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Abstract

Background: To compare oral dydrogesterone and micronized progesterone
in threatened miscarriage. Materials and Methods: Eighty- four patients with
pain or bleeding per vaginum were randomized into two groups of 45 each.
Group | patients received 10 mg oral dydrogesterone twice daily and in group
I1 200 mg oral micronized progesterone twice daily. Parameters such as pain
and bleeding per vaginum, spontaneous abortion, preterm delivery, full term
delivery, IUGR, mode of delivery and birth weight of new born at the time of
delivery were noted. Result: Age group 18-24 years comprises of 18 patients
in group | and 20 in group 11, 25-31 years had 20 in group | and 17 in group Il
and 32-38 years had 7 in group | and 8 in group 1. Normal weight babies were
8 in group | and 15 in group Il and growth restricted babies were 37 in group |
and 30 in group Il. Mode of delivery was cesarean in 5 in group | and 8 in
group Il and vaginal in 40 in group | and 37 in group Il. The birth weight of
the baby at 6 weeks- 8 weeks in group | was 2.7 kgs and in group Il was 2.4
kgs, at 8 weeks-10 weeks was 2.7 kgs in group | and 2.5 kgs in group Il and 10
weeks-12 weeks was 2.5 kgs in group | and 2.3 kgs in group 11. The difference
was significant (P< 0.05). Full term babies were 35 in group I and 36 in group
Il, pre- term 5 in group | and 4 in group Il and abortion 5 in group I and 5 in
group Il. The difference was significant (P> 0.05). Conclusion:
Dydrogesterone was efficient in reducing pain in lower abdomen and bleeding
per vaginum as compared to micronized progesterone.

INTRODUCTION

Threatened miscarriage is defined as bleeding of
intrauterine origin occurring before 20th completed
week, with or without uterine contractions, without
dilatation of the cervix and without expulsion of the
products of conception.l] Threatened miscarriage
has been reported to be present in 20% to 25% of
pregnant women. The symptom of a threatened
miscarriage is vaginal bleeding and pain in lower
abdomen.[@ Vaginal bleeding can vary from light
spotting or brownish discharge to heavy bleeding.
Pain can be diffuse to colicky in nature. Threatened
abortion is diagnosed when vaginal bleeding with or
without abdominal pain occurs during the first half
of pregnancy.Bl The required prerequisites for
threatened abortion are a closed cervix and an
intrauterine viable fetus. Unfortunately, nearly half
of threatened abortions end in miscarriage.
Progesterone has been used to treat threatened
abortions, but its efficacy remains unclear.!!

Dydrogesterone is synthetic progesterone available
as a retroprogesterone. Several studies have
demonstrated that this preparation is safe and does

not have androgenic effects compared with previous
preparations because of its different structure. One
study has reported that the dydrogesterone does not
virilize even when used in a high dose.58 The
present study compared oral dydrogesterone and
micronized progesterone in threatened miscarriage.

MATERIALS AND METHODS

A sum total of eighty- four patients with pain or
bleeding per vaginum during first 12 weeks of
pregnancy were enrolled in this study. All agreed to
participate in the study after signing written consent.
Institutional ethical clearance certificate was
obtained before starting the study.

Demographic profile of each patient was recorded.
Patients were randomized into two groups of
45each. Group | patients received 10 mg oral
dydrogesterone twice daily and in group 1l 200 mg
oral micronized progesterone twice daily. All
patients underwent per speculum and per vaginum
examination. Parameters such as pain and bleeding
per vaginum, spontaneous abortion, preterm
delivery, full term delivery, IUGR, mode of delivery
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and birth weight of new born at the time of delivery
were noted. Results of the study were compiled and
Mann Whitney U test was applied for the study. P
value less than 0.05 was considered significant.

RESULTS

Age group 18-24 years comprises of 18 patients in
group | and 20 in group I, 25-31 years had 20 in
group | and 17 in group Il and 32-38 years had 7 in
group I and 8 in group Il [Table 1].

