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Direct Healthcare Professional Communication

“Daratumumab Interaction with Blood Compatibility Testing- Information for
Blood Transfusion Management Departments (Blood Banks)”

Dear Healthcare professional,

Janssen in agreement with the General Administration for Pharmaceutical Vigilance of the
Central Administration for Pharmaceutical Care at The Egyptian Drug Authority would like to
inform you of the following:

Daratumumab is a human monoclonal antibody for the treatment of multiple
myeloma’:

Daratumumab binds to CD38,2 a protein that is expressed at low levels on red blood cells
(RBCs)3-°

« Daratumumab binding to RBCs may mask the detection of antibodies to minor antigens in
the patient's serum. This interferes with blood bank compatibility tests, including the antibody

screening and crossmatching? (both indirect Coombs tests) that are part of a routine
pretransfusion work up.

* Blood compatibility testing can still be performed on daratumumab-treatedpatients.

* Blood products for transfusion can be identified for daratumumab- treated patients using protocols
available in the literature, 26. or locally validated methods. Genotyping may also be considered.

» Toensure 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.

- In case of urgent need for transfusion, non-cross matched ABO/RhD compatible
RBC units can be administered as per local bank practices;

« Daratumumab-mediated positive indirect Coombs test (interfering with cross-matching of
blood) may persist for up to 6 months after the last product's infusion,

+ Therefore, the HCP should advise the patient to carry the Patient Alert Card until 6 months
after the treatment has ended

CP-549878



Figure 1.

DARA Results in a Positive Indirect Antiglobulin test which may persist for up to 6 months after
the last product’s infusion

Typleal Indirect Antiglobulin Test From a daratumumab-treated Patient
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For full information please refer to QR code linking you to Egyptian drug Authority (EDA ) website

QR Code —)

Guidance on Adverse events Reporting

Egyptian Pharmaceutical Vigilance Center (EPVC) - Egyptian Drug Authority (EDA)

Address: 21 Abd El Aziz Al Souad Street, El Manial, Cairo, Egypt, And PO Box: 11451
Telephone: (+2)02 25354100 ,Extension :1470

Fax: +202 23610497 , Hotline: 15301

E-mail: pv.followup@edaegypt.gov.eg

Online E-reporting: http://primaryreporting.who-umc.org/EG

QR code :

Janssen scientific office:

Address: Building 44, North Teseen street, 5th settlement, New Cairo, P.O Box 11835, Cairo, Egypt
Telephone: +2 21291100 Mobile: +2 01000629760

E-mail: JACEG-PV@its.jnj.com


http://primaryreporting.who-umc.org/EG
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Daratumumab is associated with the risk of interference with blood
typing. The Indirect Coombs test (Indirect antiglobulin test [IAT])

may show positive results in patients taking daratumumab, even in

the absence of antibodies to minor blood antigens in the patient’s

serum which may persist for up to 6 months after the last dose. The

determination of a patient’'s ABO and Rh blood type are not impacted.
If an emergency transfusion is required, non-cross-matched, ABO/RHDcompatible
RBCs can be given per local blood bank practices.

For more information, please use this reference as a source of additional information:
http://onlinelibrary.wiley.com/doi/10.1111/trf.13069/epdf
Or contact local medical information service at Janssen Egypt Scientific Office

Address :Building 44, North Teseen street, 5th settlement, New Cairo, P.O
Box 11835, Cairo, Egypt
Telephone: +2 21291100 /+221291199
Email: JACEG-PV@)its.jnj.com
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