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REGULATORY AND
QUALITY CONTRACTUAL
REQUIREMENTS

Note: This training provides overall principles related to quality and regulatory contracts. There may be
specific requirements in individual contracts for distributors. The requirements in distributor contracts
supersede this training material in the event of conflict
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Quality & Regulatory contracts requirements

Basic concepts

Regulatory Documents/Assistance in Regulatory Affairs

At Medtronic’s request and in the name of Medtronic or any
designee of Medtronic, DISTRIBUTOR shall make such filings with,
and shall use its best efforts to obtain such authorizations and/or
consents from any Governmental Authority in the Territory as may
be necessary to permit the lawful import, distribution, sale and use
of Products in the Territory, including Product registrations and all
import licenses and remittance (collectively “Licenses”).

All rights in any License shall, to the extent permitted by Applicable
Laws, belong to and be vested exclusively in Medtronic or any
Medtronic designee.

DISTRIBUTOR shall make available to Medtronic all documents
provided to any Governmental Authority used to obtain Licenses
and shall provide status reports of submission dates and expected
and actual approval dates.

DISTRIBUTOR shall comply with any vigilance requirements under
Applicable Law. DISTRIBUTOR shall assist Medtronic in fulfilling
vigilance requirements including vigilance reporting if requested
by Medtronic.
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Quality & Regulatory contracts requirements

Basic concepts

Regulatory Documents

« DISTRIBUTOR must provide to Medtronic all relevant documentation
regarding product complaints and/or a copy of any submitted
vigilance report(s) in a timely manner and not later than the time of
submission to the regulatory authority. Medtronic reserves the right
to request to review the report before submission and DISTRIBUTOR
shall take this into account in order to ensure timely submission. Any
questions or inquiries from the regulatory authority relating to
complaints, vigilance or field actions concerning the Products must
be forwarded immediately to Medtronic.

« DISTRIBUTOR shall provide Medtronic with any assistance and
information necessary or desirable in Medtronic’s opinion to create,
improve or preserve the most favorable regulatory environment in
the Territory for the distribution of Products, or to communicate with
the relevant authorities in the Territory regarding actual or potential
individual measures or decisions affecting the distribution of
Products.
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Quality & Regulatory contracts requirements

Basic concepts

Minimum Resources, Knowledgeable Representatives

« DISTRIBUTOR shall maintain for the entire forecasted
lifetime (as defined in the IFUs) of all Products
distributed by DISTRIBUTOR, sufficient qualified
human resources, facilities and equipment to fulfill all
legal and contractual requirements concerning
quality or regulatory aspects of the Products which
are or may become applicable to such Products.

» DISTRIBUTOR shall ensure that any representative
providing information or instructions concerning
Medtronic products to third parties is sufficiently
trained and qualified.

« DISTRIBUTOR shall maintain records of
training/qualification for each representative for a
period of twenty (20) years.
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Quality & Regulatory contracts requirements

Basic concepts

Product Labeling of IFU

DISTRIBUTOR shall ensure at all times that Products are
accompanied by labeling and Instructions For Use (jointly "IFUs") in
the language required by Applicable Law in the Territory and shall
inform Medtronic of such local language requirements. Where
such IFUs are not supplied by Medtronic in the local language, and
when required by Applicable Law,

DISTRIBUTOR shall, at its sole cost and responsibility, ensure that
the English language versions of the same provided by Medtronic
are translated by a Qualified Technical Translator into the language
required by Applicable Law.

Medtronic shall have the right to the copyright in such translations

Medtronic shall provide to DISTRIBUTOR such graphic files of IFUs
or other electronic text as may be required
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Quality & Regulatory contracts requirements

Basic concepts

Good Distribution Practices Guidelines

« DISTRIBUTOR shall comply with Applicable Law and
recognized guidelines in the Territory regarding the proper
warehousing and distribution of the Products. This
requirement includes, where applicable, the Eucomed 2010
Good Distribution Practice Guidelines, or other guidelines
as Medtronic may provide to DISTRIBUTOR from time to
time.

* Upon request, DISTRIBUTOR shall provide to Medtronic
certificates or other documentation showing conformance
to such guidelines and requirements.
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Quality & Regulatory contracts requirements

Basic concepts

Prohibition to distribution Product Returns

* The DISTRIBUTOR must not distribute the products if: ¢ Medtronic’'s Product Return Policy is described in
Annex C of the Contract

o DISTRIBUTOR has reason to believe that the Product is

potentially a Non-Conforming Product (for example  DISTRIBUTOR shall not return any Product to
damaged or will not perform as intended); Medtronic without fully complying with the Product

o The packaging has been damaged, opened or Return Policy, unless DISTRIBUTOR has received prior
incomplete, the seal has been broken, or the labeling is written instructions from Medtronic superseding
compromised expressly such procedure, exceptionally or for the

o Its use by date is passed; or remainder of the term of this Agreement

o It is part of a product recall.
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Quality & Regulatory contracts requirements

