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DARZALEX® Summary of Product Characteristics, available from www.medicines.ie.
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Daratumumab Results in a False Positive Indirect Coombs Test

e Daratumumab is a human
monoclonal antibody for the

T treatment of multiple myeloma
(solution for infusion and solution for
—/

Typical Negative Indirect Coombs Test
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injection) or AL Amyloidosis (solution
for injection).”

e Daratumumab binds to CD38,! a

RBCs Patient serum No patient antibodies Coombs Negative . .
without antibodies to bind RBC antigens reagent agglutination indirect DrOteln that is expressed at low levels
to minor antigen Coombs test on red blood cells (RBCs)_2'4
Typical Positive Indirect Coombs Test  Daratumumab binding to RBCs
Yl 7 — may mask the detection of
= E antibodies to minor antigens in the
: > 7 - . :
ﬁ + |4 ="y A + —_— A — patient’s serum. This interferes with
3 ¥ >
N | , blood bank compatibility tests,
& A < including the antibody screening
Y 4 F N and crossmatching’ (both indirect
RBCs Patient serum Patient antibodies Coombs Agglutination Positive Coombs teStS) that are part of a
containing antibodies bind RBC antigens reagent indirect routine pretransfusion work up.

to minor antigen Coombs test

Typical Indirect Coombs Test From a daratumumab-treated Patient
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RBCs Patient serum daratumumab Coombs Agglutination False positive

containing
daratumumab

binds CD38 reagent indirect
on RBCs Coombs test

RBCs, red blood cells.

Help Prevent Blood Transfusion Delays

¢ Blood compatibility testing can still
. be performed on daratumumab-
Hospital Blood Bank treated patients.

A Compatibility testing ¢ Blood products for transfusion can be
identified for daratumumab-treated
patients using protocols available in
the literature’S, or locally validated
I methods.

Clinic

Pre-daratumumab blood
compatibility profile Q Q

daratumumab

i Blood sample collected

, Blood products received

A ¢ The interference mitigation methods

include treating reagent RBCs
’ Timely delivery

with dithiothreitol (DTT) to disrupt
If appropriate communication is used, mitigation methods can be applied.

Patient receives daratumumab binding or other locally
g Q Point of communication

: validated methods. Since the Kell
transfusion

Blood group system is also sensitive
to DTT treatment, Kell-negative units
should be supplied after ruling out or
identifying alloantibodies using DTT-

treated RBCs. Genotyping may also

be considered®.

To ensure that your patient receives a timely transfusion, type and screen patients prior to starting daratumumab and inform the
blood bank that they will receive a sample from a daratumumab-treated patient. Phenotyping may be considered prior to starting
daratumumab treatment as per local practice.

Daratumumab interference with cross-matching of blood
is clinically manageable

e There is a theoretical risk of haemolysis and therefore, continuous monitoring for this safety signal will be performed in clinical studies
and post marketing safety data.”

e Daratumumab does not interfere with identification of ABO/RhD antigens."

¢ In the event of a planned transfusion, the healthcare professional should notify blood transfusion centres about the interference with
indirect antiglobulin tests.

* If an emergency transfusion is required, non-crossmatched, ABO/RhD-compatible RBCs can be given, per local blood bank practices.®

e Once treatment with daratumumab is discontinued, pan-agglutination resulting in interference with cross matching of blood may
persist; the duration of this effect varies from patient to patient, but may persist for up to 6 months after the last daratumumab infusion®.
Therefore, please advise patients that they should carry their Patient ID Card for 6 months after the treatment has ended.

¢ Patients should be advised to consult the Patient Information Leaflet (PIL) for further information.

Additional Resources

For additional information, please contact Janssen Medical Information by using one of the following methods:

Phone: 1800 709 122 | Email: medinfo@its.jnj.com | Search: www.janssen.com/ireland/contact-us

Reporting of Adverse Events

Healthcare professionals are asked to report any suspected adverse events via HPRA Pharmacovigilance: Website www.hpra.ie. Adverse events
should also be reported to Janssen Sciences Ireland UC on 1800 709 122 or at dsafety@its.jnj.com.

In order to improve the traceability of Darzalex, the tradename and the batch number of the administered product should be clearly recorded in the
patient file and when reporting an Adverse Event.




