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SUPPLIER CHANGE REQUEST PORTAL OVERVIEW

=" Overview
* Portal Purpose and Use

= Purpose of system

= Accessing system

= Create achange request

= Medtronic processing of change

(]
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SUPPLIER CHANGE REQUEST PORTAL OVERVIEW

= Started in 2015

" First stepbeyond paper and manual tracking for Supplier Change Control
= Continuous Improvement

* Portal enhancementsto streamline collection of information from suppliers
" Medtronic process changesto support suppliers and internalassignments
" Movingtowardone supplier change control process across all Medtronic

* Medtronic changes focused on faster responsesto suppliers

Q |

Agile MAP Supplier

Supplier Notification by
Change Control Workflow

Portal

Medtronic



PURPOSE OF SYSTEM

Medtronic

Further,Together



SUPPLIER CHANGE CONTROL

Changes occurall the time

= Suppliersreplace aging equipment to deliver on quality and capacity

= The global regulatory environment evolves with new requirements
for Medtronicand suppliers

= Environmentalimpact awareness is growingleading 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 notificationto Medtronic required for
changesto materials, products, or processes

= Stay aligned and work together for patient safety

CHANGE DETAILS

'''''''''

Revision
Revision
Revision
* Add Anothar
Typ
he apy il that &
i e
ntrol
emporary C|
e Descripti
e in detail WHAT is changing. Clearly outline the current and future state (From ./ To). Outlin e what docu e chang, EA
dentified sttachments. If there are m parately asa From/To . )
|B I vl == *
eeeeeeeeeeeeeeee
Select any reason that spplies.
ntinuous Improvem: I angs
t Savin Response to Audit finding FJspons:
Bub-
. Hidtronic
ease provide more information on the reas Eipfliar
Initiated
B I U ' Clonoe
upporting Docume
dd any documentation & chang hange.
B addfile

Medtronic
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ROLE OF THE SUPPLIER

» Submit changes within Supplier Change
Request Portal with adequate advanced

notification

= Routinereview—expect weeks

= Complexreview—expect months

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

Medtronic

" [f applicable, define proactive processto
identify and communicate changes from sub-

tier suppliers

Medtronic
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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

= Metricsto monitor backlog

* Continuous improvementcycles

= | earn from latest effort

= Visibility to backlog, drive future improvements

(]
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EASY STEPS FOR SUPPLIER

1. Loginintowebsite:
changerequest.medtronic.com

2. Complete Change Request (SCR) & submit

Login to Portal

3. Central team may follow-up with supplier

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

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

c) Status updates

d) If needed —Request for more information

Supported by Medtronic Triage Team

e) Approval or disapproval of change and close

notice, when last facility completes review
8 Supplier Change Request Portal Help Guide March2022 Medtronic


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

SUPPLIER BENEFITS

» Standardized submission process for all

operating units within Medtronic
» Standard web form and content
requirements to submit changerequest - { nnnnnnnnnnn W
= Visibility and notification of status I: !
updates across all operating units — — .
enhancedcolorcoding 7

" Traceability to submitted changes

" Tied to new Medtronic functionality with

progress toward adoption by all operating
units and facilities

(]
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ACCESSING THE SYSTEM

Medtronic

Further,Together



SUPPLIER CHANGE REQUEST (SCR) PORTAL SIGNIN

Medtronic .
= Visit URL: changerequest.medtronic.com

= First time users need to create an account SECURED ACCESS

» Chrome is the preferred web browser

" Troubleshooting Steps forissues with error SIGN IN
message inthe SCR Portal:

EMAIL (or Medtronic employee username)

1. Use Chrome as browser
2. Clear cache and cookies, then re-launch browser PASSWORD

3. Access the SCRportal at | Show Password
https://wwwp.medtronic.com/changerequest/pub
lic/landingPage

SIGN IN

Forgot Password

4. Logback inusingregistered email and password

Don't have a Medtronic account? Create one.

(]
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INITIALREGISTRATION

First-time users must register and create an
account

= Provide contact information

" You can manage and reset your own
password

Medtronic

SECURED ACCESS

CREATE YOUR MEDTRONIC ACCOUNT

Create an account to access Medtronic sites and services.
* Indicates a required field

*COUNTRY/REGION

Select One

*FIRST NAME *LAST NAME
*E-MAIL ADDRESS

*PASSWORD - Show Password

Use 8 or more characters with a mix of upper and lowercase
letters, and at least 1 number.

| have read and accept the Privacy Statement.

CREATEACCOUNT

Already have an account? Signin

English v

Medtronic
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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

* Eachuser 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
Your Medtronic account has been created. Add Supplier ID # Here

Please use this account to signin to Medtronic sites and services.

SIGNIN

(]
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UPDATING YOUR ACCOUNT INFORMATION
AFTER INITIALREGISTRATION

= Suppliercan modify accountinformation to update business name, business phone, and Medtronic ID.
» Usethe Accountinformationtab to updateand click submit to save changes.

* Checkyour purchaseorder or contact your Medtronic Quality partnerto get your supplierID.

SUPPLIER CHANGE REQUEST

My Requests New Request Account Information

My Account Information

Account information saved.

Supplier Company Name: Training Company
Supplier Company Phone: (800) 633-8766
Medtronic Supplier ID: Train000123

SUBMIT

[
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LOCATING YOUR MEDTRONIC SUPPLIER ID FROM PURCHASE ORDER

EXAMPLE 1

If your Purchase Order looks

% w Purchase Order [ f‘":‘:'.‘" o I -y ] lik’ thi,:
s - = T Your Medtronic Supplier ID
g7y ek is here.

Your Medtronic Ship-to

— Address is here.
EXAMPLE 2
If your Purchase Order looks
, like this:
" HeartWare ... B Your Medtronic Supplier ID
lml ‘r\:vk de Street is here.
Purchase Order

idirrraih roomi- Your Medtronic Ship-to

oo . S e~ Address is here.
. = .

Saenpl porblaers.  SS5.455.4448
et T 9 D e
PSGRND s

(]
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SCRHOME SCREEN

= My Requests—viewrequests submittedby user
= Request ID —number assigned to request; click to display details
= Title—descriptionenteredin the change details screen
= Submitted Date— The date the SCR was submitted
* Implementation Date— Requesteddate of review completionand work begins
» Status— OperatingUnit(s) affected and corresponding stage(s) of evaluation

= New Request—enter a new change request or updatea request returned “More Information Requested”

= AccountiInformation—-update SupplierNameand 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
| | @ : Al v i v (A 7]

RequestID ~ Title Submitted Date Implementation Date Status

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

Diabetes Disapproved
Cardiac Rhythm Management Approved

(]
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SCRPORTAL STATUS OVERVIEW

* Draft —the status that indicates a change notice has been started, but not submittedto Medtronic. Draft
changerequestsare only visible to the person whoinitiates therequest (i.e., Supplier)

= Unassigned means achange owner needs to be assigned for each facility/operatingunit.
= Under review means one or more facilities/operatingunits are working on the change request.

= Approved, Disapproved, Not Applicable — indicate a facility has completed its review.

= Email noticesent -Closed request — All assigned operatingunits and their facilities have completeda final
dispositionfor their portion of the change. Email notice will tellyouitis closed and proceed.

= More Information Requested means that Medtronic has requestedthe SCR be updated by the supplier.Look
for notes about whatis requested. The supplier must make therevisions and re-submitthe same SCR for the

process to continue.

Change Request Status Operating Unit Status

(A g

Open

Closed
Draft

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

Nicannrowved

(]
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SYSTEMNOTICE-ITEMIN DRAFT
RECEIVED ONLY BY SUPPLIER CONTACT WHO ENTERED DRAFT

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|5tatus
114407 none 2019-Dec-06 |Draft
114376 none 2019-MNov-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 is 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
5CR.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/changerequest

(]
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CREATE A CHANGE REQUEST

Medtronic
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WRITING TIPS FOR 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 withyour Medtronic Point of
Contact for questions

v’ Be factual and clear
v' State the change without adding opinions or your interpretation of risk

(]
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CONTENT NEEDED FORA CHANGE REQUEST

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

* Thetiming associated with the change

Supplier contactinformation

* Name, email address, phone number etc.

(]
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BEFORE YOU PROCEED
INFORMATION YOU'LL NEED TO HAVE AVAILABLE

» Purchase Orders whichidentify 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)

(]
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CHANGE DETAILS

= Click onthe New Request tab and complete the required fields shown in red.
= Complete all four sections of the form

* Change Details

» Change Evaluation

» Medtronic Affected Facilities

= Supplier Information: pre-populated based on registration information
SUPPLIER CHANGE REQUEST

Note: Required fields Request -
REQUEST SECTIONS CHANGE DETAILS

Change Details * indicates required information

Change Evaluation
= & = * * Change Title
I en I Ie WI an l , ,us e Medtronic Affected Facilities Provide a brieftitle for the change (e.g. Change of raw material supplier, Use As Is disposition request, Planned Deviation request)

Supplier Information I

Review and Submit X
Medtronic Part Number / Rev
]

. List or attach the Medtronic Part Number(s) affected by this change and current Revision
completed to submit form. . :

List Attach

W delete request 5
Medtronic Part Number

X >

+ Add Another

(]
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COMPLETING A CHANGE REQUEST
CHANGE DETAILS

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

Medtronic Part Mumber / Rev

H List or attach the Medtronic Part Number(s) affected by this change and current Revision.
= Medtronic Part Numbers

i List () Attach

= Additional rows can be added Medtronic Part Number
(or removed). Alternately, afile Revision
Revision A
of part numbers can be e
evision A
attached
+ Add Another

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

» Change Type

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

| |
) Component Labeling ! Facility/Address Ll Material
u CheCk a” that apply () Component Packaging [ Finished Device Labeling [ Product Software
Ll Control Plan or Sampling Plans I} Finished Device Packaging L) Quality System
L Design L) Inspection/Test Methods Ll Sterilization/Microbioclogy

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

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

(]
24 Supplier Change Request Portal Help Guide March2022 Medtron lC




COMPLETING A CHANGE REQUEST
CHANGE DETAILS - CONTINUED

| Change DescriptiOn * 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). Qutline if the change is part of a large or multiple phase project plan. If needed, include additional detail in clearly identified
attachments. If there are multiple changes, list and number each change separately as a From/To (1, 2, 3, etc).

= from/To statements that
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 Avallability | Response to Audit finding
[ | 1 | Response to Medtronic CAPA
CheCk d bOX or mUItlpIe L) Sub-tier Supplier Initiated Change
u DeSCrIbe reason In teXt ﬁeld * Please provide more information on the reason for change in the text field.
B I U||/E |

» Supporting Documentation

= Attachfiles orreportsthat

show evidence of the change Supporting Documentation

Add any documentation impacted by the change or any information that further describe the change.
or further background of the B Ada fle
change

(]
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COMPLETING A CHANGE REQUEST
CHANGE EVALUATION

® Risk Assessment

= Updated product or process risk
documentation

= Evaluation of Change

= Plan for testingand supporting
evidence

= RequestedDate of
Implementation

= Daterequestingtoimplement for
Medtronic

= Impact to production—date supplier
or Medtronic production would be
impacted

= Describe any risks to production
supply

26 Supplier Change Request Portal Help Guide March2022

* Risk Assessment
Provide an assessment of the risk associated with this change, including impact to part, product, performance, and business risk to
supply continuity. Document if Design FMEA or Process FMEA were reassessed as a result of this change and provids as supporting
evidence if applicable.

* Evaluation Of Change
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 qualification of the change. If you have determined that qualification is not required, provide rationale.

* Requested Date of Implementation
Provide the proposed date the supplier would like to implement the requested change(s).

Impact to Production
) No » Yes

Date of Impact

* What is the risk to the production (supply continuity) and what steps have been taken to mitigate risks?
1

Medtronic




SELECTING ACCURATE MEDTRONICFACILITIES

= 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

REQUEST SECTIONS MEDTRONIC AFFECTED FACILITIES

Change Details * indicates required information Ship-to Address What is this? (£

Change Evaluation ‘

* . s o
Eottmnalo A00aah sailiting ndicate which Medtronic Fadili rating Units will be affected by this change. City State / Province Country
. _ 2, search for Facilities
Supplier Information

Review and Submit Preferred Medtronic Contact(s) Medtronic Operating Unit Facility Name
If you typically work with a specific Medtronic contact, please provide their name here. ‘ Al | | ‘
W

[l gelete request

| -
SEARCH E=es " SAVE DRAFT

Copyright Medtronic | All rights reserved
Jerms Of Use

(]
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28

LOCATING ACCURATEFACILITIES FROMPURCHASE ORDER

EXAMPLE 3

[ PURS000 Purchase Order Number 20151157 Page }  of 3

Pt Dade 20190219

Wavm o To Address Nunituw

BILL to: COMPANY NAME

Vandor Address: 1002000

el ny
111 SHT ST
Sample City, Ssenple State

Ship To Adchess

Medt romic Faciity Name
111 Saenple Streat
Sampie City. Sampie State

Terrm. NET 40 DAFS Comenny SO

o8 1O ORaN
Ship Vie' 502 USE COMPANY CUIDELINE

Suppler st have PRAY approsal i witing ffom
Meatromic prior 10 shigping against thia PO

Contact the Duyer Detore aath shipment 2o confirm
the Wniest revision, guantity ang dock date. %

EXAMPLE 4

If your Purchase Order looks
like this:

Revivion Date 20190207
g A hev 1 Your Medtronic Supplier ID
Syl Serpio s~ is here.
Your Medtronic Ship-to
Addressis here.

If your Purchase Order looks
like this:
RSE435008 THCOO01 Purchase Ordes Primt  Order Number 727476000 X0 Page-1 o 1 Your Mediromsc Eupplinr ID
invoics To Address 02000 COMPANYNAME owor 30—
SAMPLE CITY, SAMPLE STATE _________———‘__ IS here.

111 54M TREET

Ship To 3000100
MEDTROMIC FACILITY HAME
111 5AMPLE STREET

SAMPLE CITY, SAMPLE STATE SAMPLE CITY, SAMPLE STATE

Cumancy Code USD  Delivery

Tems NET 20 Base Cunency USD  Fraight

Supplier Change Request Portal Help Guide March2022

Your Medtronic Ship-to
Addressis here.

= Use “Ship To" cityand/or street
address to search and select
accurate facilities

= Purchase orders list this
information in different locations

Search for Facilities

close
Please indicate which Medtronic facilities the affected product is shipped to.

Ship-to Address What is this?

City

State / Province Country

Medtronic Operating Unit

Facility Name

‘AII vH ‘

SEARCH cancel

-
4

Medtronic



CHANGE REQUEST PAGES -

= Searchandselect the Medtronic
location(s) that areimpacted by
the change

= Tip: Identify the Medtronic
locations the productis shipped to
or the serviceis provided for

In addition to location, you must
identify an Operating Unit so
that the change requestis
routed properly within
Medtronic.

If the operating unitis not known,
ask your Medtronic contact

Or Submit the request and email
triage your RequestID and askfor

secondreview
RS.ChangePortalHelp@Medtronic.com

Centralteamreview validates
selected Operating Units

Search for Facilities close
2 Please indicate which Medtronic facilities the affected product is shipped to. =
Ship-to Address What is this? &

MEDTRONIC AFFECTED FACILITIES

Street Address State / Province

City

Please indicate which Medtronic facilities the affected product is shipped to.
Ship-to Address What is this? &'

Medtronic CryoCath LP 9000 Autoroute Transcanadienne Pointe-Claire  QC Canada

Facility Name

Medtronic Operating Unit

| All

SEARCH cancel
4

* Medtronic Facility and Operating Units
Indlicate which Medltronic Facilities and Operating Units will be affected by this change.

Q Search for Facilities

City State / Province Country W Medtronic CrvoCath LP. Pointe-Claire. Canad

2! Medtronic CryoCal ointe-Claire, Canada
| | | | | | N ' ' -REMOVE

* : ens
Medtronic Operating Unit Facility Nam Medtronic Affected Facilities

Please identify impacted operating units (OUs). If you are unsure which OU(s) are affected, please communicate with your Preferred
[ Cardiac Rhythm Management v] | | Medtronic Contact(s).

O Cardiac Rhythm Management
SEARCH [ - O Cardiac Rhythm and Heart Failure (Inactive)

] 3

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

Medtronic
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PREFERRED MEDTRONIC CONTACT

n !Dreferref:l Medtronic contact SUPPLIER CHANGE REQUEST
is an optional field

My Requests MNew Request Account Information

" [nclude especially if
previously submitting
change requests manually,
direct to a contact

Request 114641 - Sample Change Request

REQUEST SECTIONS MEDTRONIC AFFECTED FACILITIES

¥ Chan ge Details * indicates required information

v Change Evaluation

* Medtronic Facility and Operating Units

u P refe rre d cO nta Ct Wi I I be Medtronic Affected Facilities Indicate which Medtronic Facilities and Operating Units will be affected by this change.
Q Search for Facilities
notified of the submission

Supplier Information

Review and Submit Preferred Medtronic Contact(s)
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.changeportalhelp@Emedtronic.com.

Medtronic
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FAQS FORCENTRAL TEAM

1. Asasupplier 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 Centralteamisavailable toyouasneeded by email. We suggest you enterasmuchinformationaspossible in your Supplier Change Request and submit, thenfollow that
requestupwithanemailtoRS.changeportalhelp@medtronic.comandincludeyour SCR number in the subjectline and your additionalquestionsor commentsinthe body of
the email.

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

A system noticeisprovided whenwe havereceivedyour SCR. Asecond systemnoticeisprovidedwhenthe SCRisassignedtoachange owner. Ifyoudid notreceive asystem
notice, contact RS.changeportalhelp@medtronic.com.Ifan ownerisassigned, follow up with the change owner or your preferred Medtronic contact.

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

The centralteamwill review and amplifyentries submitted from suppliersviathe ChangeRequest Portal. Key areas they willvalidate include assessing part numbersidentified
for any additional correspondingpart numbersanddirectingthechange requesttoallMedtronicteamswhoneedtoassessthechange.

4. |Imeant to add an attachment but forgot. What should 1 do?

If you realizedthe attachment wasnotincluded immediately after sending, youmay emailRS.changeportalhelp@medtronic.com Use subject:Forgot Attachment—-SCR No.
XXXXXX.Thiswillhelpthe centralteamtoidentify the missingattachment. ltis possible central teamwill disposition the SCR for “More Information Requested” and you willbe
able toattachitand submitagain. Centralteammayalso contact you directly when noticingamissingattachment toobtainitandattach.

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

Yes, Change PortalHelp teamisyour firstline of support for usingthe portal. Please sendanemailtoRS.changeportalhelp@medtronic.com.lf needed, centralteamwillrefer
your issueon to higherlevel supportincluding MedtronicIT support.

6. How will centralteam contact me?
Centralteammay email you, call you with informationsubmitted toa specific supplier changerequest orreturnachangerequest backtoyouviathe portal.
7. Willlbe keptinformed about how review is going at Medtronic?

You may review your portalrequest tocheckits status. Each Medtronicfacility willupdate the change requestinthe portal.lf some facilitieshave completed their review, but
othersare sstillpending, your Medtroniccontactmaybe able toget more informationfor you.

(]
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MEDTRONIC PROCESSING OF
CHANGE

Medtronic

Further,Together



MEDTRONIC INTERNAL PROCESSING

WHAT
ROUTINE
REVIEW
LOOKS
LIKE

* Reguested Date of Implementation
Frowvide your proposed implementation date for the change

o’ '\‘ |
Mﬂ-’l‘l; B ’

T
. - = T
» N £
- U. -
. 4
' |

LIKE
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Impact to Production
WHAT st If thiz change iz nof implemeanted, wil it impact your abiity to fulfil orders?
COMPLEX No ® Yes |
REV' EW Date of impact
LOOKS

= Central team validates information
and submits to Change
Administrator

* Change Administrator assigns
request to Change Owner

= Owner reviews request and
identifies review required based on
complexity

= Reviewresources are assigned

= Review may berequiredbyupto9
Medtronic functional teams across
multiple facilities

" Implementation plan devised

* Change implemented

Medtronic




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 for

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

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

* Device classification depends on the intended = For Class Il devices, a premarket approval

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

» Classificationis risk based, that is, the risk the
device poses to the patient and/or the userisa
major factor inthe class itis assigned. Class |

includes devices with the lowest risk and Class Il Reference:
. . . http://www.fda.gov/MedicalDevices/DeviceReqgulationa
IﬂC|UdeS thOSG Wlth the greateSt rISk' ndGuidance/Overview/ClassifyYourDevice/

(]
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REGULATORY NOTIFICATION

Types of FDA (US) submissions:

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

= Documentto File
— Changemay beimplemented upon completion of internal Medtronicdocuments
= Annual Report

— Changemay beimplemented upon completion of internal Medtronicdocuments, but : :
is submitted to FDA in aconsolidated yearly report Medtronic Corporate policy
30-day Notice allows up to 15 business days for

— FDAwillreview within 30 days of receiving submission from Medtronic Medtronic Non-US Regulatory

= Real Time Review (RTR) PMA/S specialiststo evaluatea change
and determineif their

— FDAwillreview in a live meeting and provide response within 90 days, if not converted

toalonger submission geography’'s Regulatory body
= 180Day PMA/S requires notification
— FDAwillreview 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

= 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

Approved

Disapproved

Not Applicable

" I[n Progress Status Under Review (&
= Unassigned —a Change Owner is not assigned yet -
* Under Review —default status once assigned to a Change Owner | Unassigned
* More Information Requested —more information is needed about
the change I More Information Requested

(]
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MORE INFORMATION REQUESTED -PORTAL VIEW
NOTIFICATIONFOR ADDITIONAL INFORMATION

= Medtronic canreturnan SCR to a supplier to request more information.
= Suppliers will receive email notification when additional informationis requested.
= Click ID number for comments returned to supplier

= Note: All activitiesinthe SCR are frozen when the request is under More
Information Requested

SUPPLIER CHANGE REQUEST

My Requests New Request Account Information

Filter By:
APPLY FILTER(S) REMOVE FILTER(S)
RequestID Title Submitted Date Implementation Date Operating Unit Change Request Status Operating Unit Status
|| | [ J @ J [ 2 (A ]
Request|D ¥ Title Submitted Date Implementation Date s
114642 Change Request Sample 2021-Nov-17 More Information Requested

[
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MORE INFORMATION REQUESTED - EMAIL VIEW
NOTIFICATIONFOR ADDITIONAL INFORMATION

noreply@medtronic.com RS Testing Room;: RS Testing Room: + 9+ 6/16/2021
- Medtronlc can return an SCR to a Suppller to . Medtronic request for more information about 114558 v
request more information. 1

= Suppliers will receive email notification when
additional information is requested.

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

Request Tracking 1D: 114558
Request Title: Reason for Change not COvid 15
m CIiCk ID number for Comments returned to Operating Unit: Aortic and Peripheral Vascular (Inactive)
. Facility: Galway
S u p p I | e r Medtronic Change Owner:
Change Status: More Information Requested

Additional Information Requested: .
= Expect to see details here 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 guestions 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 canthen access therequest in the portal, update the content per the notificationcomments

and resubmit.

= Onceallcontent has been updated,the SCR must be resubmittedto Medtronic for further review and continued

39

disposition.

SUPPLIER CHANGE REQUEST

My Requests New Request

Request 114452 - SCR Training

REQUEST SECTIONS

v Change Details

v Change Evaluation

v Medtronic Affected Facilities

v Supplier Information

Review and Submit

Review Request

Account Information

CHANGE DETAILS

* indicates required information

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

SCR Training

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

Medtronic Part Number

MDT123456 | Revision
IMDT456789 Revision X
+ Add Another

Supplier Change Request Portal Help Guide March2022

Medtronic




EXAMPLE NOTIFICATION

Narepi imedtronic.com R5 Testing Room; R5 Testing Room; RS Testing Room; R5 Testing Room; RS Testing Room; R5 Testing Room; RS Testing Room; RS Testing Room; RS Testing Room; + 13~ @_I 1

Request 114581 has been closed by Medtronic >

“ﬂa ChangeRequest 114581.pdf _
a pdf File

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

Request Tracking ID: 114581

Request Title: Demo for Training

The table below summarizes the disposition of the change request

Disposition Status Disposition Comments Medtronic Contact

Operating Unit Facility
Julie Anne Cabral, julieanne.a.cabrali@medtronic.com

MTC - Medtronic Tempe Campus Disapproved null

Meuromodulation
Cardiac Rhythm and Heart Failure {Inactive) Mounds View Campus Approved
MTC - Medtronic Tempe Campus Approved null

Mick Krasucki, nick.a.krasucki@medtronic.com

Vincent Palivoda, vincent.palivoda@medtronic.com

Diabetes

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.

¥ou 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.

Medtronic
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CONCLUSION & HELP

REMEMBER:
Submityourrequestinthe Supplier Change Request Portal

changerequest.medtronic.com

For assistance withthe system, please contact your Medtronic Quality partner or the centralteam at
rs.changeportalhelp@Medtronic.com
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https://wwwp.medtronic.com/changerequest/public/landingPage

Meatronic

Further, logether