Normal weight babies were 8 in group | and 15 in
group Il and growth restricted babies were 37 in
group I and 30 in group Il. Mode of delivery was
cesarean in 5 in group | and 8 in group Il and
vaginal in 40 in group | and 37 in group II. The birth
weight of the baby at 6 weeks- 8 weeks in group |
was 2.7 kgs and in group Il was 2.4 kgs, at 8 weeks-
10 weeks was 2.7 kgs in group | and 2.5 kgs in
group Il and 10 weeks-12 weeks was 2.5 kgs in

group | and 2.3 kgs in group Il. The difference was
significant (P< 0.05) [Table 2, Figure 1].

mGroup |

mGroup Il

Mede of delivery  |Gestational age at which first bleeding
occur

Figure 1: Comparison of parameters

Full term babies were 35 in group | and 36 in group
Il, pre- term 5 in group | and 4 in group Il and
abortion 5 in group | and 5 in group Il. The
difference was significant (P> 0.05).

Table 1: Distribution of patients

Age groups (years) Group | Group Il

18-24 18 20

25-31 20 17

32-38 7 8

Table 2: Comparison of parameters

Parameters Variables Group | Group Il P value

IUGR Normal weight babies 8 15 0.01
Growith restricted babies 37 30

Mode of delivery Caesarean 5 8 0.02
Vaginal 40 37

Gestational age at which first | 6 weeks- 8 weeks 2.7 24 0.87

bleeding occur 8 weeks-10 weeks 2.7 2.5
10 weeks-12 weeks 25 2.3

Table 3: Assessment of pregnancy outcomes

Pregnancy outcomes Group | Group Il P value

Term 35 36 0.97

Preterm 5 4 0.82

Abortion 5 5 1

DISCUSSION and 32-38 years had 7 in group | and 8 in group II.

Threatened miscarriage is diagnosed when a
pregnant woman experiences vaginal bleeding with
a viable intrauterine pregnancy and a closed
cervix.[d Threatened miscarriage occurs in 20% of
pregnancies, and is associated with a 2.6-fold
increase in risk of subsequent miscarriage.[l The
miscarriage rate after presentation with threatened
miscarriage at our centre is 25.9%, despite universal
progestogen supplementation.l®% Progesterone is a
female sex hormone produced by the corpus luteum
in early pregnancy that induces secretory changes in
the uterine lining, and hence is crucial for
establishing and maintaining pregnancy.i::2 The
present study compared oral dydrogesterone and
micronized progesterone in threatened miscarriage.

Our results showed that age group 18-24 years
comprises of 18 patients in group | and 20 in group
I1, 25-31 years had 20 in group | and 17 in group 1l

Siew et al,¥ compared clinical outcomes of
miscarriage, extent of vaginal bleeding at follow-up
and side effects between treatment groups. In this
study, 141 women presenting with threatened
miscarriage were randomised to either MP or DYD
of which 118 were included in the analysis. Baseline
maternal demographics and serum progesterone
levels were collected at presentation. Post-treatment
bleeding pattern and self-reported side effects were
recorded at the follow-up visit. The occurrence of
spontaneous miscarriage was ascertained at week 16
of gestation. The population with miscarriage and
resolution of bleeding were not statistically different
between MP and DYD groups. A significantly
higher percentage of women treated with MP
reported drowsiness. After stratification into low
and high serum progesterone levels, a significantly
higher miscarriage rate was found in the low
progesterone group, regardless of treatment type.
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Our results showed that normal weight babies were
8 in group | and 15 in group Il and growth restricted
babies were 37 in group | and 30 in group II. Mode
of delivery was cesarean in 5 in group | and 8 in
group Il and vaginal in 40 in group | and 37 in
group I1. The birth weight of the baby at 6 weeks- 8
weeks in group | was 2.7 kgs and in group Il was
2.4 Kkgs, at 8 weeks-10 weeks was 2.7 kgs in group |
and 2.5 kgs in group Il and 10 weeks-12 weeks was
2.5 kgs in group | and 2.3 kgs in group Il. Our
results demonstrated that full term babies were 35 in
group | and 36 in group Il, pre- term 5 in group |
and 4 in group Il and abortion 5 in group | and 5 in
group I1. Czajkowski et al,l4 in their study provided
300 mg micronized progesterone or 30 mg of oral
dydrogesterone and observed the patients in three
visits. In the progesterone group, 3 miscarriages
followed the first visit (3/29) immediately, and
another miscarriage occurred between the second
and the third visit (1/26). The incidence of
miscarriages in the dydrogesterone group between
visits 1 and 2 and visits 2 and 3 was 1 of 24
pregnancies and 1 of 23 pregnancies. Results
showed that oral dydrogesterone decrease the
abortion rate by increasing the uteroplacental flow.

CONCLUSION

Dydrogesterone was efficient in reducing pain in
lower abdomen and bleeding per vaginum as
compared to micronized progesterone.
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