raY
Ref: g-011957 v. 4.0, Ju 2016 =i
d A4

o] User Manua

<
X
X

ed trademark of

Companies




9|doad pue $3123[go ‘s84n3onJis wody uollda|sad pue uolydiosqge Ag pajoalle si
uoljebedo.ud o13aubewoa3da|3 “suoljeniis |je ul AjJdde jou Aew sauljapinb asayl 310N

€-7-00019 23l
#-80911 0S|
1-8091L 0S|
(%08 2-1-10909 D3l
SJ9A1903l yidap uolje|npow ‘zHy |) €-68% 1OE NI ISL3
10} ¥D ‘s1ajjIwIsuRI} 1O |D ZHIW 00.2- ZHN 92 1-68% LOE N3 IS13
QUON Ww/A Ol W/A Ol 44 pajelpey
9-7-00019 23l
(ZH
| J0 |eubIS oIpne |eplosnuls Z-1-10909 231
s1an@2a1 | %08 Uidap uoeinpoul ‘Wy) €-68% 10€ N3 IS13
104 D 'sidpIWsuRI} 10} 1D ZHIN 08 - ZHY0S! 1-68% LOE N3 IS13
SUON SwINOL SWwINQL 43 pajonpuo)
asuepinb - JUSWUOIIAUD uo143}142 9ouewloylad

J139ubewolyo9)3 / 19A3] 9dueldwo) |[9A3] 3S91 1593 Aylunww)
OO O ™ASTOVOOOM®M®TST LW 0 O < 0O WO O N N
N P e T T e T o NN N A—H_ N, ™ “ <, 8, N, 0, 0, 0, \O,
c T P A
v “ “ " “ “ " “ " 1 " “ " “ 1 1 “ " 1 “ “ “ 1 1 1
C S T S A A A A Lo T
e S S R S A A A Lo A
-~ T e A A A
E - T e
©c S A R . SR T T
c A AR
o " “ " a. “ “ " “ “ 1 1 " 1 “ 1 “ ““ ﬁ “ -~ “ “ | H
b= S S S N R - O A O A
@ @ s A A
1 " “ 1 1 " 1 1 1 1 “ " a " ' A ) n. .m “t m”. "

m 1 1 1 ! 1 1 1 ! 1 1 -— 1 -
E i Bl e il gseg o igs
o i A o ot o "
e L2 £ 30 2R 3 E 13 o
- ! 1 @© o N o | @ =L o o c
P o o & 1 @ 1 OT = 3 5 c =
2 212 'z g 1 g ig gg<egsg
c I 2 ©°o sg° 12 1 g i € ENSST® :
£c iE € 188« (E 11 E 12 gx=E2ecEc
.m.m mm.ﬁ"cm_ﬂ_"o""e o | © ONOTE =750
a% (g B igsS= i {18 ® i5 L=59a<35357
s S SR Lo _ O TN T
N EE s 0o (5045 1 1E 32 EQS5332¢
—— H oo " & I o— i . ee QL .= ee T — un O '—
C = c ' E N 5 8 os & !0 @MyTdo 40mMCUﬂw
D v - o= L 0L >3S0 3z = P >+« S = - 63
4 @WESE @ (EZ oY CF o4 @9 ¢ 2% o2 23>
= T nnu <= << E £ 0 9 o & > - O £ = = o £ > © © O
n p —_ v = p 1 —_— (@) IS o cC ‘= —_ p m p = -+ o (72] [ [
O @mSo»E @ (Nwco©oos-G2L @c2 @Mas gt alad
£ 203 £0=CfcCcoaoy £705 £205g22383
O o0 E 3 < O c OO o W!mM Om O~ > O nwvw Ooao oo

103



CIMZIA Injection speed settings 63

Chapter 5: More information aboutava 65
Viewing the injectionlog___ 66
Charging the battery ... 70
Chapter 6: Troubleshooting 73
Removing a cassette if the needle cap

is lost or if needle is severelybent ..~ 74
What to do if ava has problems identifying

a cassette by the Radio Frequency ldentification (RFID) 75
Warning message priority . 76
High priority alarms_______ 77
Medium priority alarms________ 79
Low priority alarms________ 80
Instructions______ 86
Cassette Warnings______ 89
Other Non-Alarm Screens_____ .~ o1
Chapter 7: Technical Information about ava 95
Technicaldata________ .~~~ 96
Explanation of ava symbols______ o7
Electromagnetic Compatibility Tables______ . o8
Guidance and manufacturer’'s declaration

- electromagnetic emission_________ 99
Guidance and manufacturer’'s declaration

- electromagnetic immunity________ 101



This page is intentionally left blank.



‘ \




.
’
’
’
1
'
'

~Important information

Make sure you read and understand these ava instructions.

Read these instructions for use before you start using ava to
inject. However, only use ava to inject your medication after you,
or someone you know, has received training from your healthcare
provider.

ava must only be used in the way described in these instructions.

Always follow the warnings and cautions in the instructions or on
the device itself.

ava is an electromechanical device and should be handled with care.
WARNING: ava is an injection device for delivering a fixed dose of
CIMZIA. It is for use by one person only. DO NOT share the device
or allow anyone else to inject themselves with it, as doing so may
result in injury. DO NOT use ava if it does not appear to be working
properly and DO NOT attempt to repair a faulty ava.

ava must only be used with pre-filled cassettes of CIMZIA as
prescribed by your healthcare provider.

CIMZIA medication cassettes are single-use only and must be
discarded in a biohazards (sharps) container immediately after use.
DO NOT re-use a cassette.

6 Chapter 1: Important information about ava




Contact your healthcare provider when you need more CIMZIA
medication cassettes.

Be sure to store the CIMZIA medication cassettes properly:

Store CIMZIA medication cassettes in the refrigerator between
36°F to 46°F ( 2°C to 8°C).

Keep this medication out of sight and reach of children.
DO NOT freeze CIMZIA.

Protect CIMZIA medication cassettes from light. Store CIMZIA
medication cassettes in the carton they came in.

The CIMZIA medication cassette contains a glass syringe.
DO NOT drop or crush the cassette.

DO NOT use CIMZIA medication cassette if:

Any name other than CIMZIA is on the carton and/or cassette
label.

The expiration date on each cassette or its outer carton has
passed.

The carton is torn or the tamper evident seal is missing or broken
when you receive it.

The cassette has been frozen or if it has been left in direct
sunlight.

The CIMZIA solution in the cassette is not clear to colorless to
light yellow, if it looks cloudy, or if it has large or colored particles
init.

The red medication level indicator is not right at the top of the
cassette.



DO NOT shake the cassette before use.

Keep your ava and CIMZIA medication cassettes out of the sight
and reach of children.

Be sure to store ava properly:

- Store ava in its closed storage case to limit exposure to dirt, dust,
liguid and other substances.

* Keep ava at room temperature between 68°F to 77°F
(20°C to 25°C).

- DO NOT freeze ava or place it in the refrigerator.

WARNING: Do not operate ava near strong electromagnetic sources
like an x-ray machine in a medical facility or a security machine

at an airport. However, using your ava near common-household
electronic devices should not be a problem.

The expected lifetime for ava under normal
A use is up to 3 years, after which it must be

replaced. When it is nearing its end of life, ava will

Device automatically show the message ‘Device is nearing
Is nearing end of life!". As soon as you see this message,
end of life!

—J contact your healthcare provider or local helpline
for a replacement device.

8 Chapter 1: Important information about ava



above first appears, ava will stop working and

( j ) After another 10 injections when the message
display the warning ‘Device at end of lifel'.

Device at

end of life!
~—

ava contains no harmful or toxic components. The device does not
contain any personal information.

However, ava is considered biohazardous waste and must not be
disposed of in household waste.

