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Please reter to the physician and patient manual for
instructions for use and detailed information regarding the
Medtronic Minikded Implantable Pump System.
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INTRODUCTION

The Medtronic Minibed Implantable Pump System iz a
sophisticaed combination of technologies deseloped to
address the requirements of continuous intraperitoneal insulin
delivery for patients wih Insulin Dependent Diabetes Melitus
(IDCM). The system is comprized of. Implantable Pump, Side
Port Catheter, Personal Pump Communicator, and accessory
avtince, reedle, template, and pipette. The pump and catheter
are designed for implartstion. The Persoral Pumgp
Cammunicator is desigred to provide the petiert avariety of
inzulin delrery options. The accessory tems are specifically
desigred to facilitate refill of the implanted pump and pump
furctions.

IMDICATIONS FOR LISE

The Medtronic Minibed Implantable Pump System iz indicated
for intraperitoneal administration of exogenous insulin in
patients with diabetes mellitus whao are ableto actisehy
participste in ther treatment program.

COMTRAIMNDICATICNS
The Minited Implartable Pump System is contraindicated in
patients wio:

+  Ape unwilling or unable to monitor their bloodglucoes level
at lesst four times per day.

+  Ape ynwdlling o unable to make programiming
modifications to the pump based on gluooss level
readings.

+  Are ureble or urevdlling to administer insulin by other
means if Necessary.

+  Ape urable or ureedlling to comphy swithithe cuidance and
ackvice of the treging physician and ather healthcare
pravicers.

+  Reside at or travel (other than by commercial aircraft) at
elevations above 5000 feet.

. Have ather medical o mental conditions which may place
the patient at risk.

- Are urwdlling or unabile to return for routine insulin refil
(approx. 2-3 months) according to dosace.

. Present currernt o history of sensitivity 1o titanium alloy or
zilicone matetials uzed inthe manuiacture of system
implarted components.

PRECAUTIONS

Patients should akvays maintain corventional insulin supplies
in the evert of pump and o Perzonal Pump Communicator
(PPC) failure. Delivery of insulin can become impaired due to
pump failure o catheter occlusion. Inthe event of impaired
inzulin deltery | replacement of the pump o catheter may be
required. Physicians should reviesy Physicians Manual for full
dezcription of Pump replacement procedure and catheter
clesring procedures. The Mecronic Minited Pump and
Catheter mplants should MOT be used if damaged prior to or
during implantation proceduwres. The pump shaould nat be
placed in contactwih other metal implants.
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The MM T-2007C pump can onby be usedwith the
MMT 4021 4-402820 Side Port Catheters

Phy=icians should be completely familiat wih the function of
the pump, catheter, and persoral pump communicator prior to
uze of this device. Patients should e provided a complete
copy of the Patient Manualand hawve demornstrated the ability to
procram the Personal Pump Communicator (PPCY, recognize
and respondto safeby alrms, and care of the device prior 1o
dizcharge.

The Medtronic MiniMed Implantable Pump System should not
be expozed to therapeutic ulrasound. Exposure to ultrasound
therapy may cause damage to the pump that may not be
apparert.

Cnly special-U400 inzuling may be used in the Medironic
Minited Implantable Pump System. Use of other insulin types
may cause damageto the pump meckanism resulting in
impaired insulin delivery or pump failure.

Ay unauthorized changes or modifications made to any
comporent of the system may prevent effective use of that and
othey componerts.

POSSIBLE ADVERSE EFFECTS

The Medtronic Minibed Implantable Pump System has
undergone an extensive clinical evalugion. Evaluation of the
aystem spanned a period of ten vears and irolved over GO0
zubjects in the United States and Europe. Thaugh aver
delivery of inzsulin did not oocur during the ten vear evalugion
period, there iz a potential for such occurrence. The following
are specific adverse effects which should be understood by the
phrysician and explainedto the patient. These do nat include all
achverse effects which can ocour with surgery in general o with
the use ofthiz devize, but are important conziderations
particularky in the treatment of peaplewith diabetes. The
general surgical risks aswell & operative site cosmetic risks
should be explained to the patient prior o surgery.

