1 2 3 4

3

THIS DRAWING CONTAINS DESIGNS AND OTHER INFORMATION WHICH ARE THE PROPERTY OF THE MEDICAL RESEARCH GROUP, INC. THIS DRAWING, AND THE
DESIGNS AND OTHER INFORMATION CONTAINED HEREIN, MAY NOT, IN WHOLE OR IN PART, BE DUPLICATED OR DISCLOSED OR USED FOR THE MANUFACTURE

OF THE PART DISCLOSED HEREIN OR FOR ANY OTHER PURPOSE WITHOUT THE PRIOR WRITTEN PERMISSION OF THE MEDICAL RESEARCH GROUP, INC.

REV

DESCRIPTION

DATE

DRAWN

CHECKED

APPROVED

A SEE SHEET 1

% Medtronic

MINIMED

MiniMed® Personal Pump Communicator
REF MMT-3150 Persoral Pump
Communicator (English)

=NOTE ™

Please refer to the phasician and paient manusl for
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INTRODUCTION

The Medtronic MiniMed Implartakle Pump System iz a
sophisticaed combination of technologies developed to
addresz the requirements of continuows infraperitoneal insulin
delivery for patiertswih Insulin Dependert Diabetes Mellitus
(IDDM). The system iz comprized of. Implantable Pump, Side
Port Catheter, Perzonal Pump Cammunicatar, and accessory
svringe, needle, template, and pipette. The pump and catheter
are designed for implantstion. The Persoral Pump
Communicator is desigred to provide the patiert a variety of
inzulin delrery options. The accessory tems ane specifically
desigred to facilitate refill of the implanted pump and pumg
functions.

INDICATIONS FOR LUSE

The Medtronic Minibed Personal Pump Communicator is
irtended to be usedwith the Medironic Minied |mplantakble
Putmp. Specific indications for use of the Implantable Pump
Swatem are provided in the Implantable Pump Package Insert.

COMTRAINDICATIONS
The Medtronic Minibed Implartakle Pump System is
contraindicated in patients wio:

+  Are unwilling or unable to monitor their bloodglucoss level
at least four times per dary .

+  Ape unwdlling or Lnable to make programming
modifications to the pump based on glucose level
readings.

+  Are urahle or ureedlling to administer insulin by other
means if Necessary.

+  Are urahle or uresedlling to comply withthe ouidance and
ackvice of the treding phrysician and other healthcare
prowicers.

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

+  Have other medical o mental conditionswhich may place
the patient at rizk.

+  Are unwdlling or unable to return for routine insulin refill
[approx. 2-3 morths) according to dosage.

+  Present current o history of sensitiity to titaniom alloy ar
silicone materials uzed in the manufacture of system
implarted components.

FRECALUTIONS

Patiertz should abvays maintain comentional insulin supplies
in the event of pump and o Perzonal Pump Communicatar
(PPCY failure. Delivery of insulin can become impaired due to
pump failure o catheter occlusion. Inthe event of impaired
inzulin delrvery | replacement of the pump o catheter may be
reguired. Physicians should reviesy Physicians Manual for full
description of Pump replacement procedure and catheter
cleaing procedures. The Medironic Minited Pump and
Catheter Implants should NOT be used if damaged priorto or
during implantstion procedures. The pump should not ke
placed in contactwih other metal implants.

YARMIMNGS

Phy=icians should be completel familiar wih the function of
the pump, catheter, and persoral pump communicator priorto
uze of this device. Patierts should be provided a complete
copy of the Patient Manual and heve demonstrated the ability to
program the Persoral Pump Communicatar (PP C), recognize
and respondto safely akbrms, 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 damace 1o the pump that may not ke
apparernt.

Cnly specil U400 insulins may be uzed inthe Mecdironic
initded Implartable Pump System. Use of ather insulin types
may causze damage ta the pump mechanizsm resuting in
impaired insulin delivery or pump failure.

Ay unauthorized changes or modifications made to any
comporent of the syvstem may prevert effective use of that and
other components.

