























o Shortness of breath

e Dizziness

o Fall

e Runny or stuffy nose

Tell your doctor right away or go to the emergency room if you have hives, trouble

breathing, wheezing, dizziness, or fainting. These could be signs of a bad allergic reaction.

Tell your doctor right away if you have any of the following symptoms. They could be signs

of a serious problem.

e Reduced urination, sudden weight gain, or swelling in your legs. These could be signs of
a kidney problem.

o Pain and/or swelling of an arm or leg with warmth over the affected area, discoloration
of an arm or leg, unexplained shortness of breath, chest pain or discomfort that worsens
on deep breathing, unexplained rapid pulse, or numbness or weakness on one side of the
body. These could be signs of a blood clot.

e Bad headache with nausea, vomiting, stiff neck, fever, and sensitivity to light. These could
be signs of a brain swelling called meningitis.

o Brown or red urine, fast heart rate, yellow skin or eyes. These could be signs of a blood problem.

o Chest pains or trouble breathing.

o Fever over 100°F. This could be a sign of an infection.

Tell your doctor about any side effects that concern you. You can ask your doctor to give you
more information that is available to healthcare professionals.

How do | use HIZENTRA?

Infuse HIZENTRA only after you have been trained by your doctor or healthcare professional.
Below are step-by-step instructions to help you remember how to use HIZENTRA. Ask your
doctor or healthcare professional about any instructions you do not understand.

INSTRUCTIONS FOR USE
HIZENTRA® (hi-ZEN-tra)
(Immune Globulin Subcutaneous (Human), 20% Liquid)
for subcutaneous use only

HIZENTRA is provided in a carton containing:
o Single-dose prefilled syringes (5 mL, 10 mL, 20 mL, and 50 mL) or
o Single-dose vials (5 mL, 10 mL, 20 mL, and 50 mL).

Store HIZENTRA in its ori%inal carton at room temperature until ready to use. Do not use
the prefilled syringe or vial if the packaging is damaged.

Step 1: Assemble supplies
Gather the HIZENTRA prefilled syringe(s) or vial(s), all
supplies, and infusion log book:

Infusion administration tubing

Subcutaneous needle or catheter sets

Syrin%es

Transfer device or needle(s)

Gauze and tape, or transparent dressing
Syringe-to-syringe transfer device (tip-to-tip connector)
Infusion pump and any adapters (if required)

Sharps container

Alcohol wipes

Antiseptic skin preps

Step 2: Clean surface
Clean a table or other flat surface.

Step 3: Wash hands
Thoroughly wash and dry your hands (Figure 1).

Step 4: Check prefilled syringe(s) or vial(s)

o If using prefilled syringes, carefully peel back the
transparent covering %rom the tray and inspect
the protective cap. Peel back the outer layer of
the wrap-around label to allow for viewing of
HIZENTRA through the fully transparent inner layer,

but don't remove the label completely (Figure 2)

o |f using vials, inspect the protective cap of the vials
(Figure 3).

Carefully inspect each prefilled syringe(s) or vial(s)
of HIZENTRA. HIZENTRA is a clear and pale yellow
to light brown solution. Do not use the prefilled
syringe or vial if:
o The liquid looks cloudy, contains particles, or
has changed color.
o Itis damaged, or the protective cap is missing
or defective.

o The expiration date on the label has passed.

Figure 3

Step 5: Prepare HIZENTRA for infusion

o |fusing HIZENTRA prefilled syringes, go to Step 5.1
e |f using HIZENTRA vials, go to Step 5.2

Step 5.1: HIZENTRA prefilled syringe(s)

e The 5 mL, 10 mL, 20 mL, and 50 mL prefilled
syringes are supplied and ready to use. The 5 mL and
10 mL prefilled syringes are fuIK/ assembled (Figure 4).
For the 20 mL and 50 mL prefilled syringes, screw the
plunger rod onto the prefilled syringe stopper prior to
use (Figure 5).

o HIZENTRA prefilled syringes can be placed directly in
the infusion pump if the prefilled syringe size matches
the pump requirements. If the prefilled syringe can be
placed directly in the infusion pump, then go to Step 6.

NOTE:

An additional adapter may be required for the
HIZENTRA prefilled sinng_es to fit properly in the
infusion tpump. Check with the provider of your
supplies for the appropriate adapter and installation
instructions.

e |If the HIZENTRA prefilled syringe size does not
match the infusion pump requirements, transfer
the contents of the prefilled syringe to another
syringe of a size specific for the infusion pump by
following the directions below:

0 Use a syringe-to-syringe transfer device (tip-
to-tip connector) (Figure 6) to transfer the
contents of the prefilled syringe to the empty
syringe specific for the infusion pump.

0 Remove the protective cap from the prefilled sy-
ringe. Attach the transfer device (tip-to-tip con-
nector) by twisting it onto the prefilled syringe.
Attach the empty syringe by screwing it onto
the other side of the transfer device (Figure 7).

e Make sure you transfer the amount needed to
achieve the prescribed dose.
0 Measure dose from the top of the stopper.

o Push the plunger of the prefilled syringe (e.g.,
using your fingers, thumb or the palm of your
hand) to transfer HIZENTRA from the prefilled
syringe to the empty syringe.

o Repeat this step if multiple prefilled syring-
es are necessary to achieve the prescribed
dose. Remove the emptied prefilled syringe
and attach another prefilled syringe to the
transfer device. (tip-to-tip connector)

0 After the transfer is complete, remove the
emptied prefilled syringe and the transfer de-
vice (tip-to-tip connector) by unscrewing them
from the syringe specific for your pump. Con-
nect the filled syringe to the infusion tubing.

