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READ THE FOLLOWING INSTRUCTIONS BEFORE USING
NEULASTA ONPRO KIT

Warning: Do not use Neulasta Onpro kit to deliver any other
drug product.

® e See Prescribing Information for information on Neulasta.
Neylasta . e The on-body injector is for adult patients only.
(pegﬂlgrasﬂm) * The on-body injector is not recommended for patients with
0 ® kit Hematopoietic Subsyndrome of Acute Radiation Syndrome.
npro I e Store Neulasta Onpro kit in the refrigerator at 36°F to 46°F
Healthcare Provider (2°C to 8°C) until ready for use. If Neulasta Onpro kit is

stored at room temperature for more than 12 hours, do not
use. Start again with a new Neulasta Onpro kit.
e Keep the prefilled syringe in Neulasta Onpro kit carton until
Important use to protect from light. _ .
e For patients who have had severe skin reactions to
acrylic adhesives, consider the benefit:risk profile before
administering pedfilgrastim via the on-body injector
for Neulasta.
e The on-body injector should be applied to intact,
. non-irritated skin on the abdomen or back of the arm. The
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back of the arm may only be used if there is a caregiver
available to monitor the status of the on-body injector.

e The on-body injector has a self-adhesive backing to attach it
to the skin.

¢ Do not use other materials to hold it in place that could cover
audio/visual indicators or compress the on-body injector
against the patient’s skin, as this could dislodge the cannula
and lead to a missed or incomplete dose of Neulasta.

¢ Do not freeze Neulasta Onpro kit.

* Do not shake the prefilled syringe.

* Do not separate the components of Neulasta Onpro kit until
ready for use.

¢ Do not modify the on-body injector.

¢ Do not warm Neulasta Onpro kit components using a
heat source.

* Do not use Neulasta Onpro kit if expiry date on the carton
or any of Neulasta Onpro kit components has passed.

* Do not use if the name Neulasta does not appear on
Neulasta Onpro kit carton.

* Do not attempt to reapply the on-body injector.

* Do not use if either the on-body injector or prefilled syringe
is dropped. Start again with a new Neulasta Onpro kit.

For all questions, call Amgen at 1-800-772-6436. If a patient

calls you regarding any on-body injector problems, call Amgen

at 1-800-772-6436.




Step 1: Prepare

Neulasta® ':\| Remove Neulasta Onpro kit from the refrigerator.
(pegf"grastim) Place the syringe tray and on-body injector tray on
® L: a clean, well lit work surface. Allow to come to room
Onpro kit temperature for 30 minutes prior to activating. Check
Healthcare Provider to make sure it contains:

One Neulasta prefilled syringe ¢ Instructions for Use for

One on-body injector for Neulasta  healthcare provider

Neulasta Patient Information ¢ Instructions for Use for patient
Neulasta Prescribing Information ¢ Reference Guide

Do not use the on-body injector if its packaging has been
previously opened.

. E Choose the patient’s injection site.

Back of
upper arm -

(triceps) + -

Choose the flattest site for the on-body injector application.

Consult with the patient regarding their ability to remove

and monitor the entire on-body injector.

¢ You can use the left or right side of the abdomen, except for a
two-inch area right around navel.

¢ You can use the back of upper arm only if there is a caregiver
available to monitor the status of the on-body injector.

* Do not apply the on-body injector on areas with scar tissue,
moles, or excessive hair. In case of excessive hair, carefully
trim hair to get the on-body injector close to the skin.

* Do not apply the on-body injector on areas where belts,
waistbands, or tight clothing may rub against, disturb, or
dislodge the on-body injector.

* Do not apply the on-body injector on surgical sites.

¢ Do not apply the on-body injector on areas where the
on-body injector will be affected by folds in the skin.
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Neulasta® @ The following is an overview of on-body injector

(pegfilgrastim) preparation steps. Read this section first.
® -
Onpro kit Before you apply the on-body injector to the patient, locate the
Healthcare Provider medicine port on the blue needle cover to fill the on-body injector

with Neulasta.
Please note: During filling, beeping will sound and the on-body
injector will be activated.
After activation, you will have three minutes to:
1. Completely empty syringe contents into the medicine port.
2. Remove the syringe from the port and dispose.
3. Remove the blue needle cover from back of the on-body injector.
4. Peel away the two pieces of white adhesive backing from the
back of the on-body injector.
. 5. Attach the on-body injector to the back of patient’s upper arm
or abdomen.
The on-body injector will deploy the cannula in three minutes, even if
not applied to the patient. If not on patient’s body in three minutes, do
not use the on-body Injector. Start again with a new Neulasta Onpro kit.

When you feel you are ready, please continue...

Instructions for Use
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Clean an area on the injection site

larger than the on-body injector \
adhesive backing.

