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 Background:  Medical methods for induced abortion have emerged over the past two decades as safe, effective, and feasible alternatives to surgery. Approximately 205 million pregnancies occur each year worldwide. Over a third are unintended and about a fifth end in induced abortion. Although the efficacy of mifeprostone and misoprostole is studied well in the developed countries, very little is known about the situation in the developing countries including Ethiopia. Considering the lack of information on the efficacy of mifeprostone and misoprostole in our setting hopefully will help us bridge the existing information gap on the subject matter.
Objective of the study: The objective of the study is to determine the effectiveness of mifepristone and Misoprostol in second trimester termination of pregnancy among women who come for abortion service in SPHMMC from October 15, 2017 to January 15, 2018.
Method: A facility based descriptive cross sectional study was conducted.  A structured questionnaire was used to collect the sociodemographic characteristics, clinical profile, and a standard 400mcg misoprostol dosage for gestational age of 13 to 24weeks of gestational age and 100mcg for gestational age of 24 to 27+6 weeks of gestation given intravaginally every 3 hours until a maximum of 10 doses in a 48h period with a rest of about 12hrs after the first 5 doses.The success and failure rate of the treatment was analyzed, the elapsed time until expulsion of the fetus and placenta, the related complication of the treatment. Data was entered and analyzed using SPSS statistical package version 17. Results are presented with tables and graphs.
Results
In this study all 120 patients had given Mifeprostone followed by Misoprostole. Majority of the study population were Oromo in ethnicity accounting for 41.7%, followed by Amara (30.8%), Gurage (18.3%).About 98 (81.7%) cases have expelled the abortus with in24 hrs.By the end of the 48hrs 111 (92.5%) of the cases have expelled it.
Conclusion: mifeprostone and misoprostole combination use in second trimester termination of pregnancy is safe, effective and with short interval of abortion and high evacuation rate of products of conception and less complications.
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[bookmark: _Toc508598743]1.Introduction
[bookmark: _Toc508585805][bookmark: _Toc508598744]1.1 Back ground
Abortion is the ending of pregnancy before viability (1).An abortion which occurs spontaneously is also known as a miscarriage. An abortion may be terminated purposely and is then called an induced abortion, or less frequently, induced miscarriage (2, 3) .Modern methods use medication or surgery for abortions (4). The drug mifepristone in combination with prostaglandin appears to be as safe and effective as surgery during the first and second trimester of pregnancy (4, 5). Birth control, such as the pill or intrauterine devices, can be used immediately following abortion (5). When performed legally and safely, induced abortions do not increase the risk of long-term mental or physical problems.(6) .In contrast, unsafe abortions cause 47,000 deaths and 5 million  admissions each year.(6,7) The World Health Organization recommends safe and legal abortions be available to all women( 8).

Around 56 million abortions occur each year in the world, (9) with a little under half done unsafely. Abortion rates changed little between 2003 and 2008,(10) before which they decreased for at least two decades as access to family planning and birth control increased(11) .As of 2008, 40% of the world's women had access to legal abortions without limits as to reason (12) .
[bookmark: _Toc508585806][bookmark: _Toc508598745]1.2  Statement of the problem
Unsafe abortion is a major cause of injury and death among women worldwide. Although data are imprecise, it is estimated that approximately 20 million unsafe abortions are performed annually, with 97% taking place in developing countries. Unsafe abortions are believed to result in millions of injuries. Estimates of deaths vary according to methodology, and have ranged from 37,000 to 70,000 in the past decade ;( 2, 7) deaths from unsafe abortion account for around 13% of all maternal deaths (15). The World Health Organization believes that mortality has fallen since the 1990s (26). To reduce the number of unsafe abortions, public health organizations have generally advocated emphasizing the legalization of abortion, training of medical personnel, and ensuring access to reproductive health services.
Secondary infertility caused by an unsafe abortion affects an estimated 24 million women (17). The rate of unsafe abortions has increased from 44% to 49% between 1995 and 2008 (10).
Health education, accesses to family planning and improvements in health care during and after abortion have been proposed to address this phenomenon.
Medical abortions are those induced by abortifacient pharmaceuticals. Medical abortion became an alternative method of abortion with the availability of prostaglandin analogs in the 1970s and the antiprogestogen mifepristone (also known as RU-486) in the 1980s (4, 5).
Medical abortion regimens using mifepristone in combination with a prostaglandin analog are the most common methods used for second-trimester abortions in Canada, most of Europe, China and India, (11) in contrast to the United States where 96% of second-trimester abortions are performed surgically by dilation and evacuation (20).
Forty percent of the world's women are able to access therapeutic and elective abortions within gestational limits, (12). While maternal mortality seldom results from safe abortions, unsafe abortions result in 70,000 deaths and 5 million disabilities per year (7). Complications of unsafe abortion account for approximately an eighth of maternal mortalities worldwide (18), though this varies by region (19).
This study was conducted to evaluate the effectiveness of the mifepristone and misoprostol protocol used in our Department for second trimester medical termination of pregnancy and need for surgical evacuation of the pregnancy .and to describe the complications of the  treatment.
[bookmark: _Toc508585807][bookmark: _Toc508598746]1.3 Significance of the study
The optimal method of second trimester abortion continues to be debated, with different surgical and medical procedures being used over the time (1, 2). Misoprostol, a prostaglandin E1 analogue has gained a wide popularity in obstetrics; it can be used for cervical ripening and labor induction at term, for treatment of postpartum hemorrhage, and also for first and second trimester abortions (3, 4). Misoprostol has advantages over other prostaglandins and other drugs in the set of pregnancy termination ,it is inexpensive, and widely available in many countries, it is stable at room temperature and it has multiple routes of administration (oral, vaginal, rectal or sublingual) ( 4-7).
 There is no much study conducted and there is paucity of information on the efficacy of mifeprostone –misoprostol combination and its outcome in our Ethiopia.  In our set up, SPHMMC despite being the hospital with largest maternity service in the country there is no study conducted so far regarding our study title.

