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Title: Neonatal/Infant Death Report Form
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NEONATAL/ INFANT DEATH REPORT FORM
	1. STUDY INFORMATION

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


	2. PaRtiCIPANT Details

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


	3. Newborn evaluation (for live births and still births)

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

	Date of birth  |__|__|/|__|__|/|__|__|__|__|  (DD/MM/YYYY )     Time of birth    |__|__|: |__|__|      GA |__|__| wk |__| dy

	Date of death  |__|__|/|__|__|/|__|__|__|__|  (DD/MM/YYYY )    Time of Death  |__|__|: |__|__|


	If any abnormality diagnosed at birth or unusual finding please describe 

	


	4. NEONATAL ILLNESS

	Was the baby sick prior to death?  [_] yes   [_] no            If yes, for how many days?  |__|__|

	Did the baby have any of the following prior to death?

	Fever
	[_] yes
	[_] no
	Seizures 
	[_] yes
	[_] no

	Abnormal breathing
	[_] yes
	[_] no
	Inconsolable crying?
	[_] yes
	[_] no

	Poor suck 
	[_] yes
	[_] no
	Cyanosis (blue skin/ lips)
	[_] yes
	[_] no

	Poor feeding
	[_] yes
	[_] no
	Yellow skin (jaundice)
	[_] yes
	[_] no

	Weak cry
	[_] yes
	[_] no
	Diarrhea
	[_] yes
	[_] no

	Stiffness
	[_] yes
	[_] no
	Vomiting (bilious)
	[_] yes
	[_] no

	Other symptoms
	[_] yes
	[_] no
	Describe: 
	
	

	Was the baby given any medicine?  What?
	[_] yes
	[_] no
	Did you take the child for care anywhere before he/she died? Where?
	[_] yes
	[_] no

	Has anyone else in the house been sick?  With what?
	[_] yes
	[_] no
	
	
	


	5. NARRATIVE: PLEASE describe the events surrounding death 

	


	6. List all drugs  and vaccines 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
	Reported by

	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 
	 


	7. List all drugs used by the mother DURING PREGNANCY and DELIVERY (please include drugs not prescribed by a doctor, and any herbal or natural drug)

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

	 
	 
	 
	 
	 
	 
	 
	 

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	 
	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 
	 


	8. Reporting Line (tick the ones that apply)

	MA Coordinator                      

DSMB                                     
REC (local)                            

REC (other)                            
Pharmaceutical Company      
	[_]

[_]

[_]

[_]

[_]


	9. Reporter  Details

	Name
	Qualifications:
	Signature


	E-mail Address:
	Tel no.                                 
	


	10. PI Signature

	Name

	Date:
	Signature



Instructions for filling out the NEONATAL/ INFANT DEATH REPORT 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. Newborn evaluation

Provide the ChildID#, gender, date and time of birth, gestational age (GA) at birth in weeks and days (ie. 32 weeks and 5 days), and date and time of death.  For time please use a 24 hours format-write 16:00 instead of 4 pm.  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.
4. Neonatal illness  

Please document if the infant was sick prior to death, and if so for how many days.  Document any significant symptoms which the baby experienced prior to death, as well as noting whether anyone in the house as sick, and whether the baby received any medical attention or remedies prior to death.  

5. Narrative
Please describe what occurred prior to the death of the infant, including any significant symptoms the baby had, treatments given, and the order of the events leading up to the death. 

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. Maternal Drug history 

Please either document all drugs that the mother used during pregnancy and delivery or attach all relevant CRFs that include this information.. 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 etc.)  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 her medical record.
8. Reporting line:  Please document who was notified of this adverse event.
9. Reporter details:  Contact details are required for any follow up enquiry.
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