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PREGNANCY OUTCOME FORM
	1. STUDY INFORMATION

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




	2. PaRtiCIPANT Details

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


	3. List all drugs used DURING DELIVERY 

	Name (brand and generic)
	Daily dose (mg, µg, IU.)
	Frequency
	Route
	Start Date (DD/MM/YYYY)
	Duration
	Indication for use
	Self Report?

(Y or N)

	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 
	 


	4. Pregnancy outcome  please attach partograph

	Date of delivery/ outcome:  |__|__|/|__|__|/|__|__|__|__|  (DD/MM/YYYY )               Time  |__|__| : |__|__|   □am □ pm 

	Gestational age at delivery/end of pregnancy: 

|__|__|  weeks  |__| days
	Method for Gestational age assessment:

LMP  |__|  Ultrasound   |__| Ballard/Dubowitz |__| Other |__|

	Gestational age at delivery/end of pregnancy: 

|__|__|  weeks  |__| days
	Method for Gestational age assessment:

LMP  |__|  Ultrasound   |__| Ballard/Dubowitz |__| Other |__|

	Labor:  Spontaneous |__|       Induced  |__|           Was the baby moving at the start of labor?  |__| yes  |__| no    

	If baby not moving at start of labor, when did the fetal movements stop?  |__|__|  please specify unit (eg. hours or days)

	Singleton |__|                         Multiple |__|      Specify number of babies: __
For multiple outcomes (e.g. twin, triplet) fill a separate infant assessment sheet for each baby

	Did the mother deliver:  a live infant |__|         a dead infant |__|   unknown  |__|      elective termination  |__|

	Place of Delivery:                    Home |__|      Health Facility |__|         Other |__| Specify:……………………………….                     

	Who performed the delivery?  Family Member |__|     TBA |__|     Midwife |__|     Doctor |__|       Other |__|

	Maternal fever during labor?     yes |__|       no |__|     unknown |__|    Self- Reported?  Y|__|  N|__|

	Cause of fever if known?                                                

	Maternal anti- or intra-partum hemorrhage?   yes  |__| no |__|   unknown |__|             Maternal Hb at delivery  |__|__|.|__| 

	Maternal post-partum hemorrhage?                 yes  |__| no |__|   unknown |__| 

	Placental normal?   yes  |__| no |__|   unknown |__|, if no, describe?                           Number of vessels?  2 |__|    3 |__| 

	Malaria smears at delivery?     Mother:            positive  [_]   negative  [_]   unknown [_]
                                                  Infant:             positive  [_]   negative  [_]   unknown [_]
                                                  Cord Blood:    positive  [_]   negative  [_]   unknown [_]

	Maternal HIV status                                       positive |__|   negative |__|  unknown |__|          

	Maternal  Syphilis status                                positive |__|   negative |__|  unknown |__|

	IF PREGNANCY OUTCOME WAS A DEAD FETUS < 28 weeks or <500 gm ( Fill out an SAE cover sheet
IF PREGNANCY OUTCOME WAS A DEAD BABY >28 wk or > 500gm) ( CONTINUE this form and fill an SAE cover sheet
IF PREGNANCY OUTCOME WAS A LIVE BIRTH ( CONTINUE this form


	5. Newborn evaluation for live births and dead babies> 500gm 
Please fill out a form for each baby

	ChildID MA|__|__|__|__|__|__|__|__|-|__|__|__|__|-|__|__|
	Gender:   Female  |__| Male   |__| Unsure |__| 

	Method of Delivery: Normal Vaginal |__|    Assisted |__|    Caesarean Section |__|   Other |__| Specify:………………………………………………………………………………………………………                                                                                  

	Presentation:  Vertex  |__|      Breech  |__|      Face |__|    Compound  |__|

	Date of examination  |__|__|/|__|__|/|__|__|__|__|  (DD/MM/YYYY )                    Time of Exam  |__|__|: |__|__|

	Cord Clamping: Timing after delivery:  |__| < 1/2 minute   |__| 1/2- 3 minutes   |__| >3 minutes   |__| no clamping

	Weight |__|__|__|__| g
	Head circumference |__|__|. |__| cm       
	Length |__|__|. |__| cm

	Respiratory Rate |__|__|__|bpm 
	Neonatal Hb at delivery  |__|__|.|__|


	6. List all drugs and vaccine given to the Baby (please include drugs not prescribed by a doctor, and any herbal or natural drug), please look at the infant vaccine card if available

	Name (brand and generic)
	Daily dose (mg, µg, IU.)
	Frequency
	Route
	Start Date (DD/MM/YYYY)
	Duration
	Indication for use
	Self Report?

