INTENDED-USE EVIDENCE / SCOPE-LIMITED COMPANION
The MDIS product journeys, as a browser drove them

A manufacturer registers a device, releases documents, responds to partner review,
publishes instructions and records a vigilance event; platform administrators provision an
organisation and inspect its audit trail. These executed journeys show the product being
used on the disposable stack, with APl checks alongside the pictures. They provide evidence
for the named run; client suitability and approval remain to be assessed.

RUN TESTED CANDIDATE
gh-34316989410-1 4d3a5e7a70c40f31f4bea7e7ecob481514765e6b

RECORDED EXECUTION

2026-09-09T06:20:00Z 37 selected scenarios - 407 steps - 407 passed - O failed

STACK CAPTURES

deploy/mdis-e2e - seeded personas - storage emulator 272 distinct source captures; auth-secret-safe journeys excluded

Qualification receipt

QUALIFICATION RECEIPT RUN
complete-shared-machine-run gh-34316989410-1
RECEIPT CANDIDATE RECORDED
4d3a5e7a70c40f31f4bea7e7ec6b481514765e6b 2026-09-09T06:20:00Z
WORKFLOW SOURCE COMMIT WORKFLOW
4d3a5e7a70c40f31f4bea7e7ecob481514765e6b GitHub run

EVIDENCE ARTIFACT ARTIFACT SHA-256

mdis-e2e-evidence - 10090704756 fc63b5a5515807d189bde9ce96dla5633ae758£28eb735£fab99784644958637b
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https://github.com/MedQAIR/MDIS/actions/runs/34316989410

SOURCE MANIFEST SHA-256 VERIFIED FILES
1844547485349d3dac284c2af6e2b9e6b190dc50bfbe876ff4f49b1026b0a65a 3055

SUITE COUNTS
121 normal + 8 secret-safe passed
Required jobs:

e apiPostgreSQL: success
o disposableEndToEnd: success
e required: success

MDIS walkthrough - 2 /418



JOURNEY CHAPTER

Register a device

MDIS walkthrough - 3 /418



A manufacturer adds a device, opens its first change, files a document, and clears the release check.

features/redesign/manufacturer-adds-a-device.feature - @MODULE:REDESIGN @SR-014 PASS

adding a device is offered, and works
0 EXECUTED GHERKIN STEP
Given the redesign sign-in page Pass

2Med &

- -
Signin
Your code from the authenticator app comes

next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01lef255e3b
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@ EXECUTED GHERKIN STEP
When I sign in to the redesign as a manufacturer pass

2Med Technieal file

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

z 5 - O

drafts to finish returned for changes
Needs you

o Northstar LumaDerm Phototherapy Lamp
Change 1 - first release

— Northstar CardioMesh Coronary Stent
1.0 first release

— Northstar Sonolite Handheld Ultrasound
1.0 first release

- Northstar VitalSync Patient Monitor
11 labelling update

- E2E Journey Device 1788933641806128

Change1-1.0.0 -first release

Capture SHA-256: 46e03938ae0c93c06144b52d38£56180830d5589e23ec00£6462e471ac066695

[=}]
il

0

walting on a partner

Sdrafts

Continue

Continue

Continue

Continue

Continue

MDIS walkthrough - 5/418

&

[TEST] Northstar Medical Im... o @

+ Add a des

@ Manufacturer
_ 28
devices, Sreleased
Devices - 28

Q Name, UDI-DI or Basic UDI-DI

PA

PulseView AR Validation ...

AtlasView Importer Verifi...

AtlasView Ownership Bo...

AtlasView Distributor Veri...

AtlasView Distributor Gu...

AtlasView AR Validation ...

All 28 »

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the redesign's add-device form pass

Add a device

You can change everything later. The device starts as a first-release
draft.

Name
(As it appears on the label )

upI-pl Basic UDI-DI
| This model ) @mional now, needed to regis |

e D

Capture SHA-256: 9cblbc7£f9fddac3a88103c£94505443137b3e33ab310c1742626509801e4allc
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@ EXECUTED GHERKIN STEP
And | submit a device with a unique name and UDI-DI pass

2Med Technical file + o) @ = ﬂff::ar:_or::szarMedicanm... . @

H » Dewvices» EZE Journey Device 1788933701620633
ome » Device ourney Device 17 33 B! T T o [

E2E Journey Device 1788933701620633 uneeess

not released yet - Basic UDI-DI

Changes and releases Registration Open

Mot started. EUDAMED needs every answer
No changes yet.

Who can open it Choose who

Only you, so far.

Identification

uDI-D
E2E-1788933701620633

Basic UDI-DI

uDi-~l

Capture SHA-256:120065ee674df017ef40a357d785b7a0e4ad4ec18df8balb70ebcf8c49718424
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@ EXECUTED GHERKIN STEP
Then the redesign shows the device it just created pass

No visible change at this step, the asserted state was already present

2Med Technical file ~

Home » Devices» EZ2E Journey Device 1788933701620633
o E2E Journey Device 1788933701620633 vneess
not released yet - Basic UDI-DI

Changes and releases

Mo changes yet.

Capture SHA-256:120065ee674df017ef40a357d785b7ale4ad4ecl8df8balb70ebcf8c49718424

MDIS walkthrough - 8 /418

& @

[TEST] Morthstar Medical Im... o @

™
Manufacturer
Choose who + Start first rele
Registration Open
Mot started. EUDAMED needs every answer
Who can open it Choose whoe

Identification

uDI-D
E2E-1788933701620633

Basic UDI-DI

uDi-A



features/redesign/manufacturer-adds-a-device.feature - @MODULE:REDESIGN @SR-014 PASS

the first release opens a change on a brand-new device

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med &

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP
When I sign in to the redesign as a manufacturer pass

2Med Technieal file

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

z 5 - O

drafts to finish returned for changes
Needs you

e Northstar CardioMesh Coronary Stent
1.0 first release

] Northstar LumaDerm Phototherapy Lamp
Change 1 - first release

— Northstar Sonolite Handheld Ultrasound
1.0 first release

- Northstar VitalSync Patient Monitor
11 labelling update

- E2E Journey Device 1788933641806128

Change1-1.0.0 -first release

Capture SHA-256: 199b275e18c66c048dc6a71b040292fb9bccaababd8e0d889252f1773ebceefe

[=}]
il

0

walting on a partner

Sdrafts

Continue

Continue

Continue

Continue

Continue
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&

[TEST] Northstar Medical Im... o @

+ Add a des

@ Manufacturer
_ 29
devices, Sreleased
Devices - 29

Q Name, UDI-DI or Basic UDI-DI

PA

PulseView AR Validation ...

AtlasView AR Validation ...

AtlasView Importer Verifi...

AtlasView Ownership Bo...

AtlasView Distributor Veri...

AtlasView Distributor Gu...

All 29 »

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the redesign's add-device form pass

Add a device

You can change everything later. The device starts as a first-release
draft.

Name
(As it appears on the label )

upI-pl Basic UDI-DI
| This model ) @mional now, needed to regis |

e D

Capture SHA-256: be4da505072b2c60cad69504122cc2d61411d8bd3498e747ed87961ec014b06c
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@ EXECUTED GHERKIN STEP
And | submit a device with a unique name and UDI-DI pass

2Med Technical file + o) @ = ﬂff::ar:_or::szarMedicanm... . @

H » Devices» EZE Journey Device 1788933703671839
ome » Device ourney Device 17 3370367183 T T o [

E2E Journey Device 1788933703671839 unees

not released yet - Basic UDI-DI

Changes and releases Registration Open

Mot started. EUDAMED needs every answer
No changes yet.

Who can open it Choose who

Only you, so far.

Identification

uDI-D
E2E-1788933703671839

Basic UDI-DI

uDi-~l

Capture SHA-256: b441becbd85d5956ed7173a0660be2886d055480d349493469eleb20db34fccc

MDIS walkthrough - 12 /418



@ EXECUTED GHERKIN STEP
And | start the device's first release pass

Start first release - E2E Journey Device 1788933703671839

The first release is an ordinary change — documents, registration,
recipients,

Version name

.;’\1.0.0
What you call thisversion. It is stored exactly as you type it.

e D)

Capture SHA-256: 90963878£fe9046c5494cd169£7845697c649947e7636£0363cf6796a94fc7b7e
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@ EXECUTED GHERKIN STEP
Then the redesign opens a draft change for it pass

%Med / Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » E2E Journey Device T78B333703671839 » Change 1 Discard draft Release

Change1 o=t

Version 1.0.0 Rename

B Documents O Find 2, Add files Ready to release? L

~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& This device's target market is not

recorded — add its EUDAMED

No documents yet registration from the device's
Registration page; the registration
records the market.
Who receives it - Release authority &
reviewers - recommended — you can still
release
MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Open Who receives it

Capture SHA-256: ce70ecffac345d2fcf0dd4ef442e070£29e9414b73ae6fad345b48968e05dc8f
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@ EXECUTED GHERKIN STEP
And the change says registration has not started rather than failed pass

No visible change at this step, the draft change already shows the asserted registration state

[TEST] Northstar Medical Im...
P i T™ A
% M Ed Technical file 4 Manufacturer
Home » E2E Journey Device 17889335703671839 : Change 1 Discard draft elease

Change1 o=

Version 1.0.0 Rename

E Documents 0O Find t. add files Ready to release? Ready

-~ Every upload has a section.

X, Drop PDFs here . section guessed from the filename, you confirm Settings/ Review policy - Documents

& This device's target market is not

recorded — add its EUDAMED

No documents yet registration from the device's
Registration page; the registration
records the market.
Who receives it - Release authority &
reviewers - recommended — you can still
release
MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Open Who receives it

Capture SHA-256: ce70ecffac345d2fcf0dd4ef442e070£29e9414b73ae6fad345b48968e05dc8f
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features/redesign/manufacturer-adds-a-device.feature - @MODULE:REDESIGN @SR-014

a document is uploaded into the first release

PASS

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med &

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP

When I sign in to the redesign as a manufacturer pass

2Med Technieal file

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

& o O

‘&f drafts to finish returned for changes
Needs you

e Northstar CardioMesh Coronary Stent
1.0 first release

] Northstar LumaDerm Phototherapy Lamp
Change 1 - first release

— Northstar Sonolite Handheld Ultrasound
1.0 first release

- Northstar VitalSync Patient Monitor
11 labelling update

- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release

- E2E Journey Device 1788933703671839

Capture SHA-256: 8d3e36cd3b40be6a76e082£453ef6d8423b8aa94£4bfd13031bc51dc78e6a8ea

Change1-1.0.0 -first release

o3

0

waiting on a partner

& drafts

Continue

Continue

Continue

Continue

Continue

Continue
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&

[TEST] Northstar Medical Im... o @

+ Add a des

@ Manufacturer
. 30
devices, Sreleased
Devices - 30

Q Name, UDI-DI or Basic UDI-DI

PA

PulseView AR Validation ...

AtlasView AR Verification ...

AtlasView AR Validation ...

AtlasView Importer Verifi...

AtlasView Distributor Veri...

AtlasView Distributor Gu...

All 30 »

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the redesign's add-device form pass

Add a device

You can change everything later. The device starts as a first-release
draft.

Name
(As it appears on the label )

upI-pl Basic UDI-DI
| This model ) @mional now, needed to regis |

e D

Capture SHA-256: 4£6ab3e808b10£f48dbfd391ce21df3c753dcda2la35f9elb5a51633d3bbbecllc
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@ EXECUTED GHERKIN STEP
And | submit a device with a unique name and UDI-DI pass

2Med Technical file + o) @ = ﬂff::ar:_or::szarMedicanm... . @

i » vices Journey Device 1788933706274
Home » Devices » E2E Journey Device 1788933706274996 T T o [

E2E Journey Device 1788933706274996 unreass

not released yet - Basic UDI-DI

Changes and releases Registration Open

Mot started. EUDAMED needs every answer
No changes yet.

Who can open it Choose who

Only you, so far.

Identification

uDI-D
E2E-1788933706274996

Basic UDI-DI

uDi-~l

Capture SHA-256: aca2c4b5a5ed04eaecd 7a7825ae319105ae4911a701453bb938150286eac351
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@ EXECUTED GHERKIN STEP
And | start the device's first release pass

Start first release - E2E Journey Device 1788933706274996

The first release is an ordinary change — documents, registration,
recipients,

Version name

.;’\1.0.0
What you call thisversion. It is stored exactly as you type it.

e D)

Capture SHA-256: 8b27a786£000e0dclac2cad4ab3a7a3ede8ead34a55d96d28daacf9405bc89716
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@ EXECUTED GHERKIN STEP
And | upload a document to the change pass

%Med / Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » E2E Journey Device 1788933706274996 » Change 1 Discard draft Release

Change1 o=t

Version 1.0.0 Rename

B Documents 1 1changed Find M, Add files Ready to release? Ready

~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& This device's target market is not

B IFU & labelling 1document recorded — add its EUDAMED
registration from the device's
multi-eo-product-label pdf ® Registration page; the registration
New records the market.

Who receives it - Release authority &
reviewers - recommended — you can still
release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Open Who receives it

Capture SHA-256: a7af0569c1b625bf06b410bfea%9a9a3447£fdcl35acb6b225fe22bc0944c3447¢c
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@ EXECUTED GHERKIN STEP
Then the change lists the uploaded document pass

No visible change at this step, the asserted state was already present

2Med | Technical file & ™

Home » E2E Jourmney Device 17BB933706274996 » Change 1

Change1 o=

version 1.0.0 Rename

[TEST] Morthstar Medical Im... o @

Manufacturer

Discard draft

B Documents 1-1changed Find 1, Add files Ready to release? Ready

X, Drop PDFs here . section guessed from the filename, you confirm

B IFU & labelling 1document

multi-eo-product-label.pdf

New

@ res

Capture SHA-256: a7af0569c1b625bf06b410bfea9a9a3447£fdcl35acb6b225fe22bc0944c3447¢

MDIS walkthrough - 22 /418

Every upload has a section.
Settings / Review policy - Documents

This device's target market is not
recorded — add its EUDAMED
registration from the device's
Registration page; the registration
records the market.

Who receives it - Release authority &
reviewers - recommended — you can still
release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

Open Who receives it



features/redesign/manufacturer-adds-a-device.feature - @MODULE:REDESIGN @SR-014

the document is filed, and the release check clears

PASS

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med &

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP

When I sign in to the redesign as a manufacturer

2Med Technieal file

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

z 7 < O
- drafts to finish returned for changes
Needs you

e Northstar CardioMesh Coronary Stent
1.0 first release

] Northstar LumaDerm Phototherapy Lamp
Change 1 - first release

— Northstar Sonolite Handheld Ultrasound
1.0 first release

- Northstar VitalSync Patient Monitor
11 labelling update

- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release

- E2E Journey Device 1788933703671839

Capture SHA-256: 834b4b311d856e5742fd67cff9e02eale853e49d710895ceca2d73f4c25£54al

Change1-1.0.0 -first release

PASS

o3

0

waiting on a partner

7 drafts

Continue

Continue

Continue

Continue

Continue

Continue

MDIS walkthrough - 24 /418

&

[TEST] Northstar Medical Im... o @

+ Add a des

@ Manufacturer
. 31
devices, Sreleased
Devices - 31

Q Name, UDI-DI or Basic UDI-DI

PA

PulseView AR Validation ...

AtlasView AR Verification ...

AtlasView AR Validation ...

AtlasView Importer Verifi...

AtlasView Distributor Veri...

AtlasView Distributor Gu...

All 31

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the redesign's add-device form pass

Add a device

You can change everything later. The device starts as a first-release
draft.

Name
(As it appears on the label )

upI-pl Basic UDI-DI
| This model ) @mional now, needed to regis |

e D

Capture SHA-256: £44b15¢c0755232f27cdf7544ddac156a11373£f£65a626493£dd2e01895725168
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@ EXECUTED GHERKIN STEP
And | submit a device with a unique name and UDI-DI pass

2Med Technical file + o) @ = ﬂff::ar:_or::szarMedicanm... . @

H » Dewvices» EZE Journey Device 1788933709697226
ome » Device ourney Device 17 337096 T T o [

E2E Journey Device 1788933709697226 uneesd

not released yet - Basic UDI-DI

Changes and releases Registration Open

Mot started. EUDAMED needs every answer
No changes yet.

Who can open it Choose who

Only you, so far.

Identification

uDI-D
E2E-17889337096087226

Basic UDI-DI

uDi-~l

Capture SHA-256:8005a5d4870cc888867694ea6bd0b9c9d08£1785d3a27884b6131d£861381b8e
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@ EXECUTED GHERKIN STEP
And | start the device's first release pass

Start first release - E2E Journey Device 1788933709697226

The first release is an ordinary change — documents, registration,
recipients,

Version name

.;’\1.0.0
What you call thisversion. It is stored exactly as you type it.

e D)

Capture SHA-256: 75ab166bf918al639edfaabb48bd7d998b143d1913811b95606de9ee509060d8
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@ EXECUTED GHERKIN STEP
And | upload a document to the change pass

2Med Technical file

Home » E2E Journey Device 178B533709697226 : Change 1

Change1 o=t

Version 1.0.0 Rename

B Documents 1 1changed Find 1 Add files

1, Drop PDFs here - section guessed from the filename, you confirm

B IFU & labelling 1document

multi-eo-product-label.pdf
Mew

@ es

Capture SHA-256:31£8187e8072bcda72ccf765el451ea223£f0e8116549c72aa826c5¢cal005543f
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Manufacturer

[TEST] Northstar Medical Im... " @

Discard draft Release

Ready to release? Ready

~ Ewvery upload has a section.
Settings / Review policy - Documents

& This device's target market is not
recorded — add its EUDAMED
registration from the device's
Registration page; the registration
records the market.

Who receives it - Release authority &
reviewers - recommended — you can still
release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Open Who receives it



@ EXECUTED GHERKIN STEP
Then no upload is left needing a section pass

No visible change at this step, the asserted state was already present

2Med | Technical file

Home » E2E Jourmney Device 1788933709697226 » Change 1

Change1 o=

version 1.0.0 Rename

B Documents 1-1changed Find X, add files

X, Drop PDFs here . section guessed from the filename, you confirm

B IFU & labelling 1document

multi-eo-product-label.pdf

New

@ res

Capture SHA-256: 31£8187e8072bcda72ccf765e1451ea223£0e8116549c72aa826c5¢cal005543f
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&

Manufacturer

- [TEST] Morthstar Medical Im... o @

Discard draft

Ready to release? Ready

-~ Every upload has a section.
Settings / Review policy - Documents

& This device's target market is not
recorded — add its EUDAMED
registration from the device's
Registration page; the registration
records the market.

Who receives it - Release authority &
reviewers - recommended — you can still
release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

Open Who receives it



JOURNEY CHAPTER

Release, review, deliver

MDIS walkthrough - 30 / 418



A frozen release is reviewed by the configured roles, corrected when needed, and delivered after the final decision.

features/release-integration/round46-pdf-review-acceptance.feature - @VALIDATION-SUPPORTING @SR-030 @SR-031 @SR-032 @UR-002 @UR-005 @MODULE:RELEASE PASS

Approval of the exact frozen release completes delivery without a second Release press
0 EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med &

Signin
Your code from the auth
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01lef255e3b
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@ EXECUTED GHERKIN STEP

When I sign in to the redesign as a manufacturer

2Med Technieal file

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
ns Northstar Sonolite Handheld Ultrasound
1.0 first release
—c Northstar VitalSync Patient Monitor
1.1 labelling update
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256:8095590cd5022eeed9d36c1316220d814f7fa52aa347767b791a6e897e2d9193

Change1-1.0.0 -first release

PASS

o3

0

waiting on a partner

12 drafis

Continue

Continue

Continue

Continue

Continue

Continue
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&

[TEST] Northstar Medical Im... o @

+ Add a des

@ Manufacturer
. 43
devices, B released
Devices - 43

Q Name, UDI-DI or Basic UDI-DI

PA

PulseView AR Validation ...

AtlasView AR Verification ...

AtlasView AR Validation ...

AtlasView Importer Verifi...

AtlasView Importer Rejec...

AtlasView Distributor Veri...

All 43 »

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP

And | open the device that already has partners

2Med Technieal file

Home : Devices: ClearPath Release Monitor

CR
current Change 10 released 9 Sept - Basic UDI-DI 09506000900259
Changes and releases
= Change 10
Released 9 Sept
B Change 9
Released 9 Sept
p Change 8
=~  Returmned - documents only - edited 9 Sept
” Change 7
Released 9 Sept
»/ Change 6
Released 3 Sept
» Change 5
Released 9 Sept
- Changes requested — withdrawal exercise

ClearPath Release Monitor resssd

PASS

Capture SHA-256: 7falc8alad4b8b3f6c83605ae3a85a7bald57419celef53ec3d79£46b802d4012

Release histary

Delivered

Delivered

Returned

Delivered

Delivered

Deliverad

Withdrawn

Open

Open

Continue

Open

Open

Open

Open
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@®

Manufacturer

[TEST] Northstar Medical Im... " @

Registration Open

All 65 answers - ready for EUDAMED XML

Who can open it Choose who

[TEST] Harborline Importers

™
All documents
— [TEST] Sectra Distribution
Nothing yet - Distributor - since 2019
- E2E Authorised Rep Co
Nothing yet - Authorised representative
Identification
UDI-DI
B89506000900346



@ EXECUTED GHERKIN STEP
And | start a follow-up change pass

Manufacturer

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Home » ClearPath Release Monitor » Change T Dincarsd deft Relea

7]
]

« ChangeTl om

follows Change 10 released 9 Sept

@ Documents 1-1changed Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
« Your representation for this market is
[E Certificates & declarations 1 document confirmed.
Who receives it - Release authority &
P1 reviewers
Declaration of Conformity &N corrected-
Replaces previous ralsasa LES!] Hasbordine Im.. ® - ~ Waiting for one approval after
1788933979001 release

EZE authorised Rep Co - approval is
required before delivery

@ Registration Checking...
Loading registration.,

Open registration

Who receives it Choase who
Capture SHA-256: b22b0£3cd£13258572962b5d6a691832ba078£6d27b9c140a435771a077cdlaa
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@ EXECUTED GHERKIN STEP
Then the further release carries the frozen document forward pass

Manufacturer

2ZMed Technical file & e [TEST] Northstar Medical Im... @

Home » ClearPath Release Monitor » Change T Dincarsd deft Relea

o
]

« ChangeTl om

follows Change 10 released 9 Sept

-
B Documents 1 1changed Find Ready to release? Ready
+~ Ewvery upload has a section.
&1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents
+  Your representation for this market is
[E Certificates & declarations 1 document confirmed.
Who receives it - Release authority &
P1 reviewers
Declaration of Conformity &N corrected-
Replaces previous ralsasa LES!] Hasbordine Im.. ® - ~ Waiting for one approval after
1788933979001 release
EZE authorised Rep Co - approval is

required before delivery

@ Registration Unchanged

Registration matches the registered
record.

