody syndrome

Autism rating scale

Aspirin sensitive asthma

Body mass index

Combined oral contraceptive

Dilatation & curettage

Essential fatty acids

Eicosapentaenoic acid

Evacuation of retained products of conception
Electric vacuum aspiration

Gamma —linolenic acid

Hemoglobin

Hepatitis B surface antigen
Hydroxyeicosatetraenoic acid

Intrauterine fetal death

Luteal phase defect



MVA
NK
NSAIDs
PBLs
PCOS
PGs
RCOG
RSA
SE

TH A2
TPO

Manual vacuum aspiration

Natural killer cells

Non steroidal anti inflammatory drugs
Peripheral blood leukocytes

Polycystic ovarian syndrome

Prostaglandins

Royal colleague of obstetrics and Gynecology
Recurrent spontaneous abortion

Suction evacuation

Thromboxane A2

Thyroid peroxidase
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