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Current Setting
Assumptions

For many years,

A

specialists in blood banking and transfusion medicine focused primarily on
the technical and consultative medical aspects of donor screening, blood
procurement, compatibility testing, and

the proper use of common blood products, often limited to red blood
cells, platelet concentrates, fresh frozen plasma (FFP), and
cryoprecipitate.

More recently,

A

tremendous growth and diversification have occurred in the capabilities,
functions, knowledge, and clinical and regulatory responsibilities of blood
collection facilities and hospital-based transfusion services.

This growth has been paralleled by considerable expansion of the number
of specialized processes and products available.

Cell therapies and tissue banking are new additions to our responsibilities.

Hillyer, et al. TRANSFUSION. 2008






Current Setting
Questions

Can we do better?
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x What can we do better?
x How can we do better?



What Can We Do Better- 1

A A next generation strategy for mitigating
residual risk from bacterial contamination Is
needed



Background
Open Letter to the Blood Collection Community 8-16-02

U Bacterial contamination of platelets represents the largest
transfusion transmitted disease risk.

U The current risk of bacterial contamination of platelets is
approximately 1/1000-1/2000 per unit.

U Bacterial detection technology is currently available and
screening via bacterial culture has been shown to be
practical and effective.

U The aut hor s bléod adlldctiod communiti te
Immediately initiate a program for detecting the presence of
bacteria in units of platelets

Drs. Brecher, AuBuchon, Yomtovian, Ness, and Blajchman



AABB ‘Standards
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A 5.1.5.1 - The blood bank or transfusion service shall
have methods to limit and detect bacterial
contamination in all platelet components.

A 5.1.5.2 - Standard 5.1.5.1 shall be implemented by
March 1, 2004.



Residual Risk Observed

A 2005 - 2 cases of transfusion-associated
sepsis reported after mandatory
platelet testing i

Morbidity and Mortality Weskly Rwpart

A Casel
A Screening method: pH testing ; 5 unit pooled RDP received as outpatient

» Recipient developed symptoms consistent with sepsis; Staphylococcus
aureus from unit container and patient; confirmed identical by PFGE

A Recipient expired Day 21

Bacterial screening of apheresis platelets and the residual risk of
septic transfusion reactions: the American Red Cross experience
(2004-2006)

Anne E Eder, Jean M. Kennedy, Beth A. Dy, Edward E Notari, Johm W, Weiss,
Chyang T. Fang, Stephen Wagner, Roger ¥. Dodd, Richard J. Benjamin,
and the American Red Cross Regional Blood Centers



Residual Risk Observed

By 2008,
AARC experience and all data extrapolated
ARR=1 serious reaction:60,000 screened unit

ADeath risk may approximate 1:250,000 platelet
doses (transfusion events)

(Compare Europe [EMEA]T no testing)

ANote opportunity cost i current bacterial testing methods challenge
pl atelet supply and | eads to us



Does It matter?

A YES.

A Most KOLs believe a RR of death of ~1:250,000
platelet transfusion events, or higher, Is not a
tolerable level of safety,

A Nor are the limitations on supply, ana/or platelet
hemostatic effectiveness, considered to be ideal.