Basic concepts

Document retention and inspection rights

« DISTRIBUTOR shall, for the longer of the period mandated by
Applicable Law, the lifetime of the Product in question plus one
year, or twenty (20) years after such records are considered
obsolete or superseded, store and make available to Medtronic @
and inspectors the following information:

o Traceability records for Products,

o Original Licenses and documents provided to any Public Authority
used to obtain Licenses,

o All records of training/qualification of employees acting for
DISTRIBUTOR under this Agreement (iv) Product Complaints and
Field Action execution evidence PY

« DISTRIBUTOR shall inform Medtronic immediately of any issues
identified in any external or internal audits or inspections that
may negatively impact Medtronic Product quality or
distribution.
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Quality & Regulatory contracts requirements

Basic concepts

Traceability and product tracking

« DISTRIBUTOR shall ensure Product traceability
throughout the duration and after the
expiry/termination of this Agreement.

« The tracking system shall record or allow retrieval of
Product information at a LOT/serial no. level and
include information on all parties involved in the
Product's chain of distribution and its end users,
information on such Product performance and safety
records and any further information needed to
comply with Applicable Law.
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Quality & Regulatory contracts requirements
Basic concepts

Product storage requirements

Storage facilities shall be such that they preserve the quality of Products:

Pest Control Temperature Control Storage Transportation

The environment The temperature and humidity Products should not be The distributor must ensure ~ Storage areas should be

must be pest free must be within the ranges exposed to direct sunlight or  that the specific cleaned at regular

and pest control established on the labels and the = stored directly in the ground requirements of the intervals.

measures must not instructions for use of the products (eg humidity and

have adverse effects = product Products should be stored temperature requirements) A record of the

on the products according to their status and are met during transport and frequency and methods
The sensors are calibrated an ERP system should be used ' shipping of cleaning facilities and
regularly and calibration statusis = that reflects the actual status areas should be kept.
indicated on the sensors of the products.

You should NOT allow
Excursions shall be investigated, | In case of Non-Conforming the consumption of
product segregated and Products (including Products tobacco and food or
dispositioned beyond their expiry date or beverages in the areas
shelf life), such Products shall used for the storage and
The records shall be recorded at  be immediately segregated handling of products.
minimum every 15 minutes and  and stored in a separate
archived unless otherwise locked area to prevent
specified for the productand in  distribution of such Products
the quality agreement to users/customers.
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PRODUCT HANDLING
OVERVIEW
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Product Handling

Segregation

This diagram below should provide an idea on the
g o ideal warehouse segregation that Medtronic expects
from distributors .

Working &
handling area

Marketing material

contaminated produ:ts . o .
1. Areas must be clearly identified in order to

minimize the risk of errors, cross contamination
, mixtures and generally any effect which affect
the quality of the products.

Main Storage area:

Finished goods Training material

Demos

Spare parts

Loaners

Temp controlled areas

2. Storage areas should be designed or adapted
to ensure good storage conditions (clean within

Total warehouse Value added activities areas acceptable temperature limits) .

Packaging & raw material

[———1 = segregated area within the warehouse
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Product Handling

Segregation

: Working &
| i handling araa
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Receiving Area

e Each shipment must be checked against the list of contents , quantity and external damage boxes.

Waiting for dispotition

e [tems will be identified and segregated as a group according to their status : Quarantine, Returns,

Disposal , Demos, Non-conforming , Recalls, Products on Hold (PHO), etc.

Expired Products

® Expired products must be electronic and physically segregated.

* |n the event that products need be destroyed , this should be
done by a qualified technician who is registered with local
authorities' provider . The distributor shall deliver a certificate of

destruction.

Medtronic



Product Handling

Segregation
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Model
Sarial numiber
D DEMONSTRATOR DEVICE (FUNCTIONALY
I:I DISPLAY MODEL DEVICE (MON-FUNCTIONAL)
FOR AMIMAL LISE CGMLY

D STERILE

MOT STERILE

5
—
m
[=]
el
I
=
=
»
=
(=
w
m

NOT FOR HUMAN USE

&> Medtronic

NOT FOR HUMAN USE

Medtronic



Product Handling

Segregation

Medtronic



DESCRIPTION OF THE
PROCESS OF
CORRECTIVE ACTIONS IN
THE FIELD

(FIELD ACTION)



Corrective Action Process in Field

Basic concepts

> A Field Corrective Action or (FCA) is a corrective action that a manufacturer (Medtronic)
takes in order to prevent the risk associated with the use of a medical device that is either
commercialize or distributed.

» The risk can vary from health deterioration to death of a patient.

Where do FA come from?

FCAs may include the following types of activities:

Product Retrieval

Communication to customers of actions needed
related to product performance issues
Educational briefs

Advisory notices

Health safety alerts

v
v

A NEANERN
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Quality & Regulatory contracts requirements

Basic concepts

Product Recalls, Field Actions

DISTRIBUTOR shall actively execute any action required by
Medtronic to implement such field corrective action with regard to
the Products, and in the timeframe specified by Medtronic,
including but not limited to notification of customers and patients,
implementation of any update, change order, recall or withdrawal
of Products.

