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Figure 1. Intracranial Pressure before and after Randomization.

Shown are the mean measurements of intracranial pressure in the two
study groups during the 12 hours before and the 36 hours after randomiza-
tion. The I bars indicate standard errors.
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Table 2. Primary and Secondary Outcomes.*

Decompressive Standard
Craniectomy Care
Outcome (N=73) (N=82) P Valuef

Intracranial pressure and cerebral perfusion pressure H“, Jj_: :l .

O—JL

Intracranial pressure after randomization — mm Hg 144468 19.1+8.9 <0.001

\\Y ~
No. of hr of intracranial pressure >20 mm Hg — median (IQR) 9.2 (4.4-27.0)  30.0 (14.9-60.0)  <0.001 fidd 7 7

Intracranial hypertension index — median (IQR){ 11.5 (5.9-20.3) 19.9 (12.5-37.8) <0.001 A I u? [&%1227?;@1 Fﬁﬁ
Cerebral hypoperfusion index — median (IQR)§ 57(25-102) 86 (4.0-138)  0.03 ICUA ZE Hi ]

Duration of hospital intervention 'd_ ~N T [: ﬁ&" |
Days of mechanical ventilation — median (IQR) 11 (8-15) 15 (12-20) <0.001
Days of ICU stay — median (IQR) 13 (10-18) 18 (13-24) <0.001
Days of hospitalization — median (IQR) 28 (21-62) 37 (24-44) 0.82

Extended Glasgow Outcome Scale
Score — no. (%)

1 (dead) 14 (19) 15 (18)
2 (vegetative state) 9(12) 2 (2)

3 (lower severe disability) 18 (25) 17 (21)
4 (upper severe disability) 10 (14) 8 (10)
5 (lower moderate disability) 13 (18) 20 (24)

6( derate disability) 6(3) 13 (16)
upper moaerate aisapil 2(3) 4(5) *$$§$E"]%f[§'i

7 (lower good recovery)

8 (upper good recovery) 1(1) 3 (4) 5}& Jj_: Fﬂ:ﬁ ‘EE E¥ "G
Median score (IQR) 3 (2-5) 4 (3-5) ; fd: -ufb "_,‘1|: | | |

Unfavorable score of 1 to 4 — no. (%) 51 (70) 42 (51)
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3566 Patients with traumatic brain injury
were assessed for eligibility

2697 Were not enrolled
1936 Did not have ASDH or
had ASDH that did not
warrant evacuation
314 Were unable to be en-
rolled in the trial
32 Were <16 yr of age
25 Had unsurvivable injury
13 Had bilateral ASDH
4 Had legal representative
who declined to give
consent
373 Had other or miscel-
laneous reason

462 Were enrolled and underwent randomization
407 Did not undergo randomization but were followed up
as a part of the observational study (data not reported)

12 Were excluded owing to lack
of valid informed consent
or withdrawal of consent

l

l

228 Were assigned to craniotomy
group
208 Underwent craniotorny
20 Underwent decompressive
craniectomy

222 Were assigned to decompressive
craniectomy group
210 Underwent decompressive
craniectomy
12 Underwent craniotomy

|

l

206 Were evaluated at 6 mo
10 Were lost to follow-up
12 Had missing outcome data at 6 mo
but had data available at 12 mo

201 Were evaluated at 6 mo
7 Were lost to follow-up
14 Had missing outcome data at 6 mo
but had data available at 12 mo

l

l

215 Were evaluated at 12 mo
13 Were lost to follow-up

211 Were evaluated at 12 mo
11 Were lost to follow-up
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Table 1. Characteristics of the Patients at Baseline.*

Characteristic
Age —yr
Male sex — no. (%)
Race or ethnic group — no./total no. (%)
White
Asian and Southeast Asian
Black
Other
Any antithrombotic medication — no.total no. (%)
Major noncranial injury resulting in admission — no.[total no. (%)
Score on Glasgow Coma Scale of 3-8 — no. (%)
Initial findings on CT of the brain — no./total no. (%)
Presence of midline shift >5 mm
Compression or absence of basal cisterns

Presence of parenchymal contusions <25 ml

Craniotomy
(N=228)

48.3+16.5
178 (78.1)

117/227 (51.5)
100/227 (44.1)
4/227 (1.8)
6/227 (2.6)
30/209 (14.4)
90/225 (40.0)
143 (64.9)

195/226 (36.3)
197/226 (87.2)
109/227 (48.0)

Decompressive
Craniectomy
(N=222)

48.8:16.6
179 (80.6)

117/219 (53.4)
90/219 (41.1)
4/219 (1.8)
8/219 (3.7)
31/202 (15.3)
83/220 (37.7)
146 (65.8)

189/221 (85.5)
192/221 (86.9)
104/221 (47.1)

* Plus—-minus values are means +SD.

