


Rapid assessment of platelet dysfunction

Unique in vitro diagnostic system incorporates a high-shear
flow system to simulate the hemodynamic conditions of

platelet adhesion and aggregation at a vascular lesion

Reliable detection of aspirin-induced platelet dysfunction

® 9500 sensitivity in individuals with normal platelet function following ingestion of a single

325 mg aspirin tablet

m Useful for assessing a patient's compliance with aspirin therapy, as well as for its anti-platelet effect’

The PFA-100® System can determine the platelet function status of
patients receiving aspirin therapy to differentiate aspirin responders

from non-responders

® Studies suggest that significant unresponsiveness to aspirin (5%-60%) occurs among patients
with defined coronary disease, cardiovascular disease, and stroke. This can be indicative of

increased risk of thrombosis despite daily aspirin therapy

m The PFA-100® System assesses whether the aspirin that a patient is receiving is sufficient

to induce platelet dysfunction

-While other analyzers only detect the inhibition of platelet aggregation, the PFA-100®

System cartridge accurately measures the ability of aspirin to prevent platelet plug formation

Detects patient response to aspirin’

Assessment of platelet function may provide a means to predict aspirin treatment failure in individual
patients and to re-direct therapeutic strategies.”

Accurate identification of inherited

or acquired platelet dysfunction

Detects patients with von Willebrand
disease (VWD), even Type 1, the most

common?®

m The PFA-100® System is sensitive to
quantitative and qualitative types of

von Willebrand disease

m Sensitive enough to detect mild cases
of VWD,® which can be difficult to
identify since bleeding times for von
Willebrand Factor (VWF) are often within

the normal range**

= Accurately detects VWF-dependent platelet
dysfunction under high-shear stress in adults
and children, as often seen in tertiary

care centers®®

= No need for separate pediatric

reference range

~Col/EPI and Col/ADP cartridge references
are the same for adults and children

(=1 year)®

-For pediatric patients, "use of the Col/EP!
cartridge in the PFA-100® instrument
offered 100% sensitivity and 97%
specificity for detection of qualitative

platelet abnormalities"™



Pre-operative bleeding risk management

Clinical performance of the PFA-100®
System in detecting VWD

Cattaneo et al.
Thrombosis and Haemostasis. 19994
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Uncovers VWD in many women

with menorrhagia

= Studies show a prevalence of VWD in up
to 15% of patients with menorrhagia, a
common presenting symptom in women

with Type 1 VWD"

= The PFA-100® System is "a simple and
practical approach to the detection of
possible VWD and other underlying bleeding
disorders in women with menorrhagia that
may help the gynecologist determine which
patients should undergo further evaluation

and referral.""

Effective pre-operative evaluation

in bleeding assessment

m Several “screening tests" fail to detect a
number of mild bleeding disorders that

could cause substantial bleeding™"

= The PFA-100® System, however, can reliably
identify patients with a bleeding risk due to

platelet function deficiency™

m With the PFA-100® System, most patients
with prolonged Col/ADP Closure Times
manifest abnormalities in primary hemostasis

that could place them at risk during surgery®

Pre-operative detection of patients with

impaired primary hemostasis

m The Col/EPI and Col/ADP test cartridges
enable identification of patients at risk

for peri-operative bleeding™

® |n a clinical study of 5,649 patients who
completed a bleeding history questionnaire,
impaired hemostasis was verified with the
PFA-100® System in 256 patients. Of these,
250, or 97.7%, were identified with Col/EPI"

-The sensitivity of Col/EPI was highest (90.8%)

in comparison to other hemostasis tests'

In this illustration of the normal clotting process, a lesion in the
vascular endothelium is plugged by platelets. These platelets adhere
to collagen strands exposed by the damaged tissue, a process
mediated by von Willebrand factor protein. After activation of the

platelets, they then start recruiting more platelets to build up the §

occlusive platelet plug. This aggregation process is mediated by
fibrinogen and, especially at high shear, by von Willebrand factor.
Deficient levels of functional VWF can be associated with excessive
bruising, bleeding, and, in women, menorrhagia. In fact, VWD is the
most prevalent bleeding disorder, affecting up to 1% of the
population. A significant bleeding risk is also associated with
anti-platelet medication, such as the typical combination therapy
with a COX-1 inhibitor and ADP-receptor blocker, as used by many
cardiovascular patients to reduce their risk for arterial thrombosis.

Effective monitoring of pre-surgical therapy

m The Col/EPI test cartridge provides effective
assessment of pre-surgical therapy with

desmopressin (DDAVP)®

m Several clinical studies suggest that the
PFA closure time (CT) with both Col/EPI
and Col/ADP becomes measurably shorter

following infusion of DDAVP"

m Shorter closure times indicate improved
platelet function and may indicate

improvement in bleeding symptoms

and transfusion needs"




The advantages of the PFA-100® System

= Provides a simple, rapid, qualitative, and
precise assessment of platelet function®'®
and supports clinically relevant decision-

making processes effecting therapies™'"

m |n combination with traditional coagulation
screening tests such as Prothrombin Time
and Activated Partial Thromboplastin Time,
the PFA-100® System provides excellent

sensitivity to functional defects of hemostasis™

“The PFA device provides an
attractive test, not only for the
specialized haemostasis laboratory,
but also for small, non-specialized
haemotology laboratories [and]

LAE)

pharmaceutical research ....

= The PFA-100® System is a useful rapid tool
and should increase the efficiency and
reduce the cost of the routine diagnosis

of platelet dysfunction®

Safe and easy to use
No sample preparation necessary

= No special sample collection requirements-
only a small volume of citrated whole blood

is needed (800 ulL)”

m All PFA tests can be run from one patient

sample tube

= All biological material remains in the test cartridge. This feature minimizes operator/blood
contact for improved safety and consistency, avoiding instrument contamination and facilitating

biohazard disposal

= Blood samples are stable for up to 4 hours after collection''

Saves time and money

m The fully-automated PFA-100® System provides results in 4 to 8 minutes, minimizes technician

time and operator interface,””" and may be less costly than traditional methods'™*

“Typically, the PFA-100 test takes less than 5 minutes to run....The potential
cost savings for an institution with a large volume of tests are, therefore,

considerable?

Perfect for all skill levels

m [nvestigators have described the PFA-100® System as a simple and reliable means of rapidly

assessing platelet dysfunction?, without requiring specialized knowledge or training’

DALY Bryming
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For More Information Contact:

The Infolab Distribution Center Nearest You

Clarksdale, MS

Toll Free: 1-800-647-8222
Phone: (662) 627-2283
Fax: (662) 627-1913
Email:
infolabms@infolabinc.com

Round Rock, TX

Toll Free: 1-800- 322-3882
Phone: (512) 255-7994
Fax: (512) 244-9659
Email:
infolabtx@infolabinc.com

Fort Oglethorpe, GA

Toll Free: 1-800-241-8953
Phone: (706) 861-5046
Fax: (706) 866-5234
Email:
infolabga@infolabinc.com

Ocala, FL

Toll Free: 1-800- 734-7584
Phone: (352) 237-9654
Fax: (352) 237-9733
Email:
infolabfl@infolabinc.com

Greensboro, NC

Toll Free: 1-800-782-9700
Phone: (336) 272-2874
Fax: (336) 274-9473
Email:
infolabnc@infolabinc.com

Zionsville, IN

Toll Free: (866) 232-7096
Phone: (317) 873-4400
Fax: (317) 873-4443
Email:
infolabin@infolabinc.com