Dispose of your used ava according to your community guidelines,
observing all Federal, State and local requlations or contact the
helpline for information on safe disposal of ava.
WARNING: ava should be handled with care.
DO NOT drop. If ava is dropped, check that no
broken parts are visible. Turn ava on. If you see
an ‘Error! Do not use. Helpline code’ warning Error!
message - DO NOT use it. Make a note of the four Do not use.
.. . Helpline code
digit Helpline Code number and contact your local OO
helpline for support.

CAUTION: Avoid spilling liguid on your ava. Never rinse or put ava
under water. If ava has been exposed to liquid, wipe it with a clean,
dry cloth, turn it on and check for error messages.



- ava set up

Your new ava device needs to be set up by your healthcare
provider. Please make sure to schedule an appointment with
your healthcare provider to have your medication dose set up
in ava. You should also receive training on the correct use at
the same time.

DO NOT forget to bring ava to your appointment.

You can practice using ava even before your healthcare provider
has set up ava for you. The training cassette can be used at any
time before or after the medication dose has been set up.

Additional important information

The use of ava is not approved or recommended for the following
circumstances:

- users less than 18 years of age
+ users who are legally blind

- users who are unable to self-inject as determined
by a health care provider

Your healthcare provider will determine if you are able to use ava.
Ask your health care provider if you are not sure.

10 Chapter 1. Important information about ava
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Use this illustration to identify the controls and the names of
ava's parts.

Information Micro-USB
Screen Port

—— On/Off
(Power)
Button

Scroll wheel

Start/Pause
Button

Skin Sensor

Cassette/
Injection Port

12 Chapter 2: Getting to know ava




Information screen
ava's screen will display step-by-step instructions and any advice
or warning messages.

Scroll wheel
This wheel lets you adjust the speed of your injection.

Skin sensor
The skin sensor detects when the injection port is fully in contact
with your skin.

Micro-USB Port
This is where you connect the battery charger or your computer
to view your injection log.

On/Off (Power) Button
Use this button to turn ava on or off.

Start/Pause button

Pressing this button will begin administering an injection. It can
also be used to pause and re-start the delivery of CIMZIA during
an injection.

Cassette/Injection port

This is where the CIMZIA, or training cassette, is loaded and
where the needle comes out during a CIMZIA injection.



This illustration shows a CIMZIA medication cassette for
use with ava.

Top view

End cap

Side view

Medication
level indicator

Cassette body ———— Syringe
Medication
- information
chip
| |
Needle k*“f’
(inside cap) r
|

Needle cap
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Cassette body
This plastic cassette body contains the glass syringe of CIMZIA.

Needle (inside cap)
The single-use needle is safely covered by the needle cap until you
are ready to inject.

Medication level indicator

This red plastic indicator enables you to see the level of CIMZIA in

a cassette. When the syringe is full the indicator is at the top of the
syringe. When the syringe is empty the indicator is at the bottom of
the syringe.

Medication information chip

This microchip enables ava to identify the type of cassette and
check other information about it.

Needle cap

This part covers the needle whenever it is not inside ava ready for

an injection.

Keep the needle cap to remove the cassette after an injection.



ava's medication dosing

ava delivers your medication from CIMZIA medication cassettes
as shown below.

This illustration also shows the labels you will see on your CIMZIA
medication cassettes. :

CImzZI1Qa° 200 mg/mL
certolizumab pegol

Store at 36° to 46°F (2° to 8°C). =
Do not freeze. Protect from -
light. Single use.
Mfd. by UCB Inc.,
Smyrna, GA, USA

VLL66.VIO

r1
L
11
11
JL
rooN
| |

LOT:

8166.VIO

EXP:

A4
-
Q
3
+*

XXXXXX

NCD 50474-xxxx-xx Rx Only i
CIMZIQ® injection  200mg/ml cassette
certolizumab pegol

:  Each medication cassette contains 1mlL of
Cimzia. For subcutaneous injection use only.
Use only with the Cimzia ava device.

V6166.VIO
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ava can only be used with CIMZIA ( h
medication cassettes. However, before TN

ava accepts CIMZIA medication cassettes A

it must be set up by your healthcare Consult your
provider according to your prescribed physician to

dose of CIMZIA. This is indicated by the \dosage! _

following screen. .

If you have not done so already, take an appointment with
your healthcare provider to have your new ava set up for
you. Remember to bring ava to your appointment.

In the meantime, you can practice using ava with the training
cassette that is provided in your ava storage case. See Chapter 3
for more information.

Your healthcare provider will set up ava according to your
prescription.

If your healthcare provider prescribes the loading doses, ava

is programmed to deliver your loading dose injections at weeks
0, 2 and 4 and then automatically switches to the maintenance
dosing regimen which has been selected by your healthcare
provider for you.

The loading dose regimen consists of two injections given every 2

weeks at the start of your CIMZIA treatment (week 0) and then at
week 2 and the final loading dose injections are given at week 4.



Once the last injection of your
loading dose has been delivered
at week 4, ava indicates this by
displaying the message ‘Loading
dose complete.".

i)

Loading dose

complete.
\__________/

ava
-—

This message will be followed by either ‘You are on maintenance
dose 1inj. every 2 weeks.' or ‘You are on maintenance dose 2 inj.
every 4 weeks.' depending on which maintenance dose has been

selected for you.

e

b

You are on
maintenance
dose 1inj.
every 2 weeks.

ava
—

every 4 weeks.

You are on
maintenance
dose 2 inj.

ava
—

18 Chapter 2: Getting to know ava



Changing your CIMZIA dosing

In case your healthcare provider needs to change your dose,
ava will need to be set up again. Please make sure you bring ava
to your next appointment where your healthcare provider will
set up ava for your new medication dosing.



. ava accessories

ava is supplied with a storage case containing additional items
you will find useful. When not in use, keep ava and accessories
securely inside the storage case to protect them from dust or
accidental damage. Keep ava with all accessories out of the sight
and reach of children. All of ava's accessories are designed for
the life of the product.

7

\_/
\_/

.

Storage Case

The storage case has an internal compartment which is
covered by a lid. To open the lid, slide a finger under the
small lever and lift. The charger, USB cable and spare
needle caps are placed under this internal lid.

20 Chapter 2: Getting to know ava
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An electrical battery charger A USB cable
Charge ava only with this battery ~ Use this USB cable to connect

charger. When charging ava ava to your computer to view
make sure to keep the cable your injection log. When viewing
out of reach of children and the injection log make sure to
keep it secure to avoid the keep the cable out of reach of
risk of tripping over it. children and keep it secure to

avoid the risk of tripping over it.

ava welcome booklet
A booklet introducing you to ava.



X2

A training cassette Two spare needle caps
Use this training cassette to help  These are extra caps to remove
you practice injections with ava. used cassettes from ava in case

The training cassette is reuseable you dispose of the needle cap
and does not contain a needle or  from the medication cassette.
medication. It can be used at any

time and as often as you like,

even before ava has been set up

for your medication dose.

CAUTION: Never replace the The helpline support number
training cassette by a CIMZIA is 1-800-XXX-XXXX.
medication cassette! Your

medication cassettes must be

stored between 36°F to 46°F

(2°C - 8°C) and must never

be transported inside of the

storage case.



ava operating environment

When operating ava make sure you observe the following
environmental requirements.

Operating 41°F to 104°F (5°C to 40°C)

temperature

Humidity 15 - 90% relative humidity, non-condensing
Atmospheric 700 hPa to 1060 hPa

Pressure

It is recommended to avoid using ava in direct sunlight as the
display may be more difficult to read.

WARNING: This medical equipment is not intended for use in
oxygen-rich environments.

Storing ava

When you are not using ava or you are travelling, it is recommended
that you store it, together with the accessories, inside the storage
case. This will help prevent ava from being exposed to dust and dirt
and getting damaged. Use the handle to carry the storage case.

Be sure to store ava properly:

- Store ava in its closed storage case to limit exposure to dirt, dust,
liquid and other substances.

