Medtronic CRHF Supplier Change Notification System Instructions:

3 Simple Steps

Monitor
Status

Step 1: Request Form

¢ Send request for a new notification form to supplierpcn@medtronic.com
o Do NOT send attachments with the request email as they will be discarded

-
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From = lisa.r.bobich@medtronic.com
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— To... |supplierpm@medh’nnic.cnm| |
Send
Cc... |_ RS PCM Supplier <supplierpcn@medtronic.com=> & |
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Subject: |Request new change notification form |
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Lisa Bobich
Sr. Product Engineer | Medtronic, Inc. =
Sourcing Continuity, Cardiac Rhythm and Heart Failure
2343 W Medtronic Way, 55-76-90A | Tempe, AZ 85281
Office: (480) 92146454 lisa.rbobichi@medtronic.com
Welcoming Cowvidien fo Medironic
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e An email reply from RS PCN Supplier will be sent to the requestor
0 The body of the email will contain the unique Tracking ID#
= Note: Each request is assigned a unique Tracking ID#, therefore a new form
must be requested for each change
0 A blank change form will be attached
o0 The filename of the form will also include the Tracking ID#

=™ @~ ¥ = Medtronic CRHF has received your request for a change - Message (HTML) = | = 2
Message McAfee E-mail Scan Adobe PDF v @

From: RS PCN Supplier Sent: Mon 3/23/2015 12:51 PM
To: #| Bobich, Lisa
Cao
Subject: Medtronic CRHF has received your request for a change

] Message | TRequestForm_1349.pdf (116 KE)
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FY

Medtronic, Cardiac Rhythm and Heart Failure (CRHF) business unit, has received your request for a change. Please complete the attached form to
describe the change and submit it back to this address: supplierpcn@medtronic.com Note: For changes that impact multiple business units, please
contact each business unit according to the process they have specified.

All required fields must be completed to submit the form. The required fields are indicated by a red box, when the field is selected. Your request will
not be logged at Medtronic until this form is received.
Note: The form fields must remain editable for the system to detect your submission (i.e., scanned forms will result in an error).

All communication regarding this change should reference your Tracking ID number in the Subject line.
Tracking I1D: REQUEST-001349

Receipt of this e-mail does not constitute an approval by Medtronic CRHF for this change. Once the form is received and the details of the change
have been assessed by Medtronic CRHF, you will receive independent notification of the approval or rejection of this change request.

Please contact your Medtronic CRHF Sourcing Engineer if you have questions about the form or change approval process.
Thank you.

23 Retention Policy: Medtronic Inbox Retention (6 months) Expires: 9/19/2015
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Step 2: Complete Form

e Open the PDF request form
o The Tracking ID field is pre-populated and read-only (e.g., REQUEST-XXXXXX)
o All fields indicated by the red asterisk * are required fields. The form cannot be
processed without this information.
e Complete all fields in the PDF request form by providing details of the proposed change.
0 Note: The form must be completed using Adobe Reader or Adobe Acrobat so that the
editable fields remain intact and can be processed by the automated system.
e Save the PDF request form as a .pdf
e Send the completed .pdf form to supplierpcn@medtronic.com
0 Supporting files may be attached to the emaill
0 Medotronic contacts may be copied on the email (this is considered an FYI notification
only; not a confirmation of assignment)
e The request form template is shown on the following page. Instructions for each field are
shown in Appendix A.
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Medironic
@ Global Form

019-F171, Version 2.0

Supplier Change Request Form

Change Request Information - To be completed by Supplier

Supplier Details

Supplier Tracking L.D.

REQUEST-D01348

Enter your umique Tracking / Reference LD, for this change request.

Supplier Name*

Enter the legal name of your company.

Supplier Address*

Enter the agdress of the localion s change is being requesied for.

Supplier Code

Enter your umique Meatronic Suppler Cooe (e.g. SAP codel, if known.

Supplier Contact Name™

Enter the name of the person Medironic will conzct reganding this change request.

Supplier Contact Phone*

Enter the felephone number of the contact person

Supplier Contact e-mail*

Enter the e-mall address of the coniacf person.

