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Other Names

e Antihemophilic factor VIII, Porcine Sequence

Description

e Produced by recombinant DNA technology manufactured in tissue culture in baby
hamster kidney (BHK) cells
e The cell culture media contains fetal bovine serum

Special Approvals/
Authorizations

e The actual number of units per vial of Obizur is not written on the outside of the box as is
the case with other factor replacement products. The number of units per vial is available
only on the vial itself.

e A qualified transfusionist may administer a dose that is no more or less than 10% outside
of the ordered dose. For dosing clarification, please page Hematologist on-call.

Classification

Special Populations:

o Pediatrics: Safety and efficacy of Obizur have not been established in pediatric patients

o Geriatrics (greater than 65 years of age): Clinical studies in this population suggest that
Obizur is safe and effective

e Pregnant women: Animal reproduction studies have not been conducted with Obizur. It
is not known whether Obizur can affect reproductive capacity or cause fetal harm when
given to pregnant women. Health professionals should balance the potential risks and
only prescribe Obizur if clearly needed.

¢ Nursing women: It is not known whether this drug is excreted in human milk. Because
many drugs are excreted in human milk, caution should be exercised if Obizur is
administered to nursing mothers. Health professionals should balance the potential risks
and only prescribe Obizur if clearly needed.

Indications

e Treatment of bleeding episodes in patients with Acquired Hemophilia A (AHA)

Contraindications

e Contraindicated in individuals with known anaphylactic reactions to the following: the
active substance, any ingredient in the formulation, hamster protein or any component of
the container.

WARNINGS:

o Safety and efficacy of Obizur has not been established in patients with a baseline anti-
porcine factor VIl inhibitor titre of greater than 20 Bethesda Units.

e Inhibitory antibodies to Obizur have occurred in patients treated with Obizur. Monitor
patients for the development of antibodies to Obizur using the special porcine Bethesda
assay (available as a referred-out test). If the plasma factor VIl level fails to increase as
expected or if bleeding is not controlled after Obizur administration an anti-porcine factor
VIII antibody can be suspected.

¢ An adjustment of the dose or other therapeutic options should be considered.

Supplied

Vial size is 500 units

Dosage

¢ Treatment, Minor/Moderate Hemorrhage: 200 units/kg (target FVIII 50-100%)

¢ Treatment, Major/Life-Threatening Hemorrhage: 200 units/kg (target FVIII 100-200%)

e Subsequent dose to be administered every 4 to 12 hours based on clinical response and
measured FVIII level

]

Reconstitution/
Stability

Reconstitution:
Obizur should only be mixed with diluent syringe provided in the Obizur package. Use aseptic
technique throughout.
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RECONSTITUTIO

Lse aseptic technique. Reconstitute each vial

wccording to the following instructions

Before starting reconstitution you will need:

= Calculated number of vials af DBIZUR # flcohol swabs

* Same number of 1 mL pre-filled syringes of sterile = Large sterile syringe Lo contain the linal

water for injection and sterile vial adapters voluma of reconstituted product

%

Bring the vial and the
pre-filled diluent syringe
to room temperature.
Hemove the plastic cap,
wipe the rubber stopper
with an alcohol swab [not
supplied] and allow it to
dry prior to use

Peaal back the cover of
the vial adapter package.
Do not touch the luer-
lock [tipl. Do not remove
the vial adapter from the
plastic package. Place
the vial adapter package
an a clean surface with
the luer-lock pointing up

Snap off the tamper
resistant cap of the

Carefully lift up the
combined syringe and

vial adapter and remaove it
from the plastic package,

Hold the OBIZUR vial
on a flat, hard surface.
Place the wvial adapter
over the vial and firmily
push the filter spike of
the vial adapter through
the center of the DBIZUR
vial's rubber circle until
the clear plastic cap
snaps onlo the vial.
Push the plunger down
to slowly inject all of the
diluant from the syringa

into the OBIZUR vial

With the syringe and vial
still attached, genily swirl
the OBIZUR vial without

remaving the syringe
until all of the powder
is fully dissolved.

pre=filled syringe.
-.[ m= |

Hold the vial and vial

G B While firmly holding the | m.
5 - vial adapter package, i | adapter, and firmly grasp
.-"" o connect Lhe |r|1:-|||t-;_-d "-.|‘ the barrel of the
;_‘ - syrimge to thoe wial ¢ i.l L pro-lilled syringe o
| 3 adaptar by pushing the i | unscriw the syringe
1, ’ syringe Lip down onto : 4'1 KT from the vial adapler,
- the luer-lock in the : B
e coenter of the vial g -

Repeat steps A-H for
each vial of OBIZUR
to be administered.

a|1.1plr_'r_ and screw until
the syringe is securced

Stability:
e Stable at 2-8°C until the expiry date indicated on the label
Administer reconstituted product at room temperature within 3 hours of reconstitution

]
Storage e Do not freeze
e Store vials in the original package to protect from light
Compatibilities/ ¢ No other drugs/solutions (including normal saline) can be co-administered while Obizur is
Incompatibilities being infused.
e Compatible to flush IV line with normal saline
Administration, An independent 2 person check is required for all doses.
Identification

Refer to Manitoba Transfusion Best Practice Resource Guideline 3 - Patient Identification in
Blood, Blood Component, and/or Plasma Protein Products
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Administration,
Method

Maximum Concentration:
¢ Not applicable
Maximum Rate:
o Maximum rate of infusion should be determined by the patient’s comfort level and no
faster than 1-2 mL per minute

Monitoring

Vital signs should be monitored pre-administration, on completion of dose and as patient condition
requires.

Adverse Events

Refer to Manitoba Transfusion Best Practice Resource Guideline 7 - Transfusion Reaction -
Identification, Management and Reporting

e The most common adverse drug reactions observed were constipation, diarrhea,
hypokalemia, anemia, peripheral edema and a positive anti-porcine inhibitor test.

e Allergic type hypersensitivity reactions (including anaphylaxis) may occur. The product
contains trace amounts of hamster proteins. Early signs of allergic reactions, which can
progress to anaphylaxis, include angioedema, chest-tightness, hypotension, lethargy,
nausea, vomiting, parenthesis, restlessness, wheezing and dyspnea. Immediately
discontinue administration and initiate appropriate treatment if allergic or anaphylactic
type reactions occur.

Additional Notes

None

Resources OBIZUR Product Monograph - Date of Approval: May 4, 2018
Package Insert — OBIZUR
Reviewed by: Dr. Donald Houston

Dr. Emily Rimmer
Dr. Jayson Stoffman
Dr. Sara Israels
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