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Min. Median Mean Max. 
500 1400   1460   3000 
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Time after infusion of study drug

Placebo Group

Fibrinogen Group

Mean difference in g L-1
(95% C.I.) P-value of 
mixed effect model

0.20 g L-1
(-0.06-0.46)

P=0.13

0.24 g L-1
(-0.02-0.49)

P=0.07
0.40 g L-1
(0.15-0.65)

P=0.002

0.05 g L-1
(-0.27-0.37)

P=0.76



Intention to treat analysis Fibrinogen 
(N=123)

Placebo 
(N=121)

Relative Risk 
(95% CI)

P value

PRIMARY OUTCOME

Need for RBC transfusion 
(during the 6 weeks period 
postpartum) 

25 
(20.3%)

26 
(21.5%)

0.95 
(0.58 - 1.54)

0.88

Per-protocol analysis Fibrinogen 
(N=120)

Placebo 
(N=119)

Relative Risk 
(95% CI)

P value

PRIMARY OUTCOME

Need for RBC transfusion 
(during the 6 weeks period 
postpartum) 

24 
(20.0%)

26 
(21.8%)

0.92 
(0.56 - 1.50)

0.75



SECONDARY OUTCOMES (ITT)

Fibrinogen 
(N=123)

Placebo 
(N=121)

Relative Risk 
or mean difference 

(95% CI)
P value

Estimated blood loss after 
study drug (ml)

1700
[1500-2000]

1700
[1400-2000] 66 [-78; 210] 0.37

Total amount of blood 
transfused

0 [0, 0] 0 [0, 0] - 0.83

Range [min, max] [0,7] [0,4]

Severe PPH (Charbit definition)
(Death, Haemostatic intervention, 
� 4 RBCs or HB decrease 
>  40 g/L (2.5 mmol/L))

20 (40.0%) 24 (52.2%) 0.77 (0.49 - 1.19) 0.31

Rebleeding 2 (1.6%) 2 (1.7%) 0.98 (0.14 - 6.87) 1.00

Lowest haemoglobin        
< 58 g/L (3.6 mmol/L)

1 (0.8%) 5 (4.1%) 0.20 (0.02 - 1.66) 0.12
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Graph based on Karlsson et al. Anesth. Analg. 2012.
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