Open registration

Capture SHA-256: 629c88d55722e68841ceaef19ea306d42b2d45238521504032d752£3d4d57838
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@ EXECUTED GHERKIN STEP
When | configure the authorised representative as a blocking approver pass

No visible change at this step, the blocking approver configuration remains visibly shown after setup

[TEST] Morthstar Medical Im...
A ™ bt
%MEd Technical file & Manufacturer
Home » ClearPath Release Monitor : Change T Discard draft

« ChangeTl o=t

follows Change 10 released 9 Sept

B Documents 1 1changed Find Ready to release? Ready

~ Every upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

«~  Your representation for this market is

[& Certificates & declarations 1decument confirmed.
Who receives it - Release authority &
P1 reviewers
Declaration of Conformi EN corrected-
Replaces previous i roloase LVE] Hasborline Im.. ® - ~ Waiting for one approval after
1788933979881 raleasa
EZ2E authorised Rep Co - approval is

required before delivery

@@ Registration Unchanged

Registration matches the registered
record.

Open registration

Capture SHA-256: 629c88d55722e68841ceaef19ea306d42b2d45238521504032d752£3d4d57838
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@ EXECUTED GHERKIN STEP
And | press Release once for the tracked candidate pass

Manufacturer

%Med / Technical file & ™ [TEST] Northstar Medical Im... " @

Home » ClearPath Release Monitor » Change T

« ChangeTl o=

follows Change 10 released 9 Sept

Discard draft Releasing...

@ Documents 1-1changed Find Ready to release? Ready
+~ Ewvery upload has a section.
&1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents
« Your representation for this market is
B Certificates & declarations 1 document confirmed.
Who receives it - Release authority &
Pl reviewers
Declaration of Conformity &N corrected- .
Replaces previous ralsasa LES!] Hasbordine Im.. ® - ~ Waiting for one approval after
1788933979081 release

EZE Authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered
record.

Open registration

Capture SHA-256: c71c0d3a5a8d960dd26d9be2edel57dd12bb9386ddce2cd36bea57£787£274ch
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@ EXECUTED GHERKIN STEP
Then delivery is visibly waiting for its blocking decision pass

ST] Northstar Medical Im...
Technical file m [TE
@Med ¥ & Manufacturer s
Home » ClearPath Release Monitor » Change T Waiting forapproval ~ Withdraw release
« ChangeTl waus
follows Change 10 released 9 Sept
B Documents 1-1changed -frozen asreleased Find & Registration Unchanged
Registration matches the registered
B cCertificates & declarations 1decument record.
p1 Open registration
i i EN ted-
Declaration of Conformity correcl e [TEST] Harborline Im... ®
Replaces previous release
17880339796801
Who receives it Choose who

[TEST] Harborline Importers

™
Importer - all 1 decument - on delivery
Approvals, in order
1 E2E Authorised Rep Co Now

Approver - Asked now
> Delivery to 1 partner

Capture SHA-256: cfbcae63497d217778ffcedc79574584e04088163d£72902e446e6450d57¢c626
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@ EXECUTED GHERKIN STEP
When | switch to the exact authorised representative pass

2Med Technieal file

Your work

EZ2E Authorised Rep Co - Wednesday 9 September

releases to approve devices shared with you

Needs you

Northstar NeuroScan EEG Cap
Approve the release - Review requested by [TEST] Northstar Medical Imaging

NN Approve

Northstar OxyTrack Pulse Oximeter
NO i Approve
Approve the release - Approval requested by [TEST] Morthstar Medical Immaging

ClearPath Release Monitor
CR Approve
Approve the release - Approval requested by [TEST] Morthstar Medical Imaging

Capture SHA-256: 99bb2715d07¢cb399324fc533bc75e29ab013a%a6cc315dd02e34add7b53dfec9
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& @ EA Ei tEr“‘::t::: rI';:?:e Sciptaf:e s e
4+ Add ade

Devices - 10 A0

Q. MName, UDI-DI or Basic UDI-DI

PA  PulseView AR Validation ... Unreleased

AA  AtlasView AR Verification ..  Unreleased

AA AtlasView AR Validation ... Unreleased

— t_:learpath Release Monitor S

Candidate 1 released 9 Sept
s AtlasView Multi-EQ Release... o —

Candidate 1 released 9 Sept

EZE Release Ledger Synthe...

Paizsasd



@ EXECUTED GHERKIN STEP
And | open the tracked approval from the work queue pass

2Med Technieal file

Your work » ClearPath Release Monitor : Change 11

= Approve the release v

[TEST] Morthstar Medical Imaging - released 9 Sept -1 document - your approval holds delivery - it starts by itself after the last one

Frozen release documents

PDF review Exactrevision

Multi-EQ Product Label

Start a feedback thread

Whaole document Page 1 Region

Capture SHA-256: 350b46b09db37175£93a1019a4e27d3a41d667a86794b9a63852d75321276409
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E2E Authorised Rep Co o
Authorised Representative

1 document

Download



a EXECUTED GHERKIN STEP
And | approve the tracked release pass

2Med ' Technicalfile - o (B E2E Authorised Rep Co @

Authorised Representative

Start a feedback thread

Whole document Page 1 Region

Describe what needs attention

Blocks approwval MNote only

Blocking findings go to the manufacturer with "Request changes”. Notes travel with either decision and never hold anything.

Open thread

Your decision Approver - E2E Authorised Rep Co

Your approval is your Article 11 verification of this release.

+ Approve € Request changes

Delivery starts by itself after the last approval.

Signed outside MDIS? optional
Reference, eg. DocuSign envelope id

If your organisation signs its verification elsewhere, the reference is kept with this approval.

Capture SHA-256: 7e7db031aael14d33e9618d9b7c85f7eaa8987de30fa72a070ca39a9dea5162be
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e EXECUTED GHERKIN STEP
Then the approval decision is durably recorded pass

2ZMed Technical file ~ & ga E2EAuthorised RepCo @

Authorised Representative

Your work » ClearPath Release Monitor : Change 11

« Approve the release osvess

[TEST] Morthstar Medical Imaging - released 9 Sept -1 document - your approval is your verification of this release

Decision recorded.

You approved this release. If you were the last approver, delivery has started by itself.

Capture SHA-256: def2a73e618e5ee33£9£739bc2baB8192e2e7970e49839e40b3967949ce86cc9l
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a EXECUTED GHERKIN STEP
When | switch back to the manufacturer pass

2Med Technieal file

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
ns Northstar Sonolite Handheld Ultrasound
1.0 first release
—c Northstar VitalSync Patient Monitor
1.1 labelling update
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256:8095590cd5022eeed9d36c1316220d814f7fa52aa347767b791a6e897e2d9193

Change1-1.0.0 -first release

o3

0

waiting on a partner

12 drafis

Continue

Continue

Continue

Continue

Continue

Continue
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&

[TEST] Northstar Medical Im... o @

+ Add a des

@ Manufacturer
. 43
devices, B released
Devices - 43

Q Name, UDI-DI or Basic UDI-DI

PA

PulseView AR Validation ...

AtlasView AR Verification ...

AtlasView AR Validation ...

AtlasView Importer Verifi...

AtlasView Importer Rejec...

AtlasView Distributor Veri...

All 43 »

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | reopen the tracked release pass

2Med Technical file

Home » ClearPath Release Monitor » Change T

= ChangeTl rcevees

on the market since 9 Sept

B Documents 1-1changed -frozen asreleased Find
B cCertificates & declarations 1document
Pl
i i EN corrected-
Declaration of Conformity ted e 1] Harborline Im... ®
Replaces previous release
1782933979801

Capture SHA-256: £d9999d9672ae8e3901144d35¢c7e32b94ccc2b0d971817b£9£1435£09a628e50
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[TEST] Northstar Medical Im... " @

Manufacturer

Delivered to the frozen recipient set

& Registration Unchanged

Registration matches the registered
record.

Open registration

Who receives it Choose who

[TEST] Harborline Importers
Importer - all 1 document

Approvals, in order

E2E Authorised Rep Co
Approver - Approved 9 Sept

B Delivery

Delivered on 2026-09-09.



G EXECUTED GHERKIN STEP
Then the tracked release is delivered without another Release action pass

No visible change at this step, the delivered projection remains visibly shown without another Release action

Z2Med Technical file & m LTEST] Northstar Medical Im...
Manufacturer
Home » ClearPath Release Monitor : Change 11 Delivered to the frozen recipient set
« ChangeTl oevecs
on the market since 9 Sept
@ Documents 1-1changed -frozen as released Find e Registration Unchanged

Registration matches the registered

B cCertificates & declarations 1document record.
Py Open registration
i i EN corrected-
Declaration of Conformity [TEST] Harborline Im... @
Replaces previous release
1782033070001
Who receives it Choose who

[TEST] Harborline Importers
Importer - all 1 document

Approvals, in order

E2E Authorised Rep Co
Approver - Approved 9 Sept

B Delivery

Delivered on 2026-02-09,

Capture SHA-256: £d9999d9672ae8e3901144d35¢c7e32b94ccc2b0d971817b£f9£1435£09a628e50
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features/release-integration/approver-chain-duties.feature - @ISSUE1303 @MODULE:RELEASE @SR-034 @UR-008 @RSK-007 @RSK-022 PASS

The authorised representative's approval is its Article 11 verification and cites an outside signature

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med &

Signin

Your code from the authenticator app Comes

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP

When I sign in to the redesign as a manufacturer

2Med

Technical file -

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
- Northstar VitalSync Patient Monitor
1.1 labelling update
— Morthstar Sonolite Handheld Ultrasound
1.0 first release
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256: 2635fc1c93d52d0a66885acc0e57e65bb091al5eb467f6eff4el40170fab9ef9

Change1-1.0.0 -first release

PASS

o3

¢ @

Manufacturer

+ Add a des

[TEST] Northstar Medical Im...

e

41

devices, 6 released

0 v

waiting on a partner

12 drafts Devices - &1
Continue Q Name, UDI-DI or Basic UDI-DI
Continue PA  PulseView AR Validation ...
Continue AP AtlasView PRRC Validatio...
) AA AtlasView AR Verification ...
Continue
AA AtlasView AR Validation ...
Continue
Al AtlasView Importer Verifi...
Continue

Al AtlasView Importer Rejec...
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All 415

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the device that already has partners pass

2Med Technieal file ®

Home : Devices: ClearPath Release Monitor

«n ClearPath Release Monitor res==

current Changes requested — withdrawal exercise released 9 Sept - Basic UDI-DI 09506000900259

Changes and releases Release history

Changes requested — withdrawal exercise
Returned - documents only - edited 9 Sept

2 Returned Continue

Changes requested by the AR
Returned - documents only - edited 9 Sept

Returned Continue

Awaiting AR review
@© 9 . Waiting Open
Released 9 Sept - waiting for approval

1.0 .
o i Delivered Open
Released 9 Sept - FIX-REL-CLEAN registered baseline

Current file Changesrequested — withdrawal exercise -1 document Find

B Certificates & declarations 1document

Declaration of Conformity - en
approved baseline

Capture SHA-256:572a5c0282b404e13399cb07927e530b2b0d6ced7262£21776a4£c60650cf3c3
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Manufacturer

[TEST] Northstar Medical Im... " @

Registration Open

All 65 answers - ready for EUDAMED XML

Who can open it Choose who

[TEST] Harborline Importers

™
All documents
— [TEST] Sectra Distribution
Nothing yet - Distributor - since 2019
- E2E Authorised Rep Co
Nothing yet - Authorised representative
Identification
UDI-DI
B89506000900346



@ EXECUTED GHERKIN STEP
And | start a follow-up change pass

ST] Northstar Medical Im...
/ Technieal file m [TE
@Med - & Manufacturer s
Home » ClearPath Release Monitor » Change 5 Dincarsd deft S
« Change5 o=
follows Changes requested — withdrawal exercise released 9 Sept
[ Documents 1 Find Ready to release? Ready
+~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
« Your representation for this market is
1 unchanged documents Show all confirmed.
Who receives it - Release authority &
reviewers

~ Waiting for one approval after
release
EZE authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered
record.

Open registration

Capture SHA-256: 1¢3b13£4935a80£15769d9be2cc649£92d088b332b2£93b76040eb72429ccad8
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@ EXECUTED GHERKIN STEP
Then the further release carries the frozen document forward pass

Manufacturer

2ZMed Technical file ~ @  m [TESTI Northstar Medical Im... @

Home » ClearPath Release Monitor » Change 5 Dincarsd deft Relea

o
]

« Change5 o=

follows Changes requested — withdrawal exercise released 9 Sept

[ Documents 1 Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
+  Your representation for this market is
[E Certificates & declarations 1 document confirmed.
Who receivesit - Release authority &
approved- reviewers
Declaration of Conformity & nzF':e-LJne [TEST] Harborline Im @
«~  Waiting for one approval after
Showing 1 unchanged documents Hide release

EZE authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered
record.

Open registration

Capture SHA-256: 647a7a0b2d9175127851f9a7db77ece4f46eed2e9fb34b9addcc6a7182b8dd9b
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@ EXECUTED GHERKIN STEP
When | configure the authorised representative as a blocking approver pass

No visible change at this step, the blocking approver configuration remains visibly shown after setup

[TEST] Morthstar Medical Im...
A ™ bt
%MEd Technical file & Manufacturer
Home » ClearPath Release Monitor : Change 5 Discard draft

« Change5 o=

follows Changes requested — withdrawal exercise released 9 Sept

@ Documents 1 Find Ready to release? Ready

~ Every upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

«~  Your representation for this market is

[& Certificates & declarations 1decument confirmed.
Who receives it - Release authority &
: I approved- . . reviewers
Declaration of Conformity N baseline [TEST] Harborline Im @&
«  Waiting for one approval after
Showing 1 unchanged documents Hide release

EZ2E authorised Rep Co - approval is
required before delivery

@@ Registration Unchanged

Registration matches the registered
record.

Open registration

Capture SHA-256: 647a7a0b2d9175127851f9a7db77ece4fdb6eed2e9fb34b9addcc6a7182b8dd9b
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@ EXECUTED GHERKIN STEP
And | press Release once for the tracked candidate pass

Manufacturer

%Med / Technical file & ™ [TEST] Northstar Medical Im... " @

Home » ClearPath Release Monitor » Change 5

« Change5 o=

follows Changes requested — withdrawal exercise released 9 Sept

Discard draft Releasing...

[ Documents 1 Find Ready to release? Ready
+~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
« Your representation for this market is
B Certificates & declarations 1 document confirmed.
Who receives it - Release authority &
approved- reviewers
Declaration of Conformity & toeetine [TEST]Harborline im ® -
~ Waiting for one approval after
Showing 1 unchanged documents Hide release

EZE Authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered
record.

Open registration

Capture SHA-256: e1b£f23020b35900b38b3feaa36139a59e38b170091£88ca3d536ab58264af091
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@ EXECUTED GHERKIN STEP
Then delivery is visibly waiting for its blocking decision pass

ST] Northstar Medical Im...
Technical file w [E
@Med v G Manufacturer h
Home » ClearPath Release Monitor » Change 5 Waiting forapproval ~ Withdraw release
= Change5 wang
follows Change 5 released 9 Sept
B Documents 1 frozen asreleased Find & Registration Unchanged
Registration matches the registered
B cCertificates & declarations 1decument record.
Open registration
20~
Declaration of Conformity & e TEST] Harborline Im.. @
3
Showing 1 unchanged documents Hide

Who receives it Choose who

[TEST] Harborline Importers

™
Importer - all 1 decument - on delivery
Approvals, in order
1 E2E Authorised Rep Co Now

Approver - Asked now
> Delivery to 1 partner

Capture SHA-256: 84c857d5591c322e88b274c21b898£518a79a509805724del16£d386875e7cbe?
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@ EXECUTED GHERKIN STEP
When | switch to the exact authorised representative pass

2Med Technieal file

Your work

EZ2E Authorised Rep Co - Wednesday 9 September

L & = 10
releases to approve devices shared with you
Needs you

ClearPath Release Monitor
Approve the release - Approval requested by [TEST] Morthstar Medical Imaging

Northstar NeuroScan EEG Cap

NN

Approve the release - Review requested by [TEST] Northstar Medical Immaging
- Northstar OxyTrack Pulse Oximeter

Approve the release - Approval requested by [TEST] Morthstar Medical Imaging
— ClearPath Release Monitor

Approve the release - Approval requested by [TEST] Northstar Medical Imaging

Capture SHA-256: 8£92ced506185444781d9308c579bel67e£51d50a641380dc57e8e358a9¢c4£fb3

Approve

Approve

Approve

Approve
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& @ EA EftEh‘::t::: rI';:?:e ?ciptaf:e s e
4+ Add ade

Devices - 10 A0

Q. MName, UDI-DI or Basic UDI-DI

PA  PulseView AR Validation ... Unreleased

AA  AtlasView AR Verification ..  Unreleased

AA AtlasView AR Validation ... Unreleased

— t_:learpath Release Monitor S

Candidate 1 released 9 Sept
s AtlasView Multi-EQ Release... o —

1.2 PRRC as an ordered approve

E2E Release Ledger Synthe...

Paizsasd



@ EXECUTED GHERKIN STEP
And | open the tracked approval from the work queue pass

2Med Technieal file

Your work » ClearPath Release Monitor » Change 5

= Approve the release v

[TEST] Morthstar Medical Imaging - released 9 Sept -1 document - your approval holds delivery - it starts by itself after the last one

Frozen release documents

PDF review Exactrevision

Northstar Medical Imaging sample Instructions for Use

Capture SHA-256: 6eaf3c09594a51b33b9d9912149928726ab2a91df0591e51d1lfe57a5d3acbad6
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E2E Authorised Rep Co o
Authorised Representative

1 document

Download



° EXECUTED GHERKIN STEP
Then my own row says my approval is my Article 11 verification of this release pass

No visible change at this step, the Article 11 verification row remains visibly shown

2Med Technical file ~

Your work » ClearPath Release Monitor : Change 5

= Approve the release v

[TEST] Merthstar Medical Imaging - released 9 Sept - 1document - your approval holds delivery - it starts by itself after the last one
Frozen release documents

PDF review Exactrevision

Northstar Medical Imaging sample Instructions for Use

Capture SHA-256: 6eaf3c09594a51b33b9d9912149928726ab2a91df0591e51d1fe57a5d3acbadé
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E2E Authorised Rep Co o e

Authonsed Representative

1document

Download



e EXECUTED GHERKIN STEP
When | approve the tracked release citing the outside signature "DocuSign envelope 4f2a-11" pass

%MEd T & e E2E Authorised Rep Co " e

Authorised Representative

Start a feedback thread

Whole document Page 1 Region

Describe what needs attention

Blocks approwval Note only

Blocking findings go to the manufacturer with "Request changes”. Notes travel with either decision and never hold anything.

Open thread

Your decision Approver - E2E Authorised Rep Co

Your approval is your Article 11 verification of this release.

+ Approve € Request changes

Delivery starts by itself after the last approval

Signed outside MDIS? optional
DocuSign envelope 4f2a-1

If your organisation signs its verification elsewhere, the reference is kept with this approval.

Capture SHA-256: 913f2fccac0576dcae385a3e51219aa552655b4£084£19bde544886789b5d7df
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a EXECUTED GHERKIN STEP
Then the approval decision is durably recorded pass

2ZMed Technical file ~ & ga E2EAuthorised RepCo @

Authorised Representative

Your work » ClearPath Release Monitor » Change 5

« Approve the release osvess

[TEST] Morthstar Medical Imaging - released 9 Sept -1 document - your approval is your verification of this release

Decision recorded.

You approved this release. If you were the last approver, delivery has started by itself.

Capture SHA-256: 0a5b9818bbea90eabdcablad99eb6ffedc4015a31a301df08el0fce2a88036ea3
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@ EXECUTED GHERKIN STEP
When | switch back to the manufacturer pass

2Med

Technical file -

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
- Northstar VitalSync Patient Monitor
1.1 labelling update
— Morthstar Sonolite Handheld Ultrasound
1.0 first release
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256: 2635fc1c93d52d0a66885acc0e57e65bb091al5eb467f6eff4el40170fab9ef9

Change1-1.0.0 -first release

o3

¢ @

Manufacturer

+ Add a des

[TEST] Northstar Medical Im... o @

0 L 41

waiting on a partner devices, 6 released

12 drafts Devices - &1
Continue Q Name, UDI-DI or Basic UDI-DI
Continue PA  PulseView AR Validation ...
Continue AP AtlasView PRRC Validatio...
) AA AtlasView AR Verification ...
Continue
AA AtlasView AR Validation ...
Continue
Al AtlasView Importer Verifi...
Continue

Al AtlasView Importer Rejec...
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All 415

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



a EXECUTED GHERKIN STEP
And | reopen the tracked release pass

2ZMed Technical file & e [TEST] Northstar Medical Im... @

Manufacturer

Home » ClearPath Release Monitor » Change 5 Delivered to the frozen recipient set

= Change5 o

on the market since 9 Sept

B Documents 1 frozen asreleased Find & Registration Unchanged

Registration matches the registered
1 unchanged documents Show all record.

