wod 'wnJaypau MMM

Insulin Pump System Overview

PDM Settings
Basal Settings

Bolus Settings

Start a new Patch

S Ul AN =

Read Pump

Temp Basal

Manual Bolus

Food Bolus Calculator

Suspend & Resume

Deactivate the Patch

Alerts & Emergency Kit
Your Personal Settings

Medtrum Simplifying Diabetes

11
12
13
14
15
16



Insulin Pump System Overview

The Personal Diabetes Manager (PDM)

1

Pump Base Reservoir Patch

s—A~
1. Power button
2. Home Key (Software Key)
3. Charging Port
4. Sound Hole
0 2 5. Indicator light

4 3

Your ultra-thin Patch Pump is composed of a reusable Pump Base (MD0201) and a disposable Reservoir Patch
(MD0200) which stores up to 200 U of insulin and lasts for up to 3 days.

The Pump Base stores delivery settings and sends data to the PDM via Bluetooth Low Energy(communication
range 4 meters without blocking).

The Patch Pump (Base and Patch connected) is waterproof at 8 feet (2.5 meters) for 60 minutes (IP28).

Store the Pump Base and Reservoir Patch at temperatures between -10°C (14°F) and 55°C(131°F).

Charge PDM
The PDM requires an AC adapter with

an output of DC 5.0V . Er]l;):’gcils]zrged
Not charging
I~ Battery low
— Battery empty
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PDM Settings

1. Turn on/off the PDM

+ Turn-on - Long-press the power button, a green light will flash.

+ Turn-off - Long-press the power button for about 2 seconds, then slide to
power off. Or long-press the power button for about 8 seconds.

2. Wake the PDM

When the screen goes black, press the power button

and then slide to unlock

3. Select language and country

4. Set time and date

Note: You can only change the
date and time when there is

no activated Reservoir Patch.

5. Bolus Calculator

Refer to Page 5
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6. Set audio options

Main Menu = Settings = General 2 Audio Options

If you set the audio option to Audio off /Vibrate off, your
PDM only vibrates when a serious Alarm occurs.

[

Audio
Vibrate

18:54 3¢
< Audio Options

[ @
[ @

7. Set display settings

Main Menu = Settings = General = Display

Itis recommended for new users to set backlight time as

2 minutes

Backlight
Brightness

- 1718 3¢

< Display

30 sec

PDM Settings

8. Find Pump Base SN

You can find the Pump Base SN on the product box or
on the back of the Pump Base.

E E Pump Base Pomphouder
Base de Pompe Pumpedelen
"‘? Pumpenbasis Pumpe Base

Base microinfusore Pumppuosa
Base de bomba Pump Bas

E7 MD0201 Pompa initesi Szivattyl alap
Bomba Base Zakladna pumpy
ﬁ'E Baza pomp Baon Avihlag
Fic

[=]-=3

(0108871123880857
(21PCO0COC00

" Medtrum Technologies Inc P28 [#] c€ 0197

7F, Building 8, No. 200, Niudun Road, Shanghal 201203, China SN:
m m;:ﬂza‘3’4781 wwwmedtrum.com e ao XXXXXXXX \
Niverheldsweg 17, 5683 CJ Best. The Netherdands "™ f g0 |
Tel: 431 (0) 498745037 [=1]

PN BT LAMYAT 100 EEAMDO201 ‘

9. Enter Pump Base SN
Main Menu 2 Patch =& Pump Base SN

Tap ------ to enter SN manually
_ 18:48 ¢ - 18:48 3¢ - 18:49 34
< Patch < PumpBase SN _
Pump Base SN > | > Geee] bone
Search > - D E F
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Basal Settings

