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ABSTRACT: 

Background: Office hysteroscopy (OH) is considered a valuable addition to the outpatient 

diagnostic modalities in gynecology clinic. OH by the vaginoscopic approach is a well-accepted 

tolerable procedure without the need of analgesia or pain medication with a limited failure 

rate of less than 4%; however the main limitations are patient tolerance secondary to pain.  

Objectives: to evaluate efficacy of misoprostol sublingual for ripening of the cervix before 

office hysteroscopy. Methods: Prospective randomized controlled observational study 

including 100 female patients in reproductive age requiring either diagnostic or operative 

office hysteroscopy, divided into 2 equal groups. Both groups were subjected to office 

hysteroscopy after treatment with misoprostol and placebo drugs respectively. Ease of cervical 

entry, rate of failure of the procedure, need for cervical dilatation, uterine trauma, pain 

sensation and procedural time were assessed.   Results: Misoprostol administration before 

hysteroscopy led to significant decrease of pain score, ease of entry, procedural time (p<0.001) 

compare to control group.  Conclusions: Sublingual route of misoprostol could be considered 

as an effective medication before office hysteroscopy in non pregnant women for ripening 

cervix to decrease pain score and facilitate hysteroscopic entry. 
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INTRODUCTION 

 Outpatient diagnostic hysteroscopy is increasingly used as the first line 

investigation for perimenopausal women with abnormal uterine bleeding (Campo et al., 

2005). It has a high success rate and a good pathology detection rate, with little 

morbidity (Ozturk et al., 2010). Also, it has the advantage of allowing investigation and 
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management of patients within a one-stop clinic set-up and hence has high patient 

acceptability and satisfaction. In addition, it avoids the need for general anesthesia with 

its associated risks (Bozdag et al., 2008). 

Several studies have shown that office hysteroscopy by the vaginoscopic 

approach is a well-accepted tolerable procedure without the need of analgesia or pain 

medication with a limited failure rate of less than 4% (Ozturk et al., 2010). However, 

in some patients, premedication or simultaneous use of local analgesia as cervical 

block may be necessary to accomplish the procedure (Sordia-Hernandez et al., 

2011).    

Complications such as uterine perforation, cervical laceration, failure to dilate and 

creation of a false track can occur during cervical entry (Jansen et al., 2000). 

       Failure rate of outpatient hysteroscopy is low; however the main limitations are 

patient tolerance secondary to pain. Difficulties are thought to be encountered if 

patients are nulliparous or postmenopausal (Campo et al., 2005). 

Misoprostol, a synthetic prostaglandin E1 analog, has been used for cervical 

priming prior to its use in OH, but there is still no agreement on the recommended 

dose, route (oral or vaginal), or time of administration (Mulayim et al. and Lee et 

al., 2010). 

 In addition, misoprostol helps cervical dilatation, primes the cervix and decreases 

the force needed to introduce a dilator or hysteroscope, decreases cervical 

complications and reduces operative time (Thomas et al., 2002). So, the objective of 

this study was to evaluate efficacy of misoprostol sublingual for ripening of the cervix 

before office hysteroscopy. 

 

PATIENTS AND METHODS: 

 The present prospective randomized controlled study was conducted on 100 

women coming for outpatient clinic of Al-Azhar university hospitals during the period 

between September, 2014 to March, 2015 and applied after oral and informed 

consent with the following criteria: 
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Inclusion criteria: 

Female in reproductive age above 19 y requiring office hysteroscopy either 

diagnostic or operative office hysteroscopy (as IUD removal), patients were non 

pregnant and post menstrual. 

Exclusion criteria:  

Post-menopause and pregnant women were excluded. Also, contraindications 

to prostaglandins as asthma, glaucoma, hypertension, renal failure and allergic 

reaction to misoprostol were considered. The study was approved by Al Azhar 

University Department of Obstetrics and Gynecology Ethical Committee. All study 

participants were subjected to the following: 

History taking:  

Including personal history, complaint, present, past, operative as well as 

menstrual and obstetric history. In addition, allergy from products of misoprostol 

was considered. 