Open registration

Who receives it Choose who

[TEST] Harborline Importers

Importer - all 1 document

Approvals, in order

E2E Authorised Rep Co
Approver - Approved 9 Sept

B Delivery

Delivered on 2026-09-09

Capture SHA-256: aaad0718a60157d97ab620b3fec2bbc69742fed56054ea3£83dedf57ca8ecdd71
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@ EXECUTED GHERKIN STEP
Then the tracked release is delivered without another Release action pass

No visible change at this step, the delivered projection remains visibly shown without another Release action

2Med Technical file ~ & e [TESTINorthstar Medical Im... @

Manufacturer

Home » ClearPath Release Monitor » Change 5 Delivered to the frozen recipient set

« Change5 oswens

on the market since 9 Sept

B Documents 1 frozen asreleased Find & Registration Unchanged

Registration matches the registered
1 unchanged documents Show all record.

Open registration

Who receives it Choose who

[TEST] Harborline Importers
Importer - all 1 document

Approvals, in order

EZE Authorised Rep Co
Approver - Approved 9 Sept

B Delivery

Delivered on 2026-09-092

Capture SHA-256: aaad0718a60157d97ab620b3fec2bbc69742fed56054ea3f83dedf57ca8cdd7l
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@ EXECUTED GHERKIN STEP
And the recorded approval carries the outside signature "DocuSign envelope 4f2a-11" pass
No visible change at this step, asserted through the APl read

Manufacturer

2Med Technical file ~ & e [TEST] Northstar Medical Im... @

Home » ClearPath Release Monitor » Change 5 Delivered to the frozen recipient set

« Change5 oswens

on the market since 9 Sept

B Documents 1 frozen asreleased Find & Registration Unchanged

Registration matches the registered
1 unchanged documents Show all record.

Open registration

Who receives it Choose who

[TEST] Harborline Importers
mporter - all 1 document

Approvals, in order

EZE Authorised Rep Co
Approver - Approved 9 Sept

B Delivery

Delivered on 2026-09-092

Capture SHA-256: aaad0718a60157d97ab620b3fec2bbc69742fed56054ea3f83dedf57ca8cdd7l
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features/release-integration/approver-chain-duties.feature - @ISSUE:1303 @MODULE:RELEASE @SR-035 @UR-009 @SR-036 @UR-010 @RSK-022

The importer and the distributor are asked at delivery, decide, and hold nothing

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med

Signin

Your code from the authentic alor app comes

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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PASS



@ EXECUTED GHERKIN STEP

When I sign in to the redesign as a manufacturer

2Med

Technical file -

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
- Northstar VitalSync Patient Monitor
1.1 labelling update
— Morthstar Sonolite Handheld Ultrasound
1.0 first release
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256: 2635fc1c93d52d0a66885acc0e57e65bb091al5eb467f6eff4el40170fab9ef9

Change1-1.0.0 -first release

PASS

o3

¢ @

Manufacturer

+ Add a des

[TEST] Northstar Medical Im...

e

41

devices, 6 released

0 v

waiting on a partner

12 drafts Devices - &1
Continue Q Name, UDI-DI or Basic UDI-DI
Continue PA  PulseView AR Validation ...
Continue AP AtlasView PRRC Validatio...
) AA AtlasView AR Verification ...
Continue
AA AtlasView AR Validation ...
Continue
Al AtlasView Importer Verifi...
Continue

Al AtlasView Importer Rejec...

MDIS walkthrough - 64 / 418

All 415

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | select the release-native manufacturer context pass

No visible change at this step, the authenticated release workspace remains visible after context selection

2Med Technical file ~ & @ m [TESTINorthstar Medical Im... @

Manufacturer

Your work

[TEST] Morthstar Medical Imaging - Wednesday 9 September

s 12 5 O s O . 4l
- drafts to finish returned for changes waiting on a partner devices, 6 released
Needs you 12 drafts Devices - 41 All 415

Northstar VitalSync Patient Monitor

NV ) Continue Q Name, UDI-DI or Basic UDI-DI
11 labelling update

NS T‘::thnﬁr Sonolite Handheld Ultrasound Continue PA  PulseView AR Validation ... Unreleased
Irst release

- :ﬂﬂ:ﬂ'iﬂa" CardioMesh Coronary Stent E— AP AtlasView PRRC Validatio..  Unreleased
unrst release

- Northstar LumaDerm Phototherapy Lamp Continue AA  AtlasView AR Verification ...  Unreleased

Change 1 - first release

E2E Journey Device 1788933641806128 AA AtlasView AR Validation ... Unreleased
o Continue

Change 1-1.0.0 -first release

Al AtlasView Importer Verifi... Unreleased

E2E Journey Device 1788933703671839 ) P i

B Continue

Change1-1.0.0 - first release
Al AtlasView Importer Rejec..  Unreleased

Capture SHA-256: 2635fc1c93d52d0a66885acc0e57e65bb091al5eb467f6eff4el40170fab9ef9
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@ EXECUTED GHERKIN STEP
And | open the current multi-EO release device pass

2Med Technieal file ®

Home » Devices » AtlasView Multi-EQ Release Monitor

av AtlasView Multi-EO Release Monitor e
current 1.2 PRRC as an ordered approver released 9 Sept - Basic UDI-DI 09506000900358B

Changes and releases Release history

12 PRRC as an ordered approver

) ) Delivered Open
Released 9 Sept - Change 1

Current file 1.2 PRRC as an ordered approver - 2documents Find

B IFU & labelling 2 documents
eifu-multilingual.pdf

multi-eo-preduct-label.pdf

Capture SHA-256: 40£437dc0519d£537613966076a99775295ca3deb6af0e99b3fcladlbl2a8ala
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@®

[TEST] Northstar Medical Im... o @

Manufacturer

Choose who + Start a change

Registration Open

———
28 of 65 answers - EUDAMED XML needs all 65

Wheo can open it Choose who

E2E Authorised Rep Co

EA
Nothing yet - Authorised representative
= [TEST] Harborline Importers
All documents
= [TEST] Sectra Distribution
All documents
— [TEST] Sectra Distribution
Nothing yet - Distributor - since 2100
™ [TEST] Harborline Impoerters

Mothing yet - Importer - since 2019



@ EXECUTED GHERKIN STEP
And | start production version "1.3 importer and distributor as reviewers" pass

2ZMed Technical file ~ @  m [TESTI Northstar Medical Im... @

Manufacturer

Home » AtlasView Multi-EQ Release Monitor » Change 2

Change 2 o=

Version 13 importer and distributor as reviewers follows 1.2 PRRC as an ordered approver released 9 Sept  Rename

Discard draft Relea

o
]

E Documents 2 Find 2, Add files Ready to release? Ready

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& Your organisation's country is not this

2 unchanged documents Show all device's market, so the release needs

a confirmed authorised

representative — appoint one under

Who receives it, then confirm.

Who receives it - Release authority &

reviewers - recommended — you can still

release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256:12a8313996164223fab08d03cf7ea721638c84c622al7e0e0fc8bbef085cee5c
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@ EXECUTED GHERKIN STEP
And | ensure the current release has two documents pass

%Med / Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » AtlasView Multi-EQ Release Monitor » Change 2

Change 2 o=

Version 13 importer and distributor as reviewers follows 1.2 PRRC as an ordered approver released 9 Sept  Rename

Discard draft Release

E Documents 2 Find 2, Add files Ready to release? G

~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

/& Your organisation's country is not this
B IFU & labelling 2 documents device's market, so the release needs
a confirmed authorised
representative — appoint one under

eifu-multilingual.pdf [TEST] Harborline Im... @ . -
é Who receives it, then confirm.
Who receives it - Release authority &
multi-ec-product-label.pdf [TEST] Harborline Im... @ reviewers - recommended — you can still
release
. : MDIS compares your organisation’s
Showing 2 unchanged documents Hide P : 9

country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256: 76876ad4ddd4bde0a82e58264f7c45f4e6fdcc5fblec35alcd46b2b25aab6e717
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@ EXECUTED GHERKIN STEP
And | clear any carried blocking approvers pass

[TEST] Northstar Medical Im...
@Med Technical file & ™ Manufacturer
Who receives it Choose who

[TEST] Harborline Importers
Importer - all 2documents - on delivery

[TEST] Sectra Distribution
Distributor - all 2 documents - on delivery

Approvals, in order  Atonce  Inorder

E2E Authorised Rep Co

EA
Authoriced Representative
None Review Approve
m [TEST] Harborline Importers
Importer
MNone Review Approve
= [TEST] Sectra Distribution
Distributor
None Review Approve
- E2E Manufacturer

In your organisation
None Review Approve

Capture SHA-256: 47a029fc684e8a4745¢c341101b4ab174547670£83731b6857€913ec9805d1lebd
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@ EXECUTED GHERKIN STEP
And | complete and confirm the current release authority pass

No visible change at this step, release authority was already confirmed

[TEST] Morthstar Medical Im...
%MEd Technical file ~ & ™ Manufacturer -

Who receives it Choose who

[TEST] Harborline Importers
Importer - all 2 documents - on delivery

[TEST] Sectra Distribution
Distributor - all 2 documents - on delivery

Approvals, in order  Atonce  Inorder

E2E Authorised Rep Co

EA
Authorised Representative
None  Review  Approve
™ [TEST] Harborline Importers
Importer
MNone Review Approve
s [TEST] Sectra Distribution
Distributor
None Review Approve
- E2E Manufacturer

In your organisation
MNone Review Approve

Capture SHA-256: 47a029fc684e8a4745¢c341101b4ab174547670£83731b6857e913ec9805d1ebd
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@ EXECUTED GHERKIN STEP

And | configure the importer and the distributor as reviewers only pass

2Med Technieal file

Capture SHA-256: 9£d06181dd459cdfd18fec6a5d52d7c0a9dea98da927cbe50eaaas33a2f8a961
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[TEST] Northstar Medical Im... o @

Manufacturer

Who receives it Choose who

[TEST] Harborline Importers
miporier - all 2 documenis - on delivery

[TEST] Sectra Distribution
Distributor - all 2 documents - on delivery

Approvals, in order  Atonce  Inorder

[TEST] Harberline Importers

™
mporter - Reviewer
None Review Approve
= [TEST] Sectra Distribution

Distributor - Reviewer
MNone Review Approve
EZE Authorised Rep Co
Authorised Representative
None Review Approve
- E2E Manufacturer
n your organisation

None Review Approve



@ EXECUTED GHERKIN STEP
And | release this tracked candidate once pass

[TEST] Northstar Medical Im...

%Med / Technieal file & ™ Manufacturer v @

Home » AtlasView Multi-EQ Release Monitor » Change 2 Discand dmft Releasing_

Change 2 o=

Version 13 importer and distributor as reviewers follows 1.2 PRRC as an ordered approver released 9 Sept  Rename

. Add files Ready to release? Ready

E Documents 2 Find

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings [ Review policy - Documents
/& Your organisation's country is not this
B IFU & labelling 2 documents device's market, so the release needs
a confirmed authorised
representative — appoint one under

eifu-multilingual.pdf [TEST] Harborline Im... @ . -
g Who receives it, then confirm.
Who receives it - Release authority &
multi-eo-product-label pdf [TEST] Harborline Im... @ reviewers - recommended — you can still
release
. i MDIS compares your organisation’s
Showing 2 unchanged documents Hide P your arganisatt

country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Open Who receives it

Capture SHA-256: 4cdb9148a3adbl8a30ccfb0704££f£4d7620ba3565a5bfdf92b93071929b2dalc
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° EXECUTED GHERKIN STEP
Then the release is delivered immediately pass

ST] Northstar Medical Im...
. Technieal file m [TE
aMed ' - & Manufacturer e
Home » AtlasView Multi-EQ Release Monitor » Change 2 Delivered to the frozen recipient set
av Change 2 oswerd
Veersion 13 importer and distributor as reviewers on the market since 9 Sept
B Documents 2 frozenasreleased Find @ Registration Incomplete
28 of 65 answers - EUDAMED XML needs all
B IFU & labelling 2 documents 65 - not needed to release
) - Answer remaining 37
eifu-multilingual.pdf [TEST] Sectra Distrib.. @
Open registration
multi-eo-product-label.pdf [TEST] Harborline Im... &
Showing 2 unchanged documents Hide Who receives it Choose who

[TEST] Sectra Distribution

T
Distributor - all 2documents
= [TEST] Harborline Importers
Importer - all 2 documents
Approvals, in order

[TEST] Sectra Distribution
Reviewer - Asked now

Capture SHA-256: b0da280bae2a93a777e3224£9650686ad07b6£9a83£00919fc560e691e8d2dad
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e EXECUTED GHERKIN STEP
When | switch to the exact release-native importer pass

2Med Technical file ~ & @ m [TEST] Harborline Importers e

Importer

Your work + Add a device

[TEST] Harborline Importers - Wednesday 9 September

L1 - 8
release to approve devices shared with you
Needs you Devices - 8 All 8
AtlasView Multi-EO Release Monitor Approve Q N uDI-Dlor B uDI-DI
ame, -DI or Basic -
Approve the release - Review requested by [TEST] Northstar Medical Imaging PP !
Al AtlasView Importer Verifi... Unreleased

Al AtlasView Importer Rejec...  Unreleased

AD  AtlasView Distributor Veri... Unreleased

AD  AtlasView Distributor Gu... Unreleased

— ClearPath Release Monitor o
Candidate 1 released 9 Sept

AtlasVi Multi-EO Rel
s asView Multi elease e —

Capture SHA-256: 3732e£8da95b5£75b7d17258512bb1£fb620a049£3d6080e722£d07a74851d352
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a EXECUTED GHERKIN STEP
And | open the tracked approval for "AtlasView Multi-EO Release Monitor" from the work queue pass

%Med Technical file - & m ITEST] Harborline Importers e

Importer

Your work » AtlasView Multi-EQ Release Monitor » 1.3 importer and distributor as reviewers

am Approve the release ceverss

[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - your approval is your verification of this release

Frozen release documents 2 documents

eifu-multilingual.pdf multi-eo-product-label.pdf

PDF review Exactrevision

Opening the signed PDF...

Start a feedback thread

Whole document Page 1 Region

Describe what needs attention

Blocks approval Note only

Blocking findings go to the manufacturer with “Request changes”. Notes travel with either decision and never hold anything.

Capture SHA-256: e5a075b2ba2372e7714ddb94aa2436096c183dlecfd9d638eb7d7d2bddf4ed42
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@ EXECUTED GHERKIN STEP
Then | can open exactly the release's frozen documents pass

2Med Technieal file &

Importer

Your work » AtlasView Multi-EQ Release Monitor » 1.3 importer and distributor as reviewers
am Approve the release ceverss
[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - your approval is your verification of this release

Frozen release documents

eifu-multilingual.pdf multi-eo-product-label.pdf

PDF review Exactrevision

E2E multilingual IFU - English / Nederlands

Capture SHA-256: 3993de62ace2fb61dcd9b88a27514£49860be29243dbc64473e9d35d2£368615
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[TEST] Harborline Impaorters o °

2 documents

Download



a EXECUTED GHERKIN STEP
When | approve the tracked release pass

Importer

aMEd D Technical file o — [TEST] Harborline Importers o °

Start a feedback thread

Whole document Page 1 Region

Describe what needs attention

Blocks approval MNote only

Blocking findings go to the manufacturer with "Request changes™. Notes travel with either decision and never hold anything

Open thread

Your decision Reviewer - [TEST] Harborline Importers

+ Approve € Request changes

Your review is recorded on the release; it holds nothing.

Signed outside MDIS? optional
Reference, eg. DocuSign envelope id

If your organisation signs its verification elsewhere, the reference is kept with this approval.

Capture SHA-256: c£d628e40fca8c4bf4d6b058270b23febbaa8c50a437fa5744ad8312ca70ad7b
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@ EXECUTED GHERKIN STEP
Then the approval decision is durably recorded pass

2Med Technical file ~ & vy [TEST] Harborline Importers e

Importer

Your work » AtlasView Multi-EQ Release Monitor » 1.3 importer and distributor as reviewers

am Approve the release ceverss

[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - your approval is your verification of this release

Decision recorded.

You approved this release. If you were the last approver, delivery has started by itself.

Back to y work

Capture SHA-256: 70d06848eb86a69006aa9a2ee4c4c885dfec61bla716bc2d47edbe07588d0b5e
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@ EXECUTED GHERKIN STEP
When | switch to the exact release-native distributor pass

2Med Technical file ~ & @ [TEST] Sectra Distribution @

Distributor

Your work + Add a device

[TEST] Sectra Distribution - Wednesday 9 September

release to approve devices shared with you
Needs you Devices - & All &>
AtlasView Multi-EOQ Release Monitor Approve Q N uDI-Dlor B uDI-DI
ame, -DI or Basic -
Approve the release - Review requested by [TEST] Northstar Medical Imaging PP !
AD  AtlasView Distributor Veri... Unreleased
AD  AtlasView Distributor Gu... Unreleased

AtlasView Multi-EO Release...

- Released
1.2 PRRC as an ordered approve..

E2E Release Ledger Synthe...
1.0 released 9 Sept

Released

Capture SHA-256: dd709£6c68bc8f28c6a3c248718f04e7leleladcdd444d2e90df6c7d55a97abd
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@ EXECUTED GHERKIN STEP
And | open the tracked approval for "AtlasView Multi-EO Release Monitor" from the work queue pass

%Med Technical file ~ & = [TEST] Sectra Distribution @

Distributor

Your work » AtlasView Multi-EO Release Monitor : 1.3 importer and distributor as reviewers
am Approve the release ceverss
[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - your approval is your verification of this release

Frozen release documents 2 documents

eifu-multilingual.pdf multi-eo-product-label.pdf

PDF review Exactrevision Download

E2E multilingual IFU - English / Nederlands

Capture SHA-256: 7354100a0b02al7ba321bec7£d95£164c55c34a25cf2c01fe50f42daddd3a804
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Q EXECUTED GHERKIN STEP
When | request changes on the tracked release as an advisory reviewer pass

2Med Technieal file

Your work » AtlasView Multi-EQ Release Monitor » 1.3 importer and distributor as reviewers

am Approve the release ceverss

[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - your approval is your verification of this release

Decision recorded.

You requested changes. Delivery stopped; the manufacturer sees your findings at the top of their change page.

Back to y

Capture SHA-256:5a099278206£791470bc2308e435a54afbb8£f5c50682a02ea3fe6c308a0520c5
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¢

™=

[TEST] Sectra Distribution
Distributor

<)



@ EXECUTED GHERKIN STEP
Then the approval decision is durably recorded pass
No visible change at this step, the recorded approval decision remains visibly shown

[TEST] Sectra Distribution
%MEd Technical file ~ & ™ Distributor -

Your work » AtlasvView Multi-EQ Release Monitor » 1.3 importer and distributor as reviewers

aq Approve the release oevess

[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - your approval is your verification of this release

Decision recorded.

You requested changes. Delivery stopped; the manufacturer sees your findings at the top of their change page.

ur work

Capture SHA-256:5a099278206£791470bc2308e435a54afbb8f5c50682a02ea3fe6c308a0520c5
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a EXECUTED GHERKIN STEP
When | switch back to the manufacturer pass

2Med

Technical file -

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
- Northstar VitalSync Patient Monitor
1.1 labelling update
— Morthstar Sonolite Handheld Ultrasound
1.0 first release
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256: 2635fc1c93d52d0a66885acc0e57e65bb091al5eb467f6eff4el40170fab9ef9

Change1-1.0.0 -first release

o3

¢ @

Manufacturer

+ Add a des

[TEST] Northstar Medical Im... o @

0 L 41

waiting on a partner devices, 6 released

12 drafts Devices - &1
Continue Q Name, UDI-DI or Basic UDI-DI
Continue PA  PulseView AR Validation ...
Continue AP AtlasView PRRC Validatio...
) AA AtlasView AR Verification ...
Continue
AA AtlasView AR Validation ...
Continue
Al AtlasView Importer Verifi...
Continue

Al AtlasView Importer Rejec...
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All 415

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



e EXECUTED GHERKIN STEP
And | reopen the tracked release pass

ST] Northstar Medical Im...
. Technieal file m [TE
aMed ' - & Manufacturer s
Home » AtlasView Multi-EQ Release Monitor » Change 2 Delivered to the frozen recipient set
av Change 2 oswerd
Version 13 importer and distributor as reviewers on the market since 9 Sept - returned 9 Sept by [TEST] Sectra Distribution
B Documents 2 frozenasreleased Find @ Registration Incomplete
28 of 65 answers - EUDAMED XML needs all
2 unchanged documents Show all 65 - ot needed to release

Answer remaining 37

Open registration

Who receives it Choose who

[TEST] Sectra Distribution

T
Distributor - all 2documents
= [TEST] Harborline Importers
Importer - all 2 documents
Approvals, in order
[TEST] Sectra Distribution
Reviewer - Requested changes 3 Sept
S

Capture SHA-256: 6911f2f8a59255e0ald57abd7clf9a6a5e292abc66c89c510791788c51d4512b
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e EXECUTED GHERKIN STEP
Then the tracked release is still delivered pass

No visible change at this step, the delivered action bar remains visibly shown

[TEST] Morthstar Medical Im...
P i T™ A
%Med § Technical file 4 Manufacturer
Home » AtlasView Multi-EQ Release Monitor » Change 2 Delivered to the frozen recipient set
av Change 2 oswer
Version 13 importer and distributor as reviewers on the market since 9 Sept - returned 2 Sept by [TEST] Sectra Distribution
B Documents 2 frozen asreleased Find @ Registration Incomplata
28 of 65 answers - EUDAMED XML needs all
2 unchanged docurments Show all 65 - not needed to release

Answer remaining 37

Open registration

Who receives it Choose who

[TEST] Sectra Distribution

TS
Distributor - all 2 documents
= [TEST] Harborline Importers
Importer - all 2 decuments
Approvals, in order
[TEST] Sectra Distribution
Reviewer - Requested changes 9 Sept
S

Capture SHA-256: 6911f2f8a59255e0ald57abd7clf9a6a5e292abc66c89c510791788c51d4512b

MDIS walkthrough - 85 /418



@ EXECUTED GHERKIN STEP
And the recorded chain shows the importer approved and the distributor requested changes, holding nothing pass
No visible change at this step, asserted through the APl read

Manufacturer

2Med Technical file ~ &) = [TEST] Northstar Medical Im... @

Home » AtlasView Multi-EQ Release Monitor » Change 2 Delivered to the frozen recipient set

av Change 2 oswer

Version 13 importer and distributor as reviewers on the market since 9 Sept - returned 2 Sept by [TEST] Sectra Distribution

B Documents 2 frozen asreleased Find @ Registration Incomplata

28 of 65 answers - EUDAMED XML needs all
2 unchanged doecuments Show all 65 - not needed to release

Answer remaining 37

Open registration

Who receives it Choose who

[TEST] Sectra Distribution

™=
Distributor - all 2 documents
= [TEST] Harborline Importers
Importer - all 2documents
Approvals, in order
[TEST] Sectra Distribution
Reviewer - Requested changes 2 Sept
S

Capture SHA-256: 6911f2f8a59255e0ald57abd7clf9a6a5e292abc66c89c510791788c51d4512b
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features/release-integration/release-document-feedback.feature - @VAL-REL-019 @SR-197 @UR-002 @UR-025 @UR-014 @UR-017 @RSK-007 @RSK-022 @MODULE:RELEASE

A visible changes request stops one release and its successor can deliver

I Starting condition: this correction story uses a device that already carries releases from sibling scenarios in the run.