¢ Thoroughly clean the site with alcohol to
enhance on-body injector adherence to the
skin. Only use alcohol to clean the skin.

e Make sure the skin is oil-free prior to
applying the on-body injector.

e Allow the skin to completely dry.

* Do not touch this area again before
attaching the on-body injector.
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Step 2: Get Ready

/11| Remove Neulasta prefilled syringe from tray.

Grab Here

For safety reasons:

* Do not grasp the gray needle cap.

* Do not remove the gray needle cap until ready to fill the
on-body injector.

* Do not grasp the plunger rod.

Inspect medicine and Neulasta prefilled syringe.
Neulasta liquid should always be clear and colorless.

Syringe barrel
[ ]
\J | *

Plunger rod Label and Medicine Gray
expiration date needle cap

* Do not use if the liquid contains particulate matter or
discoloration is observed prior to administration.

¢ Do not use if any part appears cracked or broken.

* Do not use if the gray needle cap is missing or not
securely attached.

* Do not use if the expiration date printed on the label
has passed.

* Do not remove the gray needle cap until ready to fill the
on-body injector.

In all the above cases, start again with a new kit. Call Amgen

at 1-800-772-6436.

Neulasta prefilled syringe gray needle cap contains dry natural

rubber, which is derived from latex.
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H Remove air bubbles in prefilled syringe.

Injecting air bubbles into the on-body injector
could interfere with the full-dose delivery.

o Carefully remove the gray needle cap
straight out and away from your body.

¢ Gently tap the syringe with your finger until
air bubbles rise to the top.

¢ Slowly push air out of the syringe, taking
care to expel air only, not medicine.

¢ A small droplet at the tip of the needle
during air purging is normal.

* Do not recap the syringe.

E Center the needle directly over the medicine port
at a 90 degree angle. Insert all the way into the
port, avoiding sides.

Insert needle into medicine port at a 90 degree angle only.

* Do not insert the needle more than once.

* Do not bend the needle. Avoid spilling the medicine.

* Do not remove the blue needle cover before filling the
on-body injector.
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E Push the plunger rod to empty entire syringe
contents. During filling, you will hear beeping. The
status light will flash amber, indicating you now
have three minutes to apply the on-body injector
to the patient.

il I e,
_ (ACTIVATION", _
7. ] L

Discard used syringe in sharps container.
Check to see if the on-body injector is full and the

H amber light is flashing.

=

You should see the amber status light flashing and a black line
next to FULL on the fill indicator.

If this is not the case, do not use. Start again with a new
Neulasta Onpro kit, and call Amgen at 1-800-772-6436.

E Firmly lift and remove the blue needle cover away
from the on-body injector.

N /
_ A'ACTIVATION \ _
7 \

A drop of medicine may be visible on the needle tip when the
blue needle cover is removed.
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Step 3: Apply

/.|| Peel away both pull tabs to show the adhesive.
Never touch hands or gloves to the adhesive.

Automatic needle /@\

* Do not touch or contaminate the automatic needle area.

* Do not pull off the adhesive pad or fold it.

¢ Do not use if the needle or cannula is extended past the
adhesive or is extended before the on-body injector is
placed on the patient.

* Do not place adhesive on skin that is damp.

In all cases, start again with a new kit. Call Amgen at
1-800-772-6436.




E Before the cannula deploys, securely apply
the on-body injector so it is visible and can be

monitored by the patient or caregiver.

You now have time to carefully apply the on-body
injector without folding or wrinkling the adhesive.

¢ Do not touch the adhesive.

e Grasp the on-body injector’s /\
plastic case with your fingertips
and only by sides, keeping fingers L 0
off of the adhesive. !

* Do not let the adhesive bend or (((

® curl while applying the on-body
Neulasta injector to skin.
(pegf"grastim) o Importe_mt: Once on the skin, (( K ",

press firmly on the on-body ‘

0npr0® kit injector to ensure proper

Healthcare Provider adhesion to the patient’s skin.
. ¢ Press around the entire adhesive
Instructions for Use

so it lies down without folds
or wrinkles.

Page 9 of 12 ¢ Hold the top of the on-body
injector and run finger around
the adhesive to create a
secure attachment.

¢ |f additional adhesion is deemed /ﬁ

appropriate, an adhesive f’w
extender that fits around the é%

on-body injector can be obtained k
by calling 1-844-MYNEULASTA
(1-844-696-3852).

* Do not use other materials to
secure the on-body injector
to the patient that could cover
audio/visual indicators or
compress the on-body injector
against the patient’s skin.

Back of upper arm
(triceps)

Vertical with the
light facing down
toward the elbow

Abdomen
Horizontal with the
light facing up and

visible to the patient

Do not worry if the on-body injector is
@ quiet. When three minutes are up, the

on-body injector will beep telling you
the cannula is about to insert.
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Wait for the status light to turn green. This means the
cannula has been inserted.

Do not remove the on-body injector during cannula
insertion to avoid needle stick injury to you or to the patient.