Clinical examination:  

General examination, local examination including inspection of external 

genetalia, digital palpation, bimanual examination to detect the size of uterus, its 

position, mobility, any cervical masses and any adnexal masses and Cusco speculum 

examination. Office hysteroscopy procedure was applied without anesthesia. Patients 

were divided into 2 equal groups: 

Group A:  received 400 mcg misoprostol sublingually 4 hours before their office 

hysteroscopy. 

Group B:   50 patients received oral placebo ranitak 150mg. 

Hysteroscopy was done by the same surgeon. A rigid office hysteroscopy with 

outer diameter of 4 mm was used. The uterine cavity was distended with normal 

saline by pressure calf and saline bag at a pressure 70 mmHg. 

The following outcomes were recorded for both groups:  ease of cervical entry (Likert 

scale), pain sensation, need for cervical dilatation, uterine trauma (Cervical 
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laceration-uterine perforation), procedural time and rate of failure of the procedure. 

Also, age, BMI, parity, types of infertility, previous CS and number of abortion were 

assessed. 

 

STATISTICAL ANALYSIS:  

The data were coded, entered and processed on an IBM-PC compatible 

computer using SPSS (version 11). Qualitative data was presented as number and 

percent as mean ± SD.  Student t-test was used to compare between two groups. The 

ROC curve was performed to discriminate diseased cases from normal cases. P < 

0.05 was considered the cut-off value for significance. 

 

RESULTS: 

 Table (1): Distribution of the patients as regard general characteristics  

  
Study group (A) 

Misoprostol 

Control 
group(B) 

Placebo 

P-value 

Age 31.18 ± 7.139 31.29 ± 7.155 0.933 

BMI 3.4+25.41 2.3+26.21 0.722 

Prity 

Nullipara 11 9  

Primipara 16 17  

Multipara 23 24  

Pervious CS 0.7 +Mean 2.4 0.7 +Mean 1.8 0.1 

Abortion 0.6 +Mean 1.5 0.6 +Mean 1.7 0.4 

Infertility 
Primary(number) 9 8  

Secondary(number) 12 10  

 

 There is no significant difference between two groups as regard age, BMI, parity, 

types of infertility, previous CS and number of abortion. 
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Table (2): Comparison of the indications for the office hysteroscope in sublingual and 

placebo groups 

 Study group Control group P-value 

AUB 30 (60%) 27 (54%) 

0.647 

Infertility 18 (36%) 19 (38%) 

Recurrent 

miscarriage 
1 (2%) 3 (6%) 

2ry amenorrhea 1 (2%) 1 (2%) 

There is no significant difference between two groups as regard the indications for the 

office hysteroscope. 

 

Table (3): Comparison of the pain score between two groups (According to 10-point 

visual analog scale) 

 

 Study group Control group P-value 

Pain score 3.45 ± 1.372 1.260 +5.36 *<0.001 

 

There was a statistically significant difference between two groups as regard to pain 

score (decreased in studied than controlled group) 

 

Table (4): Comparison of the ease of entry between two groups (According to 5-point 

Likert scale) 

 

 Study group Control group P-value 

Ease of entry 2.98 ± 0.540 4.02 ± 0.832 <0.001* 

http://www.sciencedirect.com/science/article/pii/S1110569014000144#tblfn1
http://www.sciencedirect.com/science/article/pii/S1110569014000144#tblfn1
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There was a statistically significant difference between two groups as regard to ease 

of entry (decreased in studied than controlled group). 

 

Table (5): Comparison of the patient acceptability between two groups (According to 

5-point Likert scale) 

 Study group Control group P-value 

Patient acceptability 3.03 ± 0.495 3.53 ± 0.638 <0.001* 

 

There was a statistically significant difference between two groups as regard to 

Patient acceptability (decreased in studied than controlled group). 

 

Table (6): Comparison of the procedural time (sec.) between two groups 

 

 Study group Control group P-value 

Procedural time (sec.) 98.94 ± 18.389 134.15 ± 27.083 <0.001* 

 

There was a statistically significant difference between two groups as regard to 

procedural time (decreased in studied than controlled group). 