+ Keep ava at room temperature between 68°F to 77°F
(20°C to 25°QC).

- DO NOT freeze ava or place it in the refrigerator.



. Cleaning ava

If needed, you may clean the exterior surface of ava with a solution
of mild soap and water using a damp cloth. You may also clean it
with a commercially available, alcohol based, colorless disinfectant.

CAUTION: Do not use a scouring powder or an abrasive sponge as
it will damage the surface.

DO NOT attempt to clean the inside of the cassette port.

DO NOT insert your finger or any objects other than a cassette into
the cassette port.

DO NOT clean ava while there is a cassette inserted into the
cassette port.

CAUTION: Avoid spilling liquid on your ava. Never rinse or put ava
under water. If ava has been exposed to liguid, wipe it with a clean,
dry cloth, turn it on and check for error messages.

The helpline support Number is 1800-XXX-XXX.

24 Chapter 2: Getting to know ava



Battery saving mode

If ava is inactive for 60 seconds, the screen will dim automatically
to preserve battery. Pressing any button will restore the normal
screen brightness and you can continue the procedure.

If left inactive for 3 minutes, ava will automatically turn off,

unless you have not completed your injection. You will need to
re-start any procedure from the beginning, if the device turns off.
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This section does not cover th
precautions you have to t:
injecting CIMZIA. You g
information in Chap

CIMZIA with av.

.....



' Training cassette

There is a training cassette included in your ava kit to help you
practice injections. The training cassette has no needle or
medicine. When it is time to inject your medicine, use the CIMZIA
medication cassettes only, not the training cassette.

Cassette body

q:]
o UCB Inc. (W]
% 1950 Lake Park Dr. gﬁ
% Smyrna, GA —

ava Training Cassette

Body label 1

8
For training
o purposes
ava Training | = only.
For training purp & Contains no
ntains no nesdle o $ needle or

C a p medicafion. Eg:(crx;::;xxxx
Body label 2

Training

Cassette:

[@ ava Training Cassette
For training purposes only.
Contains no needle or medication.

contains no
needle and no
medication

V8966.VI0

Cap label




Your training cassette has
* no needle

* no medicine inside.

You can use it to practice injecting with ava. It can be used

* before your healthcare provider has set up your medication dose
on ava

- after your medication dose has been set up
- as often as you would like
* Make sure you keep the training cassette. DO NOT throw it away.

NOTE: When using the training cassette you are practicing the
injection steps without actually injecting any medication. The
screens you will see on the display when using the training cassette
are the same you will see when using your cassettes containing
medication.

Using this training cassette will teach you how ava guides you
through the injection process.

The training cassette cap is colored bright green and the cassette
body is gray.

WARNING: See Chapter 4 for full injection instructions using a
CIMZIA medication cassette.

If you drop the training cassette, check the cassette to make sure
there are no broken parts before inserting into ava.



Using the training cassette

@ Turn on ava by holding down the ( )
'‘On/Off ' button for 1 second, or until
the screen lights up and you hear a
sound.

NOTE: ava should arrive with the
battery charged, but, if ava does not
turn on, or it displays the message
‘Low battery. Please charge
battery.’, the battery
will need charging
before you start.
See Chapter 5 for Low battery!
instructions on how | Please charge
battery.
to re-charge the
battery.

If your healthcare provider has not
set up your device, you will see the
following message.

Consult your

You can still insert the training physician to

) o ; set device
cassette to practice the injection dosage!
process.

30 Chapter 3: Learning to use ava



The message ‘Inspect and then insert medication." will be
displayed. If ava has been used before it will also briefly show
your current dose and schedule. For example, if you are on the
loading dose you will see the following messages.

/@—@\ KT\
Youareon | | W | ________ > A
Io.ac?ing dose Inspect and

2 inj. every then insert

2 weeks.

medication.

(2) Take the training cassette from
the storage case. DO NOT try to
remove the green cap




@ Push the flat end of the training
cassette firmly into the cassette port
of ava until you hear a click.
DO NOT twist the training cassette; /l\ /]\

it is shaped so that it can only be
inserted the correct way.

)
DO NOT keep any other medication g
cassettes near ava while using the
training cassette.
Let go of the cap.
/
\ ()

ava will now check the training
cassette and will display the message
'You are in training mode".

You are in
training mode.

ava
-—

WARNING: If you do not see this message turn off ava by
holding down the power button and remove the cassette. Make
sure you are using a training cassette. Go back to Step 1 on



NOTE: You are now in training mode. ava will behave as if you
had inserted a real medication cassette.

ava will now check the cassette ( h

and display ‘Medication cassette ' ‘

accepted". @

After a short pause, ava will Medication

automatically pull the cassette \accepted.

further in. . y
( )

@ The currently selected injection
speed is briefly displayed. You can

change this setting using the ‘scroll
wheel’ on the side of ava to any of Crren speed

setting.

the four available settings.

NOTE: The injection speed can only be changed when a
cassette is inserted into the cassette/injection port. You can
only adjust the injection speed before performing or when
pausing your injection.

This setting controls the speed at which medication is injected.
This setting does not change the speed of the needle being
inserted, just the speed at which CIMZIA is injected.



You can practice changing the speed
by rotating the scroll wheel on the
side of the device. The screen will
update to show the four available
speeds. Rotate the wheel to see

how the highlighting moves from
one speed to another. If you want

to change the speed, scroll until the
highlight shows the new speed and
leave it there for five seconds. The
new speed has been set and will be
kept for future injections, or until you
choose to change it again.

. (5) The 'Remove and save the needle [
' cap.’ message is displayed.

N

Remove and
save needle
cap.

ava
—

34 Chapter 3: Learning to use ava



@ When you are ready, remove the cap
by pulling it firmly downwards.

NOTE: KEEP THE CAP. This is important as you will need it to
remove the Training cassette after the simulated injection.
DO NOT throw the green cap into the sharps container.

@ Choose a place on your stomach or ( )
your upper thighs (as shown in the
diagram) to practice using ava. Your
healthcare provider will help you 3
identify suitable sites to inject.
\_ J




Find a comfortable position sitting down to give your injection.
Try to relax the muscles around the injection site as this will
make injecting more comfortable.

Place the orange skin sensor against your skin at the cleaned
injection site, with ava's screen facing you so you can see it.
The ‘Start/Pause’ 7], button must be in a position where you
can use it comfortably without moving your ava. These
diagrams show how to position ava.

NZ

90°

Position ava at a right angle on your skin to ensure the
injection is done correctly

When ava senses contact with your
skin the message ‘When ready press
» once' is displayed.

When ready
press > once.

ava
-—




Press the ‘Start/Pause’ 7], button; ( )
you will hear the motor inside ava
move the cassette and the simulated
training injection will begin. The
screen will display an indicator to
show the progress of the injection.
Hold ava firmly against your skin the
entire time.

Press | [to
pause
injection.

If you need to pause during an injection, for example to change
the injection speed, press the ‘Start/Pause’ >/II button at any
time, DO NOT remove ava from your skin. If this were a CIMZIA
medication cassette , pressing the ‘Start/Pause’ 7/, button
would pause the flow of medication, but it would leave the
needle in the skin.

The message ‘Pausing. When ready
press » once' will be displayed. @

Pausing
When ready
press > once.

ava
—




When you are ready to re-start, press
the ‘Start/Pause’ 7/, button again to
complete the injection.

Pausing
When ready
press > once.

When the training injection is
complete, the message ‘Injection
complete. Please remove from skin.’

will be shown on the screen. Injection
complete.
Please remove

\ from skin. )

- (9) Remove ava from your skin.
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The messages ‘Needle uncapped! ( \
Handle with care!" and 'Please
replace needle cap.’ will be displayed
until the cap is replaced.

Please replace
needle cap.

Needle
uncapped!

Handle with
care!
1\ J

Insert the cap.

@ Let go of the cap while ava will release and eject the training
cassette.