Termination of pregnancy in the second trimester using misoprostol has been shown to be safe and effective, with a success rate up to 90% in some of the published series (6, 8-11); however the ideal regimen of misoprostol still remains to be determined, with more than thirty different dosage regimens described in the literature for its use in obstetrics (2, 8).

Different studies as mentioned below on literature review shows that the effectiveness of mifeprostone - misoprostol and the immediate complications in second trimester abortion. But there is no data in our set up to know the effectiveness of medical second trimester termination of pregnancy.
Although the effectiveness of mifeprostone and misoprostole is studied well in the developed countries, very little is known about the situation in the developing countries including Ethiopia.
Considering the lack of information on the effectiveness of mifeprostone and misoprostole and the immediate complications in our setting initiated us to conduct this study which hopefully will help us bridge the existing information gap on the subject matter. 
. This study was conducted to evaluate the effectiveness of the mifepristone and misoprostol protocol used in our Department for second trimester medical termination of pregnancy and its complications at SPHMMC, Addis Ababa, Ethiopia.
[bookmark: _Toc508585808][bookmark: _Toc508598747]2.LITRATURE REVIEW

In a study done in Portugal to assess for the effectiveness of mifepristone-misoprostol in second trimester pregnancy  was found that  misoprostol is a safe, effective and acceptable method for second trimester medical termination of pregnancy(3,9).
In this study the failure rate of expulsion of fetus at 48h was 11.1%, with a success rate of 73% in the first 24h of treatment (1, 2). Side effects and complications, such as excessive blood loss, need for transfusion, placental retention, fever or vomiting, were registered in 25.2% of the cases (34). There were no cases of uterine rupture or need for hysterectomy (4).

In another study done in Vietnam to assess the safety, effectiveness and acceptability of mifepristone-misoprostol medical abortion, Mifepristone-misoprostol abortion is safe, effective and acceptable method. The Success rate was 96% for medical abortion (7, 8). 
	
In a study done in South Africa to document clinical outcomes and women’s experiences following the introduction of mifepristone into South African public sector second-trimester medical abortion services, and compare with historic cohorts receiving misoprostol.

The introduction of a combined mifepristone-misoprostol regimen into public sector second trimester medical abortion services in South Africa has been successful (4,5,8) with shorter time-to-abortion events, The 2014 cohort received 200 mg mifepristone, which was self-administered 24–48 hours prior to admission. For all cohorts, following hospital admission, initial misoprostol doses were generally administered vaginally (4).Women received subsequent doses of misoprostol 400 mcg orally every 3–4 hours until fetal expulsion. Thereafter, with one exception, all women in all cohorts expelled the fetus (19). Median time-to-fetal expulsion was reduced to 8.0 hours from 14.5 hours in the mifepristone compared to the 2010 misoprostol.