Change Details

Change Title*

Provide a brief fitie for the change (e.g. Ghange of Suppier for Material XYZ)

Part Humbers | Rev*

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

Medtronic Facilities®

Identify the Medironic faciifies vou supoly this Part Number(s) to.

Identiy the applicable Change Type (check all #hat apply).

[ Capacity [ Management/Business Related | [ Raw Material

[ Central Fian ] Manufacturing Process [JResponse to Auwdit Finding
Change Type* [ Cost Savings [ Measurement Method Change | [ Response to CAPA

[ Design [] Medtronic Initizted Change [ Sterfization

[] Equinment/Facility Move [ Cheslity Improvement [ 5ub-tier Supplier Change

[ Labelling/Packaging O cther:

Describe in defall WHAT &5 changing. oufiin the cument and fufure sfate (From/ To). Outling what

Change Description™

documenfation would be impacted by the change (e.g. specificafions, Controd Plan, FUEA). Oufline if the
change is part of a large or multiple phase project plan. if needed, include addtional defail in cleary idenfiied
sitachments.

Reason for Change™

Matenal Availabiiify,
fhe change wasnt made.

In mon-expert ferms, prowide a background for fhe change and WHY it is necessary (e.q Capacily, Raw
« Compiiance, Quality Improvement, Cost Savings efc. ) Include reference fo any Feld
Action or CAPA and the specific defficiencies the change wowld address. Also describe whaf would happen if
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Change Evaluation and Timing

Potential Risks™

Descnbe any curentfy known pofential isks and plans to mibgafe.

Ewvaluation of Change*

Proadde a descripbon of how the change will be evaluafed. How will you defermine the impact of the change
on the performance of the part?

Supporting
Documentation®

List and aftzch any refevant supportive informadion you cumendy have available that may assist with
processing the change request (e.g. qualificationdaldstion reports, dafa analysis, nsk sssessment elc ). F
none witte none’.

Proposed Implementation
Date*

Prowide an eshmale amd JUstRCaNon Jor your proposed implemenizion date for ihe change.

MMDDYYYY

This document is electronically controlled, Printed copies are considered uncontrolled.

Confidential




= Supplier/Requestor (person sending the completed form) will be notified when Medtronic
CRHF has received your completed change request form.

- -
=l ¥ = Medtronic CRHF has received REQUEST-001349 - Message (HTML) [E=gEE
File Message  McAfee E-mail Scan Adobe PDF v @
From: RS PCM Supplier Sent: Mon 3/23/2015 1:31 PM
To: Bobich, Lisa
Cc
Subject: Medtronic CRHF has received REQUEST-001349
| Message | T RequestForm_1349.pdf (144 KB)
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Y

Medtronic CRHF has received your completed request as identified below.

Tracking ID: REQUEST-001349

Change Title: Supplier location change

Medtronic CRHF is in the process of reviewing your change. You will be notified when a Medtronic CRHF contact has been assigned to work with you
regarding evaluation and approval of this change. The contact may request additional information regarding this change.

Receipt of this e-mail does not constitute an approval from Medtronic CRHF for this change. Medtronic CRHF will send you independent notification
of the approval or rejection of this change request.

Thank you. =

9—1 Retention Policy: Medtronic Inbox Retention (6 months) Expires: 9/19/2015

RS PCN Supplier ﬁ_;!.-

= Updates can be made to the form prior to a Medtronic CRHF resource being assigned by
updating the PDF request form and re-sending to supplierpcn@medtronic.com:

| el & ¥F |5 Medtronic CRHF REQUEST-000054 updated - Message (HTML) | = | =i x|

File Message McAfee E-mail Scan Adobe POF = e
From: RS PCN Supplier Staging Sent: Tue 3/3/2015 9:57 AM
To: Bobich, Lisa
Cc
Subject: Medtronic CRHF REQUEST-000054 updated

| Message | T RequestForm_54.pdf (144 KE)
............"......1............:......'......?..._
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The below referenced change request form was previously received by Medtronic CRHF. The request has been
updated to include the content from this request.

Tracking ID: REQUEST-000054

Change Title: Test change title
Medtronic CRHF is in the process of reviewing your change. You will be notified when a Medtronic CRHF contact has

| | been assigned to work with you regarding evaluation and approval of this change. The contact may request additional
information regarding this change.

