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Indications for use

The Medtronic Extended infusion set is indicated
for subcutaneous infusion of medication
administered by an external pump. The infusion set
is indicated for single use.

Description

The Medtronic Extended infusion set has a
90-degree soft cannula. It is delivered ready

to use in a pre—loaded insertion device with
automatic needle retraction. It is provided sterile
and nonpyrogenic.

Intended use

The infusion set is indicated for subcutaneous
infusion of insulin in the treatment of diabetes
mellitus. Refer to the Medtronic insulin pump user
guide for a list of compatible insulins and infusion
sets.

Contraindications

This infusion set is indicated for subcutaneous use
only. Do not use the infusion set for intravenous
infusion. Do not use the infusion set with blood or
blood products.

General instructions

The infusion set may be worn for a maximum of
seven days, or according to the insulin labeling,
whichever duration is shorter.

If the infusion set is being used for the first
time, do the first set—up in the presence of a
healthcare professional.

Warnings

Do not use the infusion set if the package is
opened or damaged. An opened or damaged
package may be contaminated. This can cause

an infection.

Do not use the infusion set beyond seven days
as this may cause inaccurate insulin delivery,
infection, or site irritation.

Do not use the infusion set beyond the Use-by
date, or if the package is opened or damaged,
as sterility may be compromised.

Do not use the infusion set if the disconnect
cover is removed. Use a new infusion set
instead. One purpose of the disconnect cover
is as a safety feature against accidental firing of
the insertion device which could cause injury.
Do not change the infusion set just before
bedtime unless blood glucose can be checked
one to three hours afterwards.

Do not put alcohol, disinfectants, perfumes,
deodorants, cosmetics, or other substances with
solvents on the infusion set. These substances
may damage the integrity of the infusion set.
Never point the insertion device toward any
body part where insertion is not desired.
Always rotate the insertion site when changing
the infusion set. Reusing an insertion site too
often may cause scarring and unpredictable
insulin delivery. Review the pump user guide on
how to rotate insertion sites.

Check the insertion site often through the clear
window. Improper insertion and maintenance of
the insertion site can cause inaccurate insulin
delivery, infection, or site irritation. Replace the
infusion set at a new site if the soft cannula is
not properly inserted.

Check the cannula housing and tubing for blood.
Blood may cause insufficient insulin delivery.
This may result in high blood glucose. Replace
the infusion set at a new site if there is blood.

® Fill the tubing completely with insulin before
insertion. Do not leave air in the tubing. An
uncontrolled amount of insulin may be delivered
if air is present.

Check the tubing for clogs or leaks if a blood
glucose reading is high. Clogs or leaks may
restrict insulin delivery and result in high blood
glucose. Replace the infusion set even if a clog
or leak is suspected, but not found.

® Do not attempt to clear air or an occlusion in
the tubing while it is connected to the body. An
uncontrolled amount of insulin may be delivered.
This can cause high or low blood glucose.
Disconnect the tubing before adjusting it.

Do not reuse the infusion set. Reuse of the
infusion set may cause damage to the cannula
or needle and may lead to infection, site
irritation, or unpredictable insulin delivery.

If insulin or any other liquid gets inside the
tubing connector, it can temporarily block the
vents that allow the pump to properly fill the
infusion set. This may result in the delivery
of too little or too much insulin, which can
cause hyperglycemia or hypoglycemia. If
this occurs, start over with a new reservoir and
infusion set.

For no delivery or Insulin Flow Blocked alarms,
refer to the pump user guide.

Do not use the reservoir or infusion set if either
is damaged while connecting. A damaged
reservoir or infusion set may cause too little
delivery of insulin due to leakage, which may
cause hyperglycemia.

Precautions
® Do not use another type of infusion set without
consulting a healthcare professional for correct



handling. A healthcare professional should
always be consulted when choosing an infusion
set.

Choose insertion sites as recommended by

a healthcare professional. The choice of site
depends on treatment and patient-specific
factors such as body composition and physical
activity level.

Check that the insertion site is free of skin
irritation, such as redness, scar tissue, or
bleeding. Do not insert the infusion set into
muscle or over bone. Doing so can cause pain
or may damage the infusion set. If the infusion
set is improperly inserted, replace the infusion
set and insert at a new site.

If needed, remove body hair around the
insertion site to ensure that the adhesive sticks
to the skin.