[bookmark: _Toc508585809][bookmark: _Toc508598748]3. General Objective 
·  The general objective of the study was to determine the effectiveness of mifepristone-misoprostol combination in second trimester medical   abortion among women who are admitted to gynecology ward for termination of pregnancy at SPHMMC from October 15, 1017 to January 15, 2018.
[bookmark: _Toc508585810][bookmark: _Toc508598749]3.1 specific OBJCTIVES.

· To determine the rate of expulsion of the fetus in the first 48hrs.
· To describe the immediate complications after expulsion of the fetus at SPHMMC
· To describe the factors that affects the success rate















[bookmark: _Toc508585811][bookmark: _Toc508598750]4. Methodology
[bookmark: _Toc508585812][bookmark: _Toc508598751]4.1 study area
The study was done in SPHMMC in Addis Ababa, capital city of Ethiopia. SPHMMC is one of the tertiary referral hospitals under the federal ministry of health. The hospital gives service to 200,000 people annually who are referred from all corners of the country. It has a total bed of 360 and on average 650 patients visit the hospital as outpatient and emergency daily. It gives service under different clinical disciplines which include obstetrics and gynecology. Nearly 4,634 attended antenatal care and around 8,677 deliveries were attended in 2007 Ethiopian fiscal year. Around 1,200 women receive abortion care in the hospital annually 
[bookmark: _Toc508585813][bookmark: _Toc508598752]4.2 study period
The study was conducted from October 15, 2017 to January 15, 2018.
[bookmark: _Toc508585814][bookmark: _Toc508598753]4.3 study design
This study is cross-sectional descriptive study conducted among women using mifepriston-misoprostol in second trimester medical abortion in gynecology ward from October 15, 2017 to January 15, 201.8
[bookmark: _Toc508585815][bookmark: _Toc508598754]4.4 Populations
[bookmark: _Toc508585816][bookmark: _Toc508598755]4.4.1 Source and study population
The source population of this study was   pregnant women who came to SPHMMC for abortion service at SPHMMC from October 15, 2017 to January 15, 2018. And the study population was all second trimester pregnant women who came for medical termination of pregnancy.
[bookmark: _Toc508585817][bookmark: _Toc508598756]4.5 SAMPLE SIZE AND SAMPLING PROCEDURE.
It was limited by the study period. So all second trimester pregnant women who fulfilled the inclusion criteria included in the study.