Correction event record

The sealed API sidecar resolves each event to the named person role and revision shown here. Identifiers remain in the evidence index.

Sequence

Event

opened
closed_unresolved
reopened
comment_added
addressed

carried

resolved

Actor role

Authorised representative (reviewer)
Authorised representative (reviewer)
Authorised representative (reviewer)
Manufacturer

Manufacturer

Manufacturer

Authorised representative (reviewer)

Revision

multi-eo-product-label.pdf
multi-eo-product-label.pdf
multi-eo-product-label.pdf
multi-eo-product-label.pdf
multi-eo-product-label.pdf
multi-eo-product-label.pdf

multi-eo-product-label.pdf
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Revision label

No revision label recorded

No revision label recorded

No revision label recorded

No revision label recorded

No revision label recorded

VAL-REL-019 corrected d9e0d654

VAL-REL-019 corrected d9e0d654

PASS



@ EXECUTED GHERKIN STEP
Given the anchored-feedback participants use separate signed-in sessions pass

ST] Northstar Medical Im...
Technieal file m [TE
@Med ¥ & @ Manufacturer s
Your work + Add ade
[TEST] Morthstar Medical Imaging - Wednesday 2 September
- drafts to finish returned for changes waiting on a partner devices, B released
Needs you 12 drafts Devices - 43 All 43

Northstar SonoLite Handheld Ultrasound

NS Continue Q Name, UDI-DI or Basic UDI-DI
1.0 first release

Northstar VitalSync Patient Monitor

NV Continue PA  PulseView AR Validation ... Unreleased

1.1 labelling update
o Northstar CardioMesh Coronary Stent P — AA  AtlasView AR Verification ..  Unreleased

1.0 first release

Northstar LumaDerm Phototherapy Lamp ) AA AtlasView AR Validation ... Unreleased
NL ) Continue

Change 1 - first release

EZ2E Journey Device 1788933641806128 Al AtlasView Importer Verifi... Unreleased
B o Continue

Change 0.0 - first release

. Al AtlasView Importer Rejec... Unrel o

E2E Journey Device 1788933703671839 _ P ) i

B Continue

Change1-1.0.0 -first release
AD  AtlasView Distributor Veri... Unreleased

Capture SHA-256:8095590cd5022eeed9d36c1316220d814f7fa52aa347767b791a6e897e2d9193
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@ EXECUTED GHERKIN STEP
And | open the current multi-EO release device pass

2Med Technieal file ®

Home » Devices » AtlasView Multi-EQ Release Monitor

av AtlasView Multi-EO Release Monitor e

current 1.3 importer and distributor as reviewers released 9 Sept - Basic UDI-DI 0950600030035B

Changes and releases Release history

13 importer and distributor as reviewers

) ) Delivered Open
Released 9 Sept - Change 2

12 PRRC as an ordered approver
v Deliverad Open
Released 3 Sept - Change 1

Curmrent file 13 importer and distributor as reviewers - 2 documents Find

[E IFU & labelling 2 documents
eifu-multilingual.pdf

multi-eo-product-label.pdf

Capture SHA-256: 8506c3636974cblfe55b78d205a62cbe7d1b0947594009a3d48069a9£8d6d3a2
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@®

Manufacturer

[TEST] Northstar Medical Im... o @

Choose who + Start a change

Registration Open

28 of 65 answers - EUDAMED XML needs all 65

Wheo can open it Choose who

EA

E2E Authorised Rep Co
Nothing yet - Authorised representative

[TEST] Harborline Importers
All documents

[TEST] Sectra Distribution
All documents

[TEST] Sectra Distribution
Nothing yet - Distributor - since 2100

[TEST] Harborline Impoerters
Nothing yet - Importer -since 2019



@ EXECUTED GHERKIN STEP
And | open the device's access page pass

e ST] Northstar Medical Im...
. Technieal file m [TE
%Med ' - & Manufacturer s
Home » AtlasView Multi-EQ Release Monitor » Who receives it -
Back to the device
- -
am Who receives it
Who can open AtlasView Multi-EO Release Monitor's documents.
Current access ‘What each partner gets

Open Access from a draft change to choose the exact documents each partner will receive. Existing released access is ea E2EAuthorisedRepCo

shown here for reference. Authorised representati...
[TEST] Harborline I...

IFU & labelli 2 documents ™ 2 documents
4 ng Importer - since 2020 - .

[TEST] Sectra Distri...

Distributor - sinee 202

2 documents

S istribu...
s [TEST] Sectrla Distribu o e
Distributor - since 2100

[TEST] Harborline Im...
™ T . Not shared
Importer - since 2019

Choose a company... w

+ Add to this device

Invite a new company
Adding a company does not share anything

Capture SHA-256:b5119£4b66583544da9dc6ba2201322a0b462¢c5860d50b3a5b2bldbl3d9aa7bl
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@ EXECUTED GHERKIN STEP
And | add the authorised representative to this device pass

No visible change at this step, the authorised representative was already connected to this device

A [TEST] Morthstar Medical Im...
2Med | Technical file S hmrn e tiirer - @

Home » AtlasvView Multi-EQ Release Monitor » Who receives it

av  Who receives it

Who can open AtlasView Multi-EOQ Release Monitor's documents.

Back to the device

Current access What each partner gets

Open Access from a draft change to choose the exact docurnents each partner will receive, Existing released access is EA E2E Authorised Rep Co Mot shared

shown here for reference. Authorised representati..
[TEST] Harborline I...

IFU & labellin 2 documents ™ 2 documents
9 Importer - since 2020 - _.

[TEST] Sectra Distri...
Distributor - since 202...

2 documents

e [TEST] Sect@ Distribu... Ty
Distributor - since 2100

[TEST] Harberline Im...
™ Tl . Not shared
Importer - since 2019

Choose a company... ~

+ Add to this device

Invite a new company
Adding a company does not share anything

Capture SHA-256:b5119f4b66583544da9dc6ba2201322a0b462¢c5860d50b3a5b2bldbl3d9aa7bl
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@ EXECUTED GHERKIN STEP
And | go back to the device pass

2Med Technieal file ®

Home » Devices » AtlasView Multi-EQ Release Monitor

av AtlasView Multi-EO Release Monitor e

current 1.3 importer and distributor as reviewers released 9 Sept - Basic UDI-DI 0950600030035B

Changes and releases Release history

13 importer and distributor as reviewers

Delivered Open
Released 9 Sept - Change 2

12 PRRC as an ordered approver
o PP Deliverad Open
Released 3 Sept - Change 1

Cumrent file 13 importer and distributor as reviewers - 2 documents Find

[E IFU & labelling 2 documents
eifu-multilingual.pdf

multi-eo-product-label.pdf

Capture SHA-256: 9ff8c85af0aefdlcdb834b124£766dbab270cd22bbb682a5330d77f6ab65ca83
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@®

Manufacturer

[TEST] Northstar Medical Im... o @

Choose who

Registration Open

28 of 65 answers - EUDAMED XML needs all 65

Wheo can open it Choose who

EA

E2E Authorised Rep Co
Nothing yet - Authorised representative

[TEST] Harborline Importers
All documents

[TEST] Sectra Distribution
All documents

[TEST] Sectra Distribution
Mothing yet - Distributor - since 2100

[TEST] Harborline Impoerters
Nothing yet - Importer -since 2019



@ EXECUTED GHERKIN STEP
And | start production version "VAL-REL-019 automated review" pass

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Manufacturer

Home » AtlasView Multi-EQ Release Monitor » Change 3

Change 3 o=

Version VAL-REL-O19 automated review follows 1.3 importer and distributor as reviewers released 9 Sept  Rename

Discard draft Relea

7]
]

B Documents 2 Find &, Add files Ready to release? Ready

~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& Your organisation's country is not this

2 unchanged documents Show all device's market, so the release needs

a confirmed authorised

representative — appoint one under

Who receives it, then confirm.

Who receives it - Release authority &

reviewers - recommended — you can still

release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256: ea7433ec336a5369fa6a2a3819287deca2ec5e4£62084c45475¢c6726c0967689
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@ EXECUTED GHERKIN STEP
And | ensure the current release has two documents pass

%Med / Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » AtlasView Multi-EQ Release Monitor » Change 3

Change 3 o=

Version VAL-REL-O19 automated review follows 1.3 importer and distributor as reviewers released 9 Sept  Rename

Discard draft Release

E Documents 2 Find 2, Add files Ready to release? G

~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

/& Your organisation's country is not this
B IFU & labelling 2 documents device's market, so the release needs
a confirmed authorised
representative — appoint one under

eifu-multilingual.pdf [TEST] Harborline Im... @ . -
é Who receives it, then confirm.
Who receives it - Release authority &
multi-ec-product-label.pdf [TEST] Harborline Im... @ reviewers - recommended — you can still
release
. : MDIS compares your organisation’s
Showing 2 unchanged documents Hide P : 9

country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256:d273423b330a05e2£67c8a0c367861leea7bcccc8594306c7£76df0bfdd91437a
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@ EXECUTED GHERKIN STEP
And | complete and confirm the current release authority pass

No visible change at this step, release authority was already confirmed

%Med y Technical file & - [TEST] Morthstar Medical Im... o @

Manufacturer

Home » AtlasView Multi-EQ Release Monitor » Change 3

Discard draft
Change 3 o
Version VAL-REL-019 automated review follows 1.3 importer and distributor as reviewers released 9 Sept  Rename
E Documents = Find &, add files Ready to release? Ready

~ Ewery upload has a section.

X, Drop PDFs here . section guessed from the filename, you confirm Settings/ Review policy - Documents

& Your organisation's country is not this
B IFU & labelling 2 documents device's market, so the release needs
a confirmed authorised
representative — appoint one under

eifu-multilingual.pdf [TEST] Harborline Im... & s N X
Ei Who receives it, then confirm.
Who receives it - Release authority &
multi-eo-product-label pdf [TEST] Harbarline Im... @ e reviewers - recommended — you can still
release
. . MDIS compares your arganisation’s
Showing 2 unchanged documents Hide P . 9

country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256:d273423b330a05e2£67c8a0c367861leea7bcccc8594306c7£76df0bfdd91437a
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@ EXECUTED GHERKIN STEP
And | configure the fresh anchored-feedback delivery pass

%Med / Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Who receives it, then confirm.

Whao receives it - Release authority &
reviewers - recommended — you can still
release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected 10 at onNce, a New one
once they accept the invitation.
Confirming records that the appointrment
covers this market

Confirm the appointment

Open Who receives it

@ Registration Incamplete

28 of 65 answers - EUDAMED XML needs all
65 - not needed to release

Answer remaining 37

Open registration

Who receives it Choose who

[TEST] Harborline Importers
Importer - IFU & labelling -1 document - .

Capture SHA-256:¢c123£69d975aa09b472b45bd4309c19¢c93321117cb3fal93e2a6638198abc259
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@ EXECUTED GHERKIN STEP

And | configure the authorised representative as a blocking approver pass

2Med Technieal file

Capture SHA-256:e8209884a4£09£8940835c£d3£795b427107527986c21e299813£91528c442fe
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[TEST] Northstar Medical Im...
Manufacturer

Approvals, in order  Atonce  Inorder

EM

E2E Authorised Rep Co
Authoriced Representative - Approver

Nane Review Approve
[TEST] Harborline Importers
mporter - Reviewer

MNone Review Approve
[TEST] Sectra Distribution
Distributor - Reviewer

None Review Approve
E2E Manufacturer
n your organisation

None Review Approve
E2E PRRC
n your organisation - PRRC

None Review Approve
E2E elFU Reader
n your organisation

None Review Approve

e



° EXECUTED GHERKIN STEP
And | release this tracked candidate once pass

%Med Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » AtlasView Multi-EQ Release Monitor » Change 3

Change 3 o=

Version VAL-REL-O19 automated review follows 1.3 importer and distributor as reviewers released 9 Sept  Rename

Discard draft Releasing...

E Documents 2 Find 2, Add files Ready to release? G

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& Your organisation's country is not this

2 unchanged documents Show all device's market, so the release needs

a confirmed authorised

representative — appoint one under

Who receives it, then confirm.

Who receives it - Release authority &

reviewers - recommended — you can still

release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256: b9cc4d43dd51c£98bf1ea08985144d485885d952830bbcf4£ddc26004686£625
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e EXECUTED GHERKIN STEP
Then delivery is visibly waiting for its blocking decision pass

ST] Northstar Medical Im...
Technical file w [E
%Med v G Manufacturer h
Home » AtlasView Multi-EO Release Monitor » Change 3 Waiting forapproval ~ Withdraw release
av Change3 wang
Version VAL-REL-O19 automated review follows 1.3 importer and distributor as reviewers releasaed 9 Sept
B Documents 2 frozen asreleased Find @@ Registration Incomplete
28 of 65 answers - EUDAMED XML needs all
2 unchanged documents Show all 65 - not needed to release

Answer remaining 37

Open registration

Who receives it Choose who

[TEST] Harborline Importers
Importer - IFU & labelling -1 document - ..

Approvals, in order
- [TEST] Harberline Importers M
Reviewer - Asked now
- [TEST] Sectra Distribution —

Reviewer - Asked now

Capture SHA-256: 3e7d3125¢cc£1135¢3¢c7800437¢c3£809d£3357££679945a43aec77eecl79abecbb
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a EXECUTED GHERKIN STEP
When the authorised representative takes over the anchored-feedback review pass

2ZMed Technical file ~ & @ e E2EAuthorisedRepCo e

Authorised Representative

Your work + Add a device

EZE Authorised Rep Co - Wednesday 9 September

releases to approve devices shared with you
Needs you Devices - 10 A0
NN Northstar NeuroScan EEG Cap ADDrove a UDID! or B UDID!
ame, -DI or Basic -
Approve the release - Review requested by [TEST] Northstar Medical Imaging PP !
Morthstar O rack Pulse Oximet . .
NO r OxyTrac imeter ) Approve PA  PulseView AR Validation ... Unreleased
Approve the release - Approval requested by [TEST] Morthstar Medical Immaging
AA AtlasView AR Verification ... Unreleased
AA AtlasView AR Validation ... Unreleased

— t_:learpath Release Monitor S
Candidate 1 released 9 Sept

AtlasView Multi-EQ Release...
AM Released
1.2 PRRC as an ordered approve

EZE Release Ledger Synthe...

Paizsasd

Capture SHA-256: c2f12ebb33ale09c713£24718d4145526dd1340b4349ceaeb578£16881leceeac
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@ EXECUTED GHERKIN STEP
And | open the exact anchored-feedback approval from the work queue pass

2ZMed Technical file ~ @, e E2EAuthorisedRepCo e

Authorised Representative

Your work » AtlasView Multi-EO Release Monitor » VAL-REL-019 automated review
am Approve the release i
[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - your approval holds delivery - it starts by itself after the last one

Frozen release documents 2 documents

eifu-multilingual.pdf multi-eo-product-label.pdf

PDF review Exactrevision Download

E2E multilingual IFU - English / Nederlands

Capture SHA-256: 730cba98a89e61e525c07ab70bf2dd4eca39337601d23b54457bbf554d4a36a4d
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a EXECUTED GHERKIN STEP
And | open anchored feedback on the changed and unaffected PDFs pass

2Med | Technical file ~ & E2E Authorised Rep Co e

Authorised Representative

Start a feedback thread

Whole docurmnent Page 1 Region

Describe what needs attention

Blocks approwval Note only

Blocking findings go to the manufacturer with "Request changes™. Notes travel with either decision and never hold anything.
Open thread

Findings on this document 1blocking

Confirm the unchanged instructions page remains legible.
Open Blocking

reviewer
Confirm the unchanged instructions page remains legible.

Resolve Close unresolved

Capture SHA-256: 8fed7da945£389b834045e35c905ce7e9fb423217d4849d6bd3alabe658££726
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@ EXECUTED GHERKIN STEP
When I close the anchored finding as unresolved

2Med . Technicalfile +

Findings on this document 1blocking

Move the highlighted product label away from the fold line.
Closed Blocking

reviewer

Move the highlighted product label away from the fold line.

Reopen

Your decision
Your approval is your Article 11 verification of this release.

+ Approve

PASS

& E2E Authorised Rep Co "
Authorised Representative

5 Reguest changes

Approver - E2E Authorised Rep Co

Record decision

Capture SHA-256: 846371e4cl5a9a7e9f51b7e08eac6fcdeb0963273cae7e342c8b6950f9abceaa
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a EXECUTED GHERKIN STEP
And | reopen the anchored finding and verify the recorded actions pass

Evidence note: Reopen returns the finding to Open; the API retains the reviewer's closed_unresolved and reopened events. Step 22 shows the manufacturer's reply and Addressed state; step
38 verifies the sealed record through API reads.

ZMed = Technicalfile -~ .

Open thread

Findings on this document 1blocking

EZ2E Authorised Rep Co o @

Authonsed Representative

Move the highlighted product label away from the fold line.
Open  Blocking

reviewer
Move the highlighted product label away from the fold line.

Resolve Close unresolved

Your decision Approver - E2E Authorised Rep Co

Your approval is your Article 11 verification of this release.

« Approve © Request changes

Record decision

Capture SHA-256:¢c196778£fd9d52fleea5602e05cfcc4af303441182a5b74485fb7ee9c93e753db
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@ EXECUTED GHERKIN STEP
When | request the anchored correction on the frozen release pass

2ZMed Technical file ~ & ga E2EAuthorised RepCo @

Authorised Representative

Your work » AtlasView Multi-EO Release Monitor » VAL-REL-019 automated review

am Approve the release rsures

[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - you requested changes - not delivered

Decision recorded.

You requested changes. Delivery stopped; the manufacturer sees your findings at the top of their change page.

Capture SHA-256: 72b7334962£a2856e14d07749368£122ddeb93£81£f96cbaa717e999a034ealla
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Q EXECUTED GHERKIN STEP
Then the anchored-feedback approval decision is durably recorded pass

No visible change at this step, the terminal Decision recorded card was already visible after the decision action

2Med Technical file ~

Your work » AtlasView Multi-EQ Release Monitor » VAL-REL-019 automated review

v Approve the release #«ur

[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - you requested changes - not delivered

Decision recorded.

You requested changes. Delivery stopped; the manufacturer sees your findings at the top of their change page.

Back to your work

Capture SHA-256: 72b7334962£a2856e14d07749368£122ddeb93£81f96cbaa717e999a034ealla
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E2E Authorised Rep Co
Authonsed Representative

©



@ EXECUTED GHERKIN STEP
When the Manufacturer resumes the anchored-feedback release pass

2ZMed Technical file & e [TEST] Northstar Medical Im... @

Manufacturer

Home » AtlasView Multi-EQ Release Monitor » Change 3

‘Waiting for approval Withdraw release
Wi
av Change3 wang
Version VAL-REL-019 automated review follows VAL-REL-012 automated review released 9 Sept
B Documents 2 frozen asreleased Find & Registration Incomplete
28 of 65 answers - EUDAMED XML needs all
2 unchanged documents Show all 65 - not needed to release

Answer remaining 37

Open registration

Who receives it Choose who

[TEST] Harborline Importers
Importer - IFU & labelling - 1 document - ..

Approvals, in order
- [TEST] Harberline Importers M
Reviewer - Asked now
- [TEST] Sectra Distribution —

Reviewer - Asked now

Capture SHA-256: 4acf0e8£72907d4730a7a4c398dcb4ec8967£85£584748ce00£3c07795c0d722
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a EXECUTED GHERKIN STEP
And | reopen the tracked release pass

Manufacturer

%Med - Technical file & ™ [TEST] Northstar Medical Im... " @

Home » AtlasView Multi-EQ Release Monitor » Change 3

Change 3 reuns

AM
Version VAL-REL-O19 automated review follows VAL-REL-019 autornated review released 9 Sept - returned 9 Sept by E2E Authorised Rep Co
Returned with findings; fix them in the next release  Start the next release Withdraw release
[0 Changesrequested 2 unresolved Open feedback view @ Registration Incomplete
eifu-multilingual. pdf: 28 of 65 answers - EUDAMED XML needs all
“Confirm the unchanged instructions page remains legible.” 65 - not needed to release
multi-eo-product-label.pdf: - ining 37
“Move the highlighted product label away from the fold line.” nEwer remaining
Open registration
@ Documents ¢ -frozen asreleased Find
Who receives it Choose who
2 unchanged documents Show all

[TEST] Harborline Importers
Importer - IFU & labelling -1 document - ..