Receipt of this e-mail does not constitute an approval from Medtronic CRHF for this change. Medtronic CRHF will
send you independent notification of the approval or rejection of this change request.

Thank you.
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After a Medtronic CRHF resource has been assigned, updates cannot be made via the form.

Convey these changes directly to the Medtronic CRHF contact:

== 4 % |+ Medtronic CRHF REQUEST-000054 form cannot be updated - Message (HTML) | B
File Message McAfee E-mail Scan Adobe PDF & 9

From: RS PCN Supplier Staging Sent:  Tue 3/3/2015 10:58 AM

To: Bobich, Lisa

Co

Subject: Medtronic CRHF REQUEST-000054 farm cannot be updated

SN N SN NENCR SN RN SN SRR, SN RN SN SRR SN RN R, ]

CRHF contact.

The below referenced change request form was previously submitted and has already been assigned a Medtronic

Tracking ID:
Change Title:
Medtronic CRHF Contact:

REQUEST-000054

Test change title

Bobich, Lisa, lisa.r bobich@medtronic.com

Please contact the Medtronic CRHF contact directly to discuss any changes to this request.

Thank You.

Errors/Troubleshooting
= Notification of an incomplete form
o Allfields indicated by the red asterisk * are required fields.
processed without this information.

The form cannot be

o If anincomplete form is submitted, the sender will receive an email from the system

as follows, identifying any incomplete fields (i.e., Invalid Field(s):).
= Note: The picture in the email is a generic indicator of how errors are shown
within the form; it does not reflect the actual field that is incorrect.

=

5
=™ I= Medtronic CRHF REQUEST-000056 form incomplete - Message (HTML) L= | E [
File Message McAfee E-mail Scan Adobe PDF bl e
From: RS PCM Supplier Staging Sent: Tue 3/3/2015 4:22 PM
To: #| Bobich, Lisa
Cc
Subject: Medtronic CRHF REQUEST-000056 form incomplete
| Message '@RequestForm_Ss.pdf (144 KB)
S S S R AT
F
The below referenced change request form you submitted contains empty or invalid fields.
Tracking ID: REQUEST-000056
Invalid Field(s): Supporting Documentation L
Please complete all required fields and resubmit.
The required fields will be indicated by a red box when field is selected, as shown below.
; Enter the legal name of your COmpany.
Supplier Name™
s 2 F—€r the address of the Jocation this change is being requested for
Supplier Address /_1./23 SEK S|
= W, i | The biue highlght  htor your unique Medtronic Supplier Code (e.g. SAP code), if known. 4
4 1] >
23 Retention Poli: Medtronic Inbox Retention (& months) Expires: 8§/30/2015
RS PCN Supplier Staging g ~
L,




= Notification of an expired form
o0 Tracking ID#'s and associated forms will expire after 30 days. A new request form
will need to be requested.
o Sender will be notified of an expired form with the following e-mail response from the

system:
ra | | N
== |5 Medtronic CRHF REQUEST-000057 ID expired - Message... | S| S
Message  McAfee E-mail Scan Adobe PDF v @
From: RS PCM Supplier Staging Sent: Mon 3/9/2015 522 AM
To: #| Bobich, Lisa
Cc
Subject: Medtronic CRHF REQUEST-000057 ID expired
] Message '@RequestForm_S?.pdf [144 KE]
SR N SN BN SN NN S BN SRR NN SRR, |
re

The below referenced Tracking ID you submitted has expired.

Tracking ID: REQUEST-000057

Please resubmit a new request for this change. A new Tracking ID will be assigned and a
new form will be sent to you for completion. Please note Tracking 1Ds expire 30 days after
original receipt.

Thank You.
e
24 Retention Policy: Medtronic Inbox Retention (6 months) Expires: 9/5/2015
RS PCN Supplier Staging & A
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o Sender will also receive an expired form error if an older version of the change
template is submitted.