[bookmark: _Toc508585818][bookmark: _Toc508598757]4.6 Inclusion and exclusion criteria.
[bookmark: _Toc508585819][bookmark: _Toc508598758]4.6.1 Inclusion criteria:
 Included all consented pregnant women who had completed 13weeks up to 27 +6weeks of gestation, calculated from last menstrual period unless a difference of more than 7 days was established by ultrasound.
[bookmark: _Toc508585820][bookmark: _Toc508598759]4.6.2 Exclusion criteria: 
Including pregnant women whose gestational age is less than 13 weeks of gestation; spontaneous abortions and mothers who declined consent and pregnant women who have hypersensitive history to the drugs under study and multiple pregnancies.
[bookmark: _Toc508585821][bookmark: _Toc508598760]4.7 study variables
[bookmark: _Toc508585822][bookmark: _Toc508598761]4.7.1 Independent variables
I. Demographic Characteristics
· Age
· Place of residency.
II. Reproductive Characteristics
· Gravidity.
· Parity.
· Gestational age at delivery.
· History of abortion
III. Gestational  age
· Less than 24 weeks 
· Greater than 24weeks but less than 28 weeks..
[bookmark: _Toc508585823][bookmark: _Toc508598762] 4.7.2 Dependent variables 
· Effectiveness
[bookmark: _Toc508585824][bookmark: _Toc508598763]4.8. DATA COLLECTION
The data was collected by the data collectors assigned at the gynecology ward. Data collectors have identified those mothers in second trimester who are candidates for misoprostol; those mothers had got 200mg mifepristone before the administration of misoprostol. A questionnaire about reproductive performance and gestational age was filled on already prepared well structured questionnaire from resident’s evaluation at gyneward on admission. Card number and phone number of mothers was registered up on admission for later tracing of maternal outcome. Number of misoprostol doses, time interval from start of misoprostol and expulsion of the fetus and placenta, hemorrhage, fever, vomiting blood transfusion, uterine rupture, diarrhea and infection was documented. Operational manual for the study was prepared to assure a uniform standard to carrying out the study with good quality control. All the data were collected and stored anonymously.  I believe this is the best way to ensure confidentiality of participants. Each questionnaire was checked for completeness on daily basis by the principal investigators.
Pregnant women whose gestational age between 13 -24 weeks of gestation were given 400mcg every 3 hourly for about 5 doses. Whereas pregnant women whose gestational age  24 weeks up to 27+6 weeks were given 100mcg every three hourly for about 5 doses and repeat dose was given for those who did not expel with first course of misoprostole.
[bookmark: _Toc508585825][bookmark: _Toc508598764]4.9 DATA QUALITY ASSURANCES
Data collectors were trained and pre-tested check lists and the principal investigator cross checked for completeness and accuracy of the data on daily basis.
[bookmark: _Toc508585826][bookmark: _Toc508598765]4.10 DATA PROCESSING AND ANALYSIS 
Data was checked, coded and entered and analyzed using SPSS version 20. Chi-square test was used for statistical analysis of results.  Binary logistic regression analysis was done to see association of variables. Odd’s ratios, 95% confidence interval and p value set at 0.05 was used to determine the statistical significance of the associations.
[bookmark: _Toc508585827][bookmark: _Toc508598766]4.11 ETHICAL CONSIDERATION
A formal letter of approval was obtained from the college’s ethical review board. Permission to conduct the study was taken from the hospital administration. Confidentiality is maintained during data collection by using code numbers for each chart to avoid using names.
[bookmark: _Toc508585828][bookmark: _Toc508598767]4.12 Dissemination of results
The result of the study was submitted to the SPHMMC Obstetrics and Gynecology department. A copy of the final result will be given to the SPHMMC research office and other concerned bodies.
[bookmark: _Toc508585829][bookmark: _Toc508598768]4.13 Operational definitionS
INDUCED ABORTION: THE term induced abortion is defined as the medical or surgical termination of pregnancy before the time of fetal viability.
Second trimester pregnancy.  Starting from 13 completed weeks up to 27+6 completed weeks.
Retained placenta: 	when the placenta is not expelled for four hours after the fetus is expelled.
Fever:	when the temperature is ≥38 degree centigrade
Failure of treatment   --was defined as absence of fetal expulsion in the 48hrs period of the protocol.
Effective   : when the fetus is expelled within 48hrs of start of misoprostol.
First course means the first five doses of misoprostol
Second course means the second five dose of misoprostol
[bookmark: _Toc508585830][bookmark: _Toc508598769]4.14Side effects and complications
Side effects, including nausea, vomiting and diarrhea, are characteristics of PG administration
And are caused by PG’s stimulatory effect on the gastrointestinal tract. Serious complications, such as uterine rupture, major hemorrhage and cervical tear, are rare. The incidence of uterine rupture in women without previous scar is estimated to be 0.1–0.2% in the second trimester of pregnancy using mifepristone. Heavy bleeding requiring transfusion has been reported in less than 1% of women. Infection may occur with any induced abortion. About 3% of women required antibiotic treatment.
If any women develop any of the expected side effects and complications she will get all necessary treatments of the complications. Like blood transfusion, evacuation, antibiotics and to the level of laparatomy for uterine rupture.




[bookmark: _Toc508585831][bookmark: _Toc508598770]5.Results 
In this study One hundred twenty one second trimester medical termination of pregnancy   were initially enrolled during the study period between October 15, 2017 and January 15, 2018, but for one of the patients hysterotomy was done for an impression of scar dehiscence and has been excluded from the study. All singleton pregnancies between 13weeks and 27+6 weeks of gestation, which is determined by last normal menstrual period or by ultrasound were included in the treatment or study and then informed consent was taken from each patient and then blood was withdrawn for determination hemoglobin . In all the cases 200mg mifeprostone was given followed by misoprostole 400mcg every 3hrly for those patients with the gestational age of 13to 24 weeks and 100mcg for those patients with gestational age o 24 to 27+6 weeks of gestation for 5 doses and then if expulsion of the abortus is not occurred, after 12hrs of rest then another 5 doses of misoprostol was given.
Then failure rate of the treatment was defined as absence of expulsion of the fetus within 48hrs of the treatment.
Then the success rate of the treatment was analyzed and the association of different variables (maternal age, parity, gestational age, elapsed time between mifeprostone and misoprostole and expulsion time, reason for termination ) with the expulsion time or success rate.
Complications of the treatment such as need for blood transfusion, uterine rupture, hysterectomy and retained placenta was also determined.
In this study most the study patients were given Mifeprostone followed by Misoprostole. Majority of the study population were Oromo in ethnicity accounting for 41.7%, followed by Amara (30.8%), Gurage (18.3%)..
More than half of the patients were from Addis Ababa (57.5 %) and most of them were multigravidas. (55%) and the rest were primigravidas (45%).House wives, students and government employees account the majority of the cases each accounting 41.7%, and 14.2. %, 14.2% respectively. The majority of the patients 55 (45.8%) are primary school and 26 (21.7%) were having university degree and about 21 (17.5%) were secondary school attended as shown in the table.




