

TITLE:  Daratumumab (Darzalex) Patients
PRINCIPLE: To establish a process of notification and testing of patients starting Dartumumab (Darzalex) drug therapy.
CLINICAL SIGNIFICANCE: Daratumumab (Darzalex) is a cancer treatment drug used as a third-line Multiple Myeloma treatment.  Research may be opening the door for this treatment in other cancers as well.  This drug is known for interfering with antibody testing.  You cannot tell if there are antibodies hiding in the patient’s plasma because all testing is positive; it masks the presence of unexpected antibodies.  The drug exhibits panreactivity like a warm auto antibody.  The AABB recommends antibody testing before starting the drug on a patient.  Daratumumab targets CD38 which is a protein widely expressed on tissues and red cells.
PERSONNEL:

Medical Technologists

STEPWISE PROCEDURE

1. When notified by pharmacy or outpatient oncology of a patient starting this drug therapy log into SoftBank and add a patient message to the patients history.
Patient > Edit > Messages > Add new special message

Message Code=NOTE (Note to tech)

F8=Comments

F5=Canned Comments

Choose CD38 comment “Pt. is on Daratumumab (Darzalex)”

F12 twice to save comment

2. Prior to the start of the drug therapy the patient should have a baseline type and screen drawn (See Procedure 4840-BB-101)

3. Identify any pre-therapy antibodies (If Applicable)
4. Once patient has started Daratumumab (Darzalex) therapy and blood is needed; positive type and screens will need to be sent to Heartland for workup.  On the request for Immunohematology test indicate that patient is on Daratumumab and will need the DTT treatment.  
5. Once the workup is complete at Heartland, please give negative blood for any antibodies that may have been found.  DTT treated patients ALWAYS RECEIVE KELL NEGATIVE BLOOD, due to the Kell antigen being destroyed by the testing.
6. For antibody identification in SoftBank, add antibody CD38.

NOTES

1. DTT (0.2M Dithiothreitol) testing reduces disulfide bonds in the CD38 molecule and denatures it.  Allowing for identification of any underlying alloantibodies

2. Kell antigens are destroyed during DTT testing and patients must receive Kell negative units post DTT treatment.

3. The drug will stay in the patient’s circulation up to 6 months after the last dose.

4. When there is no more evidence of the drug being in the patient’s circulation the Patient message may be removed from the patient’s history.
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