= Receipt of additional “Medtronic CRHF has received your request for a change” emails
o If you received unintended emails with the same Subject line above, the possible
reasons include:

= Corruption of form fields in PDF such that Medtronic automation cannot parse
the information from each field in the form (this will also occur if a scanned
version of the form is attached)

= Email sent as ‘Reply All' that includes ‘supplierpcn@medtronic.com’ or ‘RS
Supplier PCN’ as a recipient and does not include the PDF request form



Step 3: Monitor Status

= The Supplier/Requestor will be notified when a Medtronic CRHF resource has been assigned
to the change request:

-

= | H 4 IS Medtronic CRHF has assigned a contact to REQUEST-001349 - Message (HTML) = = B
File Message  McAfee E-mail Scan Adobe PDF v @

From: MOT <no-reply @medtronic. com> Sent: Mon 3/23/2015 3:53 PM

To: [ Bobich, Lisa

Co

Subject: Medtronic CRHF has assigned a contact to REQUEST-001349

_R---u---1---|---z---|---3---|---4---|---5---|---6---|---_?---l---a---l---s—--A-

=

» [

The following change request has been assigned a contact by Medtronic CRHF. This contact will be working with you to process your change request.

Tracking ID: REQUEST-001349
Change Title: Supplier location change
Medtronic CRHF Contact: Bobich, Lisa <lisa.r.bobich@medtronic.com>

Please contact the individual identified above if you have questions about the change approval process or need to inform Medtronic CRHF of any
changes regarding this change request.

Thank you.
-
g} Retention Policy: Medtronic Inbox Retention [6 months) Expires: 9/19/2015
= The Supplier/Requestor will be notified of approval or disapproval:
Example of Approval email:
= I Medtronic CRHF has closed REQUEST-001349 - Message (HTML) = | = 2]
File Message McAfee E-mail Scan Adobe PDF @ 9
From: MOT <no-reply @medtronic.com> Sent: Mon 3/23/2015 4:02 PM
To: [ Bobich, Lisa
Cc [ Bobich, Lisa
Subject: Medtronic CRHF has closed REQUEST-001349
SEEEEEEN EEENEEEN KA EEEE SRR RN RS KN RN RN RN AR RN EEEN KRR |
Fs
The following change request has been closed by Medtronic CRHF.
Tracking ID: REQUEST-001349
Change Title: Supplier location change
Change Disposition: Approved D
Instructions for Implementation: Medtronic approved this change via PCN-0OO00KC on 23-Mar-2015. This change can now be 0
implemented on all Part Numbers.
Medtronic CRHF Contact: Bobich, Lisa <lisa.r bobich@medtronic. com=
Please contact the individual identified above if you have questions about the change approval process or need additional instructions about change
implementation.
Thank you. =
gﬂ- Retention Policy: Medtronic Inbox Retention [6 months) Expires: 9/19/2015




Example of Disapproval email:

= <]

= |= Medtronic CRHF has disapproved REQUEST-000054 - Message (HTML) | = | B et
File Message McAfee E-mail Scan Adobe PDF 2 e

Fram: My Project Test <no-reply @medtronic.com > Sent: Tue 3/3/2015 2:49 PM

To: Bobich, Lisa

Cc Bobich, Lisa

Subject: Medtronic CRHF has disapproved REQUEST-000054

_R|1|c|:|4|5|5|‘2\|ﬁ|
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Medtronic CRHF has disapproved the change request as identified below.

Tracking ID: REQUEST-000054

Change Title: Test change title

Medtronic CRHF Contact: Bobich, Lisa <lisa.r bobichi@medtronic com=
Reason for Disapproval: Testing disapproval route.

Medtronic CRHF is unable to approve this change request based on the information currently available. Please
contact the individual identified above if you have questions about this request or about the change approval
process.

Thank you.

23 Retention Policy: Medtronic Inbox Retention (6 months) Expires: 8/30/2015

MDT

Additional notifications the system can send:

Notification of a status update for the PCN:

Note: The status update notifications are optional and are at the discretion of the assigned
Medtronic CRHF resource. In the example below, the Supplier/Requestor is in the ‘To:’ field
and the Medtronic CRHF assigned resource is in the ‘Cc:’ field.

- - 1

=™ 4 @ |= Medtronic CRHF has updated the status of REQUEST-000054. ~ Message (HTMUM || 5 e S

File Message McAfee E-mail Scan Adobe PDF = g
From: My Project Test <no-eply@medtronic.com:> Sent: Tue 3/3/2015 1:51 PM
To: Bobich, Lisa
Cc Bobich, Lisa
Subject: Medtronic CRHF has updated the status of REQUEST-000054,
_')_'Q---|---1---|---2---l---E---|---4---l---E---|---5---|---.-"-H\-

LT

» [

8 | Your change request status has been updated. Please use this information to help plan your implementation timing
for this change.