	Category
	
	Frequency
	Percentage (%)

	Age (years)
	<20
Between 20 and 35
>35
	18
100
2
	15
83.3
1.7

	`Marital status
	Married
Separated
Single
Divorced
	78
2
35
5
	65
1.7
29.2
4.2

	Place of residency
	Out of Addis
Addis
	51
69
	42.5
57.5

	Reproductive Performance
	Multi gravida
Primigravida
	66
54
	55
45

	Religion
	Orthodox 
Muslim
Protestant
	76
28
16
	63.3
23.3
13.3

	Occupation
	House wife
Private employed
 Gov .Employed
Student
Daily laborer
NGO employed
	50
15
17
17
13
5
	41.7
12.5
14.2
14.2
10.8
4.2

	Educational status
	Primary school
University degree
Secondary school
Unable to read and write
	55
27
21
17
	45.8
22.5
17.5
14.2

	
	
	
	


Table 1- Sociodemographic characteristics of patients who were included in the study at SPHMMC, Addis Ababa, Ethiopia from October 15, 2017-January 15, 2018.
	Count

	
	expulsion time of the abortus
	Total

	
	less than 12 hrs
	12 to 24 hrs
	24 to 48 hrs
	greater than 48 hrs
	

	Elapsed  time between mifeprostone and misoprostole
	less than 24hrs
	9
	4
	1
	0
	14

	
	24 to 36 hrs
	14
	6
	1
	2
	23

	
	36 to 48 hrs
	33
	16
	10
	6
	65

	
	Not  given
	14
	2
	1
	1
	18

	Total
	70
	28
	13
	9
	120


.TableII:
	Elapsed  time between mifeprostone and misoprostole * expulsion time of the abortus Crosstabulation

	




	
	Frequency
	Percent
	Valid Percent
	Cumulative Percent

	Valid
	first course
	95
	79.2
	79.2
	79.2

	
	Second course
	13
	10.8
	10.8
	90.0

	
	Third  course
	11
	9.2
	9.2
	99.2

	
	other management
	1
	.8
	.8
	100.0

	
	Total
	120
	100.0
	100.0
	


  Table III number of course of misoprostol

About 29 cases (24.2%) have history of abortion while the rest don’t have history of abortion and about 50% of the pregnancies were unplanned and 59.2% of them were not used any form of contraception. Majority of the reasons for termination of the pregnancy was safe abortion, congenital anomaly and missed abortions each accounting 42.5%, 29.2% and 13.3% respectively.
There were about 9 cases of treatment failure in this study population giving the failure rate of 7.5%.
In the first 12hrs of the protocol about 70 (58.3%) of them has expelled the abortus.And about 98 (81.7%) cases have expelled the abortus with in24 hrs.By the end of the 48hrs 111 (92.5%) of the cases have expelled it.
In 95 cases (79.2%) abortus expulsion has occurred with the first course of misoprostol and about 108 cases (90%) has completed the expulsion with the second course of the treatment
About 85% of them were given mifeprostone and 15% of them were not given. Out of patients who had expelled within 48hrs of the start of misoprostole  12.6% of them had the elapsed time between mifeprostone and misoprostole less than 24hrs, and 18.9 % had elapsed time of 24 to 36 hrs,and  53.15% had elapsed time of 36 to 48 hrs and 15.3 % were not given mifeprostone.
In this study the association of possible factors related to the success rate in the first 48hrs was determined, parity, age of the patient, gestational age, reason for termination of the pregnancy but only parity has showed statistically significant association with success rate.
 There was no complication such as excessive blood loss or blood transfusions, uterine rupture or need for hysterectomy or maternal death. 
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Figure I : Bar graph shows  reason for termination of pregnancy
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Figure II: Pie chart shows expulsion time of the abortus in the study 

















