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Title: Adverse Pregnancy Outcome Report Cover Sheet
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With funding from: Malaria in Pregnancy Consortium through a grant from the Bill & Melinda Gates Foundation to the Liverpool School of Tropical Medicine

ADVERSE PREGNANCY OUTCOME REPORT COVER SHEET 
	1. STUDY INFORMATION

	Study site:
	Study reference :
	Date of report (DD/MM/YYYY):




	2. PaRtiCIPANT Details

	 Mother ID   MA|__|__|__|__|__|__|__|__|-|__|__|__|__|
	Age:  |__|__| years    
	Gravida  |__|__|


	3. Remarks: include relevant medical history and SAEs, drug allergy, laboratory investigations. etc 

	


	4. Additional Information: please specify what additional data is attached 

	Delivery information
Partograph
Newborn evaluation findings

Obstetric history

List all drugs used by the mother during pregnancy 
	[_]   Form Name:____________________________
[_]

[_]   Form Name:____________________________
[_]   Form Name:____________________________
[_]   Form Name:____________________________



	5. Reporting Line (tick the ones that apply)

	MA Coordinator                      

DSMB                                     
REC (local)                            

REC (other)                            
Pharmaceutical Company      
	[_]

[_]

[_]

[_]

[_]


	6. Reporter  Details

	Name
	Qualifications:
	Signature


	E-mail Address:
	Tel no.                                 
	


	7. PI Signature

	Name

	Date:
	Signature



Instructions for filling out the ADVERSE PREGNANCY OUTCOME REPORT COVER SHEET
This form should be used to report any adverse pregnancy outcomes, including miscarriage, stillbirths, congenital malformations and maternal death in labor or in the post-partum period.  

General information: Provide dates in the DD/MM/YYYY format (e.g. July 1, 2008 is written 01/07/2008). Please write “unk” if any information is unknown or “NA” if any information is not applicable.
1. Study Information

Specify the country and site where the study is taking place. 

The study reference is the unique number issued to each multicenter trial prior to initiation.

2. Participant details
The Participant ID is the unique identifier number issued to each pregnant woman at enrolment. Should follow the format of MA##PR####-#### (for prevention trial) or MA##TR####-####(for treatment trial) e.g. MA01PRGh01-0001.
3. Additional Information

Please provide the information below by attaching the appropriate study CRF for each component (i.e. enrolment form, pregnancy outcome form)

· Pregnancy Outcome/Delivery information

Details of pregnancy outcome including dates, labor and delivery details

· Newborn Examination finding
· Obstetric History

Provide the number of previous pregnancies (gravidae) and the number of previous deliveries also known as parity (e.g. for a women that had 3 pregnancies but had an early miscarriage would be gravidae 3 and previous deliveries 2). Indicate if the patient had any history of abortion/ miscarriage (pregnancy loss before <22weeks), stillbirth or previously gave birth to an infant with birth defect
· Drug history during pregnancy

Provide details of any drugs used during the pregnancy, including drugs not prescribed by a doctor, and any herbal or natural drug) particularly drugs taken in the 1st trimester of pregnancy (0-14 weeks) which the most embryo-sensitive period. Include the name of the drug, the daily dose, frequency (i.e. twice daily) and route of administration (intravenous, intramuscular injection, oral ect.)  Specify the   start date and duration of treatment. Specify why the drug was given (indication for use).
4. Remarks

 Provide any additional information that is relevant.  Indicate other factors that may have contributed to any adverse pregnancy outcome (i.e. for miscarriage, stillbirth or birth defect).  Please refer to the table below:

Complementary information for adverse outcomes
	Adverse Pregnancy Outcome
	Data elements 

	Miscarriage
	· Did the mother have a recent fever?

· Was the delivery spontaneous or induced?

· Sample of the placental/fetal tissue for malaria testing

· Result of maternal peripheral smear

	Stillbirth
	· When did the baby stop moving?

· Does the mother have a history of stillbirths

· Did the mother have a recent illness (in the last 3 weeks)?

· Did the mother have a recent fever?

· What is the mother’s BP and HCT% at delivery?

· What is the last known fundal height?

· Was the baby suspected to be small for gestational age or large for gestational age?

· What is the mother’s blood glucose?

· A placental biopsy is needed for all stillbirths, which should include time of the biopsy, and a placental photograph.

· Was the baby moving prior to labor?

· Was the baby moving prior to delivery?

· Cause of stillbirth (e.g. syphilis (TORCH viruses), high fever or acute maternal illness, severe anaemia, hypertension and preeclampsia, placental insufficiency, diabetes, rhesus incompatibility, postmaturity, abruptio placentae, fetal abnormalities, unknown causes (50% of all cases)

	Congenital Malformation
	Family history of congenital malformations


5. Reporter details:  Contact details are required for any follow up enquiry.
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