
Adverse Event Reporting by Gestational Age 
 

 0-20 weeks 20-37 weeks Term 
≥37 weeks 

Painful 
Cramping/ 
Uterine 
Contractions 

Pelvic Pain in 
Pregnancy 

(grade per Pain row 
of FGGT) 

Preterm 
Contractions 
(grade per Preterm 

Contraction row 
 in FGGT) 

NOT AE 

Vaginal 
Bleeding 

Bleeding Prior 
to Onset of 

Labor 
(Grade per LOA#1 

Bleeding row) 

Bleeding Prior 
to Onset of 

Labor 
(Grade per LOA#1 

Bleeding row) 

Bleeding 
Prior to 
Onset of 

Labor 
(Grade per LOA#1 

Bleeding row) 

Not 
Associated 
with 
Pregnancy 
Loss or 
Delivery 

Fetal Loss 
(Fetus in 
Utero) 

NOT AE NOT AE NOT AE 

 
Painful 
Cramping/ 
Uterine 
Contractions 

Pelvic Pain in 
Pregnancy 

(grade per Pain row 
of FGGT) 

Preterm 
Contractions 
(grade per Preterm 

Contraction r w o
 in FGGT) 

NOT AE 

Vaginal 
Bleeding 

Vaginal 
Bleeding 

Associated 
with 

Miscarriage 
(Grade per LOA#1 

Bleeding row) 

NOT AE 
unless EBL is 
greater than 
WNL at any 

point in 
delivery 

If EBL >WNL, record 
Post Partum 

Hemorrhage and 
grade per Post Partum 

Hemorrhage row in 
FGGT 

NOT AE 
unless EBL 
is greater 
than WNL 

at any point 
in delivery  
If EBL >WNL, 
record Post 

Partum 
Hemorrhage and 
grade per Post 

Partum 
Hemorrhage row 

in FGGT 

Fetal Loss NOT AE NOT AE NOT AE 

Associated 
with  
Pregnancy 
Loss or 
Delivery 

 Miscarriage Delivery 
EBL = Estimated Blood Loss 
 