[bookmark: _Toc508585832][bookmark: _Toc508598771]6.Discussion
This study revealed that mifeprostone –misoprostole combination in second trimester termination of pregnancy is effective with success rate of 92.5% in the first 48hrs that is administered vaginaly and without significant major complications like excessive blood loss, blood transfusion, uterine ruptured, or need for hysterectomy. These results are consistent with other studies done previously, a study done in Portugal showed a success rate of 88.9% for similar study in second trimester pregnancy termination in the first 48hrs of the treatment.
The combination of mifeprostone and misoprostole is used worldwide efficiently and with minimal side effects such as fever, nausea, vomiting and diarrhea occasionally required treatments. WHO recommends misoprostole 400mcg for gestational age 13-24 weeks every 3hrly for 5doses followed by 12 hrs of rest and then another 5 doses of misoprostole with the same dose and individualized for gestational age above 24 weeks of pregnancy, if it does not work, and then failure rate can be declared.
One of the areas of controversies or rare information on the use of misoprostole above the gestational age of 24 weeks to 27+6 weeks, as WHO recommends either increasing the interval of use of misoprostole or decreasing the dose of the drug, in this study there were about 18 cases which accounts 15% of the study population, out of which 16 (88.88% ) has expelled in less than 24hrs and about 17 ( 94.44% ) has expelled in less than 48hrs.And there was no complications such as excessive vaginal bleeding, need for blood transfusion, uterine rupture and hysterectomy.
Another observation of the study was the expulsion time in relation to the elapsed time since the start of mifeprostone and the start of misoprostole,out of 70 cases ( 58.33% ) who expelled in less than 12 hrs since the start of the misoprostole 12.8% had elapsed time between the start of mifeprostone and misoprostole, less than 24hrs and  20% had elapsed time of 24 to 36hrs and about 47% had elapsed time of 36 to 48 hrs.This finding is also consistent with other studies done previously and WHO,FIGO and ACOG also recommends to use the combination of mifeprostone and misoprostole in second trimester termination of pregnancy with an interval of preferably more than 24hrs to have very successful treatment as the greater the interval between mifeprostone and misoprostole the shorter the time of expulsion is.
In this study an association between the time of expulsion or success rate and associated factors are determined and out of the factors which are determined only parity has showed statistically significant relation with the time of expulsion, which is parous patients are four time more likely to expel the products of conception than nullyparous patients. Other factors such as maternal age, gestational age, reason for termination of pregnancy do not show any statistical significant relation with the time of expulsion. This was also revealed in other previously conducted similar studies.

[bookmark: _Toc508585833][bookmark: _Toc508598772]6.1 Strength of the study
 The Main strength of the study was using a prospective data collection which minimize the lack of important data when is collected only from the charts of patients.


[bookmark: _Toc508585834][bookmark: _Toc508598773]6.2 Limitation of the study
The sample collected during the study period was not enough to evaluate all the factors associated with variable in study.
[bookmark: _Toc508585835][bookmark: _Toc508598774] 6.3 Conclusion 
Mifeprostone and misoprostole combination use in second trimester termination of pregnancy is safe, effective and with short interval of abortion and high evacuation rate of products of conception and less complications. Out of the factors determined only parity showed statistically significant relation with the time of expulsion.







