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SUPPLIER CHANGE REQUEST (SCR) PORTAL OVERVIEW

= Started in 2015
= First step beyond paper and manual tracking for Supplier Change Control
» Continuous Improvement
= Portal enhancements to streamline collection of information from suppliers
= Medtronic process changes to support suppliers and internal assignments
= Moving toward one supplier change control process across all Medtronic
» Medtronic changes focused on faster responses to suppliers

Portal Agile MAP Supplier Supplier Notification by
Supplier Change Request

han wner
Sl o Change Control Workflow Portal
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SUPPLIER CHANGE CONTROL

Changes occur all the time

= Suppliers replace aging equipment to deliver on quality and
capacity

= The global regulatory environment evolves with new
requirements for Medtronic and suppliers

= Environmental impact awareness is growing leading to product
or packaging changes

Implementing change needs controls

= Avoid unintended effects on products, therapies and
manufacturing operations

= Provide quality for customers and patients.
Supplier notification to Medtronic required for
changes to materials, products, or processes

= Stay aligned and work together for patient safety
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Note to our valued Suppliers, to:

* Submit any process, design, business changes, or deviations being
considered by your company or on behalf of your suppliers/sub-tier
suppliers in the Medtronic Supplier Change Request Portal.

* Allow Medtronic appropriate time to qualify and approve the change(s)
prior to implementation.

* Inthe event that the supplier started building product with the new
unqualified process prior to the relevant "Supplier Change Request”
approval, this product cannot be shipped to Medtronic until the SCRis
approved, or a written authorization is given to supplier to ship at risk
by Medtronic supplier quality.

These reminders are per agreements between you and Medtronic, and
nonconformances are subject to supplier control actions.

Medtronic



ROLE OF THE SUPPLIER

» Submit changes within Supplier Change
Request Portal with adequate advanced

notification

» Routine review - expect weeks

= Complex review - expect months

= Establish an effective supplier process for
triggering notification of changes to

Medtronic

= [t applicable, define proactive process to
identify and communicate changes from

sub-tier suppliers
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ENHANCEMENTS & CONTINUOUS IMPROVEMENT

* Enhancements focus on predictable time to
complete routine review

= New and updated fields completed by suppliers for
Medtronic to disposition from first touch

= Central team review and expedite to the operating
unit

* Enhanced intake form and integrated hyper
automation tool

= Continuous improvement cycles

= Learn from latest effort
= Visibility to backlog, drive future improvements
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EASY STEPS FOR SUPPLIER

1. Login into website:
changerequest.medtronic.com

Login to Portal 2. Complete all required details to submit

3. Central team may follow-up with supplier

4. Monitor Status - Medtronic will send you
email notifications for the following:

Submit
Request

a) Weekly reminders of items in draft status
b) Receipt of original request

c) Status updates

Monitor Status

Supported by Medtronic Triage Team

)
d) If needed - Request for more information
)

Approval or disapproval of change and close notice,
when last facility completes review

e

L]
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https://wwwp.medtronic.com/changerequest/public/landingPage

SUPPLIER BENEFITS

» Standardized submission process for all
operating units within Medtronic

SUPPLIER CHANGE REQUEST

= Standard web form and content
requirements to submit change request

= Visibility and notification of status updates
across all operating units - enhanced color I |
coding

» Traceability to submitted changes

» Tied to new Medtronic functionality with
progress toward adoption by all operating units
and facilities

L]
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SUPPLIER CHANGE REQUEST (SCR) PORTAL SIGN IN

SUPPLIER CHANGE REQUEST

= Visit URL: changerequest.medtronic.com

= Firsttime users need to create an account

» Chrome is the preferred web browser

= Common troubleshooting steps for issues
with error message in the SCR Portal:

1. Use Chrome as browser Sign-in for Non-Employees

Sign-in for Employees

Don't have a Medtronic account? Create one.

2. Clear cache and cookies, then re-launch browser

3. Access the SCR portal at
. Recommended Browser:
https://wwwp.medtronic.com/changerequest/p Google Chrome
ublic/landingPage

First Time Medtronic employees:

4. Log back in using registered email and Please request access by contacting:
passwo rd rs.changeportalhelp@medtronic.com, then use the Sign-

in for Employees to log in to the system.

]
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INITIAL REGISTRATION
Medtronic

First-time users must register and create an Create Your Account
a CCO u n t To continue to Supply Change Request

— Preferred Language

English w

* Provide contact information

~ Country/Region®

. N a m e &= United States

* Email Address for the account -

* Phone number is optional J—

= You can manage and reset your own password e e Ackrss

Mabile Phone Number (Optional)

= - +1

We will use this to send sign-in codes via phone or SMS if desired. Standard call, message, or data rates may apply.