Go to Step 6.

Figure 5

Figure 7

Step 5.2:Transfer HIZENTRA from vial to syringe

e Take the protective cap off the vial (Figure 8).

e (Clean the vial stopper with an alcohol wipe
(Figure 9). Let the stopper dry.

e Attach a needle or transfer device to a syringe tip,
using aseptic technique.

e If using a transfer device, follow the instructions
provided by the device manufacturer.

e If using a needle and a syringe to transfer
HIZENTRA, follow the instructions below:

Figure 9




0 Attach a sterile transfer needle to a sterile
syringe (Figure 10).

Figure 10

o Pull out the plunger of the syringe to fill the
syringe with air. Make sure the amount of air
is the same as the amount of HIZENTRA you
will transfer from the vial.

o  Put the HIZENTRA vial on a flat surface.
Keeping the vial upright, insert the transfer
needle into the center of the rubber stopper.

0 Check that the tip of the needle is not in the
liquid. Push the plunger of the syringe down.
This will inject the air from the syringe into
the airspace of the vial.

o Leaving the needle in the stopper, carefully
turn the vial upside down (Figure 11).

o Slowly pull back on the plunger of the sy-
ringe to fill the syringe with HIZENTRA.

o  Take the filled syringe and needle out of
the stopper. Take off the needle and throw
it away in the sharps container.

o When using multiple vials to achieve the
prescribed dose, repeat this step.
Step 6: Prepare infusion pump and tubing

o Prior to preparing the pump(s), make sure you have
the prescribed dose in the syringe(s) and the infusion
tubing is attached.

o Prepare the infusion pump (following the
manufacturer's instructions), including attaching any
necessary adapters.

e Do not remove the needle caps until you are ready
to infuse.

o Prime (fill) the infusion tubing. To prime the
tubing, connect the syringe filled with HIZENTRA
to the infusion tubing and gently push on the
syringe plunger (e.q., using your fingers, thumb
or the palm of your hand) to fill the tubing with
HIZENTRA (Figure 12).

e Stop priming before HIZENTRA fluid reaches the
capped needle.

o Insert the syringe filled with HIZENTRA into the
infusion pump

Figure 11

Figure 12

Step 7: Prepare infusion site(s)

o Select an area on your abdomen, thigh, upper arm,
or side of upper leg/hip for the infusion (Figure 13).

o Use a different site with every HIZENTRA infusion.
New sites should be at least 1 inch from a previous
infusion site.

o Never infuse into areas where the skin is tender,
bruised, red, or hard. Avoid infusing into scars or
stretch marks.

® You can use up to 8 infusion sites at the same time.
If you are using more than one infusion site, at the
same time, be sure the infusion sites are at least 2
inches apart. More than one infusion device can be
used simultaneously

e (lean the skin at each infusion site with an
antiseptic skin prep (Figure 14). Let the skin dry.
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Figure 13

Figure 14

Step 8: Insert needle(s)

Use one needle per site. If injecting in more than
one site, the following steps should be completed
for each needle, one at a time.

Remove the needle cap.

Using two fingers, pinch together the skin around
the infusion site. With a quick dart-like motion,

insert the needle straight into the skin (Figure 15).

Figure 15

Put sterile gauze and tape or a transparent
dressing over the infusion site (Figure 16). This will
keep the needle from coming out.
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Figure 16

Step 9: Start infusion

Follow the manufacturer's instructions to turn
on the infusion pump and start the infusion
(Figure 17).

Step 10: Complete infusion and record treat-
ment (Figure 18)

When all the HIZENTRA has been infused turn off
the infusion pump (if used).

Remove the needle(s) from the skin.

Once you have removed the needle(s), remove the
empty syringe from the infusion pump.

Disconnect the infusion set from the empa/ syringe.
Cover the infusion site with a protective dressing.
Peel off the removable part of the label for each
prefilled syringe or vial. Put this label in your
log book with the date and time of the infusion
and include the exact amount of HIZENTRA that
you infused. Scan the prefilled srringe or vial if
recording the infusion electronically.

Figure 18

Step 11: Clean up

o |f applicable, remove adapter from the infusion
pump following the manufacturer’s instructions.

e Throw away the empty HIZENTRA prefilled
syringe(s) or vial(s), along with the used
disposable supplies, in the sharps container
(Figure  19) in accordance with local
requirements.

e (Clean and store the infusion pump, following
the manufacturer's instructions.

Figure 19

Be sure to tell your doctor about any problems you have doing your infusions. Your doctor
may ask to see your treatment diary or log book, so be sure to take it with you each time
you visit the doctor’s office.

Call your doctor for medical advice about side effects. You can also report side effects to
FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

Manufactured by:
CSL Behring AG
Bern, Switzerland
U.S. License No. 1766

Distributed by:
CSL Behring LLC
Kankakee, IL 60901 USA

This Instructions for Use has been approved by the U.S. Food and Drug Administration.
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