[bookmark: _Toc508585836][bookmark: _Toc508598775] 6.4 Recommendations
· Documentation is very important tool of the management of a patient and tool of research. So our documentation should be improved. 
· And the other important point of  management of our patient is having own protocols and treating the patients based on our protocols not only to have standardized guidelines but it improves the efficacy and minimizing the prolongation time of expulsion of the abortus and at the same time it decrease the complication rate.
· Though the sample size was not sufficient to pass a recommendation for a gestation age above 24 weeks to 27+6 weeks of gestation given 100 mcg every four hourly no complication has encountered, so a further study was needed to strengthen our finding and set protocols.
· Follow up study with a representative sample size is needed to study the relation of the factors with the time of expulsion and also to recommend for the medication abortion of second trimester abortion  further study is recommended.
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[bookmark: _Toc508585839][bookmark: _Toc508598778]8.1 Annex I:
አባሪ 1፡
የተሳታፊ መረጃ ቅፅ እና በመረጃ ላይ የተመሰረተ ቅፅ
የግለሰብ መረጃ ቅፅ
ሄሎ ስሜ ______________________ ነው የምሰራው ቅዱስ ጳውሎስ ሆስፒታ ሚኒሊየም ሜዲካል ኮሌጅ በተሰኘው ተቋም የምሰራ ሲሆን እኔ በምሰራውም በፅንስ ወይንም በማሁፀን ወይንም ቋሚ ሰራተኛ በመሆን ነው፡፡ ከዚህ በላይ ከተጠቀሰው ርዕስ ጋርበተያያዘ ለሚ ደረገው ጥናት መረጃ ከሚሰበስቡት አንደኛው ነኝ፡፡ ከዚህ የሚከተሉተን ጥያቄዎች በመመለሱ ረገድ እንዲተባበሩ እጠይቃለሁ፡፡ እርሶ የሚሰጡት መረጃ በሚፎፕሪስቶል እና በሚሶፕሪስቶል በውርጃ የ2ኛው ትራይ ማስተር ጊዜ ለሚወስዱት እርምጃዎች አስተዋፅኦ ያደርጋል፡፡ ከመጠይቁ በተጨማሪ 10 ሚ.ሊ የሚሆን ደም ከእርሶ ይወሰዳል፡፡ የዚህ አላማ የደሙን አይነት ለመወስን ነው፡፡ እርሶ የሚሰጡት መረጃ በሚስጥር ይያዛል፡፡ በዚህ ጠናት ላለመሳተፍ መፍቶ ነው፡፡
የቃለ መጠይቁ አድራጊ ስም፡______________________ ቀን፡__/__/20___ ዓ.ም ቃለመጠይቁ የተጀመረበት ጊዜ ቀን፡__/__/20___ ዓ.ም እና ያበቃበት ጊዜ ቀን፡__/__/20__ ዓ.ም
የቃለመጠይቁ አድራጊ ስምምነት 
በተሰጠኝ ስልጠናና እነደዚሁም በተሰጠኝ መመሪያ መሠረት ቃለመጠይቁን መሙላቴን እና የተሰጠው መረጃ ተክልለኛ መሆኑን  በፊርማዬ አረጋግጣለው፡፡ 
ፊርማ፡____________        ቀን፡__/__/20___ ዓ.ም 
የመረጃ ሰንሳቢ ስም፡______________________    ፊርማ፡____________ 
የቃለመጠይቁ ቀን፡__/__/20___ ዓ.ም
የተቆጣጣሪ ስም፡______________________ ፊርማ፡____________ ቀን፡__/__/20___ ዓ.ም
እርሶ በጥናቱ ለመሳተፍ ፍቃደኛ ነዎት?
አዎ            አይደለም              መልሶትን ሰለሰጡን አመሰግናለው!



Participant Information sheet & Informed consent form
[bookmark: _Toc508585840][bookmark: _Toc508598779]8.2 Individual information sheet
Hello, my name is ……………………………. I work for an institution named Saint Paul hospital millennium medical college as an intern and a resident in obs/gyn or other. I am one of the data collectors on the study with the above topic. I would like you to cooperate in answering the questions that follow. The information you will provide contributes to measures that are taken on mifepristone and misoprostol in second trimester abortion. In addition to the questioner, 10cc of blood will be taken from the median cubital vein for the determination of hemoglobin.Any information you provide will be confidential. You have the right not to participate in the study.
Name of Interviewer: ____________________________ Date: _ _/_ _/ _ _
Start time: _ _/_ _/ _ _                                            End time: _ _/_ _/ _ _
[bookmark: _Toc370725897][bookmark: _Toc371030222][bookmark: _Toc508585841][bookmark: _Toc508598780]8.3 Interviewer agreement
‘I certify that I have filled this questionnaire in accordance with the training I was given and instructions stated in it. I have confirmed that the information in it is correct.’
Signed_____________________________ date _________________________________
Name of data collector-------------------------------- signature--------------------------------------
Interview date _ _/_ _/ _ _
Name of supervisor-------------------------------------------signature--------------------------------------
Date: _________________________Are you willing to participate in the Study? Yes__________      No_______________   Thank you.




