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HYPERION

* Multicentricka randomizovana pragmaticka studie

e 25ICUs ve Francii

e Porovnani mirné terapeutické hypetermie (33 st.) vs. normotermie (37 st.)

* U komatdzni pacientt po KPR s nedefibrilovatelnym rytmem

* Primdrni outcome je 90-denni dobry neurologicky outcome (CPC 1,2)

e Sekundarni outcomes: 90 denni mortalita, UPV, ICU stay, infekce a hematol.
komplikace
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VSTUPNI KRITERIA

° Za’stava Obéhu S x NO'ﬂOW nad 10 min

nedefibriovatelnym rytmem e Low-flow nad 60 min

* Coma GCS 8 a méne * Hemodyn. nestabilita (NA nad 1)
e Veék nad 18 let « polymorbidita
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TTM MANAGEMENT

* Randomizace 1:1
* 33 st. na 24 hod., ohfivani 1/4-1/2 st. /hod, poté 24 hodin 36,5-37,5 st.
* normotermie 36,5-37,5 st na 48 hod.

» vSechny typy cooling devices, sedace a relaxace dle protokolu

—®— Hypothermia group —@— MNormothermia group
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0
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50 52 54 56 58 60 62 64
Hours since Randomization
Mo. at Risk
Hypothermia group 253 256 267 264 263 266 265 251 254 248 246 244 244 240 243 236 242 232 233 231 224 224 214 218 211 205 205 201 205 198 194 190 134
Normothermia group 271 274 269 273 273 268 265 266 262 262 256 250 256 252 249 242 241 241 231 231 230 227 215 216 209 200 203 186 194 183 185 185 187
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4466 Patients were admitted to ICU
after cardiac arrest

1743 Were excluded
1435 Had shockable rhythm
308 Had Glasgow Coma Scale score =8

L

2723 Were assessed for eligibility

2139 Did neot meet inclusion criteria
506 Had no-flow time =10 min
54 Had low-flow time =60 min
201 Had hemodynamic instability
(defined as receipt of norepi-
nephrine =1 pg/kg/min)
255 Had time from cardiac arrest
to screening =300 min
627 Had moribund condition
12 Had Child-Pugh class C cirrhosis
11 Were <18 yr of age
4 Were pregnant or breast-feeding
93 Were under guardianship
13 Were included in another trial
19 Did not have health insurance
15 Had high risk of bleeding
284 Had logistic reason
45 Had decision not to participate
made by next of kin

L

584 Underwent randomization

L "

287 Were assigned to hypothermia group 297 Were assigned to normothermia group
287 Received assigned intervention 297 Received assigned intervention

L L

1 Was lost to follow-up (classified as 2 Were lost to follow-up (classified as
dead, according to prespecified plan) dead, according to prespecified plan)
36 Stopped intervention prematurely

3 Were withdrawn by patient
request

" 1

284 Were included in the analysis 297 Were included in the analysis
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Hypothermia Normothermia
Characteristic (N=284) (N=297)

Age —yr
Median 67.1 67.2
Interquartile range 56.9-76.3 57.8-76.1

Male sex — no. (%) 185 (65.1) 188 (63.3)

Charlson comorbidity index
Median 4.0 4.0
Interquartile range 2.0-6.0 2.0-6.0

Chronic heart disease — no. (%) 162 (57.0) 180 (60.6)

Chronic pulmonary disease — no. (%) 97 (34.2) 107 (36.0)

Location at cardiac arrest — no. (%)

Place of residence 138 (48.6

25.7

) 157 (52.9)
73 (25.7) 54 (18.2)
73 (25.7) 86 (29.0)
Bretander-witnessed cardiac arrest— no. (98 274 (96.5) 273 (91.9)
tander-performed CPR — no. (%)) 200 (70.4) 207 (69.7)
First monitored rhythm — no. (%)
Asystole 221 (77.8) 241 (81.1)

Pulseless electrical activity 33 (11.6) 36 (12.1)
Unknown, not shocked 30 (10.6) 20 (6.7)

Causeafcardiac arrest — no. (%)
@ 158 (55.6) 162 (54.5)

Cardiac cause 79 (27.8) 79 (26.6)
Anaphylaxis 4 (1.4) 5(1.7)
) 6 (2.0)
Pulmonary embolism 10 (3.5) 12 (4.0)
Other medical cause 20 (7.0) 22 (7.4)
Trauma 1(0.4) 2 (0.7)
)
)

Public place

Neurologic cause 7(2.5

Drug poisoning 1(0.4 7 (2.4)

Drowning 4 (1.4 2 (0.7)
Glasgow Coma Scale score at enrollment:
3.0 3.0
3 g 3.0-3.0 3.0-3.0
irculatory shock — no. (% 159 (56.0) 180 (60.6)
Duration from cardiac arrest to randomization — min
Median 2325 219.0
Interquartile range 178.0-276.5 170.0-266.0
Body temperature at inclusion — °C
Median 35.5 35.4
Interquartile range 34.6-36.4 34.4-36.5




Krajska nemocnice Liberec, a.s.

nemocntce ifi berec nemocnree 7;01/”0 g

Difference
Hypothermia Normothermia or Hazard Ratio
Outcome (N=284) (N=297) (95% Cl)

BC score of 1 or 2 on day 90— no. (55 45 (0.1t08.9)7
CPC score distribution on day 90 — no. (%)
CPC score of 1
CPC score of 2
CPC score of 3
CPC score of 4
CPC score of §

5(death) W4 M3

Loss to follow-u ,
P Normothermia

Death by day 90 — no. (%) : - -1.9 (-8.0to 4.4)7 Group

Death in the ICU — no. (%) . . 0.93 (0.78 to 1.10)%
Duration of mechanical ventilation — days

Median Hypothermia

Interquartile range 20t07.0 20t07.0 Group

Length of stay in ICU — days

. T T
Median 4.0 40 40 60

Interquartile range 20t07.0 2.0t06.0
Survival to ICU discharge — no. (%) 62 (21.8) 61 (20.5) 1.07 (0.75to 1.52)%

Percent

Duration of mechanical ventilation — days
Median 11.0 10.0
Interquartile range 6.01t0 24.0 40t027.0
Length of stay in ICU — days
Median 6.0 6.0
Interquartile range 40to 18.0 20to21.0
Survival to hospital discharge — no. (%) 56 (19.7) 50 (16.8) 1.19 (0.81to 1.74)1
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ZAVER

* Komatdzni pacienti po zastave obéhu s primarné nedefibrilovatelnym
rytmem maji signifikantné lepsi 90 denni dobry neurologicky outcome
(CPC 1,2) pokud jsou |éCeni terapeutickou hypotermii 33 st. proti
normotermii 37 st.

* Sekundarni outcomy se u obou skupin nelysi