=P W e =D W > o

Check the quality of adhesion before sending
the patient home.

If the adhesive is wrinkled in front of the cannula window
or has folds anywhere that prevent the on-body injector
from securely adhering, remove the on-body injector. Start
again with a new kit and call Amgen at 1-800-772-6436.

Wrinkled adhesive
near cannula window Folded adhesive
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.
Step 4: Finish

patient instructions.

Be sure to include when the on-body injector was
applied, when the dose will begin, and your contact
information. Review this information with the patient.

Review each step in the patient instructions with the patient. Give the

patient the instructions for use, reference guide, patient information and

prescribing information to take home.

Before the patient goes home, make sure the patient understands:

The on-body injector will always flash a slow green light to let them know

it is working properly.

o After approximately 27 hours, a series of beeps will signal that
the dose delivery will begin in two minutes.

* When the dose delivery starts it will take about 45 minutes to
complete. During this time, the on-body injector will flash a fast
green light.

e The patient should remain in a place where they can monitor the
on-body injector for the entire dose delivery. The patient should avoid
activities and settings that may interfere with monitoring during the
dosing of Neulasta administered by the on-body injector. For example,
avoid traveling, driving, or operating heavy machinery during hours
26-29 following application of the on-body injector (this includes the
approximately 45 minute delivery period plus an hour post-delivery).

* [f the patient has an allergic reaction during the delivery of Neulasta,
the patient should remove the on-body injector and call his or her
healthcare provider or seek emergency care right away.

e [f placed on the back of the arm, remind the patient that a caregiver
must be available to monitor the on-body injector.

e The on-body injector has a self-adhesive backing to attach it to
the skin.

* Do not use other materials to hold it in place that could cover
audio/visual indicators or compress the on-body injector against the
patient’s skin, as this could dislodge the cannula and lead to a missed
or incomplete dose of Neulasta.

e When the dose delivery is complete, the patient or caregiver will hear
a long beep and see a solid green light.

 If the red error light is on, the adhesive is noticeably wet (saturated),
or the on-body injector is dislodged, the patient should contact
their healthcare provider immediately as they may need a
replacement dose.

¢ Always dispose of the empty on-body injector in a sharps disposal
container as instructed by your healthcare provider or by state or
local laws.

* Keep the on-body injector at least four inches away from electrical
equipment such as cell phones, cordless telephones, microwaves and
other common appliances. Failure to keep the on-body injector at least
this recommended distance may interfere with operation and can lead
to a missed or incomplete dose of Neulasta.

. Fill in the Dose Delivery Information section in the

AMGEN'

Neulasta® (pegfilgrastim)

Manufactured by:

Amgen Inc.

One Amgen Center Drive

Thousand Oaks, California 91320-1799
US License No. 1080
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© 2002 to 2020 Amgen Inc. All rights reserved.
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What to do if you hear beeping or when you look at status
light and it is flashing red.

If at any time the on-body injector beeps continuously for five minutes, and the status
light is flashing red, take the on-body injector off of the patient.

¢ Do not apply the on-body injector to the patient if red error light is on.
* Do not leave the on-body injector on the patient if red error light is on.

In all cases, do not use. Start over with a
new Neulasta Onpro kit, and call Amgen at 1-800-772-6436.

If the patient reports the red status light is on, they may not have received the full
dose. Schedule a follow-up appointment and report the incident to Amgen at
1-800-772-6436.

\I 1 I/

il ERROR LIGHT &

What to do if the adhesive becomes saturated with fluid or the
on-body injector is dripping.

If the patient reports an on-body injector leak, they may not have received the
full dose. Schedule a follow-up appointment, and report the incident to Amgen at
1-800-772-6436.

¢
\

Saturated adhesive Dripping fluid from on-body injector




a) For some services, only the uplink frequencies are included.

b) The carrier shall be modulated using a 50% duty cycle square wave signal.

c) As an alternative to FM modulation, 50% pulse modulation at 18 Hz may be used because

while it does not represent actual modulation, it would be worst case.

Recommended separation distances between portable and mobile RF
communications equipment and the on-body injector for Neulasta

You can help prevent electromagnetic interference by maintaining a minimum distance between
portable and mobile RF communications equipment (transmitters) and the on-body injector for
Neulasta, as recommended below, according to the maximum power of the communication

equipment.

Rated maximum
output power of
transmitter, in watts

Separation distance according to frequency of transmitter, in meters

150 kHz to 80 MHz
D=(3.5/V1)(\P)

80 MHz to 800 MHz
D=(3.5/E1)(\P)

800 MHz to 2.5 GHz
D=(7/E1)(\NP)

0.01 0.11667 0.11667 0.23333
0.1 0.36894 0.36894 0.73785
1 1.1667 1.1667 2.3333
10 3.6894 3.6894 7.3785
100 11.667 11.667 23.333
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