@ When the message ‘Remove and (

' discard used cassette." appears on
the information screen, pull out
the training cassette.

-
Remove and
discard used
medication.

NOTE: Unlike medication cassettes,
the training cassette can be re-used
at any time.

\

ava will show your next injection date unless it is a new
device which has never injected any medication, followed
by a ‘Please turn off the device.".

( N

e )
Sunday

December]

Your next
injection date.

Please turn
off the device.

ava ava
-— -—




NOTE: Your next injection date will only be shown if you have
already completed an injection with a medication cassette.

Press the ‘On/Off' power button until
ava turns off.

You have successfully completed a training injection.

If you want to use the training cassette again for more
practice, re-start ava and repeat the training.



This page is intentionally left blank.

‘V Chapter 3: Learning to use ava



Read through the whole chapte
before injecting CIMZIA with




Preparing your CIMZIA
 medication cassette

NOTE: ava will have to be set up by your healthcare provider for
your medication dosing before you can inject CIMZIA.

Make sure that you also have received injection training by your
healthcare provider before injecting CIMZIA on your own.

The following are the supplies you will need to give your

CIMZIA injection:

* ava device.

- 1 CIMZIA medication cassette. You may need 2 CIMZIA medication
cassettes to give higher doses.

* 1or 2 alcohol wipes (located in your CIMZIA pack).

+1or 2 clean cotton balls or gauze pads.

1 puncture-resistant sharps disposal container. See Step 19
"Disposal of Used Medication Cassettes" on page 59.

If you do not have everything you need, ask your healthcare provider.

44 Chapter 4: Injecting CIMZIA with ava




CIMZIA comes in a carton containing 2 medication cassettes.
Use a new medication cassette for each injection.

2 alcohol
wipes

These instructions are for 1injection only. Your healthcare provider
will have prescribed a particular dose of CIMZIA for you. This may
mean that you may need more than one injection at a time to
deliver your prescribed dose. If required, ava will tell you if you
need to perform a second injection and will guide you through

this process.



Setting up for your CIMZIA injection

@ Take the carton containing CIMZIA medication cassettes out of
the refrigerator. Check the expiration date on the medication
cassette carton and label.

If the expiration date has passed, do not use the cassette.
Call your pharmacist for questions about the expiration date.

DO NOT use if the tamper evident seal is missing or broken
on the carton when you receive it. If this is the case, contact
your pharmacist.

@ Remove the medication cassette
’ from the box and let it warm to
room temperature. This will take

30 to 45 minutes. DO NOT warm 30 to 45

the medication cassette in any other .
way. If you are not using the second min UteS
medication cassette, put the carton
containing the remaining medication
cassette back in the refrigerator.

If any condensation appears on the outside of the cassette, wipe
it off with a clean dry cloth to avoid getting moisture into ava.

DO NOT try to remove the needle cap.

DO NOT try to remove the syringe that is inside the medication
casette.
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@ Find a clean, flat work surface, such as a table.

@ Inspect the liquid in the medication cassette to check that it

<@ is clear to pale yellow and free from particles. DO NOT inject
the medicine if it is cloudy or discolored. Call your healthcare
provider or pharmacist if you have any questions about your
CIMZIA medication cassette.

<@ Inspect the cassette and make ..
sure that the red medication level S @
indicator is at the top of the syringe
within the cassette body, as shown
here. < @

The cassette may contain air SR
bubbles. This is normal. DO NOT s
try to remove air bubbles before
injection. Injecting CIMZIA which
contains air bubbles is harmless.

N\ A / v,

@ Gather all the supplies you will need for an injection.

@ Wash your hands with soap and warm water and dry
thoroughly with a clean towel.



Selecting and preparing
~ your injection site

Prepare the supplies you need for your injection on a clean surface:
medication cassette(s) warmed to room temperature, alcohol wipe
(located in the CIMZIA pack) and cotton balls.

(

@ Choose your injection site(s) on 4 )
your stomach or upper thighs
(see Figure).
* Choose a new injection site
each time you use a CIMZIA
medication cassette.

+ Each new injection should be
given at least 1inch from the site
you used before. If you choose
your stomach, avoid the 2 inches
around your belly button (navel).

48 Chapter 4: Injecting CIMZIA with ava



- DO NOT inject into areas where your skin is tender, bruised,

red or hard, or where you have scars or stretch marks.

+ Change injection sites between your stomach and upper

thighs to reduce the chance of having a skin reaction.

* You may want to write down the site you use for injection

®c

to help you remember to use a different site each time you
inject.

lean your injection site with an alcohol wipe. Let the area dry

completely.

-




- Giving your CIMZIA injection

@ Turn on ava by pressing the ‘On/Off" [ )
button for 1 second, or until the screen
lights up and you hear the sound.

NOTE: ava should arrive with the
battery charged, but, if ava does not
turn on, or it displays the message
‘Low battery. Please charge
battery!’, the battery
will need charging
before you start.

See Chapter 5 for Low battery!

instructions on how Please charge
battery.

to re-charge the

battery.

ava will show you your current dose and frequency. Then the
message ‘Inspect and then insert medication.” will be shown.

s )
ﬂ ﬂ |
Youareon | | § | -------- > A
Io'aqmg dose Inspect and
2 inj. every then insert
2 weeks. medication. )
1\ J

(example screen only.) Your ava may show a different dose.
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Take the CIMZIA medication cassette [ )
which you have let warm up to room
temperature for 30 to 45 minutes.

If any condensation appears on the
outside of the cassette, wipe it off
with a clean dry cloth to avoid getting
moisture into ava.

DO NOT try to remove the
needle cap.

(11) Push the flat end of the medication
cassette firmly into the cassette port
of ava until you hear a click.

DO NOT twist the medication
cassette; it is specially shaped to
ensure it is correctly inserted.

DO NOT keep other other medication
cassettes near ava while injecting.

Let go of the needle cap.




ava will check the medication ( )
; 7~ )
cassette and display the message
‘Medication cassette accepted.’ if it
is correct.
Medication
cassette
After a short pause, ava will \accepted.

automatically pull the cassette further \
in and release the needle cap.

@ After ava has pulled in the medication

’ cassette, the currently selected
injection speed is briefly displayed.
You can change this setting using the
‘'scroll wheel’ on the side of your ava
to any of the four available settings.
NOTE: The injection speed can only
be changed when a cassette is
inserted into the cassette/injection
port. You can only adjust the
injection speed before performing or
when pausing your injection.

This setting controls the speed at which medication is injected.
This setting does not change the speed of the needle being
inserted, just the speed at which CIMZIA is injected. See
"CIMZIA Injection speed settings" on page 63 for more
information.
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The ‘Remove and save needle cap.

message is displayed. H
Only remove the needle cap when N2 & N2
you are ready to inject. ?:\:2?@3?:

cap.

ava
-—

@ When you are ready, remove the
needle cap by pulling it firmly
downwards.

NOTE: KEEP THE NEEDLE CAP. This
is important because you will need
it to remove the empty medication

_
cassette after injecting. /.<-\ \
-------------------------------------------- . O )

Only remove the needle cap when you are ready to inject.
To ensure the sterility of your medication cassette complete
your injection within 5 minutes.

However, there is no need to rush

your injection; 5 minutes will allow =N
you plenty of time to begin injecting. @
The remaining time is displayed on Please inject
the information screen. \SN::ianutes.




Find a comfortable position sitting down to give your injection.
‘ Try to relax the muscles around the injection site as this will
make injecting more comfortable.

Place the orange skin sensor against your skin at the cleaned
injection site, with ava's screen facing you so you can see it.
The ‘Start/Pause’ 7], button must be in a position where you
can use it comfortably without moving your ava. This diagram
shows how to position ava.

NZ

Ve

90°

\_ J

Position ava at right angle on your skin to ensure the injection
is done correctly.

DO NOT try to inject through your clothing. ava must be placed
on clean dry skin.