Do not use an insertion site located under

a belt or waistband, or where the site is
constrained by clothing or accessories.
Insertion at these locations can cause
disconnection of the infusion set and
interruption of insulin delivery, and lead to
hyperglycemia.

Do not reposition the infusion set on the

body after the adhesive is placed on the skin.
Repositioning the infusion set may damage
the adhesive. Replace the infusion set if the
adhesive is damaged.

Always check blood glucose one to three
hours after inserting a new infusion set, or after
changing the reservoir while using the same
infusion set. This will confirm that the amount
of insulin being infused is having the intended
effect on blood glucose levels.

Check blood glucose several times throughout
the day or as recommended by a healthcare
professional.

Consult a healthcare professional for how to
correct for missed insulin and for how much
time the pump can remain disconnected.

Storage and disposal

® Store infusion sets in a cool, dry location at
room temperature. Do not store infusion sets in
direct sunlight, or in high humidity.

Store and handle insulin according to the
manufacturer’s instructions.

Dispose of the insertion device in a proper
sharps container according to local laws.
Dispose of a used infusion set according to
local regulations for biohazordous waste.

Serious incident

® |f, during the use of this device or as a result of
its use a serious incident has occurred, please
report it to the manufacturer and a national
authority.

Warranty

B For product warranty information,
please contact a local Medtronic support
representative, or visit:
www.medtronicdiabetes.com/warranty

Additional information for the

healthcare professional

® Consider treatment and patient—specific factors
when choosing an insertion site.

® The length of the soft cannula should be based
on treatment and patient factors such as
physiology and activity level. If the soft cannula
is too long, insertion pain or insertion into the

bone or muscle may occur. If the soft cannula
is too short, leakage or irritation at the insertion
site may occur. In both cases, the infusion
must be stopped and a new soft cannula with
a different length must be inserted at a new
insertion site.

Inform the patient that the selection of an
insertion site is dependent on cannula length.
© 2020 Medtronic. All rights reserved. Medtronic logo and Further,
Together are trademarks of Medtronic. All other brands are trademarks of
a Medtronic company.




Components
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A. Top button H. Paper backing
B. Disconnect I. Adhesive
cover J. Tubing

C. Insertion device connector

D. Raised arrows K. Tubing
indicating .
tubing direction L. Site connector

E. Clear window M. White cap for
site connector

F. Cannula
housing

G. Soft cannula

Instructions for use

® Read all instructions carefully before using the
Medtronic Extended infusion set.

Consult the pump user guide for important
information about pump therapy prior to
connecting the infusion set. This information
includes connection and filling procedures,
possible errors, and potential risks related to
pump therapy.

Follow good hygienic procedures. If this infusion
set is being used for the first time, perform the
first set-up in the presence of a healthcare

professional.

Inserting infusion set into body
Unfold the front cover of this booklet to view
images that are keyed to the steps below.

1.
2.

Wash hands with soap and water.

Select a recommended insertion site (shown
in gray) and as indicated by a healthcare
professional.

Clean the insertion site with a disinfectant

as directed by a healthcare professional.
Allow to air dry before inserting the infusion
set. Remove hair around the insertion site

to ensure the adhesive sticks to the skin if
needed.

Open the package and remove the paper
from the tubing.

Place the tubing connector on the top of a
newly filled reservoir. If a MiniMed tubing
connector is in use, twist the tubing connector
clockwise until it locks in place.

For the MiniMed tubing connector: If insulin
or any other liquid gets inside the tubing
connector, it can temporarily block the vents
that allow the pump to properly fill the infusion
set. This may result in the delivery of too
little or too much insulin, which can cause
hyperglycemia or hypoglycemia. If this
occurs, start over with a new reservoir and
infusion set.

Remove the white cap from the site connector
by (a) squeezing the sides of the site
connector then (b) pulling the white cap off.
Keep the white cap for later use.

Put the reservoir into the pump, then

completely fill the tubing with insulin as
instructed by the pump user guide. Do not
leave any air in the tubing. The tubing is
completely filled when drops of insulin are
seen coming out of the site connector.

8.  Remove the paper backing from the
adhesive. Be careful not to touch the
adhesive.

9. Remove the disconnect cover from the
insertion device by gently squeezing the
sides of the disconnect cover then pulling
it away from the insertion device. Keep the
disconnect cover for later use. The raised
arrows indicate the tubing direction.

10a. Stretch the skin until smooth. Then press the

insertion device against the skin.

