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CRASH 2 PATIENT ENTRY.....

ALL QUESTIONS BELOW NEED TO BE ANSWERED
BEFORE CALLING THE RANDOMISATION SERVICE

INFORMATION ABOUT YOUR HOSPITAL

1. Country

2. Name of hospital (or your hospital code)

3. Name of caller

INFORMATION ABOUT THE PATIENT

4., patient sex (please circle) Male Female | 5, patient initials

6. Patient hospital identification number

7. Do you know patient’s date of birth?

a. YES — date of birth b. NO - approximate age

INFORMATION ABOUT THE INJURY

8. Estimated number of hours since injury
hours

0. Type of injury (please circle) 1 Blunt 2 Penetrating 3 Both

FIRST MEASUREMENT IN HOSPITAL OF THE FOLLOWING (IF UNKNOWN GIVE VALUE AT RANDOMISATION)

10. | Systolic BP (mmHg) 11. Respiratory rate (per min)
12. | Central capillary refill time (sec) 13. | Heart rate (per min)
EYE OPENING MOTOR RESPONSE ’VERBAL RESPONSE
4 |Spontaneous 6 |Obeys commands 5 |Orientated
3 [To sound 5 |Localising 4 |Confused speech
14 GIaSgOW Coma Score (max 15) 2 [To pain 4 |Normal flexion 3 Words
1 |None 3 |Abnormal flexion 2 |Sounds
2 [Extending 1 [None
1 [None

Now call Randomisation Service with these answers and
write down the treatment pack number given at the end of the phone call

Box LI J[ J[[] Pack [][]

Get this pack and follow the instructions on it carefully
Or paper randomise as per instructions in site file

33930l @Jdob gg@bos 3:07 mgdgdgoma 2005 15 / 18 EudraCT bemdg@o 2004-002955-14



CRASH2 33mg30L J3o - bogdmsdm@olim

RI6SAHDO 2

35609630 3ML30BSL0BLSGO0L BM@IS 990G 339G ©0

WHAT TO DO IF A
TREATMENT PACK IS

TO REPORT TO
ADVERSE EVENTS UNBLIND

LOST OR DAMAGED

ALLOCATED

TREATMENT

Telephone
Randomisation

Service
(number in your site file)

o Ask for CRASH2
“LOST OR DAMAGED
TREATMENT PACK”

0 Give hospital name or
ID code and treatment
box/pack number

Telephone
Randomisation

Service
(number in your site file)

o0 Ask for CRASH2
“ADVERSE EVENTS”

0 Give hospital name or
ID code and treatment
box/pack number

o Give name of the
person who reported
the adverse event

o Give telephone
number of the person
who reported the
adverse event

In general there should
be no need to unblind the
allocated treatment.
Unblinding should only be
done in those rare cases
when management depends
importantly upon knowledge
of whether the patient
received tranexamic acid or
placebo.

Telephone
Randomisation

Service
(number in your site file)

o0 Ask for CRASH2
“UNBLINDING”

0 Give hospital name or
ID code and treatment
box/pack number

0 A Co-ordinating Centre
team member will be
contacted and will help

NOTES:

PLEASE GIVE THIS COMPLETED FORM TO THE PERSON RESPONSIBLE
FOR COMPLETING THE OUTCOME FORM AT YOUR HOSPITAL
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CRAS

Clinical Randomisation of an
Antifibrinolytic in Significant Haemorrhage &

80dMLO3ROL BM®HIS

OUTCOME FORM

COMPLETE AT DISCHARGE FROM THE RANDOMISING HOSPITAL,
DEATH IN HOSPITAL OR 28 DAYS AFTER INJURY, WHICHEVER OCCURS FIRST

Attach
treatment
pack sticker
here

1. HOSPITAL (Hospital name or code)
2. PATIENT
Patient Initials ‘ Hospital ID Number ‘ ’ Sex ’ M ‘ F
Date of Birth | |/ | ‘ / ‘ l
3. OUTCOME

3.1 DEATH IN HOSPITAL

paeorgeatn| Y[ ]

Cause of death

|| Bleeding

| Head injury

|| Myocardial Infarction
| | Stroke

|| Pulmonary Embolism

|| Multi organ failure

Other — describe

3.2 PATIENT ALIVE

u Discharged — Date of discharge [:I/‘:I/I:l

D Still in this hospital now (28 days after injury) — Date I:l/l:l/l:l

3.3 IF ALIVE TICK ONE BOX THAT BEST DESCRIBES THE PATIENT’S
CONDITION (at 28 days or prior discharge)

m No symptoms
m Minor symptoms

m Some restriction in lifestyle but

m Dependent, but not requiring constant

attention

m Fully dependent, requiring attention

day and night

independent
4. MANAGEMENT 7. TRANSFUSION
a) Days irziflnr;fignfimi 8?:;5 w:’itgo, here) a) Blood products transfusion YES ‘ NO
b) Significant Head Injury YES NO b) Units transfused in 28 days
c) Operation site - Tick one box on every line e Red cell products units
e Neurosurgical YES NO e Fresh frozen plasma units
e Chest YES NO e Platelets units
e Abdomen YES NO e Cryoprecipitate units
e Pelvis YES NO e Recombinant Factor Vlla YES NO
5. COMPLICATIONS 8. PERSON COMPLETING FORM
Tick one box on every line NAME
e Pulmonary Embolism YES NO POSITION
e Deep Vein Thrombosis YES NO DATE
e Stroke YES NO
e Operation for bleeding YES | NO NOW SEND THIS FORM TO THE CO-ORDINATING
« Myocardial nfarction ves | o[l CENTRE IN ONE OF THE FOLLOWING WAYS:
 Gastrointestinal bleeding YES NO e ELECTRONIC DATA FORMS / EMAIL

e FAX +44 (0)20 7299 4663

6. TRIAL TREATMENT SEE INSTRUCTIONS IN YOUR SITE FILE
a) Complete loading dose given YES NO
b) Complete maintenance dose given | YES NO ISRCTN86750102
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