Enrollment

Allocation

Methods

Treatment

Follow up

Asszessed for elipibility

according to inchizion
criteria (n =32)

l

Fandomization (n=32) (1:1 allocation)based on a computer generated
randomization list. Group assignment was concealed via opague sealed

/\.

Allocated to B (ROTEM) group (n =16)

Allocated to C (control) group (n=16)

After induction of anesthesia:

1. Baseline Blood sample for CBC-PT-PTT-
INR-ACT

2. Baseline ROTEM  assay (EXTEM-
FIBTEM-INTEM-HEPTEM-CT-CFT-
MCF-A10-LY30

At Rewarming: only EXTEM-FIBTEM

Frre mmutes after protamme

Blood sample for CBC-PT-FTT-INE
ACT

Blood sample for antifactor XA
ALL ROTEM assay

A

After induction of anesthesia:

1. Baselme Blood zample for CBC-PT-
PTT-INR-ACT

Frve minutes after protamme

1. Bloodzample for CBC-PT-PTT-INE
1. ACT
If Prolonged ACT Give. classic magement
according to anesthesia team Protoeol
(Additional protamme 70 I kg (0.7 mg per

kg)then epeat ACT afterfive minutes

Accordmg to ROTEM parameters and
diapnozed coagulopathy etther fibrinogen,
cryoprecipfate. fresh frozen plasma orplatelets
were given (ROTEM transfusion algorthm
mentwoned). The transfusion of packed EBCs
based on Dutch transfusion guidelines

Fresh frozen plasma (13 ml per kg) was gven
after adequate heparm reversal if there 1z a
clinical sign of bleeding or cozing, or prolonged
INE =13

Platelet transfuston (10mlperkg) were given for
clinical signs of bleeding and / or platelet count
less than 73000. The transfusion of packed RBCs
baszed on Dutch transfusion guidelines

After application of ROTEM-GUIDED
THERAFY

1-EXTEM-FIBTEM to evaluate response

Post-bypaszblood components requirements.
Postoperative blood components transfusion
requirements during the first 24 hours.
Postoperative blood loss measured as chest
tube drainage during 24 hours.

After applbeation of local transfusson
alporithm

Post-bypass blood components requirements.
Postoperatrve blood components transfoson
requirements during the first 24 hours.
Postoperative blood loss measured as chest
tube dramage durmg 24 hours

Study CONSORT flow chart



Baseline characteristics

Demographic ROTEM group Classic group
data (n=16) (n=16)
No. % No. % p
Age (years)
Mean * SD. 50.56 +12.38 52.06+£12.90 0.740
Sex
Male 10 62.5 13 81.3
Female 6 37.5 3 18.8 0.433
ASA Status
1] 13 81.3 14 87.5
1] 3 18.7 2 12.5 0.626
BMI (kg/m2)
Mean * SD. 28.40 £ 3.51 26.76 £3.14 0.172
Blood products (units) requirements in both groups
ROTEM group Classic group
(n=16) (n=16) p
Post bypass
o) Mean + SD. 0.63 +£0.89 0.94+1.12 0.539
g Median (Min. — Max.) 0.0 (0.0-2.0) 0.0 (0.0-3.0)
5 15t 24 hours
Q Mean * SD. 0.0+0.0 0.13+0.34 0.564
Median (Min. — Max.) 0.0 (0.0-0.0) 0.0(0.0-1.0)
Post bypass
- Mean + SD. 4.19+2.20 5.38+1.41 0.270
£ Median (Min. — Max.) 5.0 (0.0 - 6.0) 6.0 (4.0 - 8.0)
if 15t 24 hours
= Mean * SD. 0.19+0.75 5.50+1.75 <0.001"
Median (Min. — Max.) 0.0 (0.0-3.0) 6.0 (2.0-38.0)
Post bypass
= Mean + SD. 0.38+1.50 5.25+3.71 <0.001"
= Median (Min. — Max.) 0.0 (0.0-6.0) 6.0 (0.0-12.0)
i« 1%t 24 hours
a Mean + SD. 0.0+0.0 1.50 £ 3.46 0.381
Median (Min. — Max.) 0.0 (0.0-0.0) 0.0 (0.0-12.0)
Amount of blood loss (ml) in both groups
Blood loss (ml) ROTEM group CLASSIC group
(n=16) (n=16) p
Mean * SD. 443,75 £ 203.2 568.8 £ 308.69 0.186

Median (Min. — Max.)

475.0 (100.0 — 800.0)

475.0 (200.0 — 1250.0)




Agreement (sensitivity, specificity, and accuracy) for ACT in ROTEM group (n = 16)

Anti-factor XA > = -

. .  — - Q

Non residual Residual > S S > @

- fo

(n=4) (n=12) G - & z 3

(*)

No. % No. % & & <

ACT (seconds)
::s':;::'ld”a' g 18060 ; 23'3 41.67 100.0 100.0 36.36 56.25
P 2.424 (0.245)

Agreement (sensitivity, specificity, and accuracy) for INTEM CT/HEPTEM CT ratio in ROTEM group (n =
16)

Anti-factor XA - > -
INTEM CT/HEPTEM CT Non residual Residual S K] > > E
ratio (n=4) (n=12) § s & s §
No. % No. % 2 & <
ROTEM >1.25
Non residual 4 100.0 11 91.7
Residual 0 0.0 1 8.3 8.33 100.0 100.0 26.67 31.25
P 0.356 (1.000)
ROTEM >1.0
Non residual 25.0 4 33.3
.67 25. 72.7 20. 2
Residual 75.0 8 66.7 66.6 >0 3 0.0 2625
P 0.097 (1.000)
ROTEM >1.1
Non residual 100.0 9 75.0
Residual 0.0 3 250 25.0 100.0 100.0 30.77 43.75

P

1.231(0.529)