DISTRIBUTOR shall provide Medtronic with regular updates, when
requested, for status on field action closure.

DISTRIBUTOR shall provide Medtronic with all records required as
objective evidence of field action completion within the timeframe
established in each field action.

DISTRIBUTOR shall not carry out any recall or field corrective action

concerning the Products in the Territory except in coordination with,
and with the prior written consent of, Medtronic.
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Corrective Action Process in Field
Types of Field Actions

Customer Communication Retraining/ Software update

This type of FCA involves This type of FCA requires to
sending a communication about retrain the patient or Health care
the problem; instructions for use provider on how to use a device

or steps to prevent a problem again due to a software update

with the device from occurring.  or new way to property use the

All field actions include device.

communication with the Ex- Teaching a diabetic patient

customer. how to property load insulin
pump.

20
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Technical Service

This type of FCA involves a field
correction that may be a
software upgrade or an
equipment fix.

Recall

This type of FCA involves a
product retrieval it can be
voluntary by the company or
due to

problem identified by users,
government, etc.

The Product can then be:
Return to the manufacturer or
Scrapped

Medtronic



Corrective Action Process in Field
Field Actions Phases

Field Actions are divided in three phases and Distributor will be directly
involved in two phases: Execution of FCA and Closing of FCA.

FCA Communication FCA Execution
Medtronic representative will contactall ~ The package will contain but not
affected distributors via e-mail, phone limited:

call, registered mail.
1.Customer Letter

This notification will come as a package 2.Customer Contact Record (CCR)
with different section that will detail all 3.Field Action Confirmation Sheet
the actions the distributor must do. (FACS)

4.Return Instructions
5.0ther (ex. disposal instructions if
applicable)
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FCA Closure

The package must be returned to the

issuer within the established
deadlines.

Medtronic



Corrective Action Process in Field

Distributor Actions

FCA
Communication

Medtronic representative of your
region will contact the distributors
about the new Field Actions.

Action: PACKAGE SENT TO 5
DISTRIBUTOR '

22

Field Actions are divided in three phases and Distributor will be directly
involved in two phases: Execution of FCA and Closing of FCA.

FCA Execution

ACTIONS TO BE CARRIED OUT BY THE DISTRIBUTOR:

1. Read each part of the package. The sections of the Field Actions and the require actions by distributors are described in
this training material

A timeline will be provided with due dates for each section. Note: These timelines are very important and should be
strictly follow by all distributors.

3. Communication with Competent Authorities: Depending on your country’s regulations, you must inform the Regulatory
Agencies of any new Field Action affecting your region regardless if the FA is regulated or not following the timeline
provided.

Depending on your country’s regulations, you must inform the Regulatory Agencies of any new Field Action affecting your
region regardless if the FA is regulated or not following the timeline provided.

Note: If you hold the Distribution License is may be your responsibility (based on country / region regulation) to inform the
authorities, of the opening and closing of the FA. Please communicate with your Quality Specialist/Regulatory Agency if you
have any inquiries.

1. 4. Start communication with Patients/Doctors/Hospitals only use the letters provided in the package and make sure to

document all communication using the Customer Contact Record (CCR forms). Execute and document at least (3)
attempts for customers not responding.

(]
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Corrective Action Process in Field

Distributor Actions
FCA FCA
Communication Execution FCA Cl osure

DISTRIBUTORS TO DO LIST:

1. Following the timelines after all customer communication has been completed. Make sure to
fill out the Customer Contact Records (CCR forms), as well as provide feedback if some
costumers were not found.

2. Provide proof of return items
Note: Tracking numbers are very important

3. Ifadistributor holds the Distribution License for the product affected in the FCA, it is their
responsibility to also inform the Regulatory Agency of your country of the closure of FCA.

4. Please send copy of all these documents to your Medtronic Representative.

5. Once you have provided all information the Medtronic Representative will fill out the Field
Action Confirmation Sheet (FACS sheet )and officially close the Field Corrective Action.

6. Atimeline will be provided to you with due dates for each part.
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DESCRIPTION OF THE
PRODUCT COMPLAINTS
MANAGEMENT PROCESS



Product complaint handling

General concepts

What is a Product Complaint?

Quality
Performance ' ~ Safety
Effectiveness Identity
nel Durability
|dentity Safety
- The serial number does not match the label. - Blockage of Insulin Pump
- Product size does not match the label.
: Reliabilit
Quality Y
- Broken safety seal. Safety
- Blockage of Insulin Pump

- Premature battery depletion Effectiveness
- Corrosion of equipment after - The symptoms do not improve in spite of
decontamination having the device.
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- An alarm of a device turns on occasionally

Complaints are not considered:

Design Tips
Complaints relating to cost or revenues
Complaints about service or shipping

Requests for replacement product without express
dissatisfaction or device failure

Medtronic



Product complaint handling

General concepts

Sources:

Product complaints can present themselves through any of
the following sources:

e Customers (Patients, Physicians, Medical Professionals,
Medical Institutions, Insurance Companies)

e Regulatory Authorities

e Medical or scientific literature (published or
unpublished)

e Own research, testing, evaluation, servicing or
maintenance of Medtronic devices

e Adverse events collected in clinical studies
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Product complaint handling

General concepts

Information for the report

DISTRIBUTOR shall notify Product Complaints to Medtronic immediately,

but in any event within a maximum of 48 hours after learning of the event.