Abdominal Pain Foreign Body Reaction
Abrmormal Healing Zkin Dizarder
Infection rinary Disorder
Mecrozis Paychidric Decompensation
Retinal Disorder Zkin Erosion
Abrormal Liver Function Kidney Disorder
lleus Pocket Lymph Edema
Inflarmmation at Refill Site Pump Failure
Hyperghscemia Catheter Ccclusions
Hypoghoemia Encapsulation
Hetoacidosiz Biattery depletion

PPC Failure

= TERILE DEVICE

The Medtronic Miniked Implantable Pump is EQ sterilized and
packaged sterile in tamper evidert package. Do mot wss if
package baz been operned or damaged .

FRESCRIFTION DEVICE
Caution: Federal (U5 lawrestricts this deviceto zale by o
on the order of a plysician.
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FCC Hotice

Thiz device complieswith =t 15 of the FOC Rules.
Operation iz subject 1o the following two conditions:

(11 This device may not cause harmiul interference and (2]
This device must accept any interference receied,
imcluding interference that may cause undesirable operation.

CAUTION: Any changes o modifications not expresshy
approved by Mecironic Minibed could wvoid vouwr shility 1o
operate the ecuipmernt.

SIDE A

Medtronic Minibed® 2007 C
Implantable Pump System
Limited YWarranty

The hedtronic hinibde d 2007 Implantable Pump and Personal Pump
Communicator are compenents of the hedtronic hinibhded Implantable:
Pump System designed for the long-term, intrapertoneal infusion of
in=ulin in the intensive treatment of insulin dependant diabetes
mellitus (100W) with the use of 3 pertoneal catheter, also a
component of the system. Pumps include an exhaustible power
=source which will utimatehy cease to function, requinng replaceme nt
of the entire pump. Mo representation is made regarding the longewity
of the power supply. Causes of pump or caheter failure include but
are not limited to: premature batteny failure; changes in product
performance charactenstics; medical complications; catheter
occluzion. The improper handling or filling of pumps, the use of
drugs ather than special U-400, or other intenrening acts may also
result in pump or catheter failure, despite all due care in design,
manufacture and testing prior to sale. Therefore, no representation or
warranty iz made that cessation of pump or catheter function will not
occur. horeower, because the implantation of amy dewice is always
zubject to inherent rishs, no representation can be made that the
human body will not react adwersehy to the implantation or presence of
the pump andfor catheter.

hedtronic hinikde d hersby wamants salely tothe orginal purchaser of
the Pump and Personal Pump Communicator the following:

1. Should the pump fail to function within nomal teler@ances dus to
a defed in materals or workmanship within 3 period of =ix (G1years,
commencing with the date of the implant of the pump, Medtronic
fuinihded will issue a credit equal to the percentage purchase price, as
defined below, against the purchase of another pump requasted as its
replacerment, or, at the option of hiedtronic hinikded, prowide 3
replacement pump at no charge. The percentage shall be 100% for
pumps that fail within four (41ywears of implant. The percentage shall
be reduced by either (0 4% for each month beyond the forty-eighth
manth that the pump functions within normal tolerances, or 0i) 1% for
each 1 ml of medication delvered beyond 200 ml of medication,
whichewer percentage is greater.

2. The credit izsued hereunder shall be prowided to purchaser of
the replacement pump. A= used herein, "Purchaze Price” shall mean
the leszer of the orginal or replacement pump purchasze price, as
evidanced by the hedtronic hinihded inwoice, orthe purchase price of
the cummenthy functionally comparable hedtronic binihied pump. Inono
way shall the Purchase Price include amy W9T, sales or other tac paid
in relation to the pump.

3. To qualify forthis limited wamanty, the pump must be implanted
before its "use before” date contained in its packaging; replaced
pumps must be retumed to hedtronic kinibded and shall be the sole
property of hadtronic binilded and the use of the pump, including the
medication infused thereby, must be in acsordance with the manuals
zhipped with the pump. Al ecplanted pumps retumed to hedtronic
huiini hded must be prepared and ship ped in the manner described in
the Phiyzician kanual. Proper preservation of the pump iz nequined for
accurate post-implant analy sis.