By clicking "Create account” | authorize Medtronic to use this information to create, manage and communicate with
me regarding my Medtronic account. This will enable me to securely register and access Medtronic web and/or
micbile applications as a unique user.

Additional information may be requested to set-up and finalize your Medtronic Account profile in the application

that you are accessing. For more information on how Medtronic processes your personal data and your data
protection rights, please refer to the Privacy Statement available on the application or website you are visiting.

Create Account

Already have an account? Sign in

Help

L]
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COMPLETING THE REGISTRATION PROCESS

* Proceed to Sign In

* Medtronic Supplier ID is listed on the PO; this field is optional in Account Information
* Each user must register separately; there is no “shared” view within a supplier

Medtronic
| SUPPLIER CHANGE REQUEST
SECURED ACCESS
My Requests New Request Account Information
THANK YOU

Add Supplier ID #

Your Medtronic account has been created.

Here

Please use this account to sign in to Medtronic sites and services.

SIGNIN

® Medtronic

L]
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UPDATING YOUR ACCOUNT INFORMATION

« Supplier can modify account information to update business name, business phone, and Medtronic ID.
« Use the Account Information tab to update and click submit to save changes.

» Check your purchase order or contact your Medtronic Quality partner to get your supplier ID.

SUPPLIER CHANGE REQUEST

My Requests New Request Account Information

My Account Information

Account information saved.

SU'DD ier Company Name: Traqug Cornpan-y'
Supplier Company Phone: (800) 633-8766

Medtronic Supplier 1D: Train000123

SUBMIT

L]
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LOCATING YOUR MEDTRONIC SUPPLIER ID FROM PURCHASE ORDER

15

EXAMPLE 1

If your Purchase Order looks

Purchase Order [ PURCAA i€ CRCER I . I like this:

Your Medtronic Supplier ID
is here.

—— Your Medtronic Ship-to
— Address is here.
EXAMPLE 2
If your Purchase Order looks
; R—— — like this:
' HomriWore —oer “)il e & . B Your Medtronic Suppli
e — pplier ID
Madt W Faciity Name o0 u
Seonple Gy, S Stae o~ w ‘ ' I is here.
Yoot Con : et Your Medtronic Ship-to
e ~edmsdnge Address is here.
Saenp | - -:."
. T ‘ i'l“:l
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HOME SCREEN

= My Requests- view requests submitted by user
= Request ID - number assigned to request; click to display details
= Title - description entered in the change details screen
= Submitted Date - The date the SCR was submitted
* Implementation Date - Requested date of review completion and work begins
= Status - Operating Unit(s) affected and corresponding stage(s) of evaluation

= New Request - enter a new change request or update a request returned “More Information Requested”

= Account Information -update Supplier Name and number.

SUPPLIER CHANGE REQUEST

Filter By:

APPLY FILTER{S) REMOVE FILTER(S)

Request ID Title Submitted Date Implementation Date Operating Unit Change Request Status Operating Unit Status
| | @ 3 @ C A : A <]

RequestiD ¥ Title Submitted Date Implementation Date Status

114639 Change Request Sample 2021-Jun-28 2021-Nov-17 Diabetes Disapproved

Cardiac Rhythm Management Approved

Copyright Medtronic | All rights reserved

Terms Of Use

generalas .
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SCR PORTAL STATUS OVERVIEW

= Draft - the status that indicates a change notice has been started, but not submitted to Medtronic. Draft
change requests are only visible to the person who initiates the request (i.e., Supplier)

» Unassighed means a change owner needs to be assigned for each facility/operating unit.
= Under review means one or more facilities/operating units are working on the change request.
= Approved, Disapproved, Not Applicable - indicate a facility has completed its review.

= Email notice sent - Closed request - All assigned operating units and their facilities have completed a
final disposition for their portion of the change. Email notice will tell you it is closed and proceed.

= More Information Requested means that Medtronic has requested the SCR be updated by the
supplier. Look for notes about what is requested. The supplier must make the revisions and re-submit
the same SCR for the process to continue.