Press the top button down completely to

insert the infusion set.

11.  Gently and carefully remove the insertion
device.
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12. Gently press the adhesive onto the skin with
one finger. Replace the infusion set if the
adhesive does not stick to the skin.

13. Gently hold the cannula housing steady with
one finger. Then push the site connector
straight into the cannula housing until it clicks.

14. Fill the soft cannula with insulin:

6 mm: 0.6 units (0.006 ml)

9 mm: 0.6 units (0.006 ml)
Dispose of the insertion device in an appropriate
sharps container according to local laws.
Keep the disconnect cover and the white cap for
use when the infusion set is disconnected.



Disconnecting from site

1. Wash hands with soap and water.

2. Gently hold the cannula housing steady with
one finger. Then (a) squeeze the sides of the
site connector and (b) pull the site connector
out of the cannula housing.

. Put the white cap on the site connector.

4. Put the disconnect cover on the cannula
housing. Then push the cover into the cannula
housing until it clicks.

Reconnecting to site

1. Wash hands with soap and water.

2. Use one finger to gently hold the cannula
housing steady. Then (a) squeeze the
sides of the disconnect cover and (b) pull
the disconnect cover out from the cannula
housing.

3. Remove the white cap from the site connector
by (a) squeezing the sides of the site
connector then (b) pulling the white cap off.
Ensure that there is no air in the tubing. If
there are air bubbles in the tubing: Fill the
tubing with insulin as instructed in the pump
user guide. Do not leave any air in the tubing.

4. Use one finger to gently hold the cannula
housing steady. Then, push the site connector
into the cannula housing until it clicks.

Reservoir change without set

change

1. Wash hands with soap and water.

2. Use one finger to gently hold the cannula
housing steady. Then (a) squeeze the sides of

w

the site connector and (b) pull it out from the
cannula housing.

. Remove the reservoir from the pump then (a)

remove the tubing connector from the reservoir
by turning the connector counter-clockwise.
Dispose of the used reservoir in an appropriate
container according to local laws. Do not
throw away the tubing. Set it aside on a clean
surface. For specific instructions on removing
reservoir from the pump, refer to the pump
user guide. (b) Place the tubing connector

on the top of a newly filled reservoir. Twist

the tubing connector clockwise until it locks

in place.

For the tubing connector, make sure there
is no liquid inside the tubing connector

or on top of the reservoir. Liquid can

block vents and cause inaccurate insulin
flow. This can result in high or low blood
glucose. If there is liquid, use a new
infusion set and a new reservoir.

. Put the reservoir into the pump. Ensure that

there is no air in the tubing. If there are air
bubbles in the tubing: Fill the tubing with
insulin as instructed in the pump user guide.
Do not leave any air in the tubing.

. Use one finger to gently hold the cannula

housing steady. Then, push the site connector
into the cannula housing until you hear a click.
Do not fill the cannula. When reconnecting
the infusion set following a reservoir-only
change, filling the cannula may result in the
delivery of too much insulin, which could
cause hypoglycemia.

Removing infusion set from body

1.
2.

Wash hands with soap and water.

Use one finger to gently hold the cannula
housing steady. Then (a) squeeze the sides
of the site connector and (b) pull the site
connector out of the cannula housing.

3. Remove the reservoir from the pump. Remove

the tubing connector from the reservoir by
turning the connector counter-clockwise. For
specific instructions on removing the reservoir
from the pump, refer to the pump user guide.

. Carefully lift the adhesive around the cannula

housing. Then, pull the soft cannula out of
the skin.
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Contacts:

Africa:
Medtronic South Africa and Southern
Africa
Office Reception Tel:
+27(0) 11 260 9300
Diabetes: 24/7 Helpline:
0800 633 7867
Sub-Sahara 24/7 Helpline:
+27(0) 11 260 9490
Africa:
Medtronic South Africa and Southern
frica
Office Reception Tel:
+27(0) 11 260 9300
Diabetes: 24/7 Helpline:
0800 633 7867
Sub-Sahara 24/7 Helpline:
+27(0) 11 260 9490

Albania:
Net Electronics Albania
Tel.: +355 697070121

Argentina:
Corpomedica S.A.
Tel.: +(11) 4 814 1333
Meditronic Directo 24/7:

+0800 333 0752

Armenia:
Exiol LLC
Tel.: +374 98 92 00 11
or +374 94 38 38 52

Australia:
Medtronic Australasia Pty. Ltd.
Tel.: 1800 668 670

Bangladesh:
Sonargaon Healthcare Pvt Ltd.
Mobile: (+91)-9903995417
or (+880)-1714217131

Belarus:
Zarga Medica
Tel.: +37517 336 97 00
+37529 613 08 08
+37517 215 02 89
Helpline: +74995830400
Belgié/Belgique:
N.V. Medtronic Belgium S.A.
Tel.: 0800-90805

Bosnia and Herzegovina:
“Novopharm” d.0.0. Sarajevo
Tel.: +387 33 476 444
Helpline: 0800 222 33

Epsilon Research Intern. d.0.0.
Tel.: +387 51 251 037
Helpline: 0800 222 33

Brasil:
Meditronic Comercial Ltda.
Tel.: +(11) 2182-9200
Meditronic Directo 24/7:
+0800 773 9200
Bulgaria:
RSR EOOD
Tel.: +359 888993083
Helpline: +359 884504344

Canada:
Medtronic Canada ULC
Tel: 1-800-284-4416 (toll free/sans frais)

Chile:
Medtronic Chile
Tel.: +(9) 66 29 7126
Medtronic Directo 24/7:
+1230 020 9750
Medtronic Directo 24/7 (From Santiago):
+(2) 595 2942

China:
Meditronic (Shanghai) Management
Co., Ltd.
Landline: +86 800-820-1981
Mobile Phone: +86 400-820-1981
Calling from outside China: +86 400-
0-1981
Colombia:
Meditronic Latin America Inc. Sucursal
Colombia
Tel.: +(1) 742 7300
Meditronic Directo 24/7 (Landline):
+01800 710 2170
Meditronic Directo 24/7
(Cellular): +1 381 4902

Croatia:
Mediligo d.o.o.
Tel.: +385 1 6454 295
Helpline: +385 14881144

Medtronic Adriatic d.0.0.
Helpline: +385 1 4881120

Ceska republika:
Medtronic Czechia s.r.o.
Tel.: +420 233 059 111
Non-Stop Helpline (24/7):
+420 233 059 059
Zakaznicky servis (8:00 - 17:00):
+420 233 059 950
Danmark:
Medtronic Danmark A/S
Tel.: +45 32 48 18 00

Deutschland:
Medtronic GmbH
Geschéftsbereich Diabetes
Telefon: +49 2159 8149-370
Telefax: +49 2159 8149-110
24-Stdn-Hotline: 0800 6464633
Eire:
Accu-Science Ltd.
Tel.: +353 45 433000
Espaiia:
Medtronic Ibérica S.A.
Tel.: +34 91 625 05 42
Fax: +34 91 625 03 90
24 horas: +34 900 120 330

Estoni
/AB Medical Group Estonia Ltd
Tel.: +372 6552310
Helpline: +372 5140694

Europe:
Medtronic Europe S.A. Europe,
Middle East and Africa HQ
Tel.: +41 (0) 21-802-7000

France:
Medtronic France S.A.S.
Tel.: +33 (0) 1 55 38 17 00

Hellas:
Medtronic Hellas S.A.
Tel.: +30 210677-9099

Hong Kong:
Medtronic Hong Kong Medical Ltd.
Tel.: +852 2919-1300
To order supplies: +852 2919-1322
24-hour helpline: +852 2919-6441

India:

India Medtronic Pvt. Ltd.

Tel.: (+91)-80-22112245 / 32972359

Mobile: (+91)-9611633007

Patient Care Helpline: 1800 209 6777
Indonesia:

Meditronic International Ltd.

Tel.: +65 6436 5090 or +65 6436 5000

Israel:
Medtronic Trading Ltd.
Tel: +972-9-9724400
Tel (product support - 8:00-17:00):
+972-9-9724489
Helpline: (weekends & holidays):
1-800-611-888

Italia:
Medtronic Italia S.p.A.
Tel.: +39 02 24137 261
Fax: +39 02 24138 210
Servizio assistenza tecnica:
N° verde: 800 60 11 22

Japan:

Medtronic Japan Co. Ltd.

