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Study design
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Outcome
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432 randomly assigned

-

.

209 assigned to PHBP/LyoPlas

208 supplied compliance data
199 received allocated interventions
9 did not receive the allocated
interventions*
1 missing compliance data

223 assigned to 0-9% sodium chloride

223 supplied compliance data
215 received allocated interventions
8 did not receive the allocated
intervention™
0 missing compliance data

5 withdrawn

details

1 self-discharge and provided false

1deemed to be ineligible (younger
L than 16 years, no traumatic | 1lost to follow-up
haemorrhage)
1 declined to share reasons
1did not want to participate
1did not specify

2 withdrawn

consent

A 4

1 unable to obtain informed

1 declined to share reasons

v

Analysis of primary outcome

199 available
10 not available
2 missing both episode mortality and
lactate clearance data
3 missing episode mortality data only
5 missing lactate clearance data only

Analysis of primary outcome
210 available

13 not available

2 missing both episode mortality and
lactate clearance data

2 missing episode mortality data only

9 missing lactate clearance data only
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Demographic and other baseline variables

Sex
Male
Female

Age, years

Ethnic group*

White

Black

Mixed

Asian

Other

Not known or provided

Injury details

Injury mechanismt
Road traffic collision
Stabbing
Fall
Gunshot
Burn
Inhalation
Other#

Injury characteristics
Concomitant head injury§
Compressible haemorrhage
Non-compressible haemorrhage
Traumatic cardiac arrest]
Blunt force trauma
Penetrating trauma

Crush trauma

oy M AF

L RE

170/208 (82%)

183 (82%)

38/208 (18%)
38 (27-57); n=196

40 (18%)
39 (24-59); n=211

104/166 (63%) 104/168 (62%)
2/166 (1%) 3/168 (2%)
4/166 (2%) 5/168 (3%)
8/166 (5%) 8/168 (5%)
1/166 (1%) 4/168 (2%)

47/166 (28%) 44/168 (26%)

130 (62%) 139 (62%)

33 (16%) 35(16%)
26 (12%) 35 (16%)
4 (2%) 4 (2%)
0 1(<1%)
1(1%) 0
19 (9%) 22 (10%)
29/60 (48%) 32/68 (47%)
50/208 (24%) 49 (22%)
171/208 (82%) 186 (83%)
21/151 (14%) 20/175 (11%)
162/208 (78%) 178 (80%)
47/208 (23%) 48 (22%)
6/208 (3%) 2 (1%)

Prehospital timeline

Time from call to emergency services to arrival on scene, min

Time from arrival on-scene to administration of first

intervention, min
On-scene vital signs
Heart rate, bpml||

SBP, mmHg||

DBP, mmHg||
Respiratory rate per min||
Oxygen saturation, %||
Glasgow Coma Scale

Capillary lactate concentration, mmol/L

) M AF
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30 (23); n=209

31(18); n=223

26 (16); n=201

115 (31); n=185
73 (16); n=128

25 (17); n=209

109 (33); n=198
73 (20); n=148

47 (13); n=125
24-3(9-:5); n=172
92(8); n=131
8 (3-14); n=209
9-13 (4-39); =199

46 (16); n=147
23-4 (10-6); n=186
91(9); n=144
6 (3-14); n=222
9-17 (4-98); n=207

Medical history**
1SS+ 36 (25-49); =148 36 (25-50); n=152
NISStHt 43 (34-57);n=144 48 (34-57); n=148
Concomitant treatments

Tranexamic acid 182 (87%) 206 (92%)

Fluid volume given before intervention, mL 422 (499) 437 (482)
Mode of transport

Air 80 (38%) 86 (39%)

Ground 129 (62%) 137 (61%)

k5 E
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Packed red blood

cells and

lyophilised plasma

group

0-9% sodium Adjusted risk ratio (95% Cl) Adjusted average difference
chloride group (95% C1)

Primary outcome

Episode mortality or failure to clear lactate, or

both

128/199 (64%)

136/210 (65%) 1.01(0-88t0117)*; p=086  -0.025% (-9 to 9)t; p=1.00

Primary outcomeZEER
milAf 64% VS Eﬂﬁi 65%
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BMmEE - EBEE=40A(20%) vs 37 A(18%)
BMmEE - B EE =58 A(29%) vs 76 A (36%)
EiMmEE - £ B8E=30A(15%) vs 23 A(11%)
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Secondary outcomes

Episode mortality

Failure to clear lactate
Post-intervention fluids, mL
Time to ED arrival, mins

From 999 call

From randomisation

Vital signs at ED arrival

Heart rate, bpm

Systolic blood pressure, mm Hg
Diastolic blood pressure, mm Hg
Respiratory rate per min

Oxygen saturation

Laboratory results (ED arrival)
Lactate concentration, mmol/L
INR >1.5

Haemoglobin concentration, g/L
Total blood product up to 24 h after ED arrival

88/203 (43%)
98/196 (50%)
123 (310), 207

90(35)
37(22)

107 (29)

114(27)
75(24)
20(6-5)
97 (5%)

704 (4-50)
12/84 (14%)
133(19), 154

99/218 (45%)
113/206 (55%)
160 (389), 221

91(35)
35(22)

6-93 (4-58)
12/74 (16%)
118 (23), 152

PRBC 634 (7.09), 209 4-41(617),223

Plasma 504 (5:56), 209 337 (5-04), 223

Death

Within 3 h 32/197 (16%) 46/208 (22%)

Within 30 days 86/204 (42%) 99/219 (45%)
ik L RE

Acute respiratory distress syndrome

Yes 9 (6%) 3(2%)

No 133 (94%) 126 (97%)

Missing 0 1(1%)

0-97 (0-78 to 1-20)%; p=0-75
094 (0-78 to 113)*; p=0-52

-3% (-12to 7)7 ; p=0-57
-5% (-14 to 5)f; p=033
-34 (-101 to 32)¢; p=0-31

0-60 (-6:14 to 7-35)4; p=0-86
3-03 (-1-40to 7-46)t; p=0-18

-0-80 (-5-83 to 4-23)§; p=0-76
-1-19 (-8-19 to 5-82)§; p=0-74
2.26 (-3-77 to 8.29)§; p=0-46
0-59 (-0-79 to 1.97)5; p=0-40
0-48 (-0-86 to 1.82)5; p=0-48

-0-08 (-0-97 to 0-82)§; p-D-B?
091 (0-44 to 1-90)*; p=0-80
15 (10 to 19)4; p<0-0001

1-80 (0-58 to 3-01)%; p=0-004
1:54 (0-57 to 2-50)%; p=0-002

075 (0-50 to 1-13)*; p=0-17
094 (076 to 1-17)"; p=0-59

-7% (-15 to 1)t; p=0-08
-4% (-13to 6)t; p=0-44

Laboratory Results
Lactate Concentration (mmol/L)
2 hours post-randomisation 5.42 (4.45) 5.78 (4.68)
based on time (n=168) (n=169)
Arrival at ED 7.04 (4.50) 6.93 (4.58)
(n=157) (n=161)
2 hrs after ED arrival 4.45 (3.57) 4.46 (3.33)
(n=134) (n=138)
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-0.37 (-1.28, 0.53)*;
P=0.42

-0.08 (-0.97, 0.82)*;
P=0.87

-0.07 (-0.84, 0.70)*;
P=0.86
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Discussion & Limitation
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