DO NOT try to trigger the skin sensor in any other way other
than as instructed above.”
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When ava senses contact with
your skin the message ‘When ready
press » once’ is displayed.

When ready
press > once.

@ Press the ‘Start/Pause’ 7/, button. ( )

You will hear the motor inside ava
move the cassette and the injection
will begin. The screen will display an
indicator to show the progress of the
injection. Throughout the injection
process, continue to hold ava firmly
against your skin the entire time.

Press | |to
pause

injection.
 —

You can temporarily pause the flow

of medication by pressing the ‘Start/
Pause’ 7/, . DO NOT remove ava from
the skin during a pause. Refer to
"Optional Actions During an Injection:
Pausing your injection” on page 62
for more information.




When the injection is complete, the

niacti 7~ )

message ‘Injection complete. Please

remove from skin." will be shown on

the screen. Injection
complete.
Please remove

\ from skin. )

Remove ava from your skin.

Place a dry cotton ball or gauze pad
over the injection site for several

seconds. Do not rub the injection

site. Do not use an alcohol wipe as it
may cause stinging. If there is a little
bleeding cover the injection site with
a small bandage. \. J

The messages ‘Needle uncapped!
Handle with care!" and 'Please
replace needle cap’ will be displayed
until the cap is replaced.

Please replace
needle cap.

Needle

uncapped!
care!
\_ J

Handle with
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NOTE: If you threw away your needle /P /]\
cap, you can use one of the spare
needle caps that come with your ava.

@ Let go of the needle cap. ava
will release and eject the empty
medication cassette.

When the message ‘Remove and
discard used cassette." appears
on the information screen, pull out
the CIMZIA medication cassette.




Inspect the used cassette to make ( N
' sure that all of the CIMZIA has been
injected.

<©> Make sure that the red medication & @
level indicator is at the bottom of the
syringe within the cassette body.
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Disposal of Used Medication
Cassettes

Follow these instructions for disposal - N
of your medication cassettes with O

needles attached:
+ Put your used medication cassettes )

in an FDA-cleared sharps disposal
container right away after use.

- DO NOT throw away (dispose ¢ ¢
of) medication cassettes in your —E

household trash.

« If you do not have an FDA-cleared N
sharps container, you may use a
household container that:

- Is made of heavy duty plastic.

- Can be closed with a tight fitting,
puncture-resistant lid, without sharps being able to come
out.

- Upright and stable during use.
- Leak-resistant.

- Properly labeled to warn of hazardous waste inside the
container.

+ When your sharps disposal container is almost full, you will
need to follow your community guidelines for the right way
to dispose of your sharps disposal container. There may be
state or local laws about how you should throw away used
needles and syringes. For more information about safe sharps



disposal, and for specific information about sharps disposal
in the state that you live in go to FDA's website at
www.fda.gov/safesharpsdisposal.

+ DO NOT recycle your used sharps disposal container.
If you have completed all your doses, go to step 20.

If your prescribed dose requires a second injection, go to step 10
on page 51.

§ When you have completed injecting

| your prescribed full dose of CIMZIA
ava will display your next injection
date followed by how much battery
charge you have left. Finally, ava
will notify you to please turn off the
device. .

C e )
Sunday

December]

Your next
injection date.

ava
-—

‘O

o Q,

Enough

battery for Please turn

next injection. off the device.
\_________/ \_________/

ava
-—
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(21 Press the ‘On/Off ' power button to
turn off ava.

If your prescribed dose requires you
to administer a second injection, the
message ‘You have 1injection left.’
will be displayed.

You have 1
injection left.

Repeat the procedure, starting at
step 10 on page 51, to deliver a
second injection.

ava
-—

NOTE: If you do not do this immediately, the

warning message ‘Your dosage is incomplete!’ A
will be displayed.

This is repeated until you administer the second | Yourdosage
.. . is incomplete!
injection.




Optional Actions During
~an Injection:
Pausing your injection

If you need to pause during an injection of CIMZIA, for example to
change the injection speed, press the ‘Start/Pause’ >/,| button at
any time. DO NOT remove ava from your skin, because pressing
the ‘Start/Pause’ 7/, button pauses the flow of medication, but it
leaves the needle in the skin.

The message 'Pausing. When ready press » once' will be displayed.

When you are ready to re-start, press
the ‘Start/Pause’ 7/, button again to
complete the injection.

Pausing
When ready
press >once.
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CIMZIA Injection speed settings

ava can be set to inject CIMZIA at any one of four different speeds.
This setting does not change the speed of the needle being
inserted, just the speed at which CIMZIA is injected. Decide on the
best setting for your personal preference. The medication injection
time varies approximately between 7 to 18 seconds assuming the
CIMZIA medication cassette has warmed up to room temperature.
By default, the injection speed is set to ‘fast’ when you initially
receive ava.

NOTE: The injection speed can only be changed while a CIMZIA
medication cassette is inserted into the cassette/injection port.
You can only adjust the injection speed before performing or when
pausing your injection.

When a CIMZIA medication cassette is
inserted, the injection speed is briefly
displayed. You can change this injection
speed setting by rotating the ‘scroll
wheel’ on the side of ava.

Rotating the scroll wheel highlights each
of the four available speed settings. Don't
press the wheel, just turn it.

Rotate the wheel until the new speed is highlighted and leave it
there for five seconds. The new setting will flash and be kept for
future injections, or until you choose to change it again.



This page is intentionally left blank.

64/ Chapter 4: Injecting CIMZIA with ava






Viewing the injection log

ava automatically records your injection history and this
‘injection log' can be seen by connecting ava to a computer.

NOTE: You can only view your injection log; the information in the
injection log file cannot be changed.

Treatment should not be altered based on the information
contained in the injection log. Dosing changes can only be made by
your healthcare provider.

Please make sure that you take ava with you every time you see
you healthcare provider as it facilitates review of the injection log
and is useful in case your healthcare provider decides to change
your medication dosing.

.....
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@ Using the supplied USB cable, plug the smaller end into the
micro-USB port on the top of ava. Use the small tab on the
micro-USB to orient it correctly for easy insertion to into ava.
With the tab and the UCB logo facing the information screen,
keep it parallel to the plastic housing. This is the same port that
you normally use to charge the battery. DO NOT twist or bend
the UCB connector once it is plugged into ava. Plug the other
end into a free USB port on your computer. When ava is
connected to your computer, it will behave like a USB drive.

( )

Ve

\\ <3

é% '

ava will switch on automatically
and display this screen.

You are in
PC mode.
\___________/

ava
-—

@ When you connect ava to a computer for the first time, it may
take about a minute to appear as a drive on your computer.



If needed, your computer will automatically install the
necessary driver before connecting to ava as a USB drive.

@ When the computer recognizes ava, the name ‘ava’ will appear

automatically in the list of connected devices.

@ Wait for AVA_LOG.html file to appear in the directory, then

open it by double clicking on it.

@ Your injection log will open in your internet browser, and will
show an overview of your injection history (in date order) like

this example.

Your computer does not have to be connected to the internet
to access your injection log. Without an internet connection,
your injection log will simply not show the ava logo in the top

AVA_LOG.htm|

Your Injection Log ava

Your current prescription: Cimzia®
Your current regimen: Maintenance Dose: 2 injections every 4 weeks

Device serial number: 332500AF
Remaining number of injections you can perform with ava: 118

Injection due on Injection made on Injection Status ~ Code(s) Drug Regimen Interrupted Injections
30 Dec 2014 Delivered Mnt.4wk 0

30 Dec 2014 Delivered Mnt.4wk 0

02 Dec 2014 02 Dec 2014 Delivered Mnt.4wk 0

02 Dec 2014 02 Dec 2014 Incomplete C Mnt.4wk 0

02 Dec 2014 02 Dec 2014 Incomplete S Mnt.4wk 0
Code descriptions: Drug regimen key
A: Low battery Ldg.2wk = Loading Dose: 2 injections every 2 weeks
B: USB plugged during injection Mnt.2wk = Maintenance Dose: 1 injection every 2 weeks
C: Injection flow constricted Mnt.4wk = Maintenance Dose: 2 injections every 4 weeks

D: Injection timed out

End of log

right corner.
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When you are finished, close your web browser and unplug ava
from your computer.

ava will turn off automatically. The injection log provides
information regarding your next injection date and lists your
previously administered injections.