* Hold - awaiting pending supplier activities, or is yet to be ready for implementation

» Closed - receive email, disappears from queue, use drop down to see closed

L]
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SYSTEM NOTICE - ITEM IN DRAFT

SENT ONLY TO SUPPLIERS WHO INITIATED THE DRAFT OF CHANGE REQUEST

18

Reminder - Your Medtronic Change Request (SCR) is still in Draft state

noreply@medtronic.com <noreply@medtronic.com:

Thu 1/9/2020 5:31 PM

To: RS Testing Room <rstestingroom@medtronic.com>

You have the following change request(s) still pending in the draft state in the Medtronic Supplier
Change Reguest Portal.

SCR Number||SCR Title Date Created|Status
114407 none 2019-Dec-06 |Draft
114376 none 2019-Nov-25 |Draft
114371 draft without submitting [[2019-Nov-22 | Draft

Any 5CR showing a status of Draft is only visible to you as the requestor and Medtronic i1s unable to
view or act on these requests. If you no longer need the SCR you may delete it from the system at any
time while it is in a Draft status. If you thought you had already submitted the request please review
the SCR for any missing information and progress it to the Submit page.

For general help about this system you may contact us at rs.changeportalhelp@medtronic.com. For
status of a previously submitted SCR please contact your Medtronic change owner listed on the
SCR.Thank you for using the Medtronic Supplier Change Request System.

You can access your change request(s) at the following link using your system login and password:
https://wwwp-test. medtronic.com/changereguest

Supplier Change Request Portal Help Guide | March 2026 | Confidential
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WRITING TIPS WHEN COMPLETING YOUR SUPPLIER CHANGE REQUEST

» Use clear, concise language
= Use terms anyone can understand

= Spell out acronyms which may be unknown to
Medtronic, or which may have multiple
meanings

= Avoid jargon your company or geographic
region may be using

= Communicate with your Medtronic Point of
Contact for questions

v’ Be factual and clear

v’ State the change without adding opinions or your interpretation of risk

L]
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CONTENT NEEDED FOR SCR SUBMISSION

Change Details

» Information to describe the change and reason(s) why the change is being made

Change Evaluation

= What has been done to evaluate the change and effect on product performance

Medtronic Affected Facilities
= What Medtronic sites and operating units will be impacted by the change

* The timing associated with the change

Supplier contact information

= Name, email address, phone number etc.

L]
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BEFORE YOU PROCEED

INFORMATION YOU'LL NEED TO HAVE AVAILABLE

» Purchase Orders which identify Medtronic
Ship-to Facilities

» Feedback from central team, if requested, to
help you select Medtronic Facilities

» Supporting materials such as part numbers,
diagrams of manufacturing facility or part or
any attachment that clarifies the request

= Preferred Medtronic Contact (optional)

L]
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SCR INTAKE FORM

SUPPLIER CHANGE REQUEST

» Intake form will be available
When you C||CI( ”NeW Request” My Requests New Request Account Information

CHANGE REQUEST INTAKE FORM

= Will aid in determining the
feasibility and impact of the
requested changes

To ensure a comprehensive evaluation of the proposed changes, we kindly request you to complete this questionnaire. This guestionnaire is designed to gather essential
infarmation that will aid in determining the feasibility and impact of the requested changes.

* indicates required infarmation

* |s this change only related to cost-savings? ) Yes () No
. . . . * |s this a change in supplier company name/address/location? ) Yes () Mo
u U pO N CI | Ck' N g SuU b m |t, Su p p | lers * |s this change related to capacity expansion? ) Yes () No
. . . * |s this change related to patient safety or compliance (e.g. CAPA, SCAR, NC, etc.)? ) Yes () Mo
Wi | | b e d | reCted to d p p ro p rl ate * If not addressed, will this impact production, will cause line down, or service disruption at Medtronicorat () Yes () No
. CM/OEM supplier site?

Ch anne | SI or th e S C R d eta I | pa g e * |5 this related to product/part end-of-life (EOL)? ) Yes () No
1 ! * Has this change already been implemented? ) Yes () No

to CO m p | ete S u b m I SS I O n {Please note that Medtronic requires changes to be submitted and approved prior to implementation.)
. . . * |s this change initiated/requested by Medtronic? ) Yes () No
u S u p pl lers wi | | feceljve a Cco py Of * Do you have documentation and equipment in place to perform gualification activities once the SCR is ) Yes () No

submitted and assigned?

res po nses V| ad éma | |I an d W| | | a |SO * Do you have a Medtronic Quality/Sourcing partner that is aware and is actively working on this change? () Yes (O No
be available within the portal for

submitted SCRs

Help Copyright Medtronic | All rights reserved
*  For guidance and portal support, view the Help Guide; Terms Of Use

*  For information about a specific change request, contact your Medtronic Supplier Quality partner;
=  For technical assistance and general questions email rs.changeportalhelp@medtronic.com.