(Y or N)

	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 
	 


	7. SURFACE EXAMINATION (for live births and stillbirths)

	Congenital abnormality in family member:  |__| mother     |__| father     |__| sibling   What? _____________________

	If an abnormality is diagnosed or suspected, please take photograph and attach to this form.  

	Be sure the ID number is included in the picture.

	Location
	Examination findings
	Were any of the following observed or suspected?

	Skull bones & Fontanelles/sutures
	[_] Normal
	[_] Suspect 

     abnormality 
	[_]  Craniosynostosis
	[_]  hydrocephaly

	
	
	
	 [_] Other (describe)
	 

	Face
	[_] Normal
	[_] Suspect 

     abnormality 
	[_] Describe

	
	
	
	

	Mouth and lips
	[_] Normal
	[_] Suspect     

      abnormality 
	[_]  Cleft lip                                            [_]  Cleft palate                                          

	
	
	
	[_] Other (describe)

	Nose
	[_] Normal
	[_] Suspect     

      abnormality 
	[_] Other (describe)

	
	
	
	

	Ear
	[_] Normal
	[_] Suspect     

      abnormality 
	[_]  Other (describe)

	
	
	
	

	Chest
	[_] Normal
	[_] Suspect     

      abnormality 
	[_]  Other (describe)

	
	
	
	

	Abdomen 
	[_] Normal
	[_] Suspect     

      abnormality 
	[_]  Gastroschisis 
	[_]  Omphalocele 

	
	
	
	[_]  Other (describe)
	 

	Arms
	[_] Normal
	[_] Suspect     

      abnormality 
	 [_]  Limb reduction

	
	
	
	[_]  Other (describe)

	Hands
	[_] Normal
	[_] Suspect     

      abnormality 
	[_] extra finger (hanging off 5th finger)  [_] fused finger

	
	
	
	[_]extra finger other                               [_]  missing finger                       

	
	
	
	[_] Other (describe)

	Legs
	[_] Normal
	[_] Suspect     

      abnormality 
	 [_]  limb reduction

	
	
	
	 [_] Other (describe)

	Feet
	[_] Normal
	[_] Suspect     

      abnormality 
	[_]  missing toe
	[_] fused toe

	
	
	
	[_] extra toe
	[_] club foot

	
	
	
	[_] Other (describe)
	 

	Genitourinary
	[_] Normal
	[_] Suspect     

      abnormality 
	[_]  Hypospadias  
	[_] Undescended testicles 

	
	
	
	 [_] Other (describe) 
	 

	Anus
	[_] Normal
	[_] Suspect     

      abnormality 
	[_] Imperforate anus

	
	
	
	[_] Other (describe)

	Spine/sacrum  
	[_] Normal
	[_] Suspect     

      abnormality 
	 [_] Spina bifida

	
	
	
	[_] Other (describe)

	Skin
	[_] Normal
	[_] Suspect     

      abnormality 
	[_] Other (describe)

	
	
	
	


	8. ADDITIONAL EXAMINATION (if performed)

	Location
	Examination findings
	Were any of the following observed or suspected?

	Eye exam
	[_] Normal
	[_] Suspect 

      abnormality     
	[_] Not 

      Examined
	[_] congenital cataract 

	
	
	
	
	[_] Other (describe)  

	Heart
	[_] Normal
	 [_] Suspect  

       abnormality     
	[_] Not 
      Examined
	[_] Other (describe)  

	
	
	
	
	

	Lungs
	[_] Normal
	[_] Suspect 
      abnormality     
	[_] Not 
      Examined
	[_] Other (describe)  


	9. Ballard Examination (on live births only)


Birth order (please circle):               First-born                   Second- born


NEUROMUSCULAR MATURITY 
	NEUROMUSCULAR
MATURITY SIGN
	SCORE
	RECORD SCORE HERE

	
	-1
	0
	1
	2
	3
	4
	5
	

	POSTURE
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	SQUARE WINDOW
(Wrist)
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	ARM RECOIL
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	POPLITEAL ANGLE
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	SCARF SIGN
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	HEEL TO EAR
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	TOTAL NEUROMUSCULAR MATURITY SCORE    
	 