 

 

http://www.sciencedirect.com/science/article/pii/S1110569014000144#tblfn1
http://www.sciencedirect.com/science/article/pii/S1110569014000144#tblfn1
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Table (7): Comparison of side effect between two groups 

 

 Study group Control group P-value 

Nausea 3 2 0.3 

Cramp 8 5 0.4 

Vomiting 0 1 0.2 

Vaginal bleeding 0 1 0.2 

 

There was no significant difference between two groups as regard the side effect 

between two groups 

Table (8): Prevalence of different anomalies in two groups  

Anomaly type 

 

Misoprostol. (number) Control. (number) 

 
No anomaly 

 

29 27 

Polyp 

 

4 7 

Hyperplasia 

 

7 12 

Myoma 

 

5 3 

Septum 

 

1 0 

Adhesion 

 

3 1 

Bicornuate uterus 

 

1 0 

 

This table show outcome during the procedure of office hysteroscopy as 

regarding finding in the patient. There was no a statistically significant difference 

between two groups (no anomalies in 29 patient in study and 27 patient in control 

group). 
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DISCUSSION: 

Despite the high efficacy of the hysteroscopy, it may be associated with certain 

complications; almost 50% of them are related to insertion of the hysteroscope or to 

the dilatation of the cervical canal, which are pain, discomfort or uterine perforation 

(Paschopoulos et al., 2006). 

Using efficient method to facilitate an easier uncomplicated entry during the 

hysteroscopic procedure could substantially minimize the risk of complications; 

several modalities for cervical ripening prior to hysteroscopy have been adopted 

(Darwish et al., 2004 and El-Toukhy et al., 2008). Currently, misoprostol is the 

drug of choice for cervical ripening because of its low cost, ease of storage, and 

effectiveness. 

This study was to evaluate effectiveness of sublingual misoprostol for cervical 

ripening versus placebo in premenopausal women. The result of this study found 

that dilatation time was significantly lower in sublingual group, and the most 

frequent Hegar number applied into the cervix without resistance for dilation was 5 

in sublingual group and 4 in placebo group, indicating more effectiveness of 

sublingual route for ripening in comparison with placebo group. 

These results were in accordance with Barcaite et al. (2005) evaluated the 

effectiveness of vaginal misoprostol for cervical priming before hysteroscopy in 

perimenopausal and postmenopausal women and concluded that vaginal misoprostol 

applied before hysteroscopy reduces cervical resistance and the need for cervical 

dilation in this women.   

This was in agreement with a study by Mulayim et al. (2010); two groups of 

women who received sublingual misoprostol or placebo before hysteroscopy were 

compared with each other. Dilatation time was higher in placebo group. 

Furthermore, cervical tearing had occurred more often in placebo group than in 

misoprostol group.       

Moreover, El Khayat et al. (2010) compared the efficacy of isosorbide 

mononitrate (IMN) and misoprostal for cervical priming before the hysteroscopy, and 
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concluded that there was no significant difference between IMN and misoprostol with 

regard to  the duration of application or difficult dilatation ;but  there was a 

significant difference between IMN and  misoprostol with regard to the baseline 

cervical dilatation (5mm for IMN and 8 mm for misoprostol)and duration of dilatation 

(73s for IMN and 49s for misoprostol).  

Lee et al. (2010) compared various routes of misoprostol in premenopausal 

non pregnant women. The efficacy of sublingual misoprostol was comparable to oral 

and vaginal routes. 

A possible explanation for the more pronounced effect of vaginal misoprostol 

could be a slower uptake and metabolism and a more prolonged elevated plasma 

concentration compared to oral route and associated with lesser side effects. 

Sublingual administration was also found to be more effective than oral as it results 

in more rapid elevation of plasma levels and development of uterine contractility 

similar to vaginal administration. 

Although both the oral (Thomas et al., 2002) and vaginal (Darwishet et al., 

2004 and Barcaite et al., 2005) routes have been proven to be effective for cervical 

priming before operative hysteroscopy, the optimal regimen , dose of misoprostol and 

time of administration remains to be determined.  On the other hand Fernandez et 

al., found that vaginal misoprostol applied 4 h before hysteroscopy in premenopausal 

women was not effective for cervical dilatation (Fernandez et al., 2004). 

El-Mazny et al. (2011) reported that 200 mcg vaginal misoprostol 

administered 3 h before diagnostic OH is a simple, effective, and safe method of 

cervical priming to facilitate the procedure without anesthesia.  In another study, 

Bisharah et al. (2003) evaluated 40 women who were randomly assigned to 

treatment with 100 mg sublingual misoprostol or placebo before hysteroscopy. They 

observed no difference in degree of cervical dilatation between the two.  

