StudyID #: _________________
Today’s date: ____/____/____
Staff Signature_______________

INFORM
Form 6: Summary of Case


	Outcome

	1. Please confirm woman’s study group
· GROUP A: FOLEY CATHETER
· GROUP B: MISOPROSTOL

	2.	Did the woman deliver within 24h of start of induction?
· Yes	
· No

	3.	Did the woman deliver vaginally?
· Yes	
· No

	4.   Was the woman withdrawn from the study prior to delivery
· Yes	
· No

	4a.  If yes, please indicate reason for withdrawal
· Woman’s request
· Medically indicated
· Staff error
· Other, Specify_______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________













	Eclampsia and adverse events 

	5.  Did woman experience a seizure after trial entry?
	 No
	 Yes

	6.  Did any of the following occur (tick all that apply)?
· NO COMPLICATIONS
· Uterine rupture
· Cerebral hemorrhage
· Pneumonia
· Coagulopathy
· Renal failure
· Liver failure
· Pulmonary oedema
· Other (Specify: ______________________)

	7. Did any of the following occur during the study period (tick all that apply)?
· NO SERIOUS COMPLICATIONS
· Transfer to ICU
· Prolonged hospitalization
· Death
· Other. Specify_______________________________________________________________

	8.  If any serious complications occurred, was an SAE form completed and sent to Gynuity Health Projects?
· Yes
· No.  Please specify reason__________________________________________________________________________________________________________________________________________________________________
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