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Section 1. Getting Started

Device settings

There are five Device settings for easypod:

Date & Time
Sound

Name

Welcome picture
Language

To change a Device setting:

1. Select “Menu”. kChange ‘ Back)

2. Use the “¥" key to highlight
“Device settings” (10a).

3. Select “Open” to view the
Device settings menu.

4. Follow the instructions on pages 11-13 for the
Device setting you would like to change (10b).

5. Once your setting is changed, select “Back” and
then “Exit” to return to the Welcome screen.
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Section 1. Getting Started

Device settings

Date & Time
1. Open the “Device settings” menu (11a). Device settings
“Date & Time"” will be highlighted. SO Date & Time

2. Select “Change” to open the
“Date & Time"” menu (11b).

3. To change the appearance of the date
and time, use the “\" key to highlight
“Format” (11c). Change &  Back

. Select “Change”.

5. Use the “J” key to highlight “dd/mm/yy 24h”,

“mm/dd/yy am/pm” (US standard format),

Device settings

Format

or "yy/mm/dd 24h". — Change date
Select “OK".

7. To change the date, use the “\” key to
highlight “Date” (11d). 07/04/00

Select “Change”.

9. Use the “OK” button to move the cursor under 4  Back
the part of the date you would like to change,
and use the “1N" key to change the numbers (11e).

10. When the correct number appears, select “OK” to move to the next number.
11. Continue pressing “OK” until you return to the “Date & Time ” menu.

To change the time, use the “¥” key to highlight “Time”. Select “Change”. Use the same steps to
change the time as you used to change the date.

Note: Each time the batteries are removed, easypod will prompt you to change the date and time.
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Section 1. Getting Started

Device settings

Sound
1. Open the “Device settings” menu (12a).

2. Use the “J" key to highlight
"Sound” (12b).

3. Select “Change” to open the
“Sound” menu. The current setting
will be highlighted.

4. Use the “V" key to choose “On”
or “Off” (12¢).

5. Select “OK".

Device settings

Device settings

Nam
ame 12d Enter your name

1. Open the “Device settings” menu (12d).

2. Use the “V" key to highlight Device settings
“Name” (12e).

3. Select “Change” to open “Name”.

easypod

Use the “OK” key to move the cursor Device settings
under the letter you would like to
change, and use the “N" key to
scroll through the alphabet (12f).

5. When the correct letter appears, select
“OK"” to move to the next letter.

6. Continue pressing “OK” until you return
to the “Device settings” menu.
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Section 1. Getting Started

Device settings

Welcome picture 13a Select a Welcome picture

1. Open the “Device settings” : -
Device settings
menu (13a). Welcome picture

2. Use the “V” key to highlight
“Welcome picture” (13b).

easypod

3. Select "Change" to open “Welcome Device settings

picture”. The current Welcome
picture will appear. 3

4. Use the “V" key to scroll through
the pictures (13c).

Welcome picture

Back

5. Select “OK"” when your choice appears.

Language
1. Open the “Device settings” menu (13d).
2. Use the “\" key to highlight Device settings

Language

“Language” (13e).

3. Select “Change” to open the

“ " English
Language” menu. The current =

Device settings

setting will be highlighted. Language

4. Use the “V" key to scroll through
the language options (13f).

5. Select “OK” when your language
choice is highlighted.
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Section 3. Maintenance, Care, and Handling of easypod™

H. Frequently asked questions (continued)

What if | lose the empty needle cap?

The empty cap is necessary to detach the used needle safely. If you no longer have an empty cap,
you should contact your healthcare provider or Connections For Growth® at 800-582-7989.

What if | start a new injection within 12 hours of my last injection?

If you try to inject within 12 hours of your last injection your easypod will display a reminder
“Injection completed today. Continue?” Select “Yes” if you wish to continue with the injection.