El-Khayat et al. (2015) compared the efficacy and safety of two different 

doses of vaginal misoprostol for cervical priming at doses of (200 mg vs. 400 mg) 3 h 

before diagnostic OH with- out anesthesia in patients with infertility, AUB or 

recurrent abortion. The  results of the study indicate that the use of 400 mg vaginal 
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misoprostol significantly facilitated the procedure of OH: Cervical entry was easier, 

procedural time was shorter, patient acceptability was higher, and pain scoring was 

lower in the 400 mg vaginal misoprostol group compared with the 200mg vaginal 

misoprostol group. Misoprostol related side effects (nausea, vomiting, abdominal 

pain) were infrequent, minor, and transient with no statistically significant difference 

between both groups, and no complications were reported (El-Khayat et al., 2015). 

 

CONCLUSION AND RECOMMENDATION: 

Sublingual route of misoprostol could be considered as an effective medication 

before office hysteroscopy in non pregnant women for ripening cervix to decrease 

pain score and facilitate hysteroscopic entry. 
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  بل املنظار الرمحى املكتبىبل املنظار الرمحى املكتبىدور عقار امليزوبروستول فى حتشني نضج عنق الرحم قدور عقار امليزوبروستول فى حتشني نضج عنق الرحم ق 
     

 السيد محمد طه 

 )بنين( جامعة األزهر -كلية الطب  -التوليد وأمراض النساء قسم    

 

  خلفية البحث:

دة والفعالة لتشخيص العديد حد الطرق الجديأيعتبر المنظار الرحمي المكتبي 
المنظار عن مراض النساء. ويتم استخدام هذا مراض فى العيادات الخارجية ألمن األ

ذ بإمكان الطبيب استخدام المنظار دون إفضل ن هذه الوسيلة تعد األأطريق المهبل حيث 
ن معدالت الخفق إلي ذلك فإضافة إعطائه مسكنات إلي تخدير المريض او إالحاجة 

%. ولكن توجد بعض المعوقات التي تحد من استخدام هذا 4لي إضئيلة تكاد تصل 
لة بسبب ان بعض المرضي يعانون من صعوبة تحمل هذه اآل المنظار بهذه الوسيلة حيث

 دخالها بالمهبل.إلم الناجم عن األ

 

 الهدف من البحث

الهدف من هذا البحث هو معرفة تأثير استخدام اقراص الميزوبروستول تحت 
لسان المريض قبل الخضوع لعمل المنظار الرحمي المكتبي لكي يحسن من نضج عنق 

 استخدام المنظار بسهولة. الرحم وبالتالي يمكن

 

 منهاج البحث و الماده البحثية:

تم إجراء هذه الدراسة بمستشفيي سيد جالل للنساء والتوليد بكلية الطب جامعة 
نجاب سيدة من المترددات علي عيادة المستشفى في سن اإل 011زهر حيث تم اختيار األ

سواء كان للتشخيص او للعالج  خضاعهن للمنظار الرحمي المكتبيإالالتي البد من 
حدهما تعاطت دواء أ وقد تم تقسيم هؤالء المرضي الي مجموعتين متساويتين

الميزوبروستول تحت اللسان بينما خضعت المجموعة الثانية لدواء ضابط . وقد تم 
قياس مدي توسع عنق الرحم ونضجه وتقييم وقت استخدام المنظار بعد استخدام 

 .لي تعيين رضح الرحمإ ضافةإالميزوبروستول 
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 نتائج البحث:

ظهرت النتائج مدي تأثير دواء الميزوبروستول علي سهولة استخدام هذا أوقد   
لي إنه قد ساهم في نضج عنق الرحم دون استخدام موسعات  باإلضافة أالمنظار حيث 

صابة به بشكل إسهولة وسرعة استخدام المنظار المكتبي دون حدوث رضح للرحم او 
لحوظ مقارنة بتلك المجموعة التي لم تتناول الميزوبروستول. لذا فإننا ننصح م

باستخدام هذا الدواء قبل استخدام المنظار الرحمي المكتبي لما يضفي من سهولة 
 دخال هذه اآللة.إنه يقلل من معاناة المرضي عند أوكفاءة لهذا المنظار بجانب 

 

 