Main Menu = Settings = Insulin Pump =» Basal Setup

1. Max Basal - 16:07 ¢ == | mm 16:07 ¢ - 1607 M || e 1807 ¢ =
Tap the Max Basal rate to edit it L4 Basal Setup < Select Pattern < Standard 0.00U UH
Edit Basal > || Standard 13.70Uw f Start End UMH 6 e
2. Edit Basal Pattern Basal Review > || Exercise 0.00U 00:00 23:59
. s P T s i L
1. Tap Edit Basal, then select the Pattern to edit it resetTemp Setup > Holiday 0.00u 0 .00
Max Basal 2.00UM | sick 0.00U a e
2. Set basal rate Pattern A 0.00U
+ Tap blue U/H field to set the Basal rate. Pattem & 000U || +Add time segment [ Done |
* You can set a basal rate between 0 and the Max
Basal Rate with an increment of 0.05 U/H. w1607 MECT | mm 1607 6 | we o qgg7 e =
3‘ Add Tlme Segment < Standard 0.00U Time < Standard 13.70U
. Start End UMH Start End UH
+ Tap +Add Time Segment to add a new segment. e © e
00:00 23:58 0.00 07:30 12:30 0.85
* You can set up to 48 segments for each day. 00:30 1230 1800 050
4. Delete Time Segment e 16:00 20:00 080
. 20:00 2359 055
+ Slide to left on each segment, tap Delete. The start _ :
z time of next segment will be adjusted Fhdd tme segment R | | actime sogmen
§ + Slide on segment back to right to cancel deleting
o - 1607 ¢ = | | Wm qgp7 M =
o .
g > Scroll up and down to review all segments < Standard 15.55U < Standard 13.70U — 24 Hour Total
E 6. Tap B to save the settings Stat  End UM Stat  End UM
o
00:00 03:00 055 07:30  12:30 065
3 Note: Recheck all the numbers you entered to make
. 03:00 09:00 0.85 12:30  16:00 0.50
sure that they are the intended values.
0 19:00 0.70 PEEE 18:00 20:00 0.80
3. Select a Basal Pattern 19.00 2359  0.80 20:00 2358 055
+Add time segment +Add time segment

Main Menu = Basal =& Select Pattern
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Bolus Settings

Main Menu = Settings=> Insulin Pump = Bolus Setup

- 15:51 ¢ =
1. Max Bolus < Bolus Setup
o Bolus Calc Set
Tap the Max Bolus to edit it olus Calc Setup. >
Preset Bolus Setup >
Max Bolus 10.00U
2. Set up the Bolus Calculator e T aE T hh wEE m wE [ e s
« Turn on/off the Bolus Calculator < Bolus Calculator < IC Ratios < Insulin Sensitivity < BG Target
. Start  Insulin  Carbs Start  Insulin BG Start Low High
* SetlICratios Bolus Caleulator @ || () (@ (hhmm) (W)  (mmoliL) | (hhmmj (mmoliL) (mmoliL)
+  Set Insulin Sensitivity IC Ratios >| o000 1 13 00:00 1 26 0000 56 68
Insulin Sensitivity > osoo 1 9.0 06:00 1 30 0600 56 68
* Set BG target
BG Target >
- Set IOB Time (Active Insulin Time) |0B Time 03-00
+Add time segment +Add time segment +Add time segment =
o
9
s
=
Part of the bolus amount =
3. Normal, Extended and Combo Bolus Bolus amount delivered  delivered immediately and ks
Entire bolus amount evenly over specified the remainder delivered S
4 delivered immediately time period evenly over time period g
! NORMAL EXTENDED COMBO 2
: BOLUS BOLUS BOLUS
INSULIN
i ]
I
I
Vo TIME - === === - oo mmeem o >
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Start a new Patch

o Select the infusion site

« Clean, less hair, no sweat, uncovered, enough fat
(at least 5mm thick), away from navel.

- A new infusion site should be at least 2.5 cm (1
inch) away from the last site.

+ If you choose an infusion site on your abdomen, -
back or buttocks, apply the Patch horizontally. m

« If you choose an infusion site on your upper arm

or thigh, apply the Patch vertically. ' .
'eN. apply verticaly Note: Please pay attention to the location of the

Sensor site and Patch site so that there is

. . . little communication interruption.
Q Prepare the infusion site

«  Wash your hands with soap and water.

« Clean the infusion site with an alcohol wipe to
enhance adhesion.

« Let the skin air dry completely.

o Connect Pump Base and Reservoir Patch
Main Menu = Patch @ New Patch

wod 'wnJaypau MMM

Insert the hooks and 7
connecter on the iy
Reservoir Patch all the - — The pump will beeps
way into the slots of the pt z four times

Pump Base. r
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Start a new Patch

e Fill the New Reservoir Patch

With the help of your healthcare provider, decide on the amount of insulin (70 U - 200 U) you need to insert
into the Reservoir Patch.

Warning: Do not inject air into the fill port. Doing so may result in unintended or interrupted insulin delivery.