What if | drop my easypod?

easypod has a self-checking mechanism to ensure mechanical problems will not lead to dosing
errors. If you have dropped easypod and it still turns on, continue use of easypod. In the event of a
mechanical problem, easypod will shut down automatically.

What if | drop my easypod and the cartridge breaks?

If a cartridge breaks inside your easypod, you should stop using it immediately. The electronics
or mechanics may be damaged by the liquid or pieces of broken glass. Contact your healthcare
provider or CFG by calling 800-582-7989, to replace your easypod.

What if | cannot open the cartridge door?

The cartridge door can only be opened when the cartridge is empty and easypod is turned on.
If you need to remove an in-use cartridge (e.g., for traveling), see “Manual removal of an in-use
cartridge”, page 31.

What if the date or time is not correct?

You can change the date or time on easypod. See “Date & Time"”, page 11.
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Section 4. Technical Information about easypod™

Specifications

EMD Serono, Inc. C €
One Technology Place
Rockland, MA 02370 0086

Model name: easypod™

Weight: 280g (10.3 02)

Dimensions: H: 128mm x W: 66mm x D: 36mm (H: 5in x W: 2.6in x D: 1.4in)

Voltage supply: 6VDC

Supply: 4 x AAA/LRO3; 1.5VDC batteries - Energizer Lithium Ultimate (or e2). (Or high-quality alkaline batteries, recommended
brands: Varta Power One, Varta High Energy, Varta Maxitech, Philipps PowerLife, Duracell Procell, Duracell Ultra M3).

Battery life: approx. 10 months with lithium batteries and 6 months with alkaline batteries.

Serial number: number with 16 digits printed below the bar code on the device label (under the rear cover).
Classification: MDD 93/42 CEE Class lla

21 CFR 880.58608 Class Il

IP20 (easypod not protected against water spillage)

Applied part type B 'k

Electromagnetic compatibility in accordance with EN60601-1-2 (see EMC tables beginning next page).
Operating environment: 2°C to 30°C (36°F to 86°F), 20%RH to 90%RH, 800hPa to 1060hPa.
Storage condition,

(without batteries/cartridge):  -20°C to 60°C (-4°F to 140°F), 20%RH to 75%RH, 800hPa to 1060hPa.

Memory: All data (except date and time) is stored permanently in easypod.
Cartridge: Saizen® [somatropin (rDNA origin) for injection] 3mL cartridges.
Maximum injection volume: 0.8mL.

Dose accuracy: +/-10% for dose above 0.25mL and +/-0.025mL for dose below 0.25mL.
Needles: Serofine™ needles 0.33x12mm (29 G x %") or 0.30x8mm (30 G x 5/16").

Opening easypod will void any guarantee.
Repair to be performed only by authorized companies.

Explanation of easypod symbols

& Refer to accompanying s Do not freeze w.  Refrigerate device
documents /ﬂ/ after use
@ Power on/off ——— DC -
. . Applied part type B
a Dispose of safely according 't (elljs ctric [5 iso /gﬁtj'on )

to your local regulations
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Section 4. Technical Information about easypod™

Electromagnetic Compatibility Tables

Medical electrical equipment needs special precautions regarding EMC (electromagnetic
compatibility) and needs to be used according to the EMC information provided below.
Portable or mobile RF communications equipment (e.g., mobile phones, pagers...) can
affect easypod.

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

Guidance and manufacturer’s declaration - electromagnetic emission

Emissions test Compliance Electr ic envir - guid
RF emissions CISPR 11 Group 1 easypod uses RF energy only for its internal function. Therefore, its RF emissions
P are very low and not likely to cause interference in nearby electronic equipment.
RF emissions CISPR 11 Class B
Harmonic emissions Not applicable easypod is suitable for use in all establishments, including domestic establishments
IEC 61000-3-2 PP and those directly connected to the public low-voltage power supply network that
Voltage fluctuations / flicker supplies buildings used for domestic purposes.

emissions I[EC 61000-3-3 Not applicable

Guidance and manufacturer’s declaration - electromagnetic immunity

1 test IEC 60601 test level Complia level Electr ic envir - guid
Electrostatic discharge (ESD) + 6 kV contact + 8 kV contact Floors should be wood, concrete or
IEC 61000-4-2 =8 kV air + 15 kV air ceramic tile. If floors are covered with

synthetic material, the relative humidity
should be at least 30%.