An explanation of the different columns of the injection log is
provided below.

Injection due on
This is the date when you should be making your next injection.

Injection made on
ava records the actual date when you make your next injection.
Injection dates which are more than 3 days before your scheduled
injection due date or 3 days after this date are displayed in orange
instead of black font.

Injection status
Delivered: This means that the entire content of your CIMZIA
medication cassette has been injected successfully.

Incomplete: This means that not the entire content of the CIMZIA
syringe has been injected. You only have received a partial dose.

If applicable, ava may add a code to an injection entry depending
on whether during an injection the battery was low (A) or the
USB cable was plugged in (B), there was a problem with the flow
of medication (C) or the injection was not performed within the
allotted time of 5 minutes and has timed out (D).



Charging the battery

ava is powered by a rechargeable battery and it is important that
you always have enough charge to complete an injection. Do not
try to replace the battery. The battery does not need replacing
during the lifetime of ava.

If ava's battery does not have sufficient [ )
charge to complete an injection the TN
message ‘Low battery! Please charge A
battery." will be displayed. You will not Low battery!
be allowed to start an injection until the El‘;i:;harge
battery has been charged.

\_ J

If ava does not turn on, the battery
probably needs to be charged.

If at the end of injecting the battery is
completely empty, ava will show ‘Low
battery! Please charge battery.".

Low battery!
Please charge
battery.

ava
-—
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@ To charge ava, plug the provided
charger into a power outlet and ( )

connect the other end to the D

micro-USB port on the top of ava.

Charging...
DO NOT twist or bend the USB \______/
connector once it is plugged into
ava.

ava will turn on and show the status of the battery and begin
charging. If possible, DO NOT disconnect the charger before the
battery is fully charged.

Only use the provided charger to charge ava.

In case ava does not display the “Charging..."” screen, make
sure the charger is connected to a live electrical outlet and the
micro-USB plug is connected to ava. If ava still does not charge,

call your local helpline for a replacement charger.

It takes approximately 2-3 hours to fully charge.

@ When the battery is fully charged, the [

message ‘Battery full. Please unplug ( )

charger." will be displayed. m
Battery full,

Unplug the charger. ava will turn off please unplug

charger.

automatically.

ava
-—




NOTE: ava will show the battery status every time an injection is
completed. It will display the message ‘Enough battery for next
injection.’ or, if you need to charge ava before your next injection,
the message ‘Not enough battery to inject." will be displayed.

At the end of injecting, if your battery is completely empty, ava will
show ‘Low battery! Please charge battery.'"

) ) S
Enough Not enough Low battery!
battery for battery to Please charge
next injection. inject. battery.

— — ——

If you charge the battery and ava still doesn't turn on, call helpline
at 1-800-xxxxx

WARNING: DO NOT try to charge ava during an
injection. If you connect ava to charge during the
injection process ava will stop the injection and

will display the message ‘USB cable connected! USB cable
. connected!
Unplug immediately!’. You will not be able to Unplug

progress with the injection until you unplug immediately!
the charger.
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Removing a cassette if
 the needle cap is lost or if
needle is severely bent

Following an injection the needle cap is required to remove the
used cassette from ava. If you have accidentally lost the original
needle cap of your cassette you can use one of the spare needle
caps. There are two green spare needle caps which you can find
in the storage case.

You can also use the spare needle cap to remove a medication
cassette in case the needle is bent and is not allowing you to use

the original medication cassette cap.

DO NOT attempt to remove a cassette by any other means due to
the risk of an acccidental needle stick injury.

NEVER insert any foreign objects such as tools or fingers into the
cassette port.

X2

Spare needle cap
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What to do if ava has problems
identifying a cassette by the Radio
Frequency Identification (RFID)

If you have a problem with ava identifying an inserted cassette,
make sure you do not have any other cassettes (medication
cassette or training cassette) immediately next to ava. You may
also find it helpful to use ava away from or temporarily turn off
household appliances which might cause interference such as
television sets, radios, microwaves or mobile phones etc. Generally,
a distance of a few feet from potentially interfering appliances
should be sufficient to avoid any problems.

Always make sure you are not using ava near strong sources of

magnetic and electromagnetic radiation such as x-ray machines at
airports or hospital equipment.



Warning message priority

When using ava you may see warning messages displayed. To help
you to understand importance of these messages the following
symbols have been used:

Messages with this symbol are High Priority Alarms
and may represent a danger and must be acted upon
immediately.

Messages with this symbol are Medium Priority
Alarms and in most cases require you to consult with
your physician before proceeding.

Messages with this symbol are Low Priority Alarms

providing instructions of important next steps which
need to be performed.

Messages with this symbol are instructions which
must be completed.

Messages with this symbol indicate medication
cassette actions which are not possible or allowed.

These symbols indicate the alarm priority and will be shown
together with additional instructions.
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As a patient you should never attempt to enter
this menu nor try to modify the setting of your
medication dose. If you encounter this message
Entering dose by error, simply turn off ava by pressing th wer
setting mode. Y ! ply turn oft ava Dy pressing the powe

Only for button for 3 seconds.
physician!

This message signifies that you are about to enter
the dose setting mode on ava. This set up menu is
intended only for your healthcare provider and is
used to set up your specific medication dose in ava.

If you accessed this message by mistake, press the
On/Off (Power) button until ava turns off

ava has a self-test procedure to make sure it is
working properly before use. This warning shows
that an error was detected during this test.

Error!

Do not use. .

Helpline code For your own safety ava will not allow you to

XHXX proceed. A four digit ‘error helpline code’ will be
displayed.

Contact your local helpline for support and tell
them the 4-digit error code.



Following a partial or completed injection the
needle cap has not yet been replaced. Although
the needle is safely retracted inside ava, it remains
Needle exposed inside the device until the needle cap is
uncapped!
Handle with replaced. Handle with care, until you have replaced
care! the needle cap to avoid accidental needle stick
injury. DO NOT attempt to insert a finger inside of
the cassette port.

If you have interrupted an injection and delivered
only a partial dose, you should try to complete your
injection before replacing the needle cap.

This warning will be displayed if you connect ava
to the electrical charger or to your PC during an
injection.

USB cable
connected! ) ) )
Unplug You must immediately unplug the micro-USB

immediately!

cable from the charging port before proceeding to
minimize the risk of electric shock.

You cannot finish your injection while ava is
connected to the charger or a computer. Unplug
the micro-USB cable and then finish your injection.
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( ) If for some reason during your loading dose
A regimen you have not been using ava for more than
70 days to inject CIMZIA, you will see this message.

Incorrect Consult with your physician how to proceed with
medication your CIMZIA injections.

dosing interval!

~—

( ) ava uses an internal calendar to keep track of when
A your next injection is due. If you turn on ava more
than 3 days before your next injection is due, ava

mectng will display this message to warn you that it is too
scheduled soon to inject and performing an injection now may

(date!  J result in an overdose of CIMZIA.

This warning does not stop you from injecting;
however, you should always consult with your
physician before performing an out-of-schedule
injection.



A ) This message indicates that ava has detected

A a 'needle injection error'. This may be due to a
blocked needle, frozen CIMZIA or other reason.
gfrfjtte DO NOT try to inject using this cassette. Replace
Refer to user the needle cap and remove the cassette. Dispose of
manualt it in your biohazard (sharps) container.

You can inject with a different cassette.