Approvals, in order

[TEST] Harborline Importers

1
Reviewer - Asked now

Now

AT S cace Falaaclh o smlaas

Capture SHA-256: e522eaf£700bb26ebbe6c031b2da5£c223ad2565d16d4915969d12d91bf48e52
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e EXECUTED GHERKIN STEP
Then the Manufacturer discovers and answers the anchored feedback pass

Manufacturer

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

FINAygs; di LI SPUL LINIEY Wele idiseu

Decisions are your reviewer's — the threads are
YOLUIIS to aNSWer.

eifu-multilingual.pdf multi-eo-product-label.pdf
eifu-multilingual.pdf rev  Awaiting decision
PDF review Exactrevision Download 1
multi-eo-product- Awaiting decision
label pdf revi
Multi-EEO Product|Label Verification record
builds as decisions land - sealed at release
&, Export
multi-ec-product- label. pdf
Closed unresolved — disagreement recorded -

2026-09-09

multi-eo-product-label. pdf
Reopened by reviewer - 2026-09-09

Findings on this document 1 blocking

Move the highlighted product label away from the fold line.
Addressad Blocking

reviewer
Move the highlighted product label away from the fold line.

manufacturer
Corrected label proof prepared; the instructions remain unchanged.

Capture SHA-256: 349e90478££d58470c0e2b42£7£34785e3a8750b769a47b8£9b2660be3476ba2
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e EXECUTED GHERKIN STEP
When | start the supported further-release remedy pass

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Manufacturer

Home » AtlasView Multi-EQ Release Monitor » Change 4 Dincarsd deft Relea

7]
]

aq Change 4 oen

follows VAL -REL-019 automated review released 9 Sept

[ Documents 2 Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents

# Your organisation's country is not this

2 unchanged documents Show all device's market, so the release needs

a confirmed authorised

representative — appoint one under

Who receives it, then confirm.

Who receives it - Release authority &

reviewers - recommended — you can still

release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256:220c87592228c89cf4d7cc3c75¢c77¢cb38a70a0287a68df14a9179d0c8358e9f
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@ EXECUTED GHERKIN STEP
Then the successor keeps its approver editable and shows its saved audience counts pass

No visible change at this step, the successor's approver controls and saved audience counts remain visible after the round trip

[TEST] Morthstar Medical Im...
A T™ A
%MEd Technical file 4 Manufacturer
Home » AtlasView Multi-EQ Release Monitor » Change 4 Discard draft
aq Change 4 o=
follows VAL-REL-019 automated review released 9 Sept
[ Documents 2 Find Ready to release? Ready

~ Ewery upload has a section.

1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& Your erganisation's country is not this

2 unchanged documents Show all device's market, so the release needs

a confirmed authorised

representative — appoint one under

Who receives it, then confirm.

Who receives it - Release authority &

reviewers - recommended — you can still

release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation
Confirming records that the appointment
covers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256:b220c87592228c89cf4d7cc3c75¢c77¢cb38a70a0287a68df14a9179d0c8358e9f
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e EXECUTED GHERKIN STEP
When | upload the corrected immutable successor revision pass

2Med Technical file

Home » AtlasView Multi-EQ Release Monitor » Change 4

aq Change 4 o

follows VAL -REL-019 automated review released 9 Sept

&) Documents 2:1changed Find

&1, Drop PDFs here - section guessed from the filename, you confirm

B IFU & labelling

VAL-
multi-eo-product-label.pdf REL-819
Replaces previous corrected

d9=0d654

eifu-multilingual.pdf

Showing 1 unchanged documents

Capture SHA-256: 8e9d6c456d95191183ca28020¢c367893138c484fab3b451768£67£6cd8197402

2 documenits
[o) "
Hide
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[TEST] Northstar Medical Im... " @

Manufacturer

Discard draft Release

Ready to release? Ready

+~ Ewvery upload has a section.
Settings / Review policy - Documents

# Your organisation's country is not this
device's market, so the release needs
a confirmed authorised
representative — appoint one under
Who receives it, then confirm.
Who receives it - Release authority &
reviewers - recommended — you can still
release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

firm the appointment

Open Who receives it



@ EXECUTED GHERKIN STEP
And | keep the corrected revision in the configured delivery pass

2Med Technical file

Home » AtlasView Multi-EQ Release Monitor » Change 4

aq Change 4 o

follows VAL -REL-019 automated review released 9 Sept

&) Documents 2:1changed Find

&1, Drop PDFs here - section guessed from the filename, you confirm

B IFU & labelling

VAL-
i-eo- . J REL-819
multi-eo-product-label.pdf [TEST] Harborline Im._.
Replaces previous corrected
d9e8d654

1 unchanged documents

Capture SHA-256: caa827ad29083840009e8e732bc6c34ca219f454890eec0flabbfc3adfa5accs

1 doecument

Show all
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[TEST] Northstar Medical Im... " @

Manufacturer

Discard draft Release

Ready to release? Ready

+~ Ewvery upload has a section.
Settings / Review policy - Documents

# Your organisation's country is not this
device's market, so the release needs
a confirmed authorised
representative — appoint one under
Who receives it, then confirm.
Who receives it - Release authority &
reviewers - recommended — you can still
release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

firm the appointment

Open Who receives it



a EXECUTED GHERKIN STEP
And | release this tracked candidate once pass

%Med - Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » AtlasView Multi-EQ Release Monitor » Change 4

aq Change 4 o

follows VAL -REL-019 automated review released 9 Sept

Discard draft Releasing...

@ Documents 2-1changed Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents
/A Your organisation's country is not this
B IFU & labelling 1 document device's market, so the release needs
a confirmed authorised
VAL- representative — appoint one under
multi-eo-product-label.pdf REL-819 [TEST] Harborline Im... ® - Who receives it, then confirm.
Replaces previous corrected Who receives it - Release authority &
daenanse reviewers - recommended — you can still
release
1 unchanged documents Show all

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

firm the appointment

Open Who receives it

Capture SHA-256: 9254a9354fa8eb7d7942fb249a1d52ba646839a4159dcf07a13805e387£7cb46
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@ EXECUTED GHERKIN STEP
Then delivery is visibly waiting for its blocking decision pass

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Manufacturer

Home » AtlasView Multi-EQ Release Monitor » Change 4

Waiting for approval ~ Withdraw release
aq Change & wans
follows VAL -REL-019 automated review released 9 Sept
B Documents 2-1changed -frozen asreleased Find & Registration Incomplete
28 of 65 answers - EUDAMED XML needs all
B IFU & labelling 1document 65 - not needed to release
VAL- Answer remaining 37
multi-ec-product-label.pdf REL-819
TES r | q -
Replaces previous cu;)rre.-l:teu:i1 EST] Harborline Im... @ Open registration
d9e8d654
1 unchanged documents Show all

Who receives it Choose who

[TEST] Harborline Importers

™
Importer - IFU & labelling -1 document - .
Approvals, in order
E2E Authorised Rep Co
1 Now
Approver - Asked now
3 [TEST] Harborline Importers Now

Reviewer - Asked now

Capture SHA-256: c7bfaf64724bf9df30ac0c7e32edel0abaf8ed2004397b999bd0d2al63cf67c6d
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@ EXECUTED GHERKIN STEP
When the authorised representative takes over the anchored-feedback review pass

ZMed Technical file ~ @, e E2EAuthorisedRepCo e

Authorised Representative

Your work » AtlasView Multi-EO Release Monitor » VAL-REL-019 automated review

am Approve the release rsures

[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - you requested changes - not delivered

Decision recorded.

You reguested changes. Delivery stopped; the manufacturer sees your findings at the top of their change page.

Back to your work

Capture SHA-256: 72b7334962£a2856e14d07749368£122ddeb93£81£f96cbaa717e999a034ealla
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@ EXECUTED GHERKIN STEP
And | open the exact anchored-feedback approval from the work queue pass

ZMed Technical file ~ @, e E2EAuthorisedRepCo e

Authorised Representative

Your work » AtlasView Multi-EQ Release Monitor » Change 4
am Approve the release i
[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - your approval holds delivery - it starts by itself after the last one

Frozen release documents 2 documents

eifu-multilingual.pdf multi-ec-product-label.pdf - VAL-REL-019 corrected d9e0dé&54

PDF review Exactrevision Download

*

E2E multilingual IFU - English / Nederlands

Capture SHA-256: 44766d12181445b73394ef£1179dcbb79070e50e2a3f9c35fb45923aladec330
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@ EXECUTED GHERKIN STEP
Then the reviewer sees the carried finding without a stale anchor pass

2Med Technical file &

E2E Authorised Rep Co "
Authorised Representative

Start a feedback thread

Whole document Page 1 Region

Describe what needs attention

Blocks approval Note only

Blocking findings go to the manufacturer with “Reguest changes”. Notes travel with either decision and never hold anything.
Open thread

Findings on this document 1 blocking

Move the highlighted product label away from the fold line.
Addressed Blocking Origin: 21dc34d8-Tdbb-4d5a-ad3d- 09b3fab16fb0

reviewer
Move the highlighted product label away from the fold line.

manufacturer
Corrected label proof prepared; the instructions remain unchanged.

Capture SHA-256: da24a41439a36373f2f176a%9a9fb9%9a2e26b901773b4e00£28ddb3d27e5¢clcdda
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@ EXECUTED GHERKIN STEP
When I resolve the carried anchored finding pass

~AID E2E Authorised Rep Co
'aMEd v, Technical file & A Authorised Representative v @

Findings on this document 1 blocking

Move the highlighted product label away from the fold line.

Resolved Blocking  Origin: 21dc34d8-Tdbb-4d5a-ad3d-09b3fa616fb0
reviewer
Move the highlighted product label away from the fold line.

manufacturer
Corrected label proof prepared; the instructions remain unchanged.

“
Reopen
Your decision Approver - E2E Authorised Rep Co

Your approval is your Article 11 verification of this release.

' Approve 5 Reguest changes

Record decision

Capture SHA-256: cdObef2alac6dc0381le02a799e73c3e0adfllallbc7al8c765ed61dd37ec030b
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@ EXECUTED GHERKIN STEP
And | approve the anchored-feedback successor pass

2ZMed Technical file ~ & ga E2EAuthorised RepCo @

Authorised Representative

Your work » AtlasView Multi-EQ Release Monitor » Change 4

am Approve the release ceverss

[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - your approval is your verification of this release

Decision recorded.

You approved this release. If you were the last approver, delivery has started by itself.

Capture SHA-256: ac6d14471a67ec06a8dc32b363af00dc980bc3a39ca3f7£f6d4e0b3b56ee88453
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@ EXECUTED GHERKIN STEP
Then the anchored-feedback approval decision is durably recorded pass

No visible change at this step, the terminal Decision recorded card was already visible after the decision action

2Med Technical file ~

Your work: : AtlasView Multi-EQ Release Monitor» Change 4

aq Approve the release oevess

[TEST] Morthstar Medical Imaging - released 9 Sept - 2documents - your approval is your verification of this release

Decision recorded.

You approved this release. If you were the last approver, delivery has started by itself.

Back to your work

Capture SHA-256: ac6d14471a67ec06a8dc32b363af00dc980bc3a39ca3f7f6d4e0b3b56ee88453
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E2E Authorised Rep Co
Authonsed Representative

©



@ EXECUTED GHERKIN STEP
When the Manufacturer resumes the anchored-feedback release pass

2Med Technieal file

Home » AtlasView Multi-EQ Release Monitor » Change 4

aq Change & wans

follows Change 4 released 9 Sept

B Documents 2-1changed -frozen asreleased Find
B IFU & labelling 1doecument
VAL-
i-eo- = REL-819
multi-eo-product-label.pdf [TEST] Harborline Im... ®
Replaces previous corrected
d928d654
1 unchanged documents Show all

Capture SHA-256: 3bb80dbcadlec512a3806948187501b22082122¢c35721b361059c34becf4cbf6
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[TEST] Northstar Medical Im... o @

Manufacturer

‘Waiting for approval Withdraw release

& Registration Incomplete

28 of 65 answers - EUDAMED XML needs all
65 - not needed to release

Answer remaining 37

Open registration

Who receives it Choose who

[TEST] Harborline Importers

™
Importer - IFU & labelling -1 document - .
Approvals, in order
E2E Authorised Rep Co
1 Now
Approver - Asked now
3 [TEST] Harborline Importers Now

Reviewer - Asked now



@ EXECUTED GHERKIN STEP
And | reopen the tracked release pass

2Med

Technieal file & [TEST] Northstar Medical Im... @

Manufacturer

Home » AtlasView Multi-EQ Release Monitor » Change 4 Delivered to the frozen recipient set

am Change 4 oevers

on the market since 9 Sept

B Documents 2-1changed -frozen asreleased Find & Registration Incomplete
28 of 65 answers - EUDAMED XML needs all
B IFU & labelling 1 document 65 - not needed to release
VAL- Answer remaining 37
multi-ec-product-label.pdf REL-819 .
[ ) )
Replaces previous corrected [TEST] Harborline Im... @ Open registration
d9e8d654

1 unchanged documents

Show all

Capture SHA-256: 6£0ec51a6838430b8927aa6ed557d688bb40880275452e53056£4764a0327efl
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Who receives it Choose who

[TEST] Harborline Importers

™
Importer - IFU & labelling -1 document
Approvals, in order
e E2E Authorised Rep Co
Approver - Approved 9 Sept
3 [TEST] Harborline Importers Now

Reviewer - Asked now



@ EXECUTED GHERKIN STEP
Then the tracked release is delivered without another Release action pass

No visible change at this step, the delivered projection remains visibly shown without another Release action

Evidence note: This passing assertion is limited to Delivered state and the absence of another Release action. A self-predecessor header and missing version name were recorded as a
product finding on #1130; this step does not prove header lineage or closure of that finding. Source record

[TEST] Morthstar Medical Im...
™
%Med Technical flle v & Manufacturer ¥
Home » AtlasView Multi-EQO Release Monitor » Change 4 Delivered to the frozen recipient set

aq Change 4 oever

on the market since 9 Sept

B Documents 2-1changed -frozen asreleased Find @ Registration Incomplete

8 of 65 answers - EUDAMED XML needs all

B IFU & labelling 1document 65 - not needed to release
VAL - Answer remaining 37
multi-ec-product-label. pdf REL-819
TEST] Harborline Im... . .
Replaces previous corrected ' EST] Harborline I @ Open registration
d928d654
1 unchanged documents Show all

Who receives it Choose who

[TEST] Harborline Importers
mporter - IFU & labelling - 1 document

Approvals, in order

E2E Authorised Rep Co
Approver - Approved 9 Sept

[TEST] Harborline Importers

Now
Reviewer - Asked now

Capture SHA-256: 6f0ec51a6838430b8927aa6ed557d688bb40880275452e53056£4764a0327efl
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https://github.com/MedQAIR/MDIS/issues/1130#issuecomment-5587235842

@ EXECUTED GHERKIN STEP
And fresh reads reconstruct the anchored-feedback release history pass

No visible change at this step, asserted through the APl read

2Med Technical file ~

Home » AtlasView Multi-EQ Release Monitor » Change 4

aq Change & odees

on the market since 9 Sept

@ Documents 2:-1changed -frozen asreleased Find
B IFU & labelling 1document
VAL-
i-eo- - REL-819
multi-eo-product-label.pdf [TEST] Harborline Im... @
Replaces previous corrected
d9e8d654
1 unchanged documents Show all

Capture SHA-256: 6£0ec51a6838430b8927aab6ed557d688bb40880275452e53056£4764a0327efl
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&

- [TEST] Morthstar Medical Im... o @

Manufacturer

Delivered to the frozen recipient set

fine] Registration Incomplete

28 of 65 answers - EUDAMED XML needs all
65 - not needed to release

Answer remaining 37

Open registration

Who receives it Choose who

[TEST] Harborline Importers

™
Importer - IFU & labelling -1 document
Approvals, in order
v EZE Authorised Rep Co
Approver - Approved 9 Sept
2 [TEST] Harborline Importers Now

Reviewer - Asked now



@ EXECUTED GHERKIN STEP
When the unrelated Manufacturer takes over for the isolation check pass

2Med Technieal file & @

E2E Foreign Manufacturer Co o
Manufacturer

Your work + Add a device

EZ2E Foreign Manufacturer Co - Wednesday 9 September

s O - O o O . 2
- drafts to finish returned for changes waiting on a partner devices, 0 released
Needs you Devices - 2 All 25

Q Name, UDI-DI or Basic UDI-DI

&8

Nothing needs you. NU  Morthgate Unrelated Ten..  Unreleased

Fl  ForeignScope Imaging C... Unreleased

Capture SHA-256: 0793b981£d44£103adc7££466583e9630230d84019cec35e3931e871343a63dc
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@ EXECUTED GHERKIN STEP
And I try to read and mutate the exact anchored feedback prass

2Med Technieal file ~ & EF

Manufacturer

E2E Foreign Manufacturer Co . e

This change is not
available Back to the
device

Capture SHA-256: 4c6bc09e9e2249£712303eec7a361b753a67200559bb974ab5e20£563b175cfe
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@ EXECUTED GHERKIN STEP
Then the foreign anchored-feedback view is non-disclosing and has no lifecycle actions pass

No visible change at this step, the foreign view remains visibly non-disclosing

Evidence note: Negative control: an unrelated manufacturer attempted to read and mutate this exact release feedback. The preceding API assertions and this non-disclosing screen prove
this tested boundary; they are not a complete tenant-isolation assessment.

2Med Technical file & EF

Manufacturer

E2E Foreign Manufacturer Co e

This change is not
available Back to the

device

Capture SHA-256: 4c6bc09e9e2249f712303eec7a361b753a67200559bb974ab5e20£563b175cfe
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JOURNEY CHAPTER

Partner access

MDIS walkthrough - 129 /418



A partner connection is established without granting document access before a release is explicitly shared.

features/access-connections/real-stack-access.feature - @SR-031 @UR-005 @MODULE:ACCESS-CONNECTIONS PASS

S02 onboards a partner without a release or document access
0 EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med &

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01lef255e3b
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@ EXECUTED GHERKIN STEP
When I sign in to the redesign as a manufacturer pass

2Med Technieal file

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

z % < O
- drafts to finish returned for changes
Needs you
- Northstar VitalSync Patient Monitor
1.1 labelling update
— Morthstar Sonolite Handheld Ultrasound
1.0 first release
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp

Change 1 - first release

Capture SHA-256: 3a2cca4761783618bc46e0c0686b80dle5c6508771e99b30da3bll78eabded5t

[=}]
il

0

walting on a partner

4 drafts

Continue

Continue

Continue

Continue
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&

[TEST] Northstar Medical Im... o @

+ Add a des

@ Manufacturer
L 22
devices, Sreleased
Devices - 22

Q Name, UDI-DI or Basic UDI-DI

PA

PulseView AR Validation ...

AtlasView PRRC Validatio...

AtlasView AR Verification ...

AtlasView AR Validation ...

AtlasView Importer Verifi...

AtlasView Distributor Veri...

All 22 »

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the redesign's add-device form pass

Add a device

You can change everything later. The device starts as a first-release
draft.

Name
(As it appears on the label )

upI-pl Basic UDI-DI
| This model ) @mional now, needed to regis |

e D

Capture SHA-256: b4b66143a5882ee2d69b3077£ca604a10449£0819742967169a0c7fba5ded04e
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@ EXECUTED GHERKIN STEP
PASS

And | submit a device with a unique name and UDI-DI

2Med Technieal file ®

]

Home » Devices » E2E Journey Device 178893356255143

E2E Journey Device 1788933562551433  unresased

B
not released yet - Basic UDI-DI

Changes and releases

No changes yet.

Capture SHA-256: 8e8d06bf68c10ldcdde27a98452be8132f1bcc487ad5dbe352bcdb5379%9aa1815
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@

[TEST] Northstar Medical Im... o @

Manufacturer

Choose who + Start first release

Registration Open

Mot started. EUDAMED needs every answer

Who can open it Choose who

Only you, so far.

Identification

uDI-D
E2E-1788933562551433

Basic UDI-DI

uDi-~l



@ EXECUTED GHERKIN STEP
And | open the device's access page pass

%Med - Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » E2E Journey Device 178B933562551433 » Who receives it

Who receives it

Who can cpen EZE Journey Device 1788933562551433's documents.

Back to the device

Current access What each partner gets
Open Access from a draft change to choose the exact documents each partner will receive. Existing released access is Mo company is on this device yet, so there
shown here for reference. is no one to share with,

Choose a company... v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.

Capture SHA-256:337£9d1989e3£50bd017ae4£3710d1c88£9842a7d375d7e3d8e7eec80alb0dbb
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@ EXECUTED GHERKIN STEP
And | add the authorised representative to this device pass

n [TEST] Northstar Medical Im...
/ ™
Z2Med Technical file + & e ~
Home » E2E Journey Device 178B933562551433 » Who receives it .
Back to the device
- -
= Who receives it
Who can cpen EZE Journey Device 1788933562551433's documents.
Current access ‘What each partner gets

Open Access from a draft change to choose the exact docurnents each partner will receive. Existing released access is ea E2E Authorised Rep Co Mot sharad

shown here for reference. Authorised representati...

Choose a company... v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.

Capture SHA-256: 73813586634£6537a66c66bc344df52f5ea83bc4c98a34el4925eb9aalc8elbs
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@ EXECUTED GHERKIN STEP
Then the authorised representative is connected with no document access pass

No visible change at this step, the asserted state was already present

2Med | Technical file

Home » E2ZE Joumney Device 17BB933562551433 » Who receives it

- -
= Who receives it
Who can open E2E Journey Device 1788933562551433's documents.

Current access

Open Access from a draft change to choose the exact documents each partner will receive, Existing released access is
shown here for reference.

Capture SHA-256: 73813586634£6537a66c66bc344df52f5ea83bc4c98a34el4925eb9aalc8elbs
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&

[TEST] Morthstar Medical Im...

™

Manufacturer
Back to the devi
What each partner gets
E2E Authorised Rep Co E——
Authorised representati.
Choose a company.. ~

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.

©

ce



@ EXECUTED GHERKIN STEP

And the device access projection persists the connected zero-access relation pass

No visible change at this step, asserted through the APl read

2Med | Technical file

Home » E2ZE Joumney Device 17BB933562551433 » Who receives it

- -
= Who receives it
Who can open E2E Journey Device 1788933562551433's documents.

Current access

Open Access from a draft change to choose the exact docurnents each partner will receive, Existing released access is

shown here for reference.

Capture SHA-256: 73813586634£6537a66c66bc344df52f5ea83bc4c98a34el4925eb9aalc8elbs
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&

[TEST] Morthstar Medical Im...