Electrostatic transient / burst + 2 kV for power supply lines | Not applicable Not applicable
IEC 61000-4-4 + 1 kV for input/output lines

Surge IEC 61000-4-5 + 1 kV differential mode Not applicable Not applicable

+ 2 kV common mode

Voltage dips, short interruptions Not applicable Not applicable Not applicable
and voltage variations on power

supply input lines IEC 61000-4-11

Power frequency (50/60 Hz) Not applicable Not applicable Not applicable
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Section 4. Technical Information about easypod™

Electromagnetic Compatibility Tables (continued)

Magnetic field

IEC 61000-4-8
Portable and mobile RF communications equipment should be used no
closer to any part of easypod, including cables, than the recommended
separation distance calculated from the equation applicable to the
frequency of the transmitter.
Recommended separation distance:
3,5
d =[P 150 khz to 80 MHz
i
3,5
) d =[>21VP 80 kHz to 800 MHz
Conducted RF 3Vrms Not applicable E
IEC 61000-4-6 150 kHz to 80 MHz 7
10 V/m d =[P 800 kHz to 25 Ghe
Radiated RF 3V/m 26 MHz to !
IEC 61000-4-3 80 MHzto 2,5 GHz | 2,5 GHz where Pis the maximum output power rating of the transmitter in watts

(W) according to the transmitter manufacturer and d is the recommended
separation distance in meters (m).”

Field strengths from fixed RF transmitters, as determined by an
electromagnetic site survey® should be less than the compliance level in
each frequency range.”

Interference may occur in the vicinity of equipment marked with the

following symbol:
o

A

NOTE 1: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from
structures, objects and people.

a) Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios, amateur
radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess the electromagnetic
environment due to fixed RF transmitters, an electromagnetic site survey should be considered. If the measured field strength in the
location in which easypod is used exceeds the applicable RF compliance level above, easypod should be observed to verify normal
operation.

If abnormal performance is observed, additional measures may be necessary, such as reorienting or relocating easypod.

b) Over the frequency range 150 kHz to 80 MHz, field strengths should be less than [V1] V/m.
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Section 4. Technical Information about easypod™

Electromagnetic Compatibility Tables (continued)

Recommended separation distances between
portable and mobile RF communications equipment and easypod

easypod is intended for use in an electromagnetic environment in which radiated RF disturbances are controlled. The user of easypod
can help prevent electromagnetic interference by maintaining a minimum distance between portable and mobile RF communications
equipment (transmitters) and easypod as recommended below, according to the maximum output power of the communications

equipment.
Separation distance according to frequency of transmitter (m)
Rated maximum output of 35 35 7
transvrvniner d=[ ’;] WP 150 kHzto 80 MHz | d :[E}ﬁ 80 kHz to 800 MHz | d :[E]ﬁ 800 kHz to 2,5 GHz
0,01 Not applicable 0,04 0,07
0,1 Not applicable 0,11 0,22
1 Not applicable 0,35 0,7
10 Not applicable 1,11 2,21
100 Not applicable 3,56 7

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in meters (m) can be
estimated using the equation applicable to the frequency of the transmitter, where P is the maximum output power rating of the
transmitter in watts (W) according to the transmitter manufacturer.

NOTE 1: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from
structures, objects and people.
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easypod,

This easypod™ Instructions For Use was developed by EMD Serono, Inc., One Technology Place, Rockland, MA 02370.
©2007 EMD Serono, Inc.  All rights reserved. Printed in U.S.A.  www.saizenUS.com  SI 07-XXXX 3/07
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