&, Should the Personal Pump Communicator fail to function within
normal tolerances due to a defect in matenals or workmanship within
a period of three (31vears, commencing with the date of implant,
hdedtronic M nifkde d will either repair or replace the Personal Pump
Communicator, at the sole discretion of hedtronic Mnikded. For
Personal Pump Communicators that hawe been damaged as a result
of abuse or neglect, the owner will be charged for repair or
replacement.

The Limited WMarmanty is limited by its edpress tarms. THE
RBWEDIES PROMDED FOR TN THIS WARRANTY ARE THE
EXCLUSIVE RBWEDIES AND THIS WrARRANTY 15 EXPRESSLY IM
LIEU OF ALL OTHER WARRANMTIES. MEITHER MEDTROMIC
MIMIMED MOR ITS SUPPLIERS OR DISTRIBUTORS SHALL BE
LIABLE FOR ANY GENERAL, SPECIAL PUNITIVE OR
CONSEQUEMTIAL DAWAGES ARISING OUT OF THE SALE,
hMeMUFACTURE OR USE OF THE PRODUCT S0L0O HEREUMDER.
MEOTROMIC MIMIMED hAEES MO WARRAMTIES, EXPRESS OR
IWMPLIED qMCUDING, BUT NOT LIMITED TO, ANY WARRANTY OF
MERCHANTIBILITY OF FITMESS OF THE PRODOUCTS FOR AMY
PURPOSE OR REASOM)WITH RESPECT TO THE PUMP S0OLD
LUHNDER THIS MARRANTY, EXCEPT A5 COMTAINED IMTHIS
LIMITED 'WWARRANTY. MO PERSON HAS ANY AUTHORITY TO
BIND MEDTROMIC MNIWED TO ANY REPRESEMTATION,
COMNDITION OR WARRANTY, EXCEPT A5 SPECIFICALLY SET
FORTH HEREIM.

In no evert shall this Lmited YWamanty apphy to army Pump or Personal
Pump Communicator replaced afterthe end of the perod specified in
Paragraph= 1 and 4 abowe. This Limited Wamanty is not applicable to
catheters, side ports or ather accessores used with the Pump.

Some jurisdictions do not allow the escluzion or limitation of
incidental or consequantial damages, so the limitations or exclusions
herain may not apphy. This Limited Wamanty gives you specific lagal
rghts, and you may hawve other right= which vary from jurisdiction to
jurizdiction.

Products cowered by the Wamanty include:

hAT-2007 C Implantable Pump

htdT-3 150 Personal Pump Communicator

82 Medtronic
MINIMED

Marthridge, CA
(3180 362-5850
To order supplies

(312) 243-6 697 & FAY (2180 2640068

EUROPE

hedtronic hinikded 5.4

63, Rue harius Sutan

92300 Lewallois- Permet, France
Tel: (33 R0 P47 59-76 -60
Fa (33001 7= 59-T6-77

W . minimed.com

These products are cowered by one or more of the following U5,

patents:

[U.5]4,372 627; [U.5]4,205 259, [U.5.]4,525,165;
[L.5]4,568 250; [U.5]4.569 641; [U.5]4,573 294;
[U.5]4,610,652; [U.5]4.,626,150; [U.5.]4,731,061;
[U.5]4,776 842; [U.5]5,167 633; [U.5]5,176 Ga;
[U.5]5,187,322; [U.5]5,217 442 [U.5.]5,2567 471;
[U.5]5.460 618; [U.5]5 466,212; [U.5]5,514,103;
[U.5]5,527 307; [U.5]5 559,522, [U.5]5,797 733;
[U.5]5.915 230

Patents also esist in @ number of foreign countries and other U5,

intemational, and foreign patent applications are pending.
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MEDICAL RESEARCH GROUP

12744 San Fernando Rd., Sylmar, CA. 91342

Tel. (818) 362-8084 » Fax (818) 364-2647
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