T™
Manufacturer
Back to the devi
What each partner gets
E2E Authorised Rep Co E——
Authorised representati.
Choose a company.. ~

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.

©

ce



@ EXECUTED GHERKIN STEP
And the run-owned device has no release or version persisted pass

No visible change at this step, asserted through the APl read

" [TEST] Morthstar Medical Im...
%Med F Technical flle v & ™ Manufacturer -

Home » E2ZE Joumney Device 17BB933562551433 » Who receives it

- -
= Who receives it
Who can open E2E Journey Device 1788933562551433's documents.

Back to the device

Current access What each partner gets
Open Access from a draft change to choose the exact docurnents each partner will receive. Existing released access is E2E Authoriced Rep Co Mot shared
shown here for reference. Authorised representati..

Choose a company'.. v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.

Capture SHA-256: 73813586634f6537a66c66bc344df52f5ea83bc4c98a34el4925eb9aalc8elbs
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JOURNEY CHAPTER

Instructions for use, public

MDIS walkthrough - 139 /418



A manager publishes released instructions and then stops their public availability.

features/eifu/publish-instructions.feature - @SR-143 @MODULE:EIFU-PORTAL @UR-013 @UR-020 @RSK-002

A manager publishes a device and later stops public access

@ EXECUTED GHERKIN STEP
Given NeuroScan starts without an active elFU publication pass

@‘Med elFU portal

Hosted by MedQAIR

Electronic instructions for use

& Sign in

Scan the code on a device label to open its current instructions, or sign in with the email

Open a device from its label

Type the UDI-DI printed under the barcode, or scan the QR code with your phone

UDI-DI, eg. 08720000123456PV

@ Always the current version
The code on the label opens whatewver is current, for
as long as the device is in use

Privacy policy - MedQAIRB.V.

address a manufacturer or distributor shared them with

Documents shared with you

you@yourcompany.com

¥ Private by default -
Unshared manufacturers, devices and counts stay
hidden.

Capture SHA-256: aca943c51ba4aa880f5eblac7a7ead781664d88b6ce38668ee2031laf4c32£354
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Aone-time link is sent to the address that was granted access. No password.

Send link

Paper copy on request
Free, from the manufacturer, within seven days.

PASS



@ EXECUTED GHERKIN STEP
And the manufacturer manager is signed in to the redesign pass

2Med Technieal file

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

z S < O
- drafts to finish returned for changes
Needs you
e Northstar CardioMesh Coronary Stent
1.0 first release
] Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
— Northstar Sonolite Handheld Ultrasound
1.0 first release
v Northstar VitalSync Patient Monitor
11 labelling update
- E2E Journey Device 1788933641806128

Change1-1.0.0 -first release

Capture SHA-256: ab9b8a79765c43eb53b7973e41c92e70c4b0122£92£96£30£73£422d117abecff

0

walting on a partner

Sdrafts

Continue

Continue

Continue

Continue

Continue
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&

[TEST] Northstar Medical Im...

+ Add a des

@ Manufacturer
. 27
devices, Sreleased
Devices - 27

Q Name, UDI-DI or Basic UDI-DI

PA

PulseView AR Validation ...

AtlasView Importer Verifi...

AtlasView AR Verification ...

AtlasView Distributor Veri...

AtlasView Distributor Gu...

AtlasView Ownership Bo...

All 27 »

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And the manager opens Published instructions pass

[TEST] Northstar Medical Im...

2Med Technical file &) & Menuscturer 7 @

< Home H H -
Published instructions
Organ[saﬂon Filled from releases. Nothing is published by hand
[£] Bulk import 0 o
isation f ®)  deviceswith % current documents, 0 o sts wait
3 ©Organisation facts instructions online languages requests waiting
& users 6
= Partners n All 27 Public 0 Shared 1 Unpublished 26 Q Find a device
RELEASES
— PulseView AR Validation Monitor = — Who can n
i Dpe
D Published instructions shared with 1 address
3% Release checks AtlasView Importer Verification Monitor

Unpublished Open change
Mo instructions released yet
0 Release history

) . AtlasView AR Verification Monitor
@ History as administrator AA Unpublished Open change
No instructions released yet

ACCOUNT " . u . .
AtlasView Distributor Verification Monitor
AD Unpublished Open change

ﬁ Sign-in and MFA Mo instructions released yet

AtlasView Distributor Guard Monitor
AD “ Unpublished Open change

Mo instructions released yet

AtlasView Ownership Boundary Monitor

Unpublished Open change
MNainstructions released yet

Capture SHA-256: 74e0e74c424985019966eedle88e01451c35eab5b8ccfaca340£1¢c22£d236735
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EXECUTED GHERKIN STEP

o

2Med

Technical file -

ML

NS

Capture SHA-256: abddf07848134d6c2d29a9deff6e4304d20c5e37bcbcbe356ae40£919dal7cla

When the manager publishes NeuroScan pass

EZ2E Release Ledger Synthetic Device
Released 1.0 on 9 Sept - not yet published

Northstar CardioMesh Coronary Stent
No instructions released yet - draft change open

Northstar Aerovent Home Ventilator
Mo instructions released yet

Northstar LumaDerm Phototherapy Lamp
No instructions released yet - draft change open

Northstar OxyTrack Pulse Oximeter
Released 1.0 on 2 Sept - not yet published

Northstar NeuroScan EEG Cap
Rev1.0 -en - from release 1.0 on 9 Sept

Northstar SonolLite Handheld Ultrasound
Mo instructions released yet - draft change open

MNorthstar VitalSync Patient Monitor
Released 1.0 on 9 Sept - not yet published

E2E Journey Device 1788933562551433

MNainstructions released yet

E2E Journey Device 1788933568193872
Mo instructions released yet

E2E Journey Device 1788933579021643
Mo instructions released yet

&

Unpublished Open change  Publish
Unpublished Open change
Unpublished Open change
Unpublished Open change
Unpublished Open change Publish
Public % QRcode  Who canopen ...
Unpublished Open change
Unpublished Open change Publish
Unpublished Open change
Unpublished Open change
Unpublished Open change
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@ EXECUTED GHERKIN STEP
Then a separate anonymous visitor finds the NeuroScan instructions pass

2Med elFU portal &  Signin

elFU portal » [TEST] Northstar Medical Imaging : Morthstar MeuroScan EEG Cap Read Download PDF

-
wn Instructions for use curen
Morthstar NeuroScan EEG Cap - UDI-D1 09506000901077 - Rev 1.0 - 9 Sept 2026

D Earlier versions
Mo earlier version has been published here

These are the versions published here. It is not
a record of every version this document has

everhad

Manufacturer
&b [TEST] Northstar Medical Imaging

Capture SHA-256: ¢85553b759e4¢c529880d8beaeb74a7££58£d83ed35715a26683ef457£fc5b00cE
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©

2Med Technical file

gn E2ERelease Ledger Synthetic Device Unpubliched
Released 1.0 on 9 Sept - not yet published
Northstar CardioMesh Coronary Stent )

MNC Unpublished
No instructions released yet - draft change open

N Northstar Aerovent Home Ventilator Unpublished
Mo instructions released yet

— Northstar LumaDerm Phototherapy Lamp Unpublished
No instructions released yet - draft change open

e Northstar OxyTrack Pulse Oximeter Unpublished
Released 1.0 on 2 Sept - not yet published
Northstar NeuroScan EEG Cap )

NN Unpublished Open change
Public access stopped on 9 Sept

NS Morthstar Sonolite Handheld Ultrasound Unpublished
No instructions released yet - draft change open
Northstar VitalSync Patient Monitor

NV yn Unpublished
Released 1.0 on 9 Sept - not yet published

- EZE Journey Device 1788933562551433 Unpublished
MNainstructions released yet
E2E Journey Device 1788933568193872 )

B Unpublished
No instructions released yet

- EZE Journey Device 1788933579021643 Unpublished

EXECUTED GHERKIN STEP
When the manager stops public access to NeuroScan pass

Naoinstructions released yet

Capture SHA-256:d81682240ed2b328d55e435852a4a4953496af1520897f44e09e2fff8bl4ecab
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Open change Publish

Open change

Open change

Open change

Open change Publish

Resume

Open change

Open change Publish

Open change

Open change

Open change
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Manufacturer



@ EXECUTED GHERKIN STEP
Then the same anonymous visitor no longer finds the NeuroScan instructions pass

2Med elFU portal &  Signin

V]

That device isn't here.

Check the UDI-DI, or open it from the landing page instead.

Open a device from its label

Privacy policy - MedQAIRB.V.

Capture SHA-256: 29e42e0c0892867fddee7ef7ec72d94521£9659ba708e9732012bdcc04b3bed 0
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JOURNEY CHAPTER

Vigilance

MDIS walkthrough - 147 / 418



A manufacturer registers, assesses, and records the filing of a post-market event.

features/vigilance/coordinate-a-synthetic-event.feature - @SR-180 @SR-186 @SR-189 @MODULE:VIGILANCE @UR-023 @RSK-001 @RSK-022

A manufacturer registers an event, assesses it, and records the report it filed

@ EXECUTED GHERKIN STEP
Given | enter the controlled Vigilance workspace as the seeded manufacturer pass

@Med vigilanee - & e LTEST] Northstar Medical Im...

Manufacturer

[TEST] Northstar Medical Imaging - Sep 9, 2026

overdue for reporting due thisweek events registered closed, not reportable

»

1 Find an event

Needs you

PMC - ASAFCA410D04
@ . Overdue 25days >
Unexpected shutdown during monitored infusion; fatal outcome reported
PMC - 116EE@5CEBST
Intermittent flow-rate alarm during infusion; no injury reported

O

Overdue 17 days >

Events

Unexpected shutdown during monitored infusion; fatal outcome repo..
ncigent - your organisation

PMC-ASAFC4410D64 report was due Aug 15, 2026 - 25 daysover  Owverdue

Intermittent flow-rate alarm during infusion; no injury reported

PMC-116EEQSCEBST
Malfunction - your organisation

report was due Aug 235, 2026 - 17 days over  Owerdue

pue_cigpRIRiasan  CUTTent-stack neutral event 1788933836662 et diis San 2 06 15 dsue loft | Danicharad

Capture SHA-256: 32a352e605c193add2508bd7b96£6c£94656194d5££a8485cc77£3£3£13£3¢cb3
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@ EXECUTED GHERKIN STEP

When | register a neutral event with the device not yet identified pass

2Med Vigilanee

&

Manufacturer

Synthetic display interruption for controlled Vigilance journey 0 registered

PRC-19D91B7A23A0 - Malfunction - your organisation - opened Sep 9, 2026

£ When it happened

OCCURRED MANUFACTURER AWARENESS
Mot recorded Not recorded
Not recorded Mot yet confirmed

REGISTERED
Sep 9, 2026

Recorded by MDIS

Three dates, three facts — clocks count from the confirmed awareness of the legal reporter, nothing else.

& Affected device

Device unresclved
No identifier snapshot

The event records which device, not which unit —no lot or serial number was captured with it

f@ Assessments & clocks

Record assessment

Mo obligation has been assessed. Registering an event does not start a regulatory clock

[* Reports filed

Capture SHA-256: df5a839040bb441693ad2fle35fba7ec61a89elcff56696e486d04e42f616204
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@ EXECUTED GHERKIN STEP
Then the case exists with no clock until someone assesses it pass

No visible change at this step, the asserted U] state remains visible

2Med vigilance -~ &) = [TEST] Northstar Medical Im...

Manufacturer

Synthetic display interruption for controlled Vigilance journey 0 Rregistered
PMC-19D91B7A23A0 - Malfunction - your organisation - opened Sep 9, 2026

£ When it happened

OCCURRED MANUFACTURER AWARENESS REGIST ERED
Not recorded Not recorded Sep 9, 2026
Not recorded Mot yet confirmed Recorded by MDIS

Three dates, three facts — clocks count from the confirmed awareness of the legal reporter, nothing else.

& Affected device

Device unresclved
No identifier snapshot

The event records which device, not which unit — no lot or serial number was captured with it

fa Assessments & clocks Record assessment

Mo obligation has been assessed. Registering an event does not start a regulatory clock

[¥ Reports filed

Capture SHA-256: df5a839040bb441693ad2fle35fba7ec61a89elcff56696e486d04e42f616204
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@ EXECUTED GHERKIN STEP

When | record the assessment as another serious incident, aware four days ago pass

2Med Vigilanee

&

Synthetic display interruption for controlled Vigilance journey 0 registered

PRC-19D91B7A23A0 - Malfunction - your organisation - opened Sep 9, 2026

£ When it happened

OCCURRED MANUFACTURER AWARENESS
Mot recorded Sep 5, 2026
MNot reconded Recorced with assessment

REGISTERED
Sep 9, 2026

Recorded by MDIS

Three dates, three facts — clocks count from the confirmed awareness of the legal reporter, nothing else.

& Affected device

Device unresclved
No identifier snapshot

The event records which device, not which unit —no lot or serial number was captured with it

f@ Assessments & clocks

@ Ev Other Serious Incident -legal reporter: your organisation

Due Sep 20, 2026 - 11 days left

from Sep 5, 2026 - 15 calendar days - other serious incident

Capture SHA-256: 7903d£7£fb8092764eb8366da482ecb8ec7a6671bd1636b2dla3f1b0cd40dcbod
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Manufacturer

Record assessment

On track

e



@ EXECUTED GHERKIN STEP

Then the deadline counts fifteen days from awareness and the register agrees pass

2Med Vigilanee

- Vigilance

Synthetic display interruption for controlled Vigilance journey 0

PMC-19D91B7A23A8 - Malfunction - your organisation - opened Sep 9, 2026

£ When it happened

OCCURRED MANUFACTURER AWARENESS
Mot recorded Sep 5, 2026
Not recorded Recorded with asse<smient

Three dates, three facts — clocks count from the confirmed awareness of the legal reporter, nothing else.

& Affected device

Device unresclved
No identifier snapshot

The event records which device, not which unit — no lot or serial number was captured with it

f@ Assessments & clocks

@ Ev  Other Serious Incident -legal reporter your organisation

Due Sep 20, 2026 - 11 days left

Capture SHA-256: 6af904c1587167£594c£9d14£7e6022d33cdfdal8la9dad87£65e00cd4ee7658

&

Registered

REGISTERED
Sep 9, 2026

Recorded by MDIS

MDIS walkthrough - 152 /418

[TEST] Northstar Medical Im...
Manufacturer

Record assessment

On track

e



@ EXECUTED GHERKIN STEP
When the manufacturer records that the report was filed with the authority pass

2Med Vigilance &

Three dates, three facts — clocks count from the confirmed awareness of the legal reporter, nothing elsa

& Affected device

Device unresolved
No identifier qnapﬁhut

The event records which device, not which unit — no lot or serial number was captured with it

fd Assessments & clocks

@ EV  Other Serious Incident -legal reporter. your organisation

Reported Sep 9, 2026 - 11 days early - ref 1G]-1788934093035

from Sep 5, 2026 - 15 calendar days - other serious ncident

[ Reports filed

v Initial report filed Sep9, 2026 - ref 1IG]-1788334093035 . recorded by E2E Manufacturer Sep 9, 2026

Recorded, not filed — MDIS never submits to an authority on your behalf.

Capture SHA-256: 1b15faff9d61e83c9325c8459d5alfbcf6729a012adefb55bbbdb7372c96a948
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Manufacturer
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@ EXECUTED GHERKIN STEP
Then the clock reads met and the register no longer counts it as owed pass

[TEST] Northstar Medical Im...

@ M Ed Vigilance - & ™ Manufacturer

- Vigilance

Synthetic display interruption for controlled Vigilance journey 0 registered
PMC-19D91B7A23A0 - Malfunction - your organisation - opened Sep 9, 2026

£ When it happened

OCCURRED MANUFACTURER AWARENESS REGISTERED
Mot recorded Sep 5, 2026 Sep 9, 2026
Not recorded Recorded with asse<smient Qc':::lljl-l1||-, MDIS

Three dates, three facts — clocks count from the confirmed awareness of the legal reporter, nothing else.

& Affected device

Device unresclved
No identifier snapshot

The event records which device, not which unit — no lot or serial number was captured with it

f@ Assessments & clocks Record assessment

'G:l Ev Other Serious Incident -legal reporter: your organisation Met

Reported Sep 9, 2026 - 11 days early - ref IG]-1788934093035

Capture SHA-256:371363c0faba62a614£514be3135ce841219b601317ad9c7¢cb893748£00c9fba
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@ EXECUTED GHERKIN STEP
When the final ui-v2 session is ended pass

2Med

Signin
Your code "f:‘;""' the authentucator AI:['I((:I’"(—'Q

next

Ernail

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01lef255e3b
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@ EXECUTED GHERKIN STEP
Then no authenticated ui-v2 session remains in browser storage pass

No visible change at this step, asserted through browser storage

2Med

Signin

Your code from th

app comes
next.

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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JOURNEY CHAPTER

Platform administration
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A system administrator provisions an organisation while a platform administrator reads and narrows the audit trail.

features/organisation-management/provision-organisation-in-ui-v2.feature - @MODULE:ORGANISATION-MANAGEMENT @SR-016 @UR-001

A system administrator provisions an organisation and its initial administrator
@ EXECUTED GHERKIN STEP
Given a system administrator has filled in a new organisation in ui-v2 pass
— —— -

New organisation

Organisation name

Evidence organisation 162e6fob-7T143-4864-af52-c4366a2594b3

P  Organisation email

-
organisation-162e6f66-7143-4864-af52-c4366a2594b3@example.c
- - . Country
Netherlands A
- R ———
Administrator first name
Evidence
= D . — -
Administrator last name
162ebfeb-T143-4864-af52-c4366a259 403
® S —— —
Administrator email
e — -;(|inistratDr-16296f66-?'|43—486d—af52—c4366;12594b.3@examplf—:-com \,
N —— Cancel Create organisation
-
- T ——— ——

Capture SHA-256:c07£8936ce825749f41c473ef1e71£59091e6796c66a234c89f5a2436a6b0d83
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adrministrator gets an email to set their password.

PASS



@ EXECUTED GHERKIN STEP
When the administrator submits the new organisation pass

2Med Technical file

Home » Admin » Organisations

Organisations

Every organisation on the platform.

TA

[TEST] Northstar Medical Imaging
e2e-manufacturer-org@medqgair.com - 1 identity - set up 9 Sept

E2E Foreign Manufacturer Co
eZe-foreign-manufacturer-org@medqair.com -1 identity - set up 9 Sept

[TEST] Flok Health EU
e2e-au-manufacturer-org@medagair.com -1 identity - set up 9 Sept

E2E Authorised Rep Co
e2e-auth-rep-org@medaqair.com -1 identity - set up 9 Sept

[TEST] Sectra Distribution
e2e-distributor-org@medagair.com -1 identity - set up 9 Sept

[TEST] Auth Cutover MFA Organisation
e2e-auth-cutover-mfa-org@mdis.invalid - 1identity - set up 9 Sept

[TEST] Release Cleanup Service
e2e-release-cleanup-org@medaqair.com - 1identity - set up 9 Sept

[TEST] Harborline Importers
e2e-importer-org@medqgair.com -1 identity - setup 9 Sept

Capture SHA-256:722a7798£097218e4741726cdbf590d47b8be1441362d41d09173££581e91c81
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+ New organisation

Active

Active

Active

Active

Cpen

Open

Cpen

Cpen

Open

Open

Cpen

Open

MDIS system o
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@ EXECUTED GHERKIN STEP
Then the organisation and initial administrator survive a reload pass

2Med Technical file ~ & ws MDISsystem | @

System

Home : Admin » Users

Users

Every user on the platform, across every organisation.

Search by name, email or phone

administrator-162e6f66-7143-4864-af52-c4366a2594b3@examplecom Clear

Evidence 162e6f66-7143-4864-af52-c4366a2594b3

- Invited Open
administrator-162e6f66-7143-4B64-af52-c4366a2594b3@example.com - Member - Evidence organisatio...

Capture SHA-256: 299e20cec09dc6ec32fdébca5fbf30£96ae546b159a076a4a09635087bac3d84
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@ EXECUTED GHERKIN STEP
And Mailpit receives the initial administrator's activation invitation pass

No browser change at this step; the activation invitation was asserted through Mailpit metadata

2Med Technical file ~ & ws MDSsystem | @

System

Home » Admin » Users

Users

Every user on the platform, across every organisation.

Search by name, email or phone

administrator-162e6f66-7143-4864-af52-c4366a2594b3@example.com Clear

Evidence 162e6f66-7143-4864-af52-c4366a2594b3

- Invited Open
administrator-162e6f66-7143-4B64-af52-c4366a2594b3@example.com - Member - Evidence organisatio...

Capture SHA-256: 299e20cec09dcé6ec32fdébca5fbf30f96ae546b159a076a4a09635087bac3d84
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features/organisation-management/audit-trail feature - @SR-064 @UR-014 @RSK-007 @RSK-022 @MODULE:ORGANISATION

A platform admin reads the platform's trail and narrows it to one organisation

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med

Signin

Your code from the authentic alor app comes

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP
When I sign in to the redesign as the platform admin pass

2Med Technieal file

Your work

Wednesday 9 September

, 0 o O o O

- drafts to finish returned for changes waiting on a partner

Needs you

©

Your work queue didn't load.

Your work is safe Try again, or come back in a minute

Try again

Capture SHA-256: 6£83fc842a5b7¢c489d2a434d822bc79babe7b0d712cd05b9ed04c6beccdc6744
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& @ [

System

MDIS system " @

Choose an economic operator to add a device

. 40

devices, 13 released

Devices - 40

Q Name, UDI-DI or Basic UDI-DI

PA

PulseView AR Validation ...

AtlasView AR Verification ...

Neorthgate Unrelated Ten...

AtlasView Ownership Bo...

AtlasView Distributor Gu...

AtlasView Distributor Veri...

All 40

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open What happened from the operations home pass

MDIS system
@Med Technical file ~ & o System s @

Opemations What happened

What happened

Everything anyone did on the platform, newest first. Open an organisation to narrow it to their history.

