Appendix 8: Community Consultation

SREHOSPITAL USE OF
SEENTRA FOR TRAUMATIC
DING & SHOCK

PRINCIPAL INVESTIGATOR:
SAM ARBABI, MD
ARBORVIEW MEDICAL CENTER
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What is this forum about?

inion on the potential
elf or a family member in

ywel 1V treatment for

arch study of a
that suffer traumatic shock from
oss, that will be done under Exception
ormed Consent Requirements for

Emergency Research (EFIC) guidelines.



d injuries, or a
on of these result
auma deaths.

More than half of trauma deaths occur within the first
12 hours after the injury.




entable death after trauma is
emorrhage-severe bleeding that leads to

shock - low blood pressure, fast heart beat,

)n, pale skin, feeling cold ,.%
! ; 7 ’

Tourniquet



managed with pressure
ts, and other methods.



dyeatment of Severe Blood Loss

IV fluid administration

Purpose: restore blood E g T
. 0.9% Sodium Lactated Ringer’s

volume ~ Chloride Injection USP

Types: Normal Saline (salt
solution) or Lactated
Ringers (balanced solution)

Current guidelines: high
volume resuscitation of two
or more liters of fluid




Studies have shown that....

High fluid administration is associated
with poor outcomes

Delayed and low fluid is beneficial
until bleeding is control

Low fluid resuscitation has the
potential to improve survival in
patients with blunt trauma



ificance of Research Study

eding occurs, the body attempts to stop the flow by

Iving patients large amounts of fluid can minimize clot formation by:
Diluting the blood
“Pop” open the holes plugged by clots

Damage the structural integrity of blood vessels

Blood vessel wall




: An effective way to
- "~ reduce bleeding and

2 | Prothrombin Complex
yi Concentrate (Human)

| ey  4may bromote clot
| formation is the use
of Prothrombin

e o os -~ Complex Concentrate
(Kcentra).
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SoTnicance of Research Study

What is Kcentra?

Kcentra is a powder with four
components that helps blood
" Prothrombin Complex

{: Concentrate (Human) k¢ C I Ot -
‘ Kcentra° - )
‘ tarey B Dt

1000 U Range |

a! NDC 63833-30700

It is quickly reconstituted with
water in a vial and given in a
very small volume (40ml).

CSL Behving

1000 unit range for use with 40 mL vial

of Sterile Water for Injection, USP In addition to bIOOd CIOtting’
studies have shown that
Kcentra can also help repair
the blood vessel following
hemorrhagic shock



esearch Study

| of the trial will be:

termlne the feasibility and safety of
for the early

ent of patients with traumatic shock,
compared to



Al Design

htrolled trial (a common
inical research).

ded vial containing either Kcentra or

0 will be reconstituted and given to the
, followed by low volume resuscitation
L of saline)

EMS personnel will give the treatment before
patient arrives to the hospital.



PREHOSPITAL (Day 0)

Kcentra (n=83)

2000 U BW <75 kg (165 Ibs)
3000 U BW >75 kg (165 Ibs)
+

Controlled Resuscitation

- 250mINaCl bolus to maintain
Hemorrhagic SBP >70mmHg

Shock Patients
Agez18 Placebo (n=83)
SBP <70mmHg +

Controlled Resuscitation

250mINacCl bolus to maintain
SBP>70mmHg

)SPITAL (Day 0-30)

Laboratory Tests
(Admission, 2,12, 24, 48,72, 96 HRs)
Laboratory panels
Thrombelastography
Coagulation Tests (PT/INR,PTT,
fibrinogen)

Clinical Assessment
(Day 0-30)
ARDS, Organ Failure, Renal Failure,
Vent-Free/ICU / Hospital Free Days,

Thrombotic Complications, Mortality |




Ut @ption

" bracelet will be provided for those who

*To request a bracelet,
call or email



Will be obtained soon as
possible after
enrollment.

Subject can withdraw at
any time.

Consent is obtained for
research blood draws
and continued review of
your medical record,
and only related to the
current admission.
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iformed Consent (EFIC)

ition (21 CFR 50.24), allows certain
the following criteria to use this

e treatments are
are unable to give consent.
| risks are reasonable.

ation in the research could provide a direct benefit
d survival) to the patient.

= The research could not be carried out practically without this
~ exception.



iMhformed Consent (EFIC)

nity input and commentary for the

' will require immediate

patients for this _ :
ervention, patients in shock

ation, since without it
linent death.

nal informed consent is impossible because:

with severe traumatic injury are unconscious, or in
and not capable of providing consent.

"= Resuscitation has to be started immediately, and next of kin
may not be immediately available, or are likely to be too
distraught to understand an explanation of the study.