The following information, if available and Permitted by law, shall be
collected by DISTRIBUTOR and shall be reported with the Product

Complaint:

Customer information

Name and telephone number of the client
Name and address of hospital / facilities

Product Information

Model number and lot / series number

Product information: Implant, explant and procedure date (if
applicable)

Product return status (e.g. device will be returned, discarded etc.)

Event information

Event date (when the experience / difficulty with the product occurred)
Notification / knowledge date (date on which the Medtronic employee
first heard about the event)

Event description (present as many facts as possible for an appropriate
understanding of the event)

Additional evidence / documents (eg x-rays, photographs, prints, STD
files)

Patient / User
Information

Patient Reference Number
What happened to the patient / user? (Details of patient injury)

Action (s) taken (eg medical intervention, hospitalization)

Patient status after the actions taken
Patient's age (FDA requirement for pediatric cases)

Information of the
person making the
report

Contact details of the Medtronic employee who reports the complaint
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Importance of Reporting

Reporting within 48 hours ensures:

Information reaches the right people and is not lost.
The regulatory requirements are met.

The issue will be investigated on a timely manner. If
necessary, Field Corrective Actions are initiated, changes in
design, manufacturing, as applicable are implemented.
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MPXR MOBILE PRODUCT

EXPERIENCE REPORTING
GUIDE
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Mobile Product Experience Report
Basic concepts

What is mpxr?

v" Mobile Product Experience Reporting.

v" Unified tool for complaints management
v' Ease of handling the complaint only with internet connection.

v" Interactive form that offers a range of questions depending on
the previous answers

. ne
Pho Android
Phone

No need to be on the Medtronic network to submit a report!

29 Distributors of Medtronic Quality Training and Regulatory Matters - Medtronic Confidential

Medtronic

MPXR MOBILE PRODUCT EXPERIENCE REPORT

My Reports Report an Event Search Admin Help

b

4

b

4

S

What to Report

When to Report

Training

Product Returns

Printing a Report

What if | have additional information about an already submitted report?

Who to Contact

©® 2016 Medtronic — Confidential — Internal Use Only

Additional training available!

Medtronic



Mobile Product Experience Report
Basic concepts

Why use mpxr?
v'Reduce effort in the field by replacing manual PIR/PER forms
v'Eliminate or reduce follow-up on submitted reports

vImprove accuracy, completeness and delayed reporting of
product events to regulatory bodies

v'One Medtronic solution that can be globally deployed across
multiple businesses

Key features to reduce effort and follow-up

v'The report can be started on one device (iPad, laptop or phone)
and finished on another device.

v'"Multiple attachments can be sent with the report.

v'mPXR will identify any missing information prior to submitting
report.

v'Product experience reports are sent directly to complaint
handling groups
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Mobile Product Experience Report

From a computer

Registration and access to a user |ID

If you have not registered for access to Medtronic’s Mobile Product Experience Reporting (mPXR) on-line tool, please complete the
following steps:

1. Open an internet browser.

a. Copy and paste the following address into the address field of the browser:
https://wwwp.medtronic.com/extregistration/login/showlLogin?appName=MPXR

Medtronic

MPXR

MOBILE PRODUCT EXPERIENCE REPORT

Medtronic

Account Information

MOBILE PRODUCT EXPERIENCE REPORT

Password *

Welcome to the Medtronic Mobile Product RegisteredUsers |

Experience Report.
Email Contact Information

First Time Users: ‘ First Mame *

Please complete the registration process to begin using the Mobile Remember me
Last Mame *

Product Experience Report system by entering your e-mail address below

Enter your Password

Gutierrez Alvarado

AddressLine1*

A, Javier Prado Este 482 — CO m p | ete

email Email
:'1) LOGIN padesstnez the data
City =
SUBMIT Forgot your password? bma

Country *

[FERU ~

State/Province

Postal Code *

1274

Phone

+sipsosodass

[ exr | —

[ ]
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Mobile Product Experience Report

From a computer
Access to mpxr

1. Open an internet browser

2. Copy and paste the following address into the address field of the browser:
https://wwwp.medtronic.com/extregistration/login/showlLogin?appName=MPXR

3. This screen will appear.

Medtronic

MPXR

MOBILE PRODUCT EXPERIENCE REPORT

Welcome to the Medtronic Mobile Product Registered Users

Experience Report.
Email

First Time Users: | <:| 4. Enter your email Enter your username.

Please complete the registration process to begin using the Mobile Remember me

Product Experience Report system by entering your e-mail address below

Password

5. Enter the password you set when you
created your account

Email

Forgot your password? 6. Ch Oose E NTE R

Privacy Statement Terms ofUse
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https://wwwp.medtronic.com/extregistration/login/showLogin?appName=MPXR

Mobile Product Experience Report

mPXR Home Page -~

Press Draft Reports

or SmeIFted Click Report an Event .
Reports to view the

: link to submit a report.
projects or reports.