1 Data on race and ethnic group were obtained from medical records or reported by the patient’s legal representative.
The distribution of race and ethnic group across countries was similar in the two groups.

i Medications include antiplatelet agents and anticoagulants.

§ Scores on the Glasgow Coma Scale range from 3 to 15, with lower scores indicating a worse injury. The median score
was 8 (interquartile range, 4 to 11) in the craniotomy group and 7.5 (interquartile range, 6 to 11) in the decompressive

craniectomy group.
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Table 2. Efficacy and Safety Outcomes.*

*1

Outcome
Primary outcome
GOSE rating at 12 mo — no./total no. (%)%
Death
Vegetative state
Lower severe disability
Upper severe disability
Lower moderate disability
Upper moderate disability
Lower good recovery
Upper good recovery
Secondary outcomes||
GOSE rating at 6 mo — no./total no. (%)
Death
Vegetative state
Lower severe disability
Upper severe disability
Lower moderate disability
Upper moderate disability
Lower good recovery
Upper good recovery
Death at 30 days — no./total no. (%)

Further cranial surgery within 2 wk after randomiza-

tion — no./total no. (%)
EQ-5D-5L utility index scoref{f
At discharge
No. of patients evaluated
Mean score
At 6 mo
No. of patients evaluated
Mean score
At 12 mo
No. of patients evaluated

Mean score

Craniotomy
(N=228)

65/215 (30.2)
5/215 (2.3)
38215 (17.7)
28/215 (13.0)
12/215 (5.6)
12/215 (5.6)
17/215 (7.9)
38/215 (17.7)

63206 (30.6)
7/206 (3.4)
34206 (16.5)
28/206 (13.6)
16/206 (7.8)
17/206 (8.3)
16/206 (7.8)
25/206 (12.1)
48/225 (21.3)
28/192 (14.6)

179
0.247

193
0.434

197
0.455

Decompressive
Craniectomy
(N=222)

68/211 (32.2)
6/211 (2.8)
41/211 (19.4)
27/211 (12.8)
11/211 (5.2)
16/211 (7.6)
13/211 (6.2)
29/211 (13.7)

57/201 (28.4)
14/201 (7.0)
45/201 (22.4)
29/201 (14.4)
9/201 (4.5)
16/201 (3.0)
15/201 (7.5)
16/201 (3.0)
44/220 (20.0)
13/188 (6.9)

185
0.271

188
0.386

199
0.397

Difference or Odds Ratio |
(95% CI)

0.85 (0.60t0 1.18)§ |

0.84 (0.59 to 1.18)§

1.09 (0.69 to 1.72)** |
7.60 (0.01 to 0.14) %%

~0.024 (~0.098 to 0.049) |

0.048 (0.031t0 0.126) |

0.058 (-0.024 to 0.141) |

12 » AR R® GOSE FT{i

Z v Xteig 0.85 (95%CI10.60 ~ 1.18; P=0.32)

- RTRIL, RAEMBEOESE 215 &2 30. 2%,
BIEFEMBEDOESE 211 &4 32. 2%,

- FEMDIREE 2. 3% & 2. 8%,

* THOEEREE (MEZBAIKEFELTNDS) |
17.7% &19. 4%,

- FREEREETE (BETHI) 13.0%&12.8%,
- PEEDQEF 11.2% & 12. 8%,
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Figure 2. Extended Glasgow Outcome Scale (GOSE) Results at 6 Months and 12 Months.
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Table 3. Adverse Events.
Decompressive
Craniotomy Craniectomy
Event (N =228) (N=222) Difference (95% Cl) P Value
no. of patients (%) percentage points
Noncranial adverse event* 113 (49.6) 104 (46.8) 2.70 (-0.07 to 0.12) 0.28
Procedure-related adverse eventy 60 (26.3) 57 (25.7) 0.64 (-0.07 to 0.08) 0.44

* A total of 270 noncranial adverse events were reported in 113 of 228 patients in the craniotomy group, whereas 289 ad-
verse events were reported in 104 of 222 patients in the decompressive craniectomy group. There were no substantial

1 A wound complication (including surgical-site infection) occurred in 9 of 228 patients (3.9%) in the craniotomy group
and in 27 of 222 patients (12.2%) in the decompressive craniectomy group (P=0.001 by chi-square test).

- FHEEDOHEESRIE. FEMNEHTIEESE 228 A 60 A (26.3%)
BIEREEMTEETIXESE 222 Ad 57 N (25.7%) THAE (P=0.44)
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