L]
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Workflow-based, Interactive, Structured Entry (W.1.S.E.) FORM

» Part of our most recent process improvement effort is the introduction and integration of the
W.I.S.E. form.

* Hyper-automation tool that guides users on the required information during SCR submission,
beginning with change type selection.

= Improves process flow by providing real-time recommendations on the appropriate
tier/category for the change request and identitying the teams that need to be involved.

SUPPLIER CHANGE REQUEST

All Requests ueue New Request Export Requests

Select all applicable changes types:

PRODUCT PROCESS BUSINESS OTHER

Facility/Manufacturing

" Medtronic Quality Event
Location

o - “
Shipping - Component S . . )
Packaging and Labeling Sterilization/Microblology Sub-Tier Supplier

Temporary Change (Use As Is,
Planned Deviation)

Equipment/Tooling/Mold

Copyright Medtronic | All rights reserved
Terms Of Use

L]
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COMPLETING A CHANGE REQUEST

CHANGE DETAILS

= After completion of intake and W.L.S.E. forms, page will redirect to SCR submission page.

= Complete all four sections of the form

» Change Details
= Change Evaluation
= Medtronic Affected Facilities

= Supplier Information: pre-populated based on registration information

Note: Required fields identified with

an * must be completed to submit

form.
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SUPPLIER CHANGE REQUEST

Request -

REQUEST SECTIONS

Change Details

Change Evaluation
Medtronic Affected Facilities
Supplier Information

Review and Submit

W delete request

Account Information

CHANGE DETAILS

* indicates required information

* Change Title
Provide a b

rief title forthe c

.....

Medtronic Part Number / Rev
Lis c Part N

ist or attach the Medtronic

® List Attach

Medtronic Part Number

+ Add Another

Revision
Revision

< <

Medtronic



COMPLETING A CHANGE REQUEST

CHANGE DETAILS - CONTINUED

= Change Title

» Medtronic Part Numbers

» Additional rows can be
added (or removed).
Alternately, a file of part
numbers can be attached

= Change Type
= Check all that apply

= "Hover Over” to see detail
description of Change Types

26 Supplier Change Request Portal Help Guide | March 2026 | Confidential

* Change Title
Provide a brief title for the change (e.g. Change of raw material supplier, Use As Is disposition request, Planned Deviation request)

Medtronic Part Number / Rev
List or attach the Medtronic Part Number(s) affected by this change and current Revision.

® List () Attach

Medtronic Part Number
Revision

Revision

[ =<

Revision

+ Add Another

* Change Type
Identify the applicable Change Type (check all that apply).

Business - Name or Ownership change Equipment, Tooling, Molds Manufacturing Process

) Component Labeling ! Facility/Address L) Material

) Component Packaging L} Finished Device Labeling ) Product Software

L} Control Plan or Sampling Plans ! Finished Device Packaging L) Quality System

L) Design L Inspection/Test Methods L) Sterilization/Microbioclogy

) Temporary Change (Use As |s, Planned Deviation)

Medtronic



COMPLETING A CHANGE REQUEST

CHANGE DETAILS - CONTINUED

[ | Change DeSCFIptIOn * Change Description

Describe in detail WHAT is changing. Clearly outline the current and future state (From / To). Outline what documentation would be impacted by the change (e.g.
specifications, Control Plan, FMEA). Outline if the change is part of 2 large or multiple phase project plan. If needed, include additional detail in clearly identified

[ Fro m/TO Sta -te m e n tS th a t attachments. If there are multiple changes, list and number each change separately as a From/To (1, 2, 3, etcl.
describe the change

* Reason for Change
Select any reason that applies.

» Reason for Change

Continuous Improvement Management/Business Related Medtronic Initiated Change
Cost Savings Material Availability Response to Audit finding

| CheCk a bOX Or mul‘“ple Response to Medtronic CAPA

Sub-tier Supplier Initiated Change

" D e S C ri b e re a S O n i n teXt -ﬁ e | d * Please provide more information on the reason for change in the text field.

B I U| = = =

» Supporting Documentation

= Attach files or reports that
S h ow eV| d ence Of th e Ch an g e Supporting Documentation
Add any documentation impacted by the change or any information that further describe the change.

or further background of the Dadtie
change

L]
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COMPLETING A CHANGE REQUEST

CHANGE EVALUATION

* Risk Assessment
Provide an assessment of the risk associated with this change, including impact to part, product, performance, and business risk to

u RIS l< ASS essm e n t supply continuity. Document if Design FMEA or Process FMEA were reassessed as a result of this change and provide as supporting

evidence if applicable.