MPXR Mg@BILE PRODUCT EXPERIENCE REPOR4

Report an Event Search Admin Help

Draft Reports | Submitted Reports

Click a column title to sort by that column.

Date Created
Actions Number Central U.5.A. time »
preview | edit | remove 221279 2016-Aug-04
preview | edit | remove 208209 2015-Feb-23

2 draft report(s : . :
port(s| Click preview, edit or remove

link to preview, edit or remove
a report that has been started.
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Click Help to learn:

When to submit a report
Product returns

Returned product analysis
Rush requests

Who to contact

WHEN SHOULD | REPORT?

Report Title

Training Test Report

TEst

Medtronic



Mobile Product Experience Report

mPXR Functionality

34

g

around using the Report

Click on the section you

Sections. / REPORT SECTIONS (1

I8 Product Information

2. Customer Information

Ou are able tO move My Reports Report an Event

would like to go to.

3. Patient Information

N /

Note: A Report Title is 4. Event Details
required on the first page 5. File Attachments
before moving to a 6. Reporter Information
different section P

Gnce a report is initiated, it can be saved as a
draft by clicking Save Draft button.

Note: If you do not complete the reportin 72

to meet reporting timelines. This will most
\Iikely result in a follow-up call to you.

Search

MPXR MOBILE PRODUCT EXPERIENCE REPORT - STAGING

Admin Help

PRODUCT INFORMATION
* indicates required information

* Report Title

Please enter a brief title for your reference

* Country of Event:

United States

PRODUCT(S)

ADD APRODUCT TOREPCRT

One or more products are required for your report.

ave draft

hours, mPXR will automatically submit in order

/
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Mobile Product Experience Report
mPXR Functionality

* Event occurred during

i) Mormal use (i.e., reported event occurs during the life of an implanted

device; after post-op and before explant)

) Pre-Op
Note: Unable to obtain or © Procedure
unknown are options if you do not © Post-Op
l.<now or gannot obtain the ) Device follow-up
information.

7) Servicing (e.g., EPG / programmer maintenance)

-

@ Unknown

) Asked but unknown
(71 Asked and will not be made available (legal/confidential reason)

(0 Unknown, but will follow up for more information

* indicates required information

* Report Title

Please enter a brief title for your reference

Required Spaces
They are marked with an
asterisk

* Country of Event:

United States

PRODUCT(S)

One or more products are required for your report.

ADD APRODUCT TO REPORT

(]
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Mobile Product Experience Report
mPXR Functionality

36

ﬁocument-type attachments can only be \

added via your laptop. Photos can be added
via all devices.

Click Browse button to select the file to be
attached (multiple files can be attached at
once).

Click Upload button

FILE ATTACHMENTS

Patient names and date of Dirth must bé removed frovn all attachments before

uploading due to patient data privacy laws (if applicable to your country)
* Do you have any files to submit?
0 Yes, will attach here

Yes, will submit them via another method
No

View or Remove the atta ent or Browse
\Qadd mo}e\attachments. /

Filename

500154835.docx view | remove from report

Add File Attachment

Note: You can use Cti- or Shift- to select muastiple fiies in the ‘e browser,

TR
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Add File Attachment

Note: You can use CU- or Shift- to sedect muitiple Mies in the Me browseor.

Browse... | No fies selected.

—

Add File Attachment

Note: You can use CUi- or Shift- Lo select mu

G soc1seas.aocs

Upload

Medtronic



Mobile Product Experience Report

mPXR Functionality
Kl'hroughout the app, \

Radio Buttons,

/and Drop Downs

Qre/used for data entry. /

* Complaint Source

Healthcare Profefsional |E| For CheCk boxeS CliCk
all that apply.

* Was a Medtrgfic person present at the event?

Check Boxes, >

@ Yes

T No

/

Note: Use ‘Unknown’ options if
you don’t know or aren’t able to
get information.

N
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Clinical Actions for Device:

[ Diagnostic testing/troubleshooting performed

[ Different instrument/programmer/external device used
[C|Reprogrammed

[|Revision

[[]Software upgrade/upload

[[No action taken

[[] Action planned, but not yet taken

[ Other

* Event occurred during
") Normal use (i.e., reported event occurs during the life of an implanted
device; after post-op and before explant)
©) Pre-Op
(71 Procedure
i) Post-Op
i) Device follow-up
i1 Servicing (e.q., EPG / programmer maintenance)

@ Unknown

(7) Asked but unknown

71 Asked and will not be made available (legal/confidential reason)

7 Unknown, but will follow up for more information

Medtronic



Mobile Product Experience Report
mPXR Functionality

38

Full sections :

/Completed sections are
marked by a green check mark
in the navigation pane on the
left side of the application.