[bookmark: _Toc508585842][bookmark: _Toc508598781]8.4 Participant Information sheet & Informed consent form
 Saint Paul hospital millennium medical collage department of obstetrics and gynecology
Questionnaire designed to determine effectiveness of mifepriston and misoprostol in second trimester termination of pregnancy.SPHMMC Addis Ababa Ethiopia.
Questionnaire No: _____________________________

[bookmark: _Toc508598782]9.Annex II : Questionaire
[bookmark: _Toc370725899][bookmark: _Toc371030224][bookmark: _Toc508585844][bookmark: _Toc508598783]Section 9.1:    Socio-demographic characteristics of the respondents.
	No.
	Questions and filters
	Response categories
	Skip

	1
	Where are you from?
	Addis Ababa………….1
Outside Addis Ababa……………………… 2
Tele------------------------.
	

	2
	What is your (respondent) age in full years?
	
/_____/ Year
	

	3
	Reproductive performance
	Gravidity….
Parity….
Abortion…
Ectopic…….
Molar pregnancy………..
	

	4
	What is your current marital status?
	Married      1
Never married (single)      2
Divorced      3
Widowed      4
Separated      5
	







	5
	What is your religion?
	orthodox      1
Islam       2
Protestant      3
Catholic      4
 Others (specify)__________________5
	

	6
	What is your ethnicity?
	Oromo       1
Amhara       2
Guraghie       3
Kambata       4
Hadiya       5
Tigre       6
Others (specify)_______________________  7    
	

	7
	What is the highest level of school or grade you have completed?
	Unable to read or write       1
Primary cycle (1-8)       2
      
Secondary    (9-12)    3
       
University Degree or above        4
Others (specify)____________________        5
	

	8
	What is your current main work/occupation?

	
	Farmer       1
Housewife       2
Daily laborer       3
Government employee        4

	NGO employee        5
Trader        6
Student        7
Others (specify)____________________     8



	

	9
	Was there Any Prior history of abortion?
	Yes……..1
NO………2
	

	10
	 If yes to Q9 Was it spontaneous or induced
	Induced -----1
Spontaneous---2
No abortion-----3
	

	11
	If induced abortion
Was it surgical or medical abortion?
	Medical abortion……..1
Surgical abortion………2
No or spontaneous abortion---3
	

	12
	Was there any history of use of contraceptive use prior to the current pregnancy?
	Yes……………1

No……………..2
	

	13
	Gestational age 

	From LMP  -----1---------weeks
From USG----2-----------weeks
	

	14
	Was the pregnancy planned, and supported
	Yes----1
No-----2
	

	15
	Reason for termination
	Safe abortion--------1
Missed abortion-------2
Congenital anomaly----3
Medical reasons-------4
Others----------------------5
	







[bookmark: _Toc370725900][bookmark: _Toc371030225][bookmark: _Toc508585845][bookmark: _Toc508598784]Section 9.2: To be filled by the intern or the resident or others seeing the chart.
	No.
	Questions and filters
	Response categories
	Skip

	16
	Hemoglobin level up on presentation to the hospital?

	
<10gm/dl…….1
Above 10gm/dl……2
	

	17
	Did she take mifeprostone
	  Yes-----1
  No------2
	

	18
	If yes to Q17,interval between mifeprostone and start of misoprostole
	<24hrs………..1
24hrs----36hrs………..2
36----48hrs-------------3
Not given----------------4
	

	19
	First course of misoprostol
	1st dose ------mcg  Time----- date----
2nd dose-------mcg Time— date ----
3rd dose-------mcg Time--- date ---
4th dose--------mcg Time----date ---
5th dose---------mcg Time---date---
	

	20
	Second course of misoprostol
	1st dose -----mcg time----- date---
2nd dose------mcg Time-------date---
3rd dose-------mcg  Time------ date---
4th dose-------mcg  Time------- date---
5th dose-------mcg   time--------date-----
	

	21
	Expulsion time of the fetus


	<12hrs………….1
12—24hrs……………2
24-48hrs--------------3
>  48hrs
	

	
	Third course of misoprostol
	1st dose -----mcg time----- date---
2nd dose------mcg Time-------date---
3rd dose-------mcg  Time------ date---
4th dose-------mcg  Time------- date---
5th dose-------mcg   time--------date-----
	

	22
	 Further management  required

	1.……………surgical
2.………………oxytocin
3…………………..expectant
  4-----------------No treatment
	

	23
	Placental expulsion time

	≤ 4hrs-----1
> 4hrs------2
	

	24
	If placenta is retained , method of expulsion 
	Misoprostol----1
Oxytocine-------2
Surgical----------3
Not retained------4
	

	25
	Hemoglobin level after complete expulsion 
	< 10mg/dl-----1
> 10mg/dl-----2
	

	26
	Was there a need for blood transfusion?
	Yes ----1
No-----2
	

	27
	Was the pregnancy continued beyond 48hrs?
	Yes-------1
No--------2
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