FOSZIBLE ADWERSE EFFECTS

The Medtronic Minited nplantakble Pumg System has
undergone an extensive clinical evaludion. Evaluation of the
ystem sparned a period of ten years and irolved over BOO
zubjects inthe United States and Europe. Though over
delivery of insulin did not occur during the ten yvear evaludion
pericd, there is apotential for such occurrence. The fallowing
are specific adverz2 effects which should be under stood by the
physician and explainedto the patient. These do not include all
acherse effects which can ocourwith surgery in general o with
the uze of this devize, but are importart considerations
particularky in the restment of pecplewith disketes. The
general surgical risks aswell a2 operative site cosmetic risks
zhould be explained to the patient prior to surgery.

Abdominal Pain Foreign Bocky Reaction
Abrormal Healing Skin Dizorder
Infection Urinary Disorder
Mecrazis Pzychidric Decompensation
Retinal Dizorder Zkin Erosion
Abrormal Liver Function Kidney Disorder
lleus Pocket Lymph Edema
Inflammation at Refill Site Pump Failure
Hyperghcemia Catheter Occlusions
Hypoghcemia Encapsulation
Ketoacidosiz Battery depletion

PP Failure

DEVICE PACKAGIMG

The Medtronic Minitded Personal Pump Communicatar (PPC)
iz packaged in a speciall prepared caton to secure the
product from damage. & 1 Sy battery (replacesble povner
zowce] Fas been included in the caton. The Personal Pump
Communicator should not be used if there are drvious signes of
damage to the device.

FRESCRIPTION DEVICE
Caution: Federal (IU.5.) lawvrestricts this deviceto sale by o
on the arder of & physician.

FCC Hotice

Thiz device complieswith part 15 of the FCC Rules.
Operation iz subject to the follovdng teso conditions:

(17 Thizs device mary not causs harmful interference and (2
Thiz device must accept any interference receed,
including interference that may cause undesirable operation.

CAUTION: Any changes o modifications not expresshy
approved by Medronic Minibed could void yvour gaility 1o
operate the ecuipment.

Medtronic Minikde d® 2007
Implantable Pump System
Limited Warranty

The hedtronic Minibded 2007 Implantable Pump and Persanal Pump
Communicator are components of the hedtronic Minikded Implantable
Pump Systemn designed for the long-term, intrapertoneal infusion of
insulin in the intensive treatment of insulin dependent diabetes
meliitus (100K with the use of a pertoneal catheter, also a
component of the system. Pumps include an exhaustible power
zource which will ultimately cease to function, requirng replacemeant
of the entire pump. Mo representation is made regarding the longewity
of the power supply. Causes of pump or caheter failure include bt
are niot limited to: premature batteny failure; changes in product
performance charactenstics; medical complications ; catheter
occlusion. The improper handling or filling of pumps, the uze of
drugs other than special U-400, or other intencrening acts may also
result in pump or catheter failure, despite all due care in design,
manufacture and testing prior to zale. Therefore, no representation or
warranty is made that cessation of pump or catheter fundtion will not
occur. forecver, because the implantation of any device is always
subject to inhenent fisks, no representation can be made that the
human body will not react adwersehy tothe implantation or presence of
the pump andfor catheter.

hdedtronic hinikde d hereby wamants solaly tothe orginal purchaser of
the Pump and Personal Pump Communicator the following:

1. Should the pump fail to function within nomal toleranc es due to
a defed in matenals or workmanship within a pered of six (Gwears,
commencing with the date of the implant of the pump, Medtronic
fwinibied will izsue 3 credit equal to the percentage purchase price, as
defined below, against the purchase of another pump requested as s
replacemerit, or, at the option of hedtronic hiniked, provide a
replacement pump at no charge. The percentage shall be 100 for
pumps that fail within four (4)years of implant. The percentage shall
b reduced by either (77 4% for each month beyond the forty-eighth
month that the pump functions within nomal tolerances, or Gid 1% for
each 1 ml of medication delivered beyond 200 ml of medication,
whichewer percentage is greater.