1. Push air into the vial. 2. Fill the syringe with insulin.

Remove air
3. Keep the syringe vertical
) (O the Patch Pump, and
the needle inside the fill
port. Retract the plunger
to remove air bubbles.

4. Push the plunger

)) until you see a drop 5. Slowly fill the Reservoir
of insulin at the tip of = wh withinsulin
the needle
:
e Prime the Pump £
- 18:23 4 = %
Prime E
2
Press needle button z
Press bution cover. Then Do not start priming before
19 e o sartprime. -—) the needle button is >
pressed.

Medtrum Simplifying Diabetes 7



Start a new Patch

- 16:25 ¢ = - 16:25 ¢ =
Priming Attach & Insert
Please wait... Pr|m|ng takes about Remove button cover.
>> 3 minutes. - Attach Pump to body.

Press needle button.
Then tap Next.

Move PDM close to
Pump.

a Place the Patch

3. Press the Pump against 4. Run your finger around the
the skin entire edge of the adhesive pad

) 2 /(i 5
A‘ﬁ -—) J -

i , .

~—

1. Remove the safety lock 2. Peel off the adhesive liners

E
= 5.Press the needle button e Start Insulin Delivery
3 with one quick motion to
= completely insert the needle w1628 i w1700 s = - 1701 M
5 Activate Activating Completed
o
]
3 igie;zr::z:;etzi;:tel Activating Basal... Move Patch active.
‘ Patch activation. - PDM close to Pump. - Basal pattern is Standard.

®
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Read Pump

6 .
Home Screen Delivery Status
L 17:02 T g
1. Insulin Delivery Status
2.10B - Shape and Description
. ) 4.9 Color
3. Delivery details e
4. Pump RF Signal
5. Remaining insulin in Reservoir Grev rin Grey ring indicates that there is
6. Alarm/Alert 3 » yring no activated Pump.
0
5 e ——n
A oE 1500 1600 1700 ) Green ring represents the basal
- 10:16 Greenring deli
Status elivery.
Pump Status

DeliveryiToday @ )

—— A Slldg on the Home Screen from left Green ring with dark green part

been N to right to go to status screen Green and represents Temp Basal, the dark

dark green o '
Other Status Info ring & green part indicates the
—— ® I > O progress of Temp Basal delivery.
: OC
Main Menu . “

Blue ring represents the Normal

Bolus Basal Suspend

OO0 00 |00

; Blue and dark Bolus, the dark blue part £
Slide on the Home Screen from E a ! Bor P S
right to left to go to main menu blue ring indicates the progress of £
Patch Sensar History deliVery. 2
w1336 . 5
< History a Purple and Purple ring represents the g
. Events  Essyloop  Settings P extend Bolus, the deep purple s
Pump History > dark purple L B
) part indicates the progress of S
Sensor History > Hi rng delivery.
PDM History > IStory i
Event Hi Main Menu = Histor ) )
ventistery ’ y Red rin Red ring represents the delivery
BG History > & suspend status.
Summary History >
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Temp Basal

Activate a Temp Basal
Main Menu = Basal & Temp Basal
With a Temp Basal you can adjust your Basal rate for a short time

Select a Basal type, rate or percent and duration

Cancel a Temp Basal
Main Menu = Basal = Cancel Temp Basal

Set Preset Temp Basal

Main Menu = Settings= Insulin Pump = Basal Setup =&
Preset Temp Setup

Activate a Preset Temp Basal
Main Menu = Basal = Preset Temp Basal

Medtrum Simplifying Diabetes

- 18:25 ¢ =
< Temp Basal

Current Basal 0.70U/H

- 18:26 ¢ =
< Temp Basal

Current Basal 0.70U/H

Rate(U/H) Percent ]

- 18:26 ¢ =
< Temp Basal
Start

18:26

End UiH

20:56 0355

Rate(U/H) 0_40 Percent 80%
Duration 04:00 Duration 02:30
Next Next

- 10:43 ¢ =

< Basal

Cancel TempBasal >

1100 M| e 11:00 4 =

< Preset Temp Setup
Heavy Ex

Medium Ex

Light Ex

Sick

Temp 1

VIiVIVIVIVIV

Temp 2

< Preset Temp Basal

Heavy Ex 0.70UiH >
Medium Ex 85% >
Light Ex 0.90UH >
Sick 0.70UH >
Temp 1 1.00UH >
Temp 2 140% >




