INFORM
Form 1: Screening and Enrollment
STAFF SIGNATURE:______
PATIENT INITIALS:_______
STUDY ID #:___________

Ver. 3. 6/13/13  Please complete questions on reverse and attach treatment card and study envelope to the top of this form.  
	Eligibility Checklist

	1.
	Does the woman have an ongoing pregnancy with a live fetus?
	  Yes
	  No

	2.
	Has the decision been made to induce vaginal delivery because of preeclampsia or uncontrolled hypertension?
	  Yes
	  No

	3.
	Woman > 18 years of age
	  Yes
	  No

	4.
	Is the woman over 20 weeks gestation?
	  Yes
	  No

	If answer to any of above questions is “No,” woman is not eligible for the study.

	5.
	Prior caesarean section?
	  Yes
	  No

	6.
	Multiple pregnancy?
	  Yes
	  No

	7.
	History of allergy to misoprostol?
	  Yes
	  No

	8.
	Ruptured membranes?
	  Yes
	  No

	9.
	Clinical diagnosis of chorioamnionitis?
	  Yes
	  No

	If answer to any of the above questions is “Yes,” woman is not eligible for the study.

	Eligibility and Consent

	10.
	Is the woman eligible to participate?
	  Yes
	  No

	11.
	Does woman wish to participate in the study?
	  Yes
	  No

	If “Yes” to 10 and 11 please go through the information sheet with her and ask her to sign the consent form.

	12.
	Did the woman read (or have read to her) and sign the consent form?
	  Yes
	  No

	Background Information

	13.
	Woman’s age (complete years) 
Fill in 99 if unknown 
	
|___|___|

	14.
	Best estimate of gestational age (wks)
	
|___|___|

	15.
	Was this estimate by ultrasound at less than 20 weeks gestation?
	  Yes
	  No

	16.
	Education code (see over page)
	
|___|___|

	17.
	Employment code (see over page)
	
|___|___|

	18.
	Pre-existing conditions before pregnancy (tick all that apply)
· Diabetes
· Chronic hypertension
· Renal disease
· Liver disease
· No pre-existing conditions

	19.
	Number of previous pregnancies beyond 28 weeks
	
|___|___|

	20.
	Obstetric history (tick all that apply)
· Gestational hypertension (previous pregnancy)
· Pre-eclampsia (previous pregnancy)
· Previous stillbirth
· None 

	21.
	Would an emergency caesarean section be conducted for this woman if there was evidence of fetal hypoxia?
	  Yes
	  No

	Admission information

	22a
	Booking status
	· Booked
· Unbooked

	22b
	Type of referral center
	· CHC/RHSDH/DHS
· PHC/SC
· Private facility
· Unknown
· Not referred

	23.
	Admission to hospital
	Date       ___/___/___
Time     |__|__| : |__|__| 
  (24h or railway time)

	24.
	BP at time of enrollment
a.   systolic BP___________
b.   diastolic BP___________

	25.
	Proteinuria at enrollment
 +1   +2   +3         Trace         Not done        

	26.
	Symptoms at enrollment (tick all that apply)
· Severe nausea and vomiting
· Right upper quadrant / epigastric pain
· Headache
· Visual disturbance
· Chest pain or dyspnea
· None of the above

	27.
	Did woman receive magnesium sulfate in last 12h?
· No
· Yes, please indicate dose____________________

	28
	Is the woman currently on antihypertensives?
	  Yes
	  No

	Group assignment

	29.
	Study ID number
	         _______________

	30.
	Study group
	    Group A: Foley catheter
    Group B: misoprostol

	31.
	Time of randomization
	Date               ___/___/_____
Time     |__|__| : |__|__| 
  (24h or railway time)

	Patient expectations

	32.
	Please ask the woman to rate her expectations for the amount of pain to be experienced during the induction and delivery. Please circle the number next to the correct response.
1    none
2    slight
3    moderate
4    high
5    extreme

	33.
	Please ask the woman to rate her expectations for the amount of anxiety to be experienced during the induction and delivery. Please circle the number next to the correct response.
1    none
2    slight
3    moderate
4    high
5    extreme 





CODING LISTS

EDUCATION

	NF
	No formal education

	PI
	Primary incomplete

	PC
	Primary complete

	SI
	Secondary incomplete

	SC
	Secondary complete

	TT
	Technical/skilled job training

	UI
	University incomplete

	UC
	University complete

	PG
	Postgraduate studies




EMPLOYMENT

	What do you spend most of the time doing?

	1.
	Farming - home garden

	2.
	Farm laborer

	3.
	Professional (teacher, medical, nurse)

	4.
	Laboring (construction, factory)

	5.
	Office job

	6.
	Business (employed or self-employed) 

	7.
	Domestic work (paid)

	8.
	Housewife or looking after my own children

	9.
	Other 