P

Last 7 .
e ja Everything

Q) A person, an organisation, a de

S0 entries loaded - every
organisation

TODAY

gg E2Ecleases  Open the release
EU
Manufacturer
subrmission
prepared

Change
2
06:01

Change
2

[TEST]
Flok
Health

Capture SHA-256: 9cc673d67dd491158991a65a087d1577870e8e66688d98d359¢c8359e30£87d51
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@ EXECUTED GHERKIN STEP

Then the trail lists dated entries, each naming who did what to what pass

2Med Technieal file

Opemations What happened

What happened

Everything anyone did on the platform, newest first. Open an organisation to narrow it to their history.

P

Last 7 .
i _,30 Everything

Q) A person, an organisation, a de

S0 entries loaded - every
organisation

TODAY

gg E2Ecleases  Open the release

EU
Manufacturer
subrmission
prepared

Change
2
06:01

Change
2

[TEST]
Flok
Health

Capture SHA-256: 09311b96e45d6elc47f3b3a2b42ac42ef578a53£50c4e08dfe615750a35c6998
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@ EXECUTED GHERKIN STEP
When I narrow the trail to the seeded manufacturer from its record pass

2Med Technical file ~ & ws MDISsystem | @

System

Opemations» Organisations [TEST] Northstar Medical Imaging » What happened

What happened

[TEST] Morthstar Medical Imaging's trail — the same entries its own administrators see as History.

P

Last 7 .
e ja Everything

Q A person, an arganisation, a de

S0 entries loaded - [TEST]
MNorthstar Medical Imaging

TODAY

gm [E2Bdentities  QOpen the organisation
Manufacturer
devices
imported
[TEST]
Northstar
Medical
Imaging
(Manufacturer)
06:01

[TEST]
Northstar
Medical
Imaging

Capture SHA-256: 23c35595efac5875a4025c41ad4c7e732afcadla581559dc11036649d7b275b9
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@ EXECUTED GHERKIN STEP
Then every entry shown is about that organisation pass

2Med Technical file ~ & ws MDISsystem | @

System

Opemations» Organisations [TEST] Northstar Medical Imaging » What happened

What happened

[TEST] Morthstar Medical Imaging's trail — the same entries its own administrators see as History.

P

Last 7 .
i J:l('.l Everything

Q) A person, an organisation, a de

S0 entries loaded - [TEST]
MNorthstar Medical Imaging

TODAY

gm [E2Bdentities  QOpen the organisation
Manufacturer
devices
imported
[TEST]
Northstar
Medical
Imaging
(Manufacturer)
06:01

[TEST]
Northstar
Medical
Imaging

Capture SHA-256: 6d4803273£24350075b7463bdlafc9ccc6a90e46974cc22a7d908c4bebadf3£9
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JOURNEY CHAPTER

Additional screen batch journeys
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Focused current-screen journeys retain the same exact scenario identity, tags, assertions, and captures after the primary walkthrough.

features/admin-navigation/screen-admin-navigation.feature - @MODULE:PLATFORM-ADMIN @SR-016 @SR-114

a platform administrator provisions and finds a run-owned account

0 EXECUTED GHERKIN STEP
Given the platform administrator opens the current Operations workspace PaAss

MDIS system "

Z2Med Technical file ~ G Hs System

Home » Admin

Operations

What is waiting on a person at MedQAIR, and where to find anything.

+ New organisation

Needs a decision

. [TEST] Release Cleanup Service - nobody in charge Nobodly in charge Open

Mo active administrator nobody there can invite anyone

Find
A name, an email address, an SRN or a device

One box for all four registers. A result says which register it came from

Registers

Organisations - 8

G ) Open
8 active - 0 deactivated - 1 without an administrator
Users - 17

=2 Open
17 signed in - 0 deactivated

@ Economic operators - 8

]

5 manufacturers - 1 authorised representative - 1 distributor - 1 importer

Capture SHA-256: 311fddcb04b89db8cba6252ee160e2d4b83dd6d64ce3295533661438df207£68
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@ EXECUTED GHERKIN STEP
Then the Operations registers reflect their persisted APl rows pass

No visible change at this step, the persisted Operations registers remain visible after reload

2Med Technical file ~ & ws MDSsystem | @

System

Home » Admin

Operations

What is waiting on a person at MedQAIR, and where to find anything.

+ New organisation

Needs a decision

[TEST] Release Cleanup Service - nobody in charge

Mo active administrator — nobody there can invite anyone

= Nobody in charge Open

Find
A name, an email address, an SRN or a device

One box for all four registers. A result says which register it came from

Registers

@ Organisations - 8

. , Open
8 active - 0 deactivated - 1 without an administrator
Users - 17

& Open
17 signed in - 0 deactivated

@ Economic operators - 8

!

5 manufacturers - 1 authorised representative - 1 distributor - 1 importer

Capture SHA-256: 311fddcb04b89db8cba6252ee160e2d4b83dd6d64ce3295533661438df207£68
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@ EXECUTED GHERKIN STEP
When the platform administrator creates a run-owned organisation pass

2Med Technical file ~ & ws MDISsystem | @

System

Home » Admin

Operations

What is waiting on a person at MedQAIR, and where to find anything.

+ New organi

Needs a decision

[TEST] Release Cleanup Service - nobody in charge
™ M P j" g MNobody in charge Open
Mo active administrator — nobody there can invite anyone

E2E Admin Screen 640bfcfa-0875-4d2e-9053-c364572767¢c2 - nobody in charge )
EA ) . Nobody in charge Open
Mo active administrator — nobody there can invite anyone.

Find
A name, an email address, an SRN or a device

One box for all four registers. A result says which register it came from.

Registers
Organisations - 9

@ 9 Open
9 active - O deactivated - 2without an administrator
Users - 17

e Open

17 signed in - 0 deactivated

Capture SHA-256: ff2ec9a4f0e2269764bac3dcaaad29f17096e69cbbcecdbbadb4dad7a5ae330a
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@ EXECUTED GHERKIN STEP
Then the organisation list shows the persisted organisation and administrator

2Med Technieal file

Home » Admin » Organisations

Organisations

Every organisation on the platform.

EF

TA

[TEST] Northstar Medical Imaging
e2e-manufacturer-org@medqgair.com - 1 identity - set up 9 Sept

E2E Foreign Manufacturer Co
e2e-foreign-manufacturer-org@medaqair.com -1 identity - set up 9 Sept

[TEST] Flok Health EU
e2e-au-manufacturer-org@medagair.com -1 identity - set up 9 Sept

E2E Authorised Rep Co
e2e-auth-rep-org@medaqair.com -1 identity - set up 9 Sept

[TEST] Sectra Distribution
e2e-distributor-org@medagair.com -1 identity - set up 9 Sept

[TEST] Auth Cutover MFA Organisation
e2e-auth-cutover-mfa-org@mdis.invalid - 1identity - set up 9 Sept

[TEST] Release Cleanup Service
e2e-release-cleanup-org@medaqair.com - 1identity - set up 9 Sept

[TEST] Harborline Importers

e2e-importer-org@medqgair.com -1 identity - setup 9 Sept

Capture SHA-256: 2198ccafadaf4548b9f1£f0d0celabfd25821db4e35ael00f3efecc3dalc56ace
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Active

Active

&

Cpen

Open
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Cpen

Open

Open
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@ EXECUTED GHERKIN STEP
When the platform administrator retries that organisation email pass

New crganisation
Creates the organisation and its first administrator together. The
administrator gets an email to set their password.

Organisation name
rd ™y
L E2E Admin Screen 640bfcfa-0B875-4d2e-9053-c364572767c2 duplic J

Organisation email
 e2e-admin-screen-640bfcta-0875-4d2e-9053-c364572767c2@exan

Country
 Netherlands

Administrator first name

I\I_Jupllcata

Administrator last name

a
~ Attempt

Administrator email
uimdmimrmswummmmm:n

Organisation with same email already exists.

e (RN

Capture SHA-256: 5eed35e307ce8efef89624£438cee749095abal59bcffaaléblflca7c51d1ldal
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@ EXECUTED GHERKIN STEP
Then the duplicate organisation is rejected as a named conflict without duplicate rows pass

New crganisation
Creates the organisation and its first administrator together. The
administrator gets an email to set their password.

Organisation name
rd ™y
L E2E Admin Screen 640bfcfa-0B875-4d2e-9053-c364572767c2 duplic J

Organisation email
 e2e-admin-screen-640bfcta-0875-4d2e-9053-c36457276 7c2@exan

Country
 Netherlands

Administrator first name

I\I_Jupllcata

Administrator last name

a
~ Attempt

Administrator email
uimdmimrmswummmmm:n

Organisation with same email already exists.

e (RN

Capture SHA-256: c315cca506b86276f747a%9aafb58be63a737750ae£368b869£8603b32ffdeaba
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@ EXECUTED GHERKIN STEP
When the platform administrator retries with that administrator email pass

New crganisation
Creates the organisation and its first administrator together. The
administrator gets an email to set their password.

Organisation name
rd ™y
L E2E Admin Screen 640bfcfa-0B875-4d2e-9053-c364572767c2 admit J

Organisation email
' e2e-admin-duplicate-org-albfe725-c387-46ea-a2ab-631ble5d90e6i

Country
 Netherlands

Administrator first name

I\I_Jupllcata

Administrator last name

:
 Administrator

Administrator email
uimdmimrmswummmmm:n

User with same email already exists.

e (RN

Capture SHA-256: 5dc6bc5a58d9a30c60fe7e486£101£1890£7£5ac19£3959917d£3d7979a8a280
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@ EXECUTED GHERKIN STEP
Then the duplicate administrator is rejected as a named conflict without duplicate rows pass

New crganisation
Creates the organisation and its first administrator together. The
administrator gets an email to set their password.

Organisation name
rd ™y
L E2E Admin Screen 640bfcfa-0B875-4d2e-9053-c364572767c2 admit J

Organisation email
' e2e-admin-duplicate-org-albfe725-c387-46ea-a2ab-631ble5d90e6i

Country
 Netherlands

Administrator first name

I\I_Jupllcata

Administrator last name

:
 Administrator

Administrator email
uimdmimrmswummmmm:n

User with same email already exists.

e (RN

Capture SHA-256: 5c04adal4ee03cb94962368b431dfaabal70ad3e0a5cdc14421843£560e01c83
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@ EXECUTED GHERKIN STEP
When the platform administrator searches for the run-owned administrator pass

2Med Technical file ~ & ws MDISsystem | @

System

Home : Admin » Users

Users

Every user on the platform, across every organisation.

Search by name, email or phone

e2e-adrmin-screen-user-640bfcfa-0875-4d2e-9053-c364572767c2@example.com Clear

Evidence Admin-640bfcfa-0875-4d2e-9053-c364572767¢2

Invited COpen
e2e-admin-screen-user-640bfcfa-0875-4d2e-9053-c36457 2767c2@example.com - Member - E2E Admi..

Capture SHA-256: al516e4479b3aaf71bdcf1dc28717b1374b022a73721b5fd6aac0f4e4339dcdb
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@ EXECUTED GHERKIN STEP
Then the user list shows only the exact run-owned account pass

No visible change at this step, the exact run-owned account remains visibly listed

2Med Technical file ~ & ws MDSsystem | @

System

Home » Admin » Users

Users

Every user on the platform, across every organisation.

Search by name, email or phone

e2e-admin-screen-user-640bfcfa-0875-4d2e-9053-c 36457276 Tc2@example.com Search Clear

Evidence Admin-640bfcfa-0875-4d2e-9053-c364572767c2

~ Invited Open
e2e-admin-screen-user-640bfcfa-0875-4d2e-9053-c36457 276 7c2@example.com - Member - E2E Admi._.

Capture SHA-256: al516e4479b3aaf71bdcf1ldc28717b1374b022a73721b5fd6aac0f4e4339dcdb
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° EXECUTED GHERKIN STEP
When the platform administrator checks empty, name, email and phone user searches pass

2Med Technical file ~ & ws MDISsystem | @

System

Home : Admin » Users

Users

Every user on the platform, across every organisation.

Search by name, email or phone

e2e-adrmin-screen-user-640bfcfa-0875-4d2e-9053-c364572767c2@example.com Clear

Evidence Admin-640bfcfa-0875-4d2e-9053-c364572767c2

Invited COpen
e2e-admin-screen-user-640bfcfa-0875-4d2e-9053-c36457 2767c2@example.com - Member - E2E Admi..

Capture SHA-256: e268a818f12c59c8a3c084£05ceb6£6131c2942726a5fddcdb07cc7a2b54459b
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e EXECUTED GHERKIN STEP
When the platform administrator opens that user pass

2Med Technical file ~ & ws MDISsystem | @

System

Home » Admin : Users » User

Evidence Admin-640bfcfa-0875-4d2e-9053-c364572767¢c2

e2e-admin-screen-user-640bfcfa-0875-4d2e-9053-c364 57 2767Tc2@example.com

User type Phone

Member

Organisation Member since

E2E Admin Screen 640bfcfa-0875-4d2e-9053- 9/9/2026

cI64572767c2

Role Multi-factor authentication
Organisation admin MFA not enabled

Send password reset email

Capture SHA-256:d1d1c260cb6643b8be03c5d280a597445b4c8bcbade63396a5£644731847efad
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a EXECUTED GHERKIN STEP
Then the user detail shows the persisted identity and role facts pass

No visible change at this step, the persisted identity and role facts remain visible

2Med Technical file ~ & ws MDSsystem | @

System

Home : Admin » Users » User

Evidence Admin-640bfcfa-0875-4d2e-9053-c364572767¢2

e2e-admin-screen-user-640bfcfa-0875-4d2e-9053-c364572767c2@example.com

User type Phone

Member

Organisation Member since

E2E Admin Screen 640bfcfa-0875-4d2e-9053- 9/9/2026

cie4572767c2

Fole Multi-factor authentication
Organisation admin MFA not enabled

Send password reset email

Capture SHA-256:d1d1c260cb6643b8be03c5d280a597445b4c8bcbade63396a5f644731847efad
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@ EXECUTED GHERKIN STEP
When the platform administrator confirms a password reset for that user pass

2Med Technical file ~ & ws MDISsystem | @

System

Home » Admin : Users » User

Evidence Admin-640bfcfa-0875-4d2e-9053-c364572767¢c2

e2e-admin-screen-user-640bfcfa-0875-4d2e-9053-c364 57 2767Tc2@example.com

User type Phone

Member

Organisation Member since

E2E Admin Screen 640bfcfa-0875-4d2e-9053- 9/9/2026

cI64572767c2

Role Multi-factor authentication
Organisation admin MFA not enabled

Send password reset email

Password reset email sent to e2e-admin-screern
@ user-640bfcla 0875 4d2e-9053-
c3IGAST2TETc2@example.com

Capture SHA-256:a523d4602ec38e241064355c3£d703969895d84c£38c8£96£59398443b07abfd
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G EXECUTED GHERKIN STEP
Then the password reset succeeds through the real API and is reported by name pass

No visible change at this step, the named password-reset confirmation remains visible

2Med Technical file ~ & ws MDSsystem | @

System

Home : Admin » Users » User

Evidence Admin-640bfcfa-0875-4d2e-9053-c364572767¢2

e2e-admin-screen-user-640bfcfa-0875-4d2e-9053-c364572767c2@example.com

User type Phone

Member

Organisation Member since

E2E Admin Screen 640bfcfa-0875-4d2e-9053- 9/9/2026

cie4572767c2

Fole Multi-factor authentication
Organisation admin MFA not enabled

Send password reset email

Password reset email sent to e2e-admin-screen:
@ user-640bfcfa 0BT5-4d2e-9053-
c3IG4A5T2T6Tc2@esample.com

Capture SHA-256: a523d4602ec38e241064355c3£d703969895d84c£38c8£96£59398443b07abfd
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@ EXECUTED GHERKIN STEP
When the platform administrator opens the account navigation menu pass

MDIS system

%Med Technical file ~ & o System e @

ORGANISATION

&) Organisation hub

Home » Admin : Users » User
PLATFORM ADMIN

Evidence Admin-640bfcfa-0875-4d2e-9053-c364572767¢c2 88 Operations
e2e-admin-screen-user-640bfcfa-0875-4d2e-9053-c364572767c2@example.com & Organisations — all

platform

@ Users — all organisations

User type FPhone . .
|

Member & Claims waiting
Organisation Member since @ Guided tour - off
E2E Admin Screen 640bfcfa-0875-4d2e-9053- 9/9/2026 @ Privacy policy
cI64572767c2

-y &
Role Multi-factor authentication € Sign out

Organisation admin MFA not enabled

Send password reset email

Password reset email sent to e2e-admin-screern
@ user-640bfcla 0875 4d2e-9053-
c3IGAST2TETc2@example.com

Capture SHA-256: eeOblbc23£2£4725071be3d1fe22e8031608900a7efdac1c52d62167216358£5
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a EXECUTED GHERKIN STEP
Then the platform admin destinations and privacy policy are discoverable pass

2Med Technical file

Home » Admin

Operations
What is waiting on a person at MedQAIR, and where to find anything.

Needs a decision

[TEST] Release Cleanup Service - nobody in charge

™ v
Mo active administrator — nobody there can invite anyone

Find
A name, an email address, an SRN or a device

One box for all four registers. A result says which register it came from

Registers
& Organisations - 9
9 active - O deactivated - 1 without an administrator
o Users - 19
17 signed in - 2 invited and never signed in - O deactivated
@ Economic operators - 8
iy

5 manufacturers - 1 autherised representative -1 distributor - 1 importer

Capture SHA-256: a5f26aed5198d9f9e6d227aacf432£d3799bel10546e14849cd0061fcecall24d
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& s MDIS system " @
System
ORGANISATION

&) Organisation hub

PLATFORM ADMIN

88 Cperations

@

@ Users — all organisations

Organisations — all
platform

&3 Claims waiting

Nebody inct @) Guided tour - off

@ Privacy policy

[ signout

Open

Open



@ EXECUTED GHERKIN STEP
When the platform administrator follows Privacy policy pass

System

ZMed - Technicalfile ~ & ws MDISSYstem @

Privacy policy

How MDIS handles data — the short form.

£y Your documents stay yours

Documents you upload are visible only under the sharing rules your arganisation sets, MDIS never
shares them more widely on its own

B Account data

MDIS stores your name, work email address and role. They are used for access control and to
attribute entries in the audit log — nothing else.

D Audit trail

Regulated actions are recorded with your name and the date, and kept for the retention period your
organisation is required to observe,

@ Public elFU
Published instructions for use are public by design. No personal data is published with them.

This is a summary, not the policy itself. The full privacy policy is available from your organisation.

Capture SHA-256: adf9cf75a0d1e26c704d19d01f9cc7fcdc8dll8edad656aclee23d569£4c1140
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@ EXECUTED GHERKIN STEP

Then the privacy summary is complete and the account menu has no sidebar substitute pass

No visible change at this step, the complete privacy summary remains visible

2Med Technical file

Privacy policy

How MDIS handles data — the short form.

&

Your documents stay yours

Documents you upload are visible only under the sharing rules your organisation sets, MDIS never
shares them more widely on its own

Account data

MDIS stores your name, work email address and role. They are used for access control and to
attribute entries in the audit log — nothing else.

Audit trail

Regulated actions are recorded with your name and the date, and kept for the retention period your
organisation is required to cbserve,

Public elFU
Published instructions for use are public by design. No personal data is published with them.

This is a summary, not the policy itself. The full privacy policy is available from your organisation.

Capture SHA-256: adf9cf75a0d1e26c704d19d01f9cc7fcdc8dll8edadb56aclee23d569£4c1140
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MDIS system o

System



features/admin-navigation/screen-admin-navigation.feature - @MODULE:PLATFORM-ADMIN @SR-026 PASS

an organisation user cannot discover the platform admin workspace

@ EXECUTED GHERKIN STEP
Given an organisation user opens the platform admin entry point pass

2Med Technical file & m [TESTINorthstar Medical Im... @

Manufacturer

That page isn't here.

The link may be old, or the record may have been removed.

Back Go to your work

Capture SHA-256: 99d5d062d612eedfbc804191bd341£2b259a44461£1d7761925543ae020a4b67
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@ EXECUTED GHERKIN STEP
Then the platform admin entry point is the ordinary not-found page pass

No visible change at this step, the disclosure-safe not-found page remains visible

Manufacturer

2Med Technical file ~ & e [TEST] Northstar Medical Im... @

That page isn't here.

The link may be old, or the record may have been removed.

Back Go to your work

Capture SHA-256: 99d5d062d612eedfbc804191bd341£2b259a44461£1d7761925543ae020a4b67
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@ EXECUTED GHERKIN STEP
And the organisation user's account menu has no platform admin section pass

2Med Technical file + e ‘= E‘:Ef:‘!ar:_or:':starMedicallm... 5 @

ORGANISATION

&) Organisation hub

H 1
That page isn't here. @ Guided tour - off

The link may be old, or the record may have been removed. @] Privacy palicy

Back Go to your work [» Signout

Capture SHA-256: 8a70ec33b7c26a3b511baee61l2ba7f6066a80badd78afcdébalc2c758ff2beece
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features/admin-navigation/screen-admin-navigation.feature - @MODULE:PLATFORM-ADMIN @SR-018 @MODULE:ORGANISATION-ADMIN PASS

an organisation administrator reads facts with their provenance

@ EXECUTED GHERKIN STEP
Given an organisation administrator opens the current organisation facts pass

[TEST] Morthstar Medical Im...