» Updated product or process risk
documentation

* Evaluation Of Change

u Eva /u a tl O n Of Ch a ng e Provide a description of how the change will be evaluated. How will you determine the impact of the change on the performance of the

part you provide to ensure that form, fit or function is not impacted (i.e. characterization and qualification)? Describe or attach your plan
for gualification of the change. If you have determined that qualification is not required, provide rationale.

= Plan for testing and supporting
evidence

* Requested Date of Implementation

u R e q u este d D a te O f Provide the proposed date the supplier would like to implement the requested change(s).
Implementation

Impact to Production

= Date requesting to implement for No ® Yes
Medtl’OnlC Date of Impact

* Impact to production - date
Suppher or Medtrornc prOdUC'Uon * What is the risk to the production (supply continuity] and what steps have been taken to mitigate risks?
. 1
would be impacted

= Describe any risks to production
supply

L]
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COMPLETING A CHANGE REQUEST

SELECTING ACCURATE MEDTRONIC FACILITIES

» Reference purchase orders from Medtronic to identify
= Your Medtronic Supplier ID
= Medtronic Shipping Address
= “What is this?” in the portal shows example Purchase Orders

» When searching for facility, start typing on any fields and select from the options that appear. Keep other fields
blank and hit search

SUPPLIER CHANGE REQUEST

My Requests New Request Account Information

Request 114641 -

Search for Facilities close

REQUEST SECTIONS MEDTRONIC AFFECTED FACILITIES Please indicate which Medtronic facilities theaftactadoroduct is shipped to.
Change Details Ship-toAddre54 What is this? & I

* indicates required information

Change Evaluation

* Medtronic Facility and Operating Units

Medtronic Affected Facilities Indicate which Medtronic Facilities and Operating Units will be affected by this change. City State / Province Country

I Q searchfor Facilities I ‘ | ‘ | ‘ ‘

Medtronic Operating Unit Facility Name

Supplier Information

Review and Submit Preferred Medtronic Cont
If you typically work with a specific Medtronic contact, please provide their name here.

Ml delete request
cancel -
< PREVIOUS SEARCH N SAVE DRAFT

‘AII vH ‘

L]
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COMPLETING A CHANGE REQUEST

LOCATING ACCURATE FACILITIES FROM PURCHASE ORDER

EXAMPLE 3
If your Purchase Order looks

[ PURS000 Purchase Order Number 20151187 Page 1 of 3 Iike this'

Pont Dade 20190219

002000

Your Medtronic Supplier ID
is here.

Your Medtronic Ship-to
Address is here.

Rev 1

111 Sammplo Stroat
Sampia City, Sasnple State —

v o To Address Nunidaw BILL to: COMPANY NAME fevivion Date 20190207 I
002

Sample City, Seerple State

Terrn: NET 40 DAY Comeny USD o8 FOR QRN
Ship Ve 502: USE COMPANY CUIDELINE
Suppler muast have PRAY approsal in witing from
Medtromic prior 10 shigping against thia PO
Contact the Duyer Defore oach shipment 2o confirm
the Wxies! revision, guantity ang dock date. %

EXAMPLE 4

If your Purchase Order looks
like this:
RE5435008 THCO0031 Purchase Order Primt  Oinder Number 727876000 X0 Page-1 of 1 Your Medtronic EUPP“Ir ID
oie ToAdtons G2000 s svmeer et N ich
SAMPLE CITY, SAMPLE STATE - IS here.

«— Ship To 3000100 . .
MEDTRONIC FACILITY NAME Your Medtronic Ship-to
111 5AMPLE STREET 111 5AMPLE STREET .

SAMPLE CITY, SAMPLE STATE SAMPLE CITY, SAMPLE STATE Address is here.

Curency Code USD  Delivary
Terms NET 80 Base Curmency USD  Freight

30 Supplier Change Request Portal Help Guide | March 2026 | Confidential

= Use "Ship To" city and/or street
address to search and select

accurate facilities

» Purchase orders list this
information in different locations

Search for Facilities

Please indicate which Medtrenic facilities the affected product is shipped to.

Ship-to Address What is this? &

close

City

Medtronic Operating Unit

State / Province

Country

Facility Name

‘ All

SEARCH cancel

Medtronic



COMPLETING A CHANGE REQUEST

CHANGE REQUEST PAGES - MEDTRONIC AFFECTED FACILITIES

= Search and select the Medtronic location(s) that are impacted
by the change

Search for Facilities close
Street Address City State / Province Country

Facility Name

Search for Facilities
. . . 1 Please indicate which Medtronic facilities the affected product is shipped to
n T|p |dent|fy the Medtron|c Ship-to Address What is this?
locations the product is shipped | _
ocations € oauc SS € City State / Province Country Medtronic CryoCathLP 9000 Autoroute Transcanadienne Pointe-Claire  QC Canada

to or the service is provided for | I I |

Medtronic Operating Unit Facility Name

|AII v|| |

In addition to location, you

must identify an Operating e B o -
Unit so that the change

request is routed properly

W i't h i n M e d t ro n i C SeEiin R e close * Medtronic Facility and Operating Units
° 2 Please indicate which Medtronic facilities the affected product is shipped to. Indlicate which Medltronic Facilities and Operating Units will be affected by this change.

Ship-to Address What is this? & QSearch for Facilities

= |f the operating unitis not |
. City State/Province Country - Medtronic CryoCath LP, Pointe-Claire, Canada
known, ask your Medtronic | I I |

* Medtronic Affected Facilities

Medtronic Operating Unit Facility Name
Please identify impacted operating units (QUs). If you are unsure which OU(s) are affected, please communicate with your Preferred

CO nta Ct [ Cardiac Rhythm Management v] | | Medtronic Contact(s).

O cardiac Rhythm Management

. Or SmeIt the requeSt and m < O Cardiac Rhythm and Heart Failure (Inactive)
email triage your Request ID

and ask for second review
RS.ChangePortalHelp@Medtronic.com

When searching for facility, start typing on any fields and select from
the options that appear. Keep other fields blank and hit search

= Central team review validates
selected Operating Units

L]
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mailto:RS.ChangePortalHelp@Medtronic.com

COMPLETING A CHANGE REQUEST

PREFERRED MEDTRONIC CONTACT

SUPPLIER CHANGE REQUEST

s Preferred Medtronic

CcO nta Ct IS an O ptl OoOnNa | f| e | d My Requests New Request Account Information
" Include eSpeCia | |y if Request 114641 - Sample Change Request
preV|OUS|y Sme|tt|ng REQUEST SECTIONS MEDTRONIC AFFECTED FACILITIES
v Change Details * indicates required information

change requests manually, oo
. ange Evaluation . ) . . .
d Ire Ct to a Co nta Ct .'.'r::".‘a:jattf:.'I'fc.Ea-:tiz:;zo?:chiﬁ'i‘:::I:'?-:'."L[;:;gfet.‘ng Units will be affected by this change.
. . .. QSearchfor Facilities
» Preferred contact will be Supplier Information

Review and Submit Preferred Medtronic Contact(s)

N Ot | fl e d Of t h e Su b MISSION If you typically work with a specific Medtronic contact, please provide their name here.

il delete request

Help
+ For portal support, view the Help Guide;

* Forinformation about a specific change request, contact your Medtronic sourcing partner;
= For general assistance email rs.changepertalhelp@Emedtronic com.

L]
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COMPLETING A CHANGE REQUEST

FAQS FOR INCOMING REVIEW TEAM

1. As a supplier representative, | need to enter a change request, but | would like to ask questions of the central team. What is the best
way to do that?
The Central team is available to you as needed by email. We suggest you enter as much information as possible in your Supplier Change Request and submit, then

follow that request up with an email to RS.changeportalhelp@medtronic.com and include your SCR number in the subject line and your additional questions or
comments in the body of the email.

2. What if | submitted an SCR and | haven’t heard anything back?

A system notice is provided when we have received your SCR. A second system notice is provided when the SCR is assigned to a change owner. If you did not
receive a system notice, contact RS.changeportalhelp@medtronic.com. If an owner is assigned, follow up with the change owner or your preferred Medtronic
contact.

3. What is the central team able to help with?

The central team will review and amplify entries submitted from suppliers via the Change Request Portal. Key areas they will validate include assessing part numbers
identified for any additional corresponding part numbers and directing the change request to all Medtronic teams who need to assess the change.

4. | meant to add an attachment but forgot. What should | do?

If you realized the attachment was not included immediately after sending, you may email RS.changeportalhelp@medtronic.com Use subject: Forgot Attachment -
SCR No. XXXXXX. This will help the central team to identify the missing attachment. It is possible central team will disposition the SCR for “More Information
Requested” and you will be able to attach it and submit again. Central team may also contact you directly when noticing a missing attachment to obtain it and attach.

5. I'm having issues with the Supplier Change Request Portal that | think are technical issues. Should | contact Change Portal Help team?

Yes, Change Portal Help team is your first line of support for using the portal. Please send an email to RS.changeportalhelp@medtronic.com. If needed, central team
will refer your issue on to higher level support including Medtronic IT support.

6. How will central team contact me?
Central team may email you, call you with information submitted to a specific supplier change request or return a change request back to you via the portal.
7. Willl be kept informed about how review is going at Medtronic?

You may review your portal request to check its status. Each Medtronic facility will update the change request in the portal. If some facilities have completed their
review, but others are still pending, your Medtronic contact may be able to get more information for you.
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MEDTRONIC INTERNAL PROCESSING

INCOMING REVIEW TEAM

* Incoming Review team validates
information and submits to
Change Administrator

WHAT
ROUTINE
REVIEW
LOOKS

» Change Administrator assigns
request to Change Owner

| * Requested Date of Implementation u Owner reVieWS request and

Q Frovide our proposed implemenianon aale for the cnange

S — = | identifies review required based
4 — .

WHAT ‘ ' ‘ i : I;nflla“ci;z:lﬂrft:fflﬂlj"F|‘="“="|“=EI wall it |"Fﬂ"" our ﬂl::"l.l' to fulfill orders? On CompleXIty

COMPLEX T

Fate ofimpact = Review resources are assigned

= Review may be required by up to 9
Medtronic functional teams across
multiple facilities

" Implementation plan devised

= Change implemented
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FDA CLASSIFICATION OF MEDICAL DEVICES

= FDA classifications and examples: The class to which a device is assigned

» Class | - Examination gloves, wheel chair, tongue determines, among other things, the type of
depressor premarketing submission/application required

= Class Il - Needles, guide catheters, insertable loop ~ for FDA clearance to market.
recorder

» For Class | or Il devices, typically a 510k will
= Class Ill - Heart valves, ICDs, IPGs, infusion pump be required for marketing.

Device classification depends on the = For Class lll devices, a premarket approval

intended use of the device and also upon application (PMA) will typically be required
indications for use. for marketing.

Classification is risk based, that is, the risk the

device poses to the patient and/or the user is

a major factor in the class it is assigned. Class | | | | |
' . . : gov/MedicalDevices/DeviceRegulatio
includes devices with the lowest risk and Class nandGuidance/Overview/ClassifyYourDevice/

Il includes those with the greatest risk.
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REGULATORY NOTIFICATION

Types of FDA (US) submissions:

Non-US Regulatory body
submissions (e.g., Canada, EU,
etc.) may also be required

= Document to File

— Change may be implemented upon completion of internal Medtronic
documents

Annual Report
— Change may be implemented upon completion of internal Medtronic

Medtronic Corporate policy

documents, but is submitted to FDA in a consolidated yearly report allows up to 15 business days
= 30-day Notice for Medtronic Non-US
— FDA will review within 30 days of receiving submission from Medtronic Regulatory specialists to
= Real Time Review (RTR) PMA/S evaluate a change and
— FDA will review in a live meeting and provide response within 90 days, if not determine if their geography’s
converted to a longer submission Regulatory body requires
= 180 Day PMA/S notification
— FDA will review within 180 days
= 510(k)

— Timeframe depends on complexity of device

Pre-Market Approval (PMA)

— Timeframe depends on complexity of device
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DISPOSITION THE CHANGE REQUEST

FACILITY STATUS

Each Facility will provide a final status

Final Status

= Approved - approved for Operating Units, change may
proceed

= Disapproved - disapproved for Operating Units, change
cannot move forward for this Operating Units

= Not Applicable -indicates change was not relevant to selected
Operating Units

In Progress Status
» Unassigned - a Change Owner is not assigned yet

» Under Review - default status once assigned to a Change
Owner

= More Information Requested - more information is needed
about the change

= Hold - awaiting pending supplier activities, or is yet to be ready for
implementation
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MORE INFORMATION REQUESTED

NOTIFICATION FOR ADDITIONAL INFORMATION - PORTAL VIEW

Medtronic can return an SCR to a supplier to request more information.

Suppliers will receive email notification when additional information is requested.

Click ID number for comments returned to supplier

Note: All activities in the SCR are frozen when the request is under More Information Requested

SUPPLIER CHANGE REQUEST

APPLY FILTER(S) REMOVE FILTER(S)

Change Request Status

Operating Unit Status

g

My Requests New Request Account Information
Filter By:
Request ID Title Submitted Date Implementation Date Operating Unit
| | (A v Al v| [All
RequestID ¥ Title Submitted Date Implementation Date
114642

Change Request Sample

2021-Nov-17
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MORE INFORMATION REQUESTED

NOTIFICATION FOR ADDITIONAL INFORMATION - EMAIL VIEW

noreply@medtronic.com RS Testing Room; RS Testing Room; = 9~ 01 6/16/2021
Medtronic request for more information about 114558 -

Medtronic can return an SCR to a supplier to
request more information.

“"E ChangeRequest_114558.pdf _
pdf File

Flease see the comments below for requested additional information about this change.

Suppliers will receive email notification when

.. . . . Request Tracking 1D: 114558
addlthna| ImCOI’matIOﬂ IS requeSted Request Title: Reason for Change not COvid 19
Operating Unit: Aortic and Peripheral Vascular (Inactive)
Facility: Galway
. Medtronic Change Owner: Shubha Vasudev, shubha.vasudev@medtronic.com
Click ID number for comments returned to o M

supp lier Additional Information Requested: QYo (o R [ I M EI

about information requested

Once the information is entered into the Supplier Change Request portal, you must submit the request
again. Please do not respond to this email with the information.

Medtronic is still in the process of evaluating the change request and this e-mail does not constitute an
approval. If you have questions about the current status, please review the change request at the following
link https://wwwp-test.medtronic.com/changerequest (your system login and password are required to
access the link) or contact the change owner identified above.

Thank you for using the Medtronic Suplier Change Request System.

For help with this system you may contact rs.changeportalhelp@medtronic.com
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MORE INFORMATION REQUESTED

UPDATE REQUEST AND RESUBMIT

= Supplier can then access the request in the portal, update the content per the notification
comments and resubmit.

= Once all content has been updated, the SCR must be resubmitted to Medtronic for further review and
continued disposition.

SUPPLIER CHANGE REQUEST

My Requests New Request Account Information

Request 114452 - SCR Training

REQUEST SECTIONS CHANGE DETAILS
L@l Change Details

* indicates required information

Change Evaluation

* Change Title
Medtronic Affected Facilities Provide a brief title for the change (e.g. Change of raw material supplier, Use As Is disposition request, Planned Deviation request)
SCR Training

AR SR N

Supplier Information

Review and Submit Medtronic Part Number / Rev
List or attach the Medtronic Part Number(s) affected by this change and current Revision.

® List Attach

Review Request Medtronic Part Number
MDT123456 Revision
MDT456789 Revision X
+ Add Another

L]
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EXAMPLE OF CLOSED SCR NOTIFICATION

Request 114581 has been closed by Medtronic

. NOreg nedtronic.com R5 Testing Room; R5 Testing Room; RS Testing Room; RS Testing Room; RS Testing Room; RS Testing Room; R5 Testing Room; RS Testing Room; R5 Testing

“"E ChangeRequest_114581.pdf _
pd File

NOTE:

* Only approved SCRs
can be implemented

The following change request has been dispositioned by all affected Operating Units and is now considered closed.

Request Tracking ID: 114581
° lefe rent SiteS may Request Title: Demo for Training

have different
disposition based on
impact and other

The table below summarizes the disposition of the change request

Operating Unit Facility Disposition Status Disposition Comments Medtronic Contact

fa ctors to th elr Meuromodulation MTC - Medtronic Tempe Campus Disapproved null Julie Anne Cabral, julieanne.a.cabral@medtronic.com
prod ucts Cardiac Rhythm and Heart Failure {Inactive) Mounds View Campus Approved Mick Krasucki, nick.a.krasucki@medtronic.com
Diabetes MTC - Medtronic Tempe Campus Approved null Vincent Palivoda, vincent.palivoda@medironic.com

If you have any question about the disposition state or comments associated with this change, please contact the appropriate Medtronic contact listed above.
This will be the final notification regarding this change.

You can access your change request at the following link using your system login and password: https://wwwp-test. medtronic.com/changerequest

Thank you for using the Medtronic Supplier Change Request System.
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CONCLUSION & ADDITIONAL HELP

REMEMBER:

Submit your request in the Supplier Change Request Portal

changerequest.medtronic.com

For assistance with the system or technical issues, please contact our team at
rs.changeportalhelp@medtronic.com. For SCR content review and updates,
please connect with your Medtronic Quality partner or listed change owner.
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