A ) Whenyou first receive ava the medication dose
A corresponding to your specific prescription has not

been set up yet in ava. Contact your healthcare

gﬁ;;‘é';zotzr provider to have ava set up for the exact amount

set device of CIMZIA you should take. When you see your

dosage! healthcare provider make sure you bring ava along.
You should also receive injection training at the
same time.

In the meantime, to practice the injection process
with ava you can proceed to insert the training
cassette. However, you will not be able to inject
your medication until your specific medication dose
has been set.
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A ) When this warning is displayed ava must be
A replaced and no more injections can be made with
this device.
Eﬁ;’ig‘sl?fte! ava has been designed to be used for up to 3 years
 J andit has been programmed to prevent use after
this time.

Contact your healthcare provider or local helpline
for a replacement device.

( ) ava can operate within the temperature range of
A 5°C - 40°C (41°F -104°F) at 15 - 90% relative
humidity. Outside of these temperatures ava will

Device is display this message
out of Py o
temperature

range!

If you see this message store ava at the appropriate
operating temperature. Allow enough time until ava
has reached the normal operating temperature. This
can be checked by turning ava on. This message
should not be displayed before proceeding.



g ) When ava first displays this warning it can still be
A used for another 10 injections (plus any use of the
training cassette) before it must be replaced.

Device ava has been designed to be used for up to 3 years
iesn’:jeg;il?fgel and it has been programmed to prevent use after

—J thistime. To ensure your safety and reduce the risk
of device failure, ava will soon have to be replaced.
You may also see the warning ‘Please replace
device by calling helpline'.

After another 10 injections ava will stop working
and display the warning ‘Device at end of life.
Please do not use’.

Contact your healthcare provider or local helpline
for a replacement device.

! ) ava displays this message if you insert a cassette
A too soon after you have turned ava on.

Early
medication
insertion!
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g ) If skin contact is lost during an injection, ava
A automatically stops the injection and withdraws
the needle.
Injection
not complete!
Reposition Not all the CIMZIA will have been injected and this
on skin.

warning indicates that your injection is not complete.

If an injection is interrupted due to loss of skin
contact, small amounts of medication may be
lost. Multiple interrupted injections may lead to a
medication underdose.

To complete your injection, choose a new injection
site and follow the instructions given in "Chapter 4:
Injecting CIMZIA with ava" on page 43.

g ) This warning indicates that ava has found a

A technical problem with the cassette. Replace the

needle cap and remove the cassette from ava.
Insertion

|
E[erfcc)e:to user Once the cassette has been removed ava will
(manual. automatically carry out a self-test. In case there is a
problem with ava, the high-priority alarm message
‘Error! Do not use. Helpline code’ will be shown.
Provide the error code to the helpline. If ava
does not show an error code, ask the helpline for

instructions how to proceed.




ava contains a rechargeable battery. This message
indicates ava needs recharging. Only use the
charger which is supplied with your ava kit to

Low battery! recharge the device.
Please charge
battery.

Please refer to "Chapter 5: More information about
ava" on page 65 for more information.

This warning indicates that you must complete
your injection immediately. ava's battery is
almost empty and you must inject before it needs
Low battery! charging.

Please inject
immediately!

This message indicates that you have missed your
previous scheduled dose.

ava automatically records your injection history
Scheduled .
injection date | @nd when your next dose is due. You need to
missed! consult with your healthcare provider how to
correct your dosing.

In case you see this screen please contact your
local helpline for a replacement device.

Software

error!




For patients whose full dose requires two injections,
this warning is displayed when you have not yet
completed your full dose. You have only injected one
of the two required medication cassettes and need
Your dosage to proceed injecting with the remaining medication
is incomplete! .

cassette to complete your prescribed dose.

B w



( ) This message advises you to contact your
a healthcare provider.

Consult your
physician!

) This message indicates that you have missed your
a previous scheduled dose.

E‘;\'}'{Zi"c“ian,s ava automatically records your injection history and
instructions when your next dose is due. You need to consult with
(fordosing! ) your healthcare provider how to correct your dosing.

( )\ This message informs you not to hold on to the
a needle cap of the cassette while inserting or
removing the cassette from ava.

Let go of
needle cap!

( )\ This message indicates that the internal battery is
° empty and needs to be recharged.

Low battery! ava must be charged before it can be used. Make

Eii:;harge sure you only use the charger supplied with ava.

__J Referto"Charging the battery" on page 70 for
help with charging ava.




( ) This message is displayed if you turn on ava too far
in advance of your next injection due date.

Contactyour | 4,3 will also show you your next date for injection.
physician.
Only inject

finstructed. ) you may want to inject anyway, if your healthcare

provider has given you specific instruction to inject
your next dose early.

DO NOT inject unless you have received specific
instructions to do so.

Otherwise, make a note of the date of your next
injection (shown on ava's screen). Next, turn off ava.

( ) ava has been designed to be used for up to 3 years
and it has been programmed to prevent use after
this time. To ensure your safety and to reduce the

Please = risk of device failure, ava will have to be replaced
replace device )

by calling when this message appears.

helpline.

Contact your healthcare provider or local helpline
for a replacement device.



( )\ This message advises you to read the relevant
@ information in the user manual.

Please read

instructions

in user

manual.
\dak

= ) This message indicates that the needle cap has
been removed. The needle is still retracted inside
ava and remains exposed inside the device until the
needle cap is replaced. Handle with care, until you

Pleasereplace | haye replaced the needle cap.
needle cap.
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( ) This warning indicates that the CIMZIA medication
® cassette has passed its expiration date. ava displays
this warning to prevent you from injecting expired

Medication medication and will reject the cassette.
has expired.
Do not use.
J Remove the cassette and contact your healthcare
provider.

" = | This message indicates that this is a used cassette
® (for example; the needle cap has been removed
before). For your safety, ava will not allow the use
This is a used of any cassette where the needle cap has been

medication. removed before as the needle is no longer sterile.
Do not use.

ava will eject the cassette. Remove it and discard it
in a sharps container.

o~ | Thiswarning indicates that ava does not recognize
® the cassette you have loaded as one containing
CIMZIA.

This is not your
medication. Please contact your healthcare provider to obtain

Do not use. L
J the correct medication for you.

ava will reject the cassette. Remove the cassette
and return it to your pharmacist.



=~ | This message indicates that the cassette which
® has been inserted is not an authentic CIMZIA
medication cassette.

Medication
notauthentic. | 4y3 must only be used with genuine CIMZIA

Do not use. L
_J medication cassettes.

Contact your local helpline for advice. The
helpline may instruct you to keep the cassette for
investigation by the manufacturer.

ava will reject the cassette. Remove it from ava.

 _~ | Thiswarning is displayed if ava has been left for
® more than 5 minutes after the needle cap has been
removed and before an injection was started. With
Timetoinject | the needle cap removed, the needle’s sterility seal

E’fii‘:ii has been broken and it is important that you inject
_J assoon as possible. ava will no longer accept this
cassette.

Insert the needle cap and remove the cassette from
ava. Put the cassette in your biohazard (sharps)
container.
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MESSAGE EXPLANATION
( )  When starting ava, one of the following three
ﬂ ﬂ screens will be displayed to remind you which
dose and frequency (regimen) ava is set to use.
You are on
loading dose
2inj. every The first time ava is used you will not see any of
4 weeks. .
these screens because ava still needs to be set up
by your healthcare provider.
The dose and frequency displayed must correspond
to your current prescription. If you believe the
displayed dose does not correspond to your current
prescription contact your healthcare provider.
This particular message is displayed if you are on
Loading Dose (2 injections every 2 weeks).
NOTE: If your healthcare provider prescribed
the loading dose to you, ava will automatically
transition from the loading dosing when completed
to your prescribed maintenance dose.
(5 ) Thisparticular message is displayed to indicate
ﬂ ava is set to the Maintenance Dose (1 injection
every 2 weeks).
You are on
maintenance
dose 1 inj.
every 2 weeks.
~—




( )\ This particular message is displayed to indicate ava
ﬂ @ is set to the Maintenance Dose (2 injections every
4 weeks).
You are on
maintenance
dose 2 in;j.

every 4 weeks.
 _~_ | Thismessage is displayed to inform you when your
@ loading dosing is complete. During loading dosing
you have administered 2 injections every 2 weeks
at weeks O, 2 and 4.