Medtronic Japan

24hr. Support Line: 0120-56-32-56

BAHAARFOZ R

24 B R— 1 54>/:10120-56-32-56
Kazakhstan:

Medtronic BV in Kazakhstan

Tel.: +7 727 321 13 30 (Almaty)

KpyrnocyTouHas NH1s NopaepKkm:
8800 080 5001

Kosovo:
Yess Pharma
Tel.: +377 44 999 900
Helpline: +37745888388

Latin America:
Medtronic, Inc.
Tel.: 1(305) 500-9328
Fax: 1(786) 709-4244
Latvija:
RAL SIA
Tel.: +371 67316372
Helpline (9am to 6pm): +371 29611419

Lithuania:
Monameda UAB
Tel.: +370 68405322
Helpline: +370 68494254

Macedonia:
Alkaloid Kons Dooel
Tel.: +389 23204438

Magyarorszag:
Medtronic Hungaria Kft.
Tel.: +36 1 889 0688

Malaysia:
Medtronic International Ltd.
Tel.: +603 7946 9000

México:
Medtronic Servicios S. de R. L. de C.V.
Tel. (México DF): +(11) 029 058
Tel. (Interior): +01 800 000 7867
Medtronic Directo 24/7 (from México
DF): +(55) 36 869 787
Medtronic Directo 24/7:
+01800 681 1845

Middle East and North Africa:
Regional Office
Tel.: +961-1-370 670

Montenegro:
Glosarij d.o.0.
Tel.: +382 20642495

Nederland, Luxembourg:
Medtronic B.V.
Tel.: +31 (0) 45-566-8291
Gratis: 0800-3422338

New Zealand:
Medica Pacifica
Phone: 64 9414 0318
Free Phone: 0800 106 100

Norge:

Meditronic Norge A/S

Tel.: +47 67 10 32 00

Fax: +47 67 10 3210
Philippines:

Medtronic International Ltd.

Tel.: +65 6436 5090 or +65 6436 5000

Poccus:
000 «MeaTpoHmK»
Tel.: +7 495 580 73 77
KpyrnocyTouHas nuH1s noanepxku:
8800 200 76 36

Polska:
Medtronic Poland Sp. z 0.0.
Tel.: +48 22 465 6934

Portugal:
Medtronic Portugal Lda
Tel.: +351 21 7245100
Fax: +35121 7245199

Puerto Rico:
Medtronic Puerto Rico
Tel.: 787-753-5270

Republic of Korea:

Medtronic Korea, Co., Ltd.
Tel.: +82.2.3404.3600



Romania:
Medtronic Romania S.R.L
Tel.: +40 372188017
Helpline: +40 726677171

Schweiz:
Medtronic (Schweiz) AG
Tel.. +41(0) 31 868 0160
24-Stunden-Hotline: 0800 633333
Fax Aligemein: +41 (0)318680199

Serbia:
Epsilon Research International d.0.o.
Tel.: +381 113115554

Meditronic Serbia D.o.0.

Helpline: +381 112095900
Singapore:

Medtronic International Ltd.

Tel.: +65 6436 5090 or +65 6436 5000

Slovenija:
Zaloker & Zaloker d.0.0.
Tel.: +386 1542 51 11
24-urna tehni¢na pomog:
+386 51316560

Slovenska republika:
Medtronic Slovakia, s.r.0.
Tel.: +421 26820 6942
HelpLine: +421 26820 6986zilben

Sri Lanka:
Swiss Biogenics Ltd.
Mobile: (+91)-9003077499
or (+94)-777256760

Suomi:
Meditronic Finland Oy
Tel.: +358 20 7281 200
Help line: +358 400 100 313

Sverige:
Medtronic AB
Tel.: +46 8 568 585 20
Fax: +46 8 568 585 11

Taiwan:
Medtronic (Taiwan) Ltd.
Tel.: 02-21836000
Toll Free: +886-800-005285

Thailand:
Medtronic (Thailand) Ltd.
Tel.: +662 232 7400
Tirkiye:
Medtronic Medikal Teknoloji
Ticaret Ltd. Sirketi.
Tel.: +90 216 4694330

Ukraine:
TOB «MearpoHik Yipaikan,
Ninis Uinoao6oBOI NIATPUMKM:
Ten.: 0 800 508 300
USA:
Meditronic Diabetes Global
Headquarters
24-Hour Technical Support:
+1-800-646-4633
To order supplies: +1-800-843-6687

United Kingdom:

Medtronic Ltd.

Tel.: +44 1923-205167
Osterreich:

Meditronic Osterreich GmbH

Tel.: +43 (0) 1240 44-0

24 - Stunden — Hotline: 0820 820 190
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