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To evaluate the life saving potential of a
blood substitute ... when given to

severely injured patients who have
suffered major blood loss ...




emoglobin Based Oxygen Carrier




A blood substitute
... that carries
oxygen as
efficiently as stored

blood, using
hemoglobin ...
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hat are the advantages

- Compatible with all
blood types:
therefore it is
immediately
available

Can be given using a
standard L.V. in the
arm




treat blood loss
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The Center for Disease Control (CDC) lists
trauma as the leading cause of death among
Americans from 1 - 44 years of age

More than 150,000 trauma patients die each
year in the United States




What 1s the |

Without oxvgen ... internal organs do not
function properly ... and severely injured
patients may dic




171 trauma patients at Denver Health have
shown that PolyHeme"

- Carries as much oxygen as blood
(1 unit of PolyHeme"® = 1 unit of blood)

» Reduces need for stored blood




Severely injured trauma patients will be
assigned to either one of two groups
by chance

Recelve salt water Receive PolyHeme*®




Receives Salt Water Recetves PolyHeme

Increased Survival at 30 days

Secondary Endpoints
Reduce use of stored blood
Reduce multiple organ failure
Reduce adverse events
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- Lost a large amount of blood




Hemorrhagic: Massive blood loss

~ oo Dangerously low blood pressure
Internal organs don’t receive enough oxygen

May cause death
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for this clinical trial.




Traditionally required for all research studies that
compare two treatments (standard vs. test)

Patients are informed of the potential risks and benefits
assoclated with treatments

Patients choose whether to participate i the study

Patients are enrolled in a research study
without requiring their informed consent




How can that occur?

A federal regulation (21 CFR 50.24), created
in 1996, allows certain studies that meet the
following criteria to use this exception

» Patients lives must be at risk

o Patients are unable provide informed consent

. Potential risks of new treatment arc reasonable




- Immediately available

« Carries oxygen to vital organs

- Reduces the need for stored blood




- Rash

- Increased blood pressure

< Kidney or liver damage




" Transfusion-transmitted
3% infections

Post-transfusion
rash -~

Acute lung injury

Graft vs host_____ 2%
disease

Delayed
transfusion
reaction

1996 - 1998
Williamson LM, et al. BMJ. 1999;319:16-9. UK and lreland.




afety Monitoring Board

-

After 60, 120, 240, etc., patients enrolled
... an independent DSMB will

completely evaluate ALL patients from
both the standard and test groups tor
unexpected outcomes.




Subjects who wish to not be included in this

clinical trial ... may indicate their
preference not to participate by means of a
“Medic Alert” bracelet or a signed note
kept with their identification.
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www.denverhealth.org
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(www.denverhealth.org/

TraumaCenter/Polyheme.aspx)
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