\_ /
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REPORT SECTIONS (3/7)

¢ 8«

1. Product Information

2. Customer Information

W Patient Information

4. BEvent Details

5. File Attachments

6. Reporter Information

7. Review/Submit

Medtronic



Mobile Product Experience Report
mPXR Functionality

39

Pre-populate Patient and HCP Information

\

/formatlon can be pre-populated with a
registered Serial Number.

If the registered serial number is not
available, the Product Information can

\be entered manually.

>

Enter Serial Number, select Go button.

Select the product(s) associated with the
event. |

—

/>

/
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Add a product to report

Serial or Lot Number

Type the complete serial or lot number, It
known

|

OR

Add a product manually

cancel

Medtronic



Mobile Product Experience Report

mPXR Functionality

/Click Review / \

Submit to review
the report and
submit it.

Print a copy of
the report from
your laptop or
write down the
mPXR number if
using a
tablet/phone on
the packing slip
Include the
packing slip with
the product in the
return mailer kit.

-

A N A Y

REPORT SECTIONS (7 /7)

. Product Information

. Customer Information

. Patient Information

. BEvent Details

. File Attachments

. Reporter Information

. Review/Submit
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PREVIEW

4 PREVIOUS | SUBMIT REPORT p

Your report is not complete until youre
option in any section to modify informa

PRODUCT INFORMATION | EDIT

* Report Title

Kristin Testing again

* Country of Event
United States

Product

* Descrintion

Medtronic



Return Product Complaints

Fill out the mPXR field

*What is the return status?
Will be returned

The product return process is managed

Send an email to your
Medtronic contact (Sales
Representative,
Customer Service / QA)
to request the return of
the complaint.

Note: Ask for the instructions that
apply to you

Confirm in the shortest possible time if

locally. the product will be returned.
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Send the product to the
inquiry address and
provide the #tracking
number.

Once the investigation is
finished, they will provide
you with the closing letter
(applies, if requested)

Medtronic



CHANGE CONTROL
PROCESS



Change Control Process

Identify the
Change

Importance of generating a Change Control

It allows that changes be introduced in the QMS in a controlled and coordinated manner.

Fill Change
Control Form

It allows that the risk associated with the change before the implementation, being
considered, analyzed and defined / implemented with mitigation activities.

e Protect our internal and external customers. Prepare the

action plan

« Meet Regulatory requirements.

e Meet Medtronic Policies and Procedures.

Action plan
Approval and

monitorin

Potential Consequences of Not Implementing a Change Control

Complete the

* Patient Impact to Health and Safety sction plan
« PHO’s, FCA's , External Regulatory Findings,
« 483's (FDA).

* Internal Audit Findings, CAPA’s, Business Disruptions.

Change

control closure

Implementation

(]
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Change Control Process

The distributor is responsible for communicating (in writing) to Medtronic the proposed process changes before
implementation. Changes should not be implemented until written approval is received from Medtronic

The following are examples of common process changes (others may apply as per contract and local regulatory

requirements):
» Change in/of facility locations.

» Name changes (company name).

Additions to the facilities / modifications to the facilities or major

changes to the distribution / layout..
Examples —

Changes in environmental conditions (e.g. temperature / humidity
parameters).

Changes in advertising or promotional material.

Additions or changes of subdistributors.

\

(]
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Approval / Creation of the Change Control Plan

As a minimum, Distributor shall provide the following
information (in writing) to Medtronic for evaluation and
approval:

Medtronic may require additional

» Description of the current situation oo il e dEnge

» Description of the planned change

» Description of the future situation — :
Distributor shall have controls in

> Timing of change place to avoid implementation

» Reason for change prior to Medtronic approval

> Affected procedures/work instructions e

» Impact of change / risk / mitigation plan (if applicable) Upon approval or rejection,

» Contact person Medtronic will communicate the

. : _ : h tor determination i
» Revision history: to record changes to the original version changes FeqUestor SEtermination i

writing.

due to changes in plan, time, action, etc.

(]
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DISTRIBUTORS AUDITs

Medtronic



Audits

Critical risk distributors

47

4 )
— 3 )
Prior to activities initiation and every three
(3) years the Critical Risk Distributors
 should be audit.
- J
4 )
4 )
Audits should be considered in case of
quality/regulatory or compliance issues.
J
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Audit Distributors

Medtronic



Corrective and Preventive Actions
CAPA

A distributor CAPA shall be initiated in case of:

1. Quality/Regulatory issues:

— Non-conformities found during a distributor audit

— Gaps identified during performance evaluation

Risk Level Minimum Review periodicity
Performance Evaluation

Critical Once Per year

Major Every Two Years

— Failures to meet pre-established quality and regulatory
contract requirements

2. Single event non-conformances with potential impact to the
customer/patient safety.

(]
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GOOD DOCUMENTATION
PRACTICES



Good Documentation Practices (GDP)

Key qualities of regulated documents

Concise Legible

Information easily Calligraphy:

understandable

Change the data
analysis or produce
as aresult “Lack of

Data”

£
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=12/07/2019

=12 JUL 2019

Accurate

*Review, check
and approve
correctly.

* The information
must be recorded
immediately
when occur an
event and not
after the same.

®

Locatable

» Who recorded the
information?

