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Designed to detect Heparin-Associated
PF4 Antibodies of the IgG Type

GENERAL INFORMATION

Patients receiving heparin treatment for at least a week often develop
thrombocytopenia.'?® In some cases the platelet levels are reduced only
slightly and return to normal even when heparin treatment is continued.
This type of thrombocytopenia is termed “Type |I" heparin-induced
thrombocytopenia (HIT), is not antibody-mediated and PF4 heparin-
dependent antibodies are not detected.?

In other patients, thrombocytopenia is usually more severe and is
antibody-mediated and PF4 heparin-dependent antibodies are detected.
This condition is designated “Type II" HIT. Type | HIT is generally
considered to be a benign condition, whereas patients with Type Il HIT
are at risk to develop more severe thrombocytopenia as well as arterial
or venous thrombosis if heparin therapy is continued.?

Antibodies associated with Type Il HIT recognize sites on “platelet
factor 4" (PF4) that are created when PF4 is complexed with heparin
or another linear polyanionic compound such as polyvinyl sulfonate
(PVS).4567

While the diagnosis of HIT is primarily based on clinical finding, the
laboratory detection of heparin-associated antibodies is important in
order to support the diagnosis of HIT. Heparin-associated antibodies
can be detected both serologically and immunologically. The main
serological assays are functional tests that include platelet activation
assays using washed platelets, such as the platelet “C Serotonin-
Release Assay (SRA) or the heparin-induced platelet activation (HIPA)
test. These assays primarily detect platelet-activating antibodies of
the IgG class, whether they are reactive against PF4/heparin or other
heparin-dependent antigens. In contrast, immunological assays, such as
GTI Diagnostics' PF4 ENHANCED® and PF4 IgG™ kits detect antibodies
only when PF4 is the heparin associated protein.®
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Good science starts with people.
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SUMMARY OF EXPLANATION
e  Fast -- assay can be completed in
2 hours
e Cost effective
e Consistent ELISA reliability

e Upto 45 samples in duplicate
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ORDER INFORMATION

CATALOG NO: HAT13G

DESCRIPTION: PF4 IgG™

SIZE: Maximum 13 Tests Per Kit
AVG SHELF LIFE: 2 Years

STORAGE: 2-8°C

CATALOG NO: HAT45G

DESCRIPTION: PF4 IgG™

SIZE: Maximum 45 Tests Per Kit
AVG SHELF LIFE: 2 Years

STORAGE: 2-8°C

For In Vitro Diagnostic Use.



GENERAL INFORMATION REFERENCES

(%]

‘g’ Both IgM and IgA heparin-associated antibodies are found in some

5 patients that develop HIT. However, the majority of clinically relevant 1. Visentin G, Aster RH. “Heparin-induced

a . . . . . . . . thrombocytopenia and thrombosis.” Curr Opin

- heparin-associated antibodies are IgG antibodies. Several publications Hematol 1995, 2: 351-357.

-% have shown that these IgG antibodies are more closely associated with 2. Chong B. “Heparin-induced thrombocytopenia.”

S the development of Type Il HIT in comparison to IgM and IgA antibodies. Blood Rev 21988, 108-114.

o> . . . . s . m P

b For immunoassays, detection of only IgG antibodies was shown to 3. Wgrke’:'t’;]TE' gh°"t° BH'_G’?"“T’ A. “Heparin

Q . e . . . . Inauce rombocytopenia: lowar s consensus.”
improve the specificity of the assay with respect to the diagnosis of Thromb Haemost 1998, 79: 1-7.
HIT. The PF4 ENHANCED® assay which detects IgG, IgA, and IgM heparin 4. Sheridan D, Carter C, Kelton JG. “A diagnostic test
associated antibodies can be used as a primary screening assay. for heparin-induced thrombocytopenia.” Blood

The PF4 1gG™ which has been designed to detect only IgG heparin- 1986, 67: 27°30. ) )
Amiral J, Bridey F, Dryfus M, Vissac AM, Fressinaud

associated antibodies can be used to further discriminate samples found E, Wolf M, Meyer D. “Platelet factor 4 complexed

to contain IgG, A and M heparin-associated antibodies.®>" to heparin is the target for antibodies generated
in heparin-induced thrombocytopenia (letter).”
Thromb Haemost 1992, 68: 95-96.

z . . v ™ . .
o GTI Diagnostics' PF4 IgG™ Solid Phas? ELISAis a pater\ted tec!mology 6.  Greinacher A, Potzch B, Amiral J, Dummel V,
- (US Patent# 5,972,718) for the detection of PF4 heparin-associated Eichner A, Mueller-Eckhardt C. “Heparin-induced
L antibodies thrombocytopenia: isolation of the antibody and
o * N . . .
characterization of a multimolecular PF-4 heparin
complex as the major antigen.” Thromb Haemost
RESULTS 1994, 71; 247-251.
This sample indicates the presence of antibody against PF4 complex. 7. Visentin GP, Moghaddam M, Collins JL, McFarland

JG, Aster RH. “Antibodies associated with
heparin-induced thrombocytopenia (HIT) report

x
?;L conformational changes in platelet factor 4 (PF4)
S induced by linear, polyanionic compounds.” Blood
A (Suppl 1) 1997, 90: 460a.
= 8. Greinacher A, Juhl D, Strobel U, Wessel A, Lubenow
1 Y N, Selleng K, Eichler P, Warkentin TE. “Heparin-
"""""""" induced thrombocytopenia: a prospective study
» A on the incidence, platelet-activating capacity and
g:tsil:nvte clinical significance of antiplatelet factor 4/heparin
Sample antibodies of the 1gG, IgM, and IgA classes.” Journal
B of Thrombosis and Haemostasis 2007, 5: 1666-1673.
~~~~~~~~~~~~~~~ 9.  Juhl D, Eichler P, Lubenow N, Strobel U, Wessel A,
c Greinacher A. “Incidence and clinical significance
Negative of anti-PF4/heparin antibodies of the IgG, IgM,
Control and IgA class in 755 consecutive patient samples
D referred for diagnostic testing for heparin-induced
.................... thrombocytopenia."” Eur J Haematol 2006, 76:
420-426.
Positive E 10. Warkentin TE, Sheppard JI, Moore JC, Moore
Control KM, Sigouin CS, Kelton JG. “Laboratory testing
F for the antibodies that cause heparin-induced
,,,,,,,,,,,,,,,,,,,, thrombocytopenia: How much class do we need?”
G J Lab Clin Med 2005, 146: 341-346.
Blank
H
20925 Crossroads Circle, Suite 200 i
n Waukesha, Wi 53186 USA § DISTRIBUTED 8Y
‘ ’ IN USA 800.233.1843
TEL 262 .754 .1000
GTi DIAGNOSTICS FAX 262 .754 .9831 : :
Good science starts with people. EMAIL qti@qtidiaqnostics.ccm feeeeeeeeerrerttateeeeeeeeeeeeaaaarrrraaaaaataeeeeeeeeaasnrrrrraraaaaeaeaeeeesannnnnn}

www gtidiagnostics.com © Copyright 2008 GTI Diagnostics. All rights reserved. | Rev 012308