Loading dose
complete.

) Now your loading dosing has finished and ava
automatically transitions to your prescribed
maintenance dosing as set up by your healthcare
provider.

( | )\ This message indicates that you have finished
Q injecting and should now turn off ava to preserve
battery life.

Please turn If you do not turn it off, ava will automatically turn
off the device.

) off after 3 minutes.
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This screen indicates the date that your next

31 injection is due.
December

The date displayed depends on when you last

Your next injected and your prescribed dose and dosing
injection date.

—— J frequency.

This picture shows a sample date - yours will vary.



This page is intentionally left blank.

94/ Chapter 6: Troubleshooting






Model Name ava

Dimensions H:203 [mm], W: 68 [mm], D: 56 [mm]; H: 8 [in.], W: 2.68
[in.], D:.2.2[in.]

Weight 245 g; 8.6 oz.

Serial Number Unique 8 alphanumeric digit identifying each individual
device

Power Supply Internally powered, rechargeable Lithium lon Battery,

3.7V DC, 1620 mAh minimum

Battery Charger Emerson / Artesyn DA12-M, 90 - 264V~ 0.15 A @240V
(max), 47 / 63 Hz, output : 5V DC, 2.0 A (max)
or

Friwo Fox 12 Medical, Type FW8000OMUSB/05

100-240V~,0.15 A@ 240V (max), 50-60 Hz, output: 5V DC,
2.2 A (max)

Classification Ingress Protection IP 52 (ava is protected only against
occasional liquid droplets but it is not protected against
water spillage)

Applied part type BF

Electromagnetic Electromagnetic compatibility in accordance with
Compatibility EN60601-1-2 (see EMC tables)

Atmospheric pressure limits: ava can be used between
700 to 1060 hPa, at ambient pressure between 700 to

1060 hPa
Storage Conditions -20°C - 60°C (-4°F - 140°F) at no humidity requirement
Dose Accuracy nominal injectable volume 1.0 ml

min. volume 0.95 ml

Warranty ava does not have any user serviceable parts. Opening
or attempting to disassemble ava will void any device
warranty.

This medical equipment complies with the following international standards:
ISO 60601 and ISO 11608
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Direct current (d.c.), ava requires 5V direct current to recharge the
battery.

RFID tag
ava identifies cassettes via an RFID (radio frequency identification) chip.

This symbol denotes the atmospheric pressure limits of ava under which it
can be used.

Level of ingress protection. This rating describes how well ava is protected
against dust and liquids entering the interior of the device.

The first digit of the IP rating describes the level of protection against
solid particles entering through the housing of ava into the device. The
rating of 5 means that the ingress of dust is not entirely prevented.

The second digit of the IP rating describes the protection against the
ingress of liquids into ava. The two (2) rating means that ava is only
protected against drops of water. Avoid spilling any liquid onto ava.

Make sure you keep ava dry storing it inside the storage case and only use
a damp cloth if ava needs cleaning.



Electromagnetic Compatibility Tables

Medical electrical equipment requires special precautions regarding EMC
(electromagnetic compatibility) and needs to be used in accordance to the EMC
information provided below.

Portable or mobile RF communications equipment (e.g., mobile phones, pagers...)
can affect ava.

ava is intended for use in the electromagnetic environment specified below. The user
should ensure that ava is used in such an environment.

Wireless Functionality Radio Frequency Identification (RFID) nominal frequency
13.56MHz +/-423,75 kHz subcarriers

Effective 200 mw
Radiofrequency
Radiated Power Output

Operating Range <1cm outside of ava

Modulation On-Off Keying (OOK)

Bandwidth of Receiving | ~ 846 kHz

Section

Wireless Quality of RFID reader provides Received Signal Strength Indicator

Service Requirement (RSSI). In case of single RFID read or write failure ava
automatically performs a retry.

Wireless Security Critical information on the cassette RFID chip is AES128

Measures encrypted with CTR mode of operation.

ava complies with the ETSI EN 300 330-2 V1.6.1

applicable EMC and ETSI EN 301 489-1,
telecommunications
standards ETSI EN 301489-3,

FCC Part 15 (10-01-2014 Edition)
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Guidance and manufacturer’'s declaration
- electromagnetic emission

RF emissions CISPR 11
ETSI EN 301489-1
ETSI EN 301489-3
IEC 60601-1-2

EN 55022

Group 1

The device uses RF energy only for

its internal function. Therefore, its RF
emissions are very low and are not likely
to cause any interference in nearby
electronic equipment.

RF emissions CISPR 11
ETSI EN 301 489-1
ETSI EN 301489-3
IEC 60601-1-2:2014
EN 55022

Class B

The device is suitable for use in all
establishments, including domestic
establishments and those directly
connected to the public low-voltage power
supply network that supplies building used
for domestic purposes.

FCC Title 47 CFR Part
15, subpart Band C

15B: Class B

This device complies with Part 15 of the
Federal Communications Commission
(FCC) Rules. The FCC ID for this device is
reported on the device label. Operation is
subject to the following two conditions:

« This device may not cause harmful
interference.

* This device must accept any
interference received, including
interference that may cause undesired
operation.

« Changes or modifications not expressly
approved by the party responsible
for compliance could void the user's
authority to operate the equipment.

Harmonic emissions
ETSI EN 301 489-1
ETSI EN 301489-3
IEC 60601-1-2

EN 61000-3-2

Applicable for
the battery
charger
connected

to the device,
covered by
Telecom
Requirements

Battery Charger <75 watt. No limits apply.
Therefore the charger is in compliance
with Harmonic requirements.



Voltage fluctuations

and flicker

ETSIEN 301489-1
ETSI EN 301489-3

IEC 60601-1-2
EN 61000-3-3

Electromagnetic

Applicable for
the battery
charger
connected

to the device,
covered by
Telecom
Requirements

13.56 MHz RFID

Device's charger is assumed not to
generate Voltage Fluctuations and Flicker
and is therefore deemed to comply
without testing. EN 61000-3-3, clause 6.1.
“Tests need not be made on equipment
which is unlikely to produce significant
voltage fluctuation and flicker.”

13.56 MHz RFID device.

compatibility and device

radio spectrum o ) )
The device is equipped with a RFID

matters Transmitt R/W circuit operati ive t :
) ransmitter circuit operating on passive tags !
\F'/IS6I1EN 300 330-2 technical at a frequency of 13.56 MHz and is

therefore classified as an inductive E
application, of which the parameters E
to comply with are described in the :
Electronic Communication Committee ;
recommendation ERC/REC 70-03. ;

characteristics:
Product Class 1

Receiver
classification:
Receiver Class 3

Information to the User (FCC Title 47 CFR Part 15.105 (b))

Note: This equipment has been tested and found to comply with the limits for a Class
B digital device, pursuant to part 15 of the FCC Rules. These limits are designed 5
to provide reasonable protection against harmful interference in a residential |
installation. This equipment generates, uses and can radiate radio frequency |
energy and, if not installed and used in accordance with the instructions, may cause :
harmful interference to radio communications. However, there is no guarantee that
interference will not occur in a particular installation. If this equipment does cause
harmful interference to radio or television reception, which can be determined

by turning the equipment off and on, the user is encouraged to try to correct the
interference by one or more of the following measures:

« Reorient or relocate the receiving antenna.

 Increase the separation between the equipment and receiver.

« Connect the equipment into an outlet on a circuit different from that to !
which the receiver is connected. :

+ Consult the dealer or an experienced radio/TV technician for help. 5
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