Manual Bolus

o Main Menu = Bolus <& Manual bolus e Slide to deliver
- 18:43 i = - 13:02 e = - 1303 MWt =
< Bolus < Manual Bolus Manual Bolus
Bolus Calculator >
Manual Bolus > Start Bolus? Bolus: 0.25U
Preset Bolus > Normal BOIus 4.00U - -

Total: 4.00U

1 ] ©

o Set Bolus dose

- 447 ¢ =
- 13:03 ¢ = - 13:04 ¢ =
< Manual Bolus
< Manual Bolus < Manual Bolus
Set Bolus
- Start Bolus?
O_OOU Extended: 4.00U
. Extende.d Bolus | . B o
Normal Bolue Set durat|0n Duration 01:00
I0B: 0.00U 01:00
Next
e | Nex o &
- ________1 O
| :
e Set Bolus type 2
o]
- 449 M= Combo Bolus - 13:05 ¢ = - 13.05 ¢ = g
< Type < Manual Bolus £ Manual Bolus ;
Normal Bolus v Tap bl'ue/ purple SetBolus  4.00U Start Bolus? g
Etonded Bolue plus sign to set () o — Total: 4.000
prOpOFtlon Of Normal: Extended: Normal: 50% 2.00U
Combo Bolus 2,000 200U Extended:  50% 2.00U
Normal part and 50% 50% Duration 00:30
EXtended part Duration 00:30
Set duration o

Medtrum Simplifying Diabetes 11
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Food Bolus Calculator

o Main Menu = Bolus = Bolus Calculator

o Enter BG or
Carb,
or both

e Set Bolus dose
and Bolus type

- 18:43 e =

£ Bolus

Bolus Galculator 2

Manual Bolus >

Preset Bolus >

- 1307 e —

< Bolus Calculator

BG: 030U

7 . 8 mmaoliL

Carbs: 4400

40¢

!

- 13:07 M~
< Bolus Calculator

Set Bolus:

4.70u
Type
MNormal Bolus

Suggested: 4.70U
10B: 0.60U

Next

Medtrum Simplifying Diabetes

Normal Bolus

Extended Bolus

Set duration

Combo Bolus

Tap blue/purple
plus sign to set
proportion of
Normal part and
Extended part

Set duration

- 13:08 ¢

< Bolus Calculator

Start Bolus?

4.70U

O slide to deliver

- 13:08 46 =

Bolus Calculator

Bolus: 0.30U

Total: 4.70U

@

- 13112 e =

< Bolus Calculator

Extended: 4.70U

Duration

00:30

- 13:12 e =

< Bolus Calculator

Start Bolus?
Extended: 470U
Duration 00:30

- 1540 3¢ =
< Bolus Calculator
SetBolus 4.70U
©O——©
Normal: Extended:

2.35U 2.35U
50% 50%

Duration 00:30

- 15:41 4 =

< Bolus Calculator

Start Bolus?

Total: 470U
Normal: 50% 2.35U
Extended: 50% 2.35U
Duration 00:30




A Bolus is being delivered

Suspend
Main Menu =» Suspend

No Bolus is being delivered

Resume

——)

Main Menu = Resume

- 1428 4 =
14 Suspend
Bolus >
All >

l Al
- TS
14 Suspend
Time

00:15

Next

- 14:35 ¢ =
< Resume

Check BG. Slide to
resume Basal.

Bolus

Suspend & Resume

- 14:32 ¢ =

< Delivering Bolus

Extended: 0.05U 00:01

Set: 1.00U 00:30

- 14:34 ¢ =

< Delivering Bolus

Bolus: 0.350
—
Total: 1.00U

- 6:45 ¢ =

< Suspend

Slide to suspend delivery.

Bolus and Temp Basal
will be canceled.

5

- 14:37 ¢ =

Resume

Basal pattern is Standard.

- 645 4 =
Suspend
Suspended

Medtrum Simplifying Diabetes
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Deactivate the Patch

o Deactivate the Patch - 1553 = | 1555 ¢ = | | ww 15:55 3¢

i Deactivate Patch Deactivate Patch Deactivate Patch
Menu=> Patch=> Deactivate Patch < Deactivate Patc

Slide to deactivate Patch,
or tap the back arrow to
cancel.