@‘Med Technical file & ™ Manufacturer v @

« Home organisation faCtS

Organisation What partners and the public directory see. Edits are recorded; they never touch a release

B Bulk import Update from EUDAMED ¢ Edit

(@) Crganisation facts LEGAL NAME

[TEST] Morthstar Medical Imaging

2. users 5
& Partners n ADDRESS
Not recorded
RELEASES
SAN
D Published instructions US-MF-000000001 - EU MDR - from EUDAMED, read-only here
3z Release checks PRRC

E2E PRRC - EU MDR, Article 15 - a person from Users
0 Release history

BILLING CONTACT

History as administrator )
a i e2e-manufacturer-crg@medgair.com

ACCOUNT Last edited 9 Sept 2026 by System

& sign-in and MFA

Capture SHA-256: 04a90a01cl120a54e428e£f881c08d5b365fd4e653e3132e80a6d27d50bd234£4d
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@ EXECUTED GHERKIN STEP
Then the organisation facts match the persisted projection and provenance notes pass

No visible change at this step, asserted through the APl read

[TEST] Morthstar Medical Im...
%MEd Technical flle v & ™ Manufacturer -

© Home Organisation facts

at partners and the public directory see. Edits are recorded, they never touch a release
rgan sation wWh dth bl W Ed 1 hey ¥ |

B Bulk import Update from EUDAMED ¢ Edit

fZ) Organisation facts LECAL NAME
EST] Northstar Medical Imagin

&, users 5 [TEST) ging
& Partners n APDRESS

Not recorded
RELEASES

SRN
@ published instructions US-MF-000000001 - EU MDR - from EUDAMED, read-only here
i= Release checks PRRC

E2E PRRC - EU MDR, Article 15 - a person from Users
D Release history

BILLING CONTACT

History as administrator .
2 Y e2e-manufacturer-org@medaqair.com

Lizzeclu Last edited 9 Sept 2026 by System

£ sign-in and MFA

Capture SHA-256: 04a90a01cl120a54e428e£f881c08d5b365fd4e653e3132e80a6d27d50bd234£4d
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@ EXECUTED GHERKIN STEP
When the organisation administrator opens Edit organisation details pass

Edit organisation details

Covers legal name, address and contacts. Every edit is recorded in
the audit log — it never touches devices or releases, The SRN is
corrected in EUDAMED and mirrors back; the PRRC is a named
person from Users.

Legal name
((mesT) Northstar Medical Imaging

Address

Billing contact
|': e2e-rmanufacturer-org@medagair.com

Capture SHA-256: ac6db47e33b3391eedcacac3cef106989954fddc47986a8ca298d0d53dd6£2a0
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@ EXECUTED GHERKIN STEP
Then only legal name, address and billing contact are editable pass

No visible change at this step; the open dialog's editable fields and restrictions were checked.

Edit organisation details

Covers legal name, address and contacts. Every edit is recorded in
the audit log — it never touches devices or releases, The SRN is
corrected in EUDAMED and mirrors back; the PRRC is a named
person from Users,

Legal name

((resT) Northstar Medical Imaging

Address

Billing contact
I': e2e-manufacturer-org@medgair.com

Capture SHA-256: ac6db47e33b3391eedcacac3cef106989954fddc47986a8ca298d0d53dd6£2a0
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@ EXECUTED GHERKIN STEP
When the organisation administrator cancels the organisation facts edit pass

ST] Northstar Medical Im...
Technical file m [TE
@MEd v G Manufacturer v
< Home H T
Organisation facts
Organisatlgn What partners and the public directory see. Edits are recorded; they never touch a release

B Bulk import Update from EUDAMED  # Edit

fZ) ©Organisation facts

LEGAL NAME
EST] Northstar Medical Imagin

&, Users 5 [TEST] ging
& Partners n ADDRESS

Not recorded
RELEASES

SRN
D Published instructions US-MF-000000001 - EU MDR - from EUDAMED, read-only here
3z Release checks PRRC

E2E PRRC - EU MDR. Article 15 - a person from Users
0 Release history

a . BILLING CONTACT
History as administrator )
Y e2e-manufacturer-org@medgair.com

Lizzeilu Last edited 9 Sept 2026 by System

&£ sign-in and MFA

Capture SHA-256: 04a90a01cl120a54e428ef881c08d5b365fd4e653e3132e80a6d27d50bd234£4d
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features/admin-navigation/screen-admin-navigation.feature - @MODULE:PLATFORM-ADMIN @SR-019 @MODULE:ORGANISATION-ADMIN PASS

an organisation administrator stages and revokes a run-owned invitation

@ EXECUTED GHERKIN STEP
Given an organisation administrator opens the current organisation users Ppass

[TEST] Morthstar Medical Im...
@Med Technical file & ™ Manufacturer

« Home Users

Organisation Roles apply to the whole organisation. Who approves a release is set per release

[# Bulk import EZE Manufacturer
BEM . , Editrole -
e2e-manufacturer@medaqair.com - Organisation admin - MFA not set up - Acc..

Gl ©Organisation facts

E2E PRRC

@ .
Users 3 EP Editrole -
- eZe-prrci@medqgair.com - PRRC . MFA not set up - Account updated 9 Sept 2026
& Partners n
E2E elFU Reader

EE = Editrole -
RELEASES g2e-eifu-reader@medagair.com - Member - MFA not set up - Account updated .
(D Published instructions E2E elFU Recipient

EE Edit role e

~ e2e-recipient@medgair.com - Member - MFA not set up - Account updated 9
3= Release checks

. Phone Search-bd4995cb-2e6a-4485-8dbf-4b87fd144dd9 :
2 Release history PS Editrole -
e2e-admin-phone-bd4995ch-2e6a-4485-Bdbf-4b87fd144dd9@example.com...

T History as administrator
Deactivating never rewrites history: the name stays on every approval and audit entry.
ACCOUNT

& sign-in and MFA

Capture SHA-256: d86£9b1b3467a1250a90a19b974443fa3ee69bed85607e9bb268625a3ad863c9
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@ EXECUTED GHERKIN STEP

When the organisation administrator invites a run-owned member pass

2Med

< Home

Organisation

@
(A

B

Bulk import
Organisation facts
Users &

Partners mn

RELEASES

m

e
=

D
!

Published instructions
Release checks
Release history

History as administrator

ACCOUNT

P

Sign-in and MFA

Technical file -

Users

Roles apply 1o the whole organisation. Who approves a release is set per release

EZE Manufacturer
e2e-manufacturer@medqair.com - Organisation admin - MFA not set up - Acc...

E2E PRRC

eZe-prrc@medqair.com - PRRC - MFA not set up - Account updated 9 Sept 2026

E2E elFU Reader
e2e-eifu-reader@medgair.com - Member - MFA not set up - Account updated ..

E2E elFU Recipient
eZe-recipient@medgair.com - Member - MFA not set up - Account updated 9 .

Phone Search-bd4995cb-2e6a-4485-8dbf-4bB87fd144dd9

e2e-admin-phone-bd4995ch-2e6a-4485-Bdbf-4b87fd1 4 4dd9@example.com...

e2e-screen-admin-0ac5a2c9-28d2-4250-2279-89769f834d00...
Member - Invitation pending - Invited 9 Sept 2026 - expires 16 Sept 2

Invited

Deactivating never rewrites history. the name stays on every approval and audit entry.

Capture SHA-256: 39dc3a8dcc458fdb30acf3e57db841bef0415c6e07de68£5c976718dd6ae88e9
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[TEST] Northstar Medical Im...
Manufacturer

+ Invite a user

Edit role

Edit role

Edit role

Edit role

Edit role

Resend



@ EXECUTED GHERKIN STEP

Then the pending member row shows its role and fourteen-day expiry pass

2Med

< Home

Organisation

@
(A

B

Bulk import
Organisation facts
Users &

Partners mn

RELEASES

m

e
=

D
!

Published instructions
Release checks
Release history

History as administrator

ACCOUNT

P

Sign-in and MFA

Technical file -

Users

Roles apply 1o the whole organisation. Who approves a release is set per release

EZE Manufacturer
e2e-manufacturer@medqair.com - Organisation admin - MFA not set up - Acc...

E2E PRRC

eZe-prrc@medqair.com - PRRC - MFA not set up - Account updated 9 Sept 2026

E2E elFU Reader
e2e-eifu-reader@medgair.com - Member - MFA not set up - Account updated ..

E2E elFU Recipient
eZe-recipient@medgair.com - Member - MFA not set up - Account updated 9 .

Phone Search-bd4995cb-2e6a-4485-8dbf-4bB87fd144dd9

e2e-admin-phone-bd4995ch-2e6a-4485-Bdbf-4b87fd1 4 4dd9@example.com...

e2e-screen-admin-0ac5a2c9-28d2-4250-2e79-89769f834d01...
Member - Invitation pending - Invited 9 Sept 2026 - expires 16 Sept 2

Invited

Deactivating never rewrites history. the name stays on every approval and audit entry.

Capture SHA-256: 0318626c6d8e0c8a447f4e57€89ad0019d4£45d9b228b0a75¢126£827d0b759b
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Manufacturer

+ Invite a user

Editrole  «-
Editrole -
Edit role -
Edit role e

Editrole -

Resend [D

[TEST] Northstar Medical Im...

v @



@ EXECUTED GHERKIN STEP

When the organisation administrator resends that invitation pass

2Med

< Home

Organisation

B
(A

[+}
-

B

Bulk import
Organisation facts
Users &

Partners mn

RELEASES

m

e
=

D
!

Published instructions
Release checks
Release history

History as administrator

ACCOUNT

P

Sign-in and MFA

Technical file -

Users

Roles apply 1o the whole organisation. Who approves a release is set per release

EZE Manufacturer
e2e-manufacturer@medqair.com - Organisation admin - MFA not set up - Acc...

E2E PRRC

eZe-prrc@medqair.com - PRRC - MFA not set up - Account updated 9 Sept 2026

E2E elFU Reader
e2e-eifu-reader@medgair.com - Member - MFA not set up - Account updated ..

E2E elFU Recipient
eZe-recipient@medgair.com - Member - MFA not set up - Account updated 9 .

Phone Search-bd4995cb-2e6a-4485-8dbf-4bB87fd144dd9

e2e-admin-phone-bd4995ch-2e6a-4485-Bdbf-4b87fd1 4 4dd9@example.com...

e2e-screen-admin-0ac5a2c9-28d2-4250-ae79-89769f834d01...
Member - Invitation pending - Invited 9 Sept 2026 - expires 16 Sept 2

Invited

Deactivating never rewrites history. the name stays on every approval and audit entry.

Capture SHA-256: 724bb5fc1b1b397c1a7da926d3008d538d68555ed9e9ad86355112d3052921a6
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Manufacturer

+ Invite a user

Edit role
Edit role =
Editrole  «-

Edit role e

Editrole -

Resend @

[TEST] Northstar Medical Im...

v @



@ EXECUTED GHERKIN STEP
Then the invitation remains pending after the resend pass

No visible change at this step, the pending invitation projection remains visible

" [TEST] Morthstar Medical Im...
%Med F Technical flle v & ™ Manufacturer -

© Home Users

Organlsaﬂo" Roles apply to the whole organisation. Who approves a release is set per release

@ Bulkimport E2E Manufacturer )
EM Edit role e
e2e-manufacturer@medqair.com - Organisation admin - MFA not set up - Acc..

) ©Organisation facts

EZE PRRC .
A, users 6 =2 _ Editrole -

e2e-prrc@medqair.com - PRRC - MFA not set up - Account updated 9 Sept 2026
& Partners n

F
— EZE elFU Reader . it role o

RELEASES e2e-eifu-reader@medgair.com - Member - MFA Nnot set up - Account updated .
D published instructions E2E eIFU Recipient

EE . . Editrole  ---
eZe-recipient@medgair.com - Member - MFA not set up - Account updated 9
it Release checks

-

- Phone Search-bd4995cb-2e6a-4485-8dbf-4bB87fd144dd9 .
2 Release history Ps Edit role ==
e2e-admin-phone-bd4935ch-2e6a-4485-8dbf-4b87fd144dd9@example.com...

@ History as administrator
eZe-screen-admin-Oac5a2c9-28d2-4250-2e79-89769f834dO1... : @
ES Invited Resend

ACCOUNT Member - Invitation pending - Invited 9 Sept 2026 - expires 16 Sept 2

& sign-in and MFA _ _ _
Deactivating never rewrites history: the name stays on every approval and audit entry.

Capture SHA-256: 724bb5fc1b1b397c1a7da926d3008d538d68555ed9e9ad86355112d3052921a6
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@ EXECUTED GHERKIN STEP

When the organisation administrator revokes that invitation pass

2Med

< Home

Organisation

@
(A

B

Bulk import
Organisation facts
Users 5

Partners mn

RELEASES

m

e
=

D
!

Published instructions
Release checks
Release history

History as administrator

ACCOUNT

P

Sign-in and MFA

Technical file -

Users

Roles apply 1o the whole organisation. Who approves a release is set per release

EZE Manufacturer
e2e-manufacturer@medqair.com - Organisation admin - MFA not set up - Acc...

E2E PRRC
eZe-prrc@medqair.com - PRRC - MFA not set up - Account updated 9 Sept 2026

E2E elFU Reader
e2e-eifu-reader@medgair.com - Member - MFA not set up - Account updated ..

E2E elFU Recipient
eZe-recipient@medgair.com - Member - MFA not set up - Account updated 9 .

Phone Search-bd4995cb-2e6a-4485-8dbf-4bB87fd144dd9

e2e-admin-phone-bd4995ch-2e6a-4485-Bdbf-4b87fd1 4 4dd9@example.com...

Deactivating never rewrites history: the name stays on every approval and audit entry.

Capture SHA-256:e009£70697b2719922853bf2ad9285efc8c0689002d99e2e26758ee230£48£0b

MDIS walkthrough - 201 / 418

[TEST] Northstar Medical Im...
Manufacturer

+ Invite a user

Edit role

Edit role

Edit role

Edit role

Edit role



@ EXECUTED GHERKIN STEP

Then the invitation is removed from the organisation user projection pass

2Med

< Home

Organisation

@
(A

B

Bulk import
Organisation facts
Users 5

Partners mn

RELEASES

m

e
=

D
!

Published instructions
Release checks
Release history

History as administrator

ACCOUNT

P

Sign-in and MFA

Technical file -

Users

Roles apply 1o the whole organisation. Who approves a release is set per release

EZE Manufacturer

e2e-manufacturer@medqair.com - Organisation admin - MFA not set up - Acc...

E2E PRRC

eZe-prrc@medqair.com - PRRC - MFA not set up - Account updated 9 Sept 2026

E2E elFU Reader
e2e-eifu-reader@medgair.com - Member - MFA not set up - Account updated ..

E2E elFU Recipient
eZe-recipient@medgair.com - Member - MFA not set up - Account updated 9 .

Phone Search-bd4995cb-2e6a-4485-8dbf-4bB87fd144dd9

e2e-admin-phone-bd4995ch-2e6a-4485-Bdbf-4b87fd1 4 4dd9@example.com...

Deactivating never rewrites history. the name stays on every approval and audit entry.

Capture SHA-256: b9bdb2eec6£e3304219d3d5c8d9b02a5a8c33b42822ff161bbel627e336e870f
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[TEST] Northstar Medical Im...
Manufacturer

+ Invite a user

Edit role

Edit role

Edit role

Edit role

Edit role



features/release-integration/documents-screen-contract.feature - @SR-029 @MODULE:RELEASE @CHANGE-VIEW-ALL-DEVICES.2

A draft document keeps its identity through details and preview

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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PASS



@ EXECUTED GHERKIN STEP

When I sign in to the redesign as a manufacturer

2Med

Technical file -

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
- Northstar VitalSync Patient Monitor
1.1 labelling update
— Morthstar Sonolite Handheld Ultrasound
1.0 first release
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256: 2635fc1c93d52d0a66885acc0e57e65bb091al5eb467f6eff4el40170fab9ef9

Change1-1.0.0 -first release

PASS

o3

¢ @

Manufacturer

+ Add a des

[TEST] Northstar Medical Im...

e

41

devices, 6 released

0 v

waiting on a partner

12 drafts Devices - &1
Continue Q Name, UDI-DI or Basic UDI-DI
Continue PA  PulseView AR Validation ...
Continue AP AtlasView PRRC Validatio...
) AA AtlasView AR Verification ...
Continue
AA AtlasView AR Validation ...
Continue
Al AtlasView Importer Verifi...
Continue

Al AtlasView Importer Rejec...
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All 415

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the isolated release-ledger device pass

2Med Technieal file ®

Home » Devices  E2E Release Ledger Synthetic Device

=« E2E Release Ledger Synthetic Device rse==

current 1.0 released 9 Sept - Basic UDI-DI 0950600030045D

Changes and releases Release history
1.0
. i Delivered Open
Released 9 Sept - FIX-REL-CLEAN registered baseline

Current file 1.0-1document Find

B Certificates & declarations 1 decument

Declaration of Conformity - en
approved baseline

Capture SHA-256: 64862196cc07a402£82391bebaa2al7dl5add0£f622ada51£1505dd5670d4abb8
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@

[TEST] Northstar Medical Im... o
Manufacturer
Choose who + Start a change
Registration Open

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

E2E Authorised Rep Co

EA
Nothing yet - Authorised representative
= [TEST] Harborline Importers
All documents
e [TEST] Sectra Distribution
All documents
Identification
uDI-Di
B89506000900445



@ EXECUTED GHERKIN STEP
And | start production version "ui-v2 documents screen draft" pass

2ZMed Technical file & e [TEST] Northstar Medical Im... @

Manufacturer

Home » E2E Release Ledger Synithetic Device » Change 2

Change 2 o=

Version ui-v2 documents screen draft follows 1.0 released 9 Sept  Renmame

Discard draft Relea

o
]

£ Documents Find 2, Add files Ready to release? Ready

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

~ Your representation for this market is
1 unchanged documents Show all confirmed.
Whao receives it - Release authority &
reviewers

+  Waiting for one approval after
release

E2E Authorised Rep Co - approval is
required before delivery

@ Registration Checking..

Loading registration..

Open registration

Whn rersivec it Chonse who
Capture SHA-256: 33a38863baf9c53fbaeld7£1¢c556450d483fa67b785041d0£8e9249240313aba
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@ EXECUTED GHERKIN STEP
And | add a deterministic documents-screen changed file pass

Manufacturer

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Home » E2E Release Ledger Synithetic Device » Change 2 Dincarsd deft Relea

7]
]

Change 2 o=

Version ui-v2 documents screen draft follows 1.0 released 9 Sept  Rename

a DOCI.II'I'&BI"I‘I:S 2-1changed Eind Rﬂdyto f&lm’? neady
~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
~ Your representation for this market is
B Technical documentation 1decument confirmed.
Whao receives it - Release authority &
documents-screen-changed-1788933877448 . pdf ® - RIS
MNew
+  Waiting for one approval after
1unchanged documents Show all release

E2E Authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered
record,

Open registration

Capture SHA-256: 940cb6cc9da05105b370336b9d53395£230ceb528eb40d4c95£fa0776837009bf
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@ EXECUTED GHERKIN STEP
Then every current document row has the complete draft verb set pass

Manufacturer

2ZMed Technical file ~ @  m [TESTI Northstar Medical Im... @

Home » E2E Release Ledger Synithetic Device » Change 2 Dincarsd deft Relea

o
]

Change 2 o=

Version ui-v2 documents screen draft follows 1.0 released 9 Sept  Renmame

B Documents 2-1changed Find 2t add files Ready to release? Ready

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

«  Your representation for this market is

B Technical documentation 1document confirmed.
Whao receives it - Release authority &
documents-screen-changed-1788933877448. pdf ® @ reviewers
Mew

+  Waiting for one approval after

1 unchanged documents Show all release .
E2E Authorised Rep Co - approval is

required before delivery

@ Registration Unchanged

Registration matches the registered
record,

Open registration

Capture SHA-256: 1a0b08d6b93£d383d61£6048da0b244d3dd88cadf5cfb455ecbcd65396e02079
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@ EXECUTED GHERKIN STEP
And the documents-screen changed file preview serves its persisted PDF revision pass

2ZMed Technical file & e [TEST] Northstar Medical Im... @

Manufacturer

Home » E2E Release Ledger Synithetic Device » Change 2

Change 2 o=

Version ui-v2 documents screen draft follows 1.0 released 9 Sept  Renmame

Discard draft Relea

o
]

B Documents 2-1changed Find 2t add files Ready to release? Ready

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

«  Your representation for this market is

B Technical documentation 1document confirmed.
Whao receives it - Release authority &
documents-screen-changed-1788933877448. pdf ® TEVIEWETS
Mew

+  Waiting for one approval after

1 unchanged documents Show all release
E2E Authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered
record,

Open registration

Capture SHA-256: 940cb6cc9da05105b370336b9d53395£230ceb528eb40d4c95£fa0776837009bf
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@ EXECUTED GHERKIN STEP
And the current document rows match their release API identities pass

2ZMed Technical file ~ @  m [TESTI Northstar Medical Im... @

Manufacturer

Home » E2E Release Ledger Synithetic Device » Change 2

Change 2 o=

Version ui-v2 documents screen draft follows 1.0 released 9 Sept  Renmame

Discard draft Relea

o
]

B Documents 2-1changed Find 2t add files Ready to release? Ready

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

«  Your representation for this market is

B Technical documentation 1document confirmed.
Whao receives it - Release authority &
documents-screen-changed-1788933877448. pdf TEVIEWETS
Mew
+  Waiting for one approval after
1 unchanged documents Show all release

E2E Authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered
record,

Open registration

Capture SHA-256: d74bb7b506£b32a00a209426738affda032092f651987ae37a5b37be8c9£05a3
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@ EXECUTED GHERKIN STEP

When | discard the current documents-screen draft pass

2Med Technieal file

Home » Devices  E2E Release Ledger Synthetic Device

= E2E Release Ledger Synthetic Device

current 1.0 released 9 Sept - Basic UDI-DI 0950600030045D

Changes and releases
1.0

Released 9 Sept - FIX-REL-CLEAN registered baseline

Current file 1.0-1document

B Certificates & declarations

Declaration of Conformity - en
approved baseline

Released

Release histary

Delivered Open

Find

1 decument

Capture SHA-256: 64862196cc07a402£82391bebaa2al7dl5add0£f622ada51£1505dd5670d4abb8
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@

[TEST] Northstar Medical Im... o
Manufacturer
Choose who + Start a change
Registration Open

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

E2E Authorised Rep Co

EA
Nothing yet - Authorised representative
= [TEST] Harborline Importers
All documents
e [TEST] Sectra Distribution
All documents
Identification
uDI-Di
B89506000900445



features/release-integration/documents-screen-contract.feature - @SR-029 @MODULE:RELEASE @UNCHANGED-