PHYSICAL MATURITY      
	PHYSICAL
MATURITY SIGN
	SCORE
	RECORD SCORE HERE

	
	-1
	0
	1
	2
	3
	4
	5
	

	SKIN
	sticky, friable, transparent
	gelatinous, red, translucent
	smooth pink, visible veins
	superficial peeling &/or rash, few veins
	cracking, pale areas, rare veins
	parchment, deep cracking, no vessels
	leathery, cracked, wrinkled
	 

	LANUGO
	None
	Sparse
	Abundant
	Thinning
	bald areas
	mostly bald
	 
	 

	PLANTAR SURFACE
	heel-toe

40-50 mm: -1
<40 mm: -2
	>50 mm
no crease
	faint red marks
	anterior transverse crease only
	creases ant. 2/3
	creases over entire sole
	 
	 

	BREAST
	Imperceptible
	barely perceptible
	flat areola
no bud
	stippled areola
1-2 mm bud
	raised areola
3-4 mm bud
	full areola
5-10 mm bud
	 
	 

	EYE / EAR
	lids fused
loosely: -1
tightly: -2 
	lids open
pinna flat
stays folded
	sl. curved pinna; soft; slow recoil
	well-curved pinna; soft but ready recoil
	formed & firm
instant recoil
	thick cartilage
ear stiff
	 
	 

	GENITALS
(Male)
	scrotum flat, smooth
	scrotum empty,
faint rugae
	testes in upper canal,
rare rugae
	testes descending,
few rugae
	testes down,
good rugae
	testes pendulous,
deep rugae
	 
	 

	GENITALS
(Female)
	clitoris prominent & labia flat
	prominent clitoris & small labia minora
	prominent clitoris & enlarging minora
	majora & minora equally prominent
	majora large,
minora small
	majora cover clitoris & minora
	 
	 

	TOTAL PHYSICAL MATURITY SCORE 
	 


	10. If any abnormality diagnosed at birth or unusual finding please describe 

	


Instructions for filling out the PREGNANCY OUTCOME FORM 

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. Drug history during pregnancy

Provide details of any drugs used during the pregnancy, 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. Pregnancy Outcome 

Provide the date and time of outcome (either live born or dead infant).  Provide the gestational age at delivery and the method of gestational age assessment.  If there was an early Ultrasound to determine gestational age, please record both the gestational age by both Ultrasound and Ballard.  Mark if labor was spontaneous or induced, and if the baby was noted to be moving at the start of labor.  If the baby was not moving when labor began, please document when the mother last noted fetal movements.  If there are multiple outcomes (e.g., twins, triplets ect.) tick ( the box for multiple and provide details for each baby by using several copies of the form. Please fill one form for each baby. Otherwise tick ( singleton.

Place and Method of delivery: Tick ( the corresponding box 
5. Newborn evaluation
The ChildID is the unique identifier number issued to each newborn at delivery. Should follow the format of MA##PR####-####-## or MA##TR####-####-## (e.g. MA01PRGh01-0001-01) so this is linked to mother’s ID.
Provide the gender of the infant.
Provide the method of delivery and presentation.  Mark the date and time when the examination was performed.  Note the weight at the time of examination (if this is within 7 days of life, and the birth weight is available, please use the birth weight).  Provide the weight in grams to the nearest whole number.  Document head circumference in centimetres (cm), length in cm, , and respiratory rate in breaths per minute (count for a full minute).  Document the neonatal haemoglobin.   

6. Infant Drug history

Please document all drugs and vaccines given to the baby since birth.  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).  Specify this was reported by the mother or copied from the medical record.
7. Surface Examination
A complete external surface examination should be performed (please refer to the training manual for newborn exam).  Was a structural birth defect noted? Check “Normal” if no, “Abnormal” if yes, or “unknown”. If abnormal, go through the list defects and tick the box corresponding to the body part where the defect(s) occurred.  Please describe any additional abnormalities not listed. Take a photograph of the abnormality and attach it to this form.  Make sure that you include a copy of the ChildID# in the photograph.  Also provide more details in the textbox below. 
8. Additional examination.  

If an examination of the eyes or an auscultatory examination of the heart and lungs is performed, please record the findings.  If these examinations were not performed, please check the box for “Not examined.”

9. Ballard
Please complete a Ballard examination on all live births, and document the total score (the sum of neuromuscular and physical maturity scores).

10. Additional findings

Please document in more detail any abnormalities, unusual circumstances, or any other 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 Standard Operating Procedures (SOP003) under “5.2 Complementary information for adverse outcomes”
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