PF4 Family of Products

THE SOURCE FOR HIT ANTIBODY DETECTION

PF4 Enhanced® assay and PF4 IgG assay are qualitative solid phase enzyme linked immunosorbent
assays (ELISA) designed to detect antibodies reactive with platelet factor 4 (PF4) when it is
complexed to polyanionic compounds such as Polyvinyl Sulfonate (PVS). These antibodies are
found in some patients undergoing heparin therapy. Immucor offers highly sensitive, flexible ELISA kit
formats with options to detect either IgG/A/M or IgG-only antibodies. 2
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Immucor’s PF4 product line offers the following features

e ELISA kit format detects heparin-induced PF4 antibodies
¢ Heparin neutralization step reduces false positives relative to heparin-dependent antibody reactivity

e A close relationship between the OD value of the ELISA result and likelihood that a patient has clinical HIT
has been reported by several laboratories® *

e Serum, sodium citrate (plasma)* and ACD** sample types supported
® Most published test method on the market with proven cost effectiveness
e FDA cleared, CE marked, Health Canada licensed

*8.2% sodium citrate (plasma)
** PF4 1gG assay only
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Maximum Flexibility

e Feasibility to utilize third party automated ELISA liquid handler systems has been established®
¢ |gG-Specific or Enhanced (IgG/IgA/IgM) kits available
e Two kit sizes available for maximum flexibility —13 test or 45 test kit configurations

Ordering Information

Catalog #/Order # Description Size Avq;i%*lelf Storage

X-HAT13/303287 PF4 ENHANCED® | Maximum P1< ? Tests Per 2 Years 2°to 8°C
i

X-HAT45/303288 PF4 ENHANCED® | Maximum é? Tests Per 2 Years 2°t0 8°C
i

HAT13G/303289 PF4 IgG Maximum P1( ? Tests Per 2 Years 2°t0 8°C
i

HAT45G/303290 PF4 1gG Maximum &1’\? Tests Per 2 Years 2°10 8°C
i

Seeing Beyond Limits @




High sensitivity assures confidence in results

In a published study utilizing Immucor’s test kit, a total of 63
patients were identified as HIT positive.®

e |n 61 patients (97% of study population), the ELISA
results occurred in the setting of thrombocytopenia
(platelet count <150 000 mm~=3)

e In 58 patients (92% of the study population), there was at
least a 50% fall in platelet count from baseline consistent
with the clinical diagnosis of HIT

A published retrospective study of 299 patients, compared the Serotonin Release Assay (SRA)
to commercially available tests.”

e Fach commercial kit outperformed the SRA test with a positive cut off of 4T > 4.

e Analyzing results by 4T Score reveal that two assays LIFECODES and STAGO perform above
88% concordant with scores of 7 or 8.

e HemoslL HIT-Ab and SRA were below 24% concordant with these highly scored clinical samples.

Technologies Compared

Chemiluminescent
Immunoassay

Latex Enhanced

Immucor PF4 ELISA Family Turbidmetric Assay

. K .
Sample Type ACD", Sodium Citrated Citrated Plasma Citrated Plasma or Serum
Plasma or Serum
. PF4 and Polyvinyl PF4 and Polyvinyl PF4 and Polyvinyl
AR ey Sulfonate Sulfonate Sulfonate
End Point OD Value Units/mL Units/mL
Heparin Confirmation
Step Available Yes No No
IgG/A/M Kit Available Yes Yes Yes
1gG Specific Kit Available Yes No Yes
Multiple Kit Sizes Available Yes No No

* PF4 IgG assay only
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IMMUCOR.

To learn more or to set up a demo with one of our Transplant Business Managers,
855.IMMUCOR (855.466.8267) or visit www.immucor.com.

International Contact: imarketing@immucor.com
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