Please wait... Deactivated

©

e Remove the Patch
 After the Reservoir Patch is deactivated, retract the needle with our release tool.
+ Gently remove the entire Patch Pump. Use a medical adhesive remover or baby oil if necessary.
+ Hold the both ends of the Pump Base and pull up the Pump Base to remove it from the old Reservoir Patch.

« Discard the old Reservoir Patch according to your local waste disposal regulations. Do NOT discard your Pump
Base. Itis reusable.

wod 'wnJaypau MMM

Warning: Once the Patch is removed from the skin, do not attempt to press the needle button again. Doing so will
result in injury.
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Alert

PDM Message

END OF SUSPEND

YN

Actions to Take

Check BG. Resume basal delivery if
necessary.

LOW RESERVOIR

Change Patch soon.

PATCH EXP IN 1 HOUR

Change Patch soon.

PATCH BATTERY LOW

Change Reservoir Patch soon.

Alarm (Medium Priority) A\

PDM Message
PATCH EXPIRED

Actions to Take
Change Patch. Check blood glucose.

EMPTY RESERVOIR

Change Patch. Check blood glucose.

EXCEEDS MAX TDD

Change Patch. Check blood glucose.
Check history.

Alarm (High Priority) @

www.medtrum.com

PDM Message
OCCLUSION DETECTED

Actions to Take

Change Patch. Check blood glucose.

PATCH ERROR

Change Patch. Check blood glucose.

PUMP BASE ERROR

Remove Pump. Contact customer support
Check blood glucose.

Alerts & Emergency Kit

Emergency Kit

Keep an emergency kit with you at all times to make
sure you have necessary supplies. Inform a family
member, co-worker, and/or friend where this
emergency kit is kept.

This kit should include but is not limited to:

* Fast-acting glucose tablets or gel

e BG monitoring supplies

e Urine ketone testing supplies

e Insulin syringe

e Rapid-acting U-100 insulin

e Extra Medtrum 2.0 mL Reservoir Patches
e Power Bank

 Instructions from your healthcare provider about
how much insulin to inject if pump delivery is
interrupted

e Alcohol wipes
e Glucagon emergency kit
e Emergency contact phone numbers

 If traveling, a copy of a letter from your healthcare
provider for airline security

Medtrum Simplifying Diabetes
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Your Personal Settings

Max Basal Rate:

Basal Pattern Name:

Basal Pattern Name:

Start Time Rate (U/H)  Start Time  Rate (U/H) Start Time Rate (U/H)  Start Time  Rate (U/H)

Heavy Exercise % or U/H

Medium Exercise % or U/H

Light Exercise % or U/H
Sick % or U/H

wod 'wnJaypau MMM

Temp 1 % or U/H

Temp 2 % or U/H

Temp 3 % or U/H
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Your Personal Settings

I:C Ratio Insulin Sensitivity

Start Time I:C (g Carb) Start Time ISF (mmol/L)
10 : g 10 : mmol/L
10 : g 10 : mmol/L
10 : g 10 : mmol/L
10 : g 10 : mmol/L
10 : g 10 : mmol/L
10 : g 10 : mmol/L
10 : g 10 : mmol/L

BG Target (mmol/L) Max Bolus: U
Start Time Low Limit High Limit
Active Insulin Time: :

www.medtrum.com
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Labelling requirements

This device complies with part 15 of the FCC Rules. Operation is subject to the following

two conditions:

(1) This device may not cause harmful interference, and (2) this device must accept any interference
received, including interference that may cause undesired operation.

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

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 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.

18 Medtrum Simplifying Diabetes


luolinli
打字机

luolinli
打字机

luolinli
打字机
Labelling requirements
This device complies with part 15 of the FCC Rules. Operation is subject to the following 
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(1) This device may not cause harmful interference, and (2) this device must accept any interference 
received, including interference that may cause undesired operation.  

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

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 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.
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RF warning for Portable device
The device has been evaluated to meet general RF exposure requirement.
The device can be used in portable exposure condition without restriction.

FCCID
Pump Base (MD0201) FCC ID: 2AARU-MD0201
PDM (FM-018) FCC ID: 2AARU-FM018

www.medtrum.com
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The device has been evaluated to meet general RF exposure requirement. 
The device can be used in portable exposure condition without restriction.


FCC ID
Pump Base (MD0201) FCC ID: 2AARU-MD0201
PDM (FM-018) FCC ID: 2AARU-FM018
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