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	JRESDOC0033  Pregnancy Reporting Form
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	09/08/2024


This form should be emailed to adverseevents@sgul.ac.uk 
Pregnancy occurring in a participant or partner of a participant in a clinical trial, while not considered an adverse event or serious adverse event, requires monitoring and follow up. 

1. Study Details

	Study title or study short title:
	

	Sponsor protocol reference number:


	

	Principal Investigator:
	

	Chief Investigator:
	

	Has the mother given consent for pregnancy monitoring?
	No (                             Yes (
If consent has not been given do not complete the rest of the form.

	Is this an initial or follow up pregnancy notification? 
	Initial (                       Follow-up (


2. Study participant and/or study participant’s partner details 

	Study Participant ID number:
	

	Is the mother the study participant?
	No * (                             Yes (

	*if No assign unique linked ID (example Male Study Participant ID SG161 then pregnant partner SG161PP
	

	Age of mother:
	

	Number of foetuses/births during this pregnancy:   
	___________ [if >1, complete one form per foetus/infant]

	Were the contraception requirements of the protocol followed:
	Yes (     No (      Uncertain (


3. Pregnancy Information 

	Start date (Day 1) of the last menstrual period prior to conception:
	DD / MM/ YYYY
Tick if estimated (

	Date pregnancy confirmed:
	DD / MM / YYYY
Tick if estimated (
	Anticipated date of childbirth 
	DD / MM / YYYY
Tick if estimated (

	Method of confirmation of pregnancy:
	


4. Pregnancy status (Please tick one option only) 
	i
	Ongoing:  (
Estimated delivery date:  DD / MM / YYYY
	ii
	Ectopic pregnancy: (  

Date of diagnosis: DD / MM / YYYY

	iii
	Unknown:  (
Date of last follow up: DD / MM / YYYY
	iv
	Lost to follow up:  (
Date of last follow up: DD / MM / YYYY

	Please complete sections 7-9 if you have ticked options (i)- (iv)

	v
	Delivered: (
Date of delivery:  DD / MM / YYYY
	vi
	Induced abortion (
- requested on medical reasons: (
- own choice: (
- unknown/prefer not to specify: (
Date of abortion: DD / MM / YYYY

	vii
	Spontaneous abortion: (
Date of abortion:  DD / MM / YYYY 
	

	Please complete sections 5-9 of the form if you have ticked options (v)-(vii)  


5. Foetal outcome 

	Outcome
	Tick if applicable 

	Healthy baby without birth defects of congenital abnormality


	

	Birth defect or congenital anomaly: Please specify and report in line with JREOSOP0041:

	

	Still birth, neonatal death, induced abortion for medical reasons: Please specify and report in line with JREOSOP0041
	

	Other disorder: Please specify 

	


6. Infant Information 

	Date of delivery 
	
	Gestation week at end of pregnancy 
	

	Mode of delivery 
	
	Infant Gender
	

	Weight 
	
	Length 
	

	Head circumference 
	
	Apgar Score 
	1min =

5 min = 

	Antenatal problems
	
	Post-natal problems 
	

	In instances where information requested in section 6 is not known please state NK (not known). If not applicable, please state NA (not applicable).

Please include appropriate units in the responses to the questions in section 6 where relevant.


7. Medication history of the father (Please enter all medication taken by the father in the month prior to conception, if this information is not available or not known then state not known and answer section 8)
If the father is the study participant attach a copy of the medication CRF page(s) and tick 
	Generic Drug name

(include brand if applicable)
	Dose
	Unit
	Frequency
	Route
	Start Date
	End Date

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy


Tick if continued on additional sheet 
8. Medication history of the mother (Please enter all medication taken by the mother in the month prior to conception, if this information is not available or not known then state not known and answer section 9)
If the mother is the study participant attach a copy of the medication CRF page(s) and tick 
	Generic Drug name

(include brand if applicable)
	Dose
	Unit
	Frequency
	Route
	Start Date
	End Date

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy

	
	
	
	
	
	dd  | mM | yyyy
	dd  | mM | yyyy


Tick if continued on additional sheet 
9. Mother’s medical history thought to be relevant to this event

Contraception (Please tick all that apply or tick unknown):

	
	None
	
	Spermicide

	
	Contraceptive medication
	
	Withdrawal 

	
	Rhythm
	
	Condom

	
	Diaphragm
	
	Abstinence

	
	Infertility 
	
	Surgical sterilisation

	
	IUD
	
	Unknown 


	Does the mother have a medical history consisting of any of the following? (please tick):

	
	Alcoholism
	
	Infection
	
	Drug abuse

	
	SAE during pregnancy
	
	Smoking
	
	Unknown

	Any relevant laboratory tests and/or procedures that may have been undertaken (e.g. ultrasound, amniocentesis etc.)

	Investigation
	Date of result
	Result

	
	dd  | mM | yyyy
	

	
	dd  | mM | yyyy
	


Past medical history 

	Total number of previous pregnancies 
	

 FORMCHECKBOX 
                        
	 Unknown
	Number of previous deliveries
	

 FORMCHECKBOX 
                        
	 Unknown

	Date of delivery:
	Mode of delivery
	Gestation (Weeks)
	Gender
	Weight

(g)
	Antenatal problems
	Postnatal problems

	dd  | mM | yyyy
	
	
	 Male
	 Female
	
	
	

	dd  | mM | yyyy
	
	
	 Male
	 Female
	
	
	

	dd  | mM | yyyy
	
	
	 Male
	 Female
	
	
	

	Please tick all applicable options in the table below:

	
	Previous miscarriages 
	
	Previous stillbirth(s)

	
	Previous termination(s) 
	
	Previous pregnancy that resulted in congenital anomaly or birth defect

	
	Tick if previous pregnancies are continued on an additional sheet


	10. Signatures

	Signature of Principal investigator 
	
	Print name
	
	Date of completion
	dd  | mM | yyyy

	Signature of person completing the form if different to Principal investigator
	
	Print name
	
	Date of completion
	dd  | mM | yyyy

	For Sponsor’s Office use only

	Date report received by JRES:
	dd  | mM | yyyy
	Date report reviewed:
	dd  | mM | yyyy
	SAE number:
	

	Date JRES acknowledged receipt of the form:
	dd  | mM | yyyy
	Date follow up information requested:
	dd  | mM | yyyy
	

	Date CI Informed 
	dd  | mM | yyyy
	Date of assessment 
	dd  | mM | yyyy

	JRES Comments: 



	Was the trial unblinded?
	Yes or No
	CI not to be automatically informed- further advise from DMC or TSC

	Signature of person reviewing/checking the form:
	
	Print name
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