2. The credi issued hereunder shall be provided to purchaser of
the replacement pump. A= used herzin, "Purchase Price” shall mean
the lesser of the orginal or replacement pump purchase price, as
evidenced by the hedtronic hinibded invoice, orthe purchase price of
the cumenthy functionally comparable hedtronic hinibded pump. Inno
way zhall the Purchase Price include ary WAT, sales or other tas 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 dedtronic binibed and shall be the sole
property of hedtronic hnikded and the use of the pump, including the
medication infused thersky, must be in accordance with the manuals
shipped with the pump. Al ecplanted pumps retumed 1o edtronic
inibied must be prepared and shipped in the manner descrbed in
the Phiysician hianual. Proper preservation of the pump is requirad for
accurate post-implant analysis.

&, Should the Personal Pump Communicator fail to function within
normal tolerances dus to a defect in matedals or wotkmanship within
a period of three (3 wears, commencing with the date of implant,
hdedtronic hinikdad will either repair or replace the Personal Pump
Communicator, at the sole dizcretion of hedtronic Minikded. For
Personal Pump Communicators that have been damaged as a result
of abuse or neglect, the owner will be charged for repair or
replacement.

The Limited Warranty is limited by its ecpress terms. THE
RBJEDIES PROWIDED FOR IM THIS WARRANTY ARE THE
EHCLUSIVE RBWEDIES AMD THIS VAR FEANTY 15 EXPRESSLY IM
LIEU OF ALL OTHER WARRANTIES. MEITHER MEOTROMIC
MIMIMED MOR ITS SUPPLIERS OF DISTRIBUTORS SHALL BE
LIABLE FOR ANY GEMERAL, SPECIAL OR CONSEQUENTLAL
DAhAAGES ARISING OUT OF THE 5ALE, MANUFACTURE OR USE
OF THE PRODUCT $0L0 HEREUKNDER. MEOTROMIC bl MIED
hisEES MO MARRANTIES, EXFRESS OR IWMPLIED (IMCUDING,
BUT HOT LIMITED TO, ANY WARRANTY OF MERCHAMTIBIUTY
OF FITHESS OF THE PROOUCTS FOR ANY PURPOSE OR
REASON) WITH RESPECT TO THE PUMP S0LD UMDER THIS
WARRANTY, EXCEPT A5 COMTAIMED IMTHIS LIWMTED
WMARRANTY. MO PERSON HAS ANY AUTHORITY TO BIND
MEOTROMIC MIMIWMED TO AMHY REFRESEMTATION, COMDITION
OF WARRANTY, EXCEPT A5 SPECIFICALLY SET FORTH
HEREIH.

In no evert shall this Limited Wiamanty apphy to amy 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 aher accessores used with the Pump.

Some jurisdictions do not allow the exclusion or limitation of
incidental or consequential damages, 5o the imitations or exclusions
herein may not apphy. This Limited Wamanty gives you specific legal
right=, and vou may hawe other dghts which wany from jursdiction to
jurisdiction.

Products cowered by the Wamanty include:

hhAT-2007 C Implantable Pump

hAT-2 150 Personal Pump Communicator

S Medtronic
MINIMED

Maorthridge, A
(8187 3625854
To order supplies

(318) 8436 BT * FAK (213) 264-0063

EURCOPE

hedtronic hinikded 5.8

63, Rue hiarus Autan

92300 Lewallois- Permet, France
Tel: (33H01 p47-59-76-60
F (33001 7 - 59-FE-TT
www . minimed .com

These products are cowversd by one or more of the following .5,
patents:

[U.5]4.373.827; [U.5]4,395 259; [L.5.])4 525 165;

[U.5 ]4,662,250; [U.5 4,569 641 ; [, 5.]4.5732 004,

[U.5]4.619 653; [U.5 4,636, 150; [L1.5.]4,731,081;

[U.5 )4, 776 242; [U.5 )5, 167 6:23; [.5.]5, 176 G,

[U.5]5.197 322; [LL5 )5, 217 442; [, 5.5 257 871,

[U.5 5,460 612; [U.5]5 466, 218; [L.5.]5 514.103;

[U.5]5,627.307; [U.5]5,559 828; [L0.5.]5,797 733;

[U.5]5.915 929

Patents also exist in @ number of foreign countries and other L5,
intemational, and foreign patent applications are pending.
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