= Which was the
information?

= When?

= Why it was
documented?

[

Medtronic



Good Documentation Practices (GDP)

Records on paper

Any reviewer must understand the consigned information;
additionally, must use N/A when is not applicable.

Document when an event occur (do not report after it happens)

Use permanent black or blue ink.

|dentify the pages: Document ID, title, pagination and confidentiality
if applicable)

NENENENSEN
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Good Documentation Practices (GDP)

Use of forms/formats

Example: (Correct) DHE-BL-005-01 (Incorrect) BEHFB-005-01—

CLAVE DE u,/M DESCRIPCION DEL ARTICULO NO. LOTE CANTIDAD RECIBO DE
PRODUCTO ALMACEN
18885 PZA TAPEGUARD EVAC TRACHEAL B.5 110701143X g g pzas!

_-'-——'_._,__,..-l-l"-_
N/& Juan Perez 09 JUL 2018 L
/ E

IMNo. de piezas recibidas 2 pzas: lohn Rodriguez 27 Ene 2015

"~ EXAMPLE

DD MMM YYYY

(]
52 Distributors of Medtronic Quality Training and Regulatory Matters - Medtronic Confidential Medtronlc



Good Documentation Practices (GDP)

Use of forms/formats
o] @k EAl

Data Entry Evvoy
MO 20 UL 2007

o+ # “4H
4777 2

LEGIBLE CORRECTION EXAM F LE

STABLISHED FORMAT
DATE ’

(]
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Good Documentation Practices (GDP)

Examples

FACS- Field Corrective

Actions

Do not forget to fill out all fields
on the records.

Distributors of Medtronic Quality Training and Regulatory Matters - Medtronic Confidential

Field Action Region/Country Closure — Servicing and Software

Updates
004-F263 Revision A Page 1of1 | Medtronic
| Dl ST i— — |
Fleld Action Name: Newiport ™ HT70 and Newport ™ HT70 Plus ventilators
Fleld Action + R2017-0110
Reghon/Country: El Sakvador
Medurenic Reglonal Coordinator: Diana Barrera | Gabriela Aguirre
Regulatory Reporting |
1 | Has appropriate Regulatory Body/Competent Authority been notified of this field action? | Gves | Eno

If answer to 1 Is no, please provide rationale for not reperting: El Salvador does not report at CA this event, only reports in cases of death or
advarse events.,

If the answer to guestion 1 1s *Yes”, complete 2-4 below. If “No”, proceed to 5.

2 | Date the Regulatory Body/Competent Autherity was first notified: {dd-mmm-yyyy) A

3 | Date request for closura was provided to the Regulstory Body/Competent Authority: MIA

4 | I a closure confirmation has been received, date that the Regulatory Body/Competent Autharity confirmed closure of M/A
this field action. Insert N/A if a closure confirmation is not expected.

Notification Confirmation |
5 | Has the FCA scope list been reconciled with locally sourced data to ensure all affected customers have been BEYes [mT
identified
£ | Has a spreadsheet that lists all affected customers been attached? Eves Cine
l?g;::‘:;?fs:m“:r ':""M""'n ml:-‘:l Number of Affected Number of Consignees Number of Cansignees Not
Global Consignee List Customers ldentified locally Confirmed as Notified Confirmad
7 a. [ 5. (1] c. 13 d. (0]
Provide rationale te explain any differences between 7a. and Th. For non-responding Consignees, maintain evidence in your files to
above: document the minimum number of attempts, per the FCA Plan, were
made to reach affected Consignees.
8 | Date that the Field Actien Netification Activities were started: | April18, 2017
g | Date that the Fleld Action Notification Activities were considered complete: ] 10/2/2017
10 | Additional Comments: N/A
Sarvicing f Software Updates |
11 | Oid the reglon have affected product that required servicing/software updates? [ Bves | DNe
If the answer to guestion 10 is “Yes*, complete the information below. If “Ne”, proceed to Signature Section.
Number of Units Actual Number of Units Number of Units Number of Units
Affected per the current Afiected by the Field Serviced/ Updated Written
Global Field Actlon Plan | Action per |ocal records offf/Scrapped/Other
12 | Seld a_ 23] b, [23] c. (23} d. 0]
13 | Consigned to Customer a 0] b, [0] c. (0] d. [0]
14 | Trwnk Stock (Car Steck) a. (0] b [0] ¢ [0] d. [0]

Provide rationale o explaln any différences between columns a. and b, or when the sum of colurmns ¢, and e, {rows 12 through 14) do not
equal column b, In the values above:

15 | Have ERP transactions been completed to reflect the current status of affected product? Bves | One
16 | Date that the servicing/software update activities were starbed: July 18, 2017
17 | Date that the servicing/software update activities were completed: 10227

18 | Enter any additional comments: H/A

By signing this form, | confirm that the information above Is accurate and that the field action activities required In the plan are considered
complete for my country/reglon.

Print Name: ﬁlllr!!l'.ﬁnﬂm Title: Quality Engineer

signature: 3/12/2018

Medtronic



Good Documentation Practices (GDP)
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What not todo?

CHECKMARKS

Completely cancelling of the
information.

Using of repetition symbols

Fix errors without writing the new
entry

Distributors of Medtronic Quality Training and Regulatory Matters - Medtronic Confidential

Would you accept this????

'umnm
IDWASRIIL TS
wmmm nﬁ.
suye | _Kobert Joves

e e |

oowvans O

YOUR FIMANCIAL INETITUTION
ANTIOMS, A

e Mgarita & Hakaborp

LA2INSRTE00C 0308 M23mN5E=T0

— g — ———

.

S

Dy

I,

Mo,

"e P | v | e | e -

NAMEN

\ iy AAISE DAL

write-out

SOl Heurher

o INCIDENT INFORMA TN

LATEOF ACCIDENT S LOCATION

[ j\/.a‘ -‘/. S £ .', 5’/"/‘.“1 AR T /A /‘

R Y 2 d am e | "/.‘ \
| | | \.. e | PR " L " . .-7_\“::-.-—'-.-’-.-....-“
p—— : ~ - s —
. NA (‘“';ﬁ m@% - v,\--..-.e\'_‘u.:xf ;x.\iu‘f f-éu-t—r- - v Ci, Ja3 =N
1 —” " ' : n S — UETFL BT - —
3 w w;- owd wm . - ¥ e $.000 b Pty g ¥ s Seswes b peeenas
N o] [N b pevpas | - s dre !
NE (el pud a2 ssen e ] o A e e K
= | | v -y e [0 — MY,
NE wAme aen 300 Ley * r wown | ey | | g s 4 o
L~ trenl Ll v | PRI L E———
— T €T e e
} ALY .f“ : ' a8 Lt
SULILAR N — —— ¢ S
: (Ol o L — ! o
h‘.". de \ /1 C i
ity — — gttty |

w1 [Celoarwsy

Corrections Overwriting

not legible
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Good Documentation Practices (GDP)

Examples
Medtronic T COPY

Jicbal D pansor Machine MER11834. Sa) Up Weghl Besale Leg

Bwlpreal Ra LRAETE 11 Frocuci Wadat | o eag
JobdSmich His b AT LT | dobmmichime, | r—
! Parwmedsn Lrdoavedion I

el @ reew ko For aach e i TP s B i igomen Buafion m peas sd]

Satup FarsTaian:

T | SRR fomel Vmius
e e = I_ =1 L
Doparca TimesGecaadn) I fES 2D Tag- i
e T  —
Ureperee Waeigh i Grormai | i - S = - OO
Fsagram Seled et I F AT Juf = |
Feooid o gach by (paleq
[FEFE —— Indml Bupply | P Bapely
P Hllllr-,_ P sy Prasisure [
| 150 — 72 paix 0 — 7 pad 5
.- i
& & | To= | = 41 | s 8 }!
T & =
CHECKMARKS PR L L e : i E
= | J—
I

Populate the forms leaving
empty spaces.

[E FR=-
A
HRITAYE

Frawen i BG4

3o
wr & R
[ 1]
f 1
| —
|
|
|
! i
! e
F-
i
lrmnu;iu!lq1h

! g | [ - | L &
In this form the supervisor | : o~ o — 5
signature Is missing. R
L e gz b il
TR con e i Tirea’ Diarini e B A | ARG i
— o o e N T T
B & Peuin b Lanld Cyche
{Tirees’ D 1 ST g Tiang | dm
Figedan Biaried o f
(v Dt fibp P pf L
Pasormed byflmpoyme Mo D ——-E0% S5 10
At funldl B Erplopas Fo Tt ..:_'—

Thheri- donem wacma 1 oo 5l cvmedlbad . Privsd bag b ovrokinad id Tl sty e Decnras Cess sl asng-oy b crm & g
Fal ki Cusiasrant INOD_ DOSEC WP RI_FCRN 3055 — FIEY. 3
. TN
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Good Documentation Practices (GDP)

Examples
CUSTOMER CONTACT RECORD (CCR)
REGISTRO DE CONTACTO AL CLIENTE
Medtronic MiniMed™ 640G Insulin Pump (MMT-1711, MMT-1712)
Potential Loss of Audio Issue/ Potencial pérdida de audio
Medtronic Representative (Print)/ Representante de Medtronic: CO faa @P"?*t—“
Date/ Fecha: b l12{t%
Signature (ink)/ Firma
Contacted Customer name/ Nombre del cliente contactado! M - L‘- w6 U "‘){(‘W
CHECKMARKS )
FCA: The customer must sign the CUSTOMER CONTACT RECORD (CCR)
form REGISTRO DE CONTACTO AL CLIENTE
FCA: The date on the record
must be filled out. Medtronic MiniMed™ 640G Insulin Pump (MMT-1711, MMT-1712)
Potential Loss of Audio Issue/ Potencial pérdida de audio
o @6 a
Medtronic Representative (Print)/ Representante de Medtronic: _CQ.‘B- 60%
Date/ Fecha: _
Signature (ink)/ Firma: —
= m
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