Tracking ID: REQUEST-000054

Change Title: Test change title

Current Phase: Assessing Change

Next Phase: Submitted to Regulatory

Comments: Testing phase comments.

Medtronic CRHF Contact: Bobich, Lisa <lisa.r bobich@medtronic.com:>

Receipt of this e-mail does not constitute an approval from Medtronic CRHF for this change. Medtronic CRHF will
send you independent notification of the approval or disapproval of this change request.

Please contact the individual identified above if you have questions about the form or change approval process.

Thank you.

23 Retention Policy: Medtronic Inbox Retention (6 months) Expires: 8/30/2015




Form Field

Appendix A: Change Request Form Field Details

Field Instructions

Required?

Supplier Details

Supplier Assigned and populated by the system. REQUEST-XXXXXX. Y
Tracking ID
Supplier Name Enter the Legal name of your company. Y
e Enter the complete manufacturing address (e.g., street, city,
Supplier state/province, zip code, country) where the change is being made. %
Address . . .
¢ If sub-tier supplier change, enter_your manufacturing address.
Supplier Code Enter your unique Medtronic supplier ID (e.g. SAP or JDE), if known. N
Supplier Contact | Enter the name of the person Medtronic will contact regarding this v
Name change.
§Epp“er Contact | Enter the phone number of the contact person. Y
one
gupp!lier Contact | Enter the e-mail address of the contact person. Y
-mai
Change Details
Change Provide a brief title to describe the change (e.g., Change of Supplier for v
Title material X).
Part Number(s) / e List the Medtronic part number(s) affected by this change. v
Rev e A list may be submitted as an attachment.
Identify the Medtronic facilities to which you supply the Part Number(s).
This is a free-form field and any entry is acceptable.
For reference, CRHF facilities include:
e MECC (Brooklyn Center, MN)
e MV (Mounds View, MN)
Medtronic e MTC (Tempe, AZ) v
Facilities e MPROC (Villalba or Juncos, Puerto Rico)
e Rice Creek (Fridley, MN)
e SMO (Tolochenaz, Switzerland)
e MSO (Singapore)
¢ Various OEMs (Original Equipment Manufacturers)
Identify the applicable Change Type (check all that apply). Reserve the y
Change Type use of Other for when no other type applies.




Form Field

Appendix A: Change Request Form Field Details

Field Instructions

Required?

Provide a detailed description of WHAT is changing. Outline current

(FROM) and future (TO) state for the change.

Outline what documentation may be impacted by the change (e.g.,
Change specification, drawing, control plan, FMEA). Y
Description : e . . . .

Identify clearly if this is a sub-tier supplier change, and identify the

sub-tier supplier.

Additional details can be provided in attachments.

In non-expert terms, provide a background for the change and WHY it

is necessary (e.g., capacity, raw material availability, compliance,

quality improvement, cost savings, Medtronic initiated).
Reason for . ] v
Change Include reference to any Field Action or CAPA.

What will happen if the change is NOT made?

What is the benefit for Medtronic?

Change Evaluation and Timing

Describe any currently known potential risks associated with the

proposed change.
Potential Risks Describe any plans to mitigate the risk. Y

Provide justification for implementation date (implementation date

requested in later field).

Provide a description of HOW the change and its impact to the
Evaluation of performance of the part will be evaluated. Y
Change L . , ,

If no evaluation is planned, provide a rationale for no evaluation.

Identify any supporting documentation that will be provided relevant to

this change OR write ‘None’.
Supporting To send attachments, reply to original e-mail and attach the change N
Documentation notification form and supporting document(s).

o Examples: qualification and/or validation plans and reports,
data analysis, risk assessments.

Provide an estimate for your proposed implementation date (format:
Proposed DD-MMM-YYYY) for the change(s). The proposed implementation
Implementation date can be no sooner than the completion of all evaluation activities. %
Date Pick a date from the calendar pop-up by clicking on the down arrow

that appears at the right of the cell.




