& Snelomnins CLINICAL COMMUNICATION

Manitoba

Date: August 21, 2020

HEMATOLOGY

INTRODUCTION OF CHROMOGENIC ASSAYS FOR COAGULATION

FACTORS VIII AND IX
Date effective: August 24, 2020

Background Information:

Assays for coagulation factors VIII (FVIII) and IX (FIX) are routinely performed using aPTT-based one-
stage clotting assays. These assays are sensitive, accurate and reproducible. They are applicable to most
testing scenarios including diagnostic investigations and monitoring of treatment for patients with FVIII
or FIX deficiency.

Recently, we have seen the introduction of novel therapies for Hemophilia A and B that include
engineered replacement factors with kinetic differences from native FVIII and FIX, and non-replacement
therapies that promote coagulation by means other than the replacement of FVIII and FIX. Both of these
situations have complicated the evaluation of therapy for patients with hemophilia, as the one-stage
clotting assays may not accurately measure these unique molecules.

New Test Procedure:

Chromogenic assays for FVIII and FIX that do not rely on formation of a fibrin clot, can provide accurate
measurement of factor levels for patients receiving novel therapies. The decision to use the
chromogenic assay rather than the one-stage clotting assays will be made by the Haemostasis
Laboratory based on the information provided on the Haemostasis Laboratory requisition. The
requisition has recently been revised, to include the chromogenic assays. It is imperative that the
hemophilia treatment product be indicated on the requisition in order for the laboratory to use the
appropriate assay. The one-stage clotting assay will continue to be available for all other indications and
will be the default assay if the hemophilia treatment product is not specified.

Reference ranges:

Chromogenic FVIII: 50-200%
Chromogenic FIX: 50-150%

Result reporting will indicate whether the FVIII or FIX testing was performed using a chromogenic assay.
Contact Information:

If you have any questions or concerns, please feel free to contact us.
e Dr. Sara Israels [phone: 204-787-2105] or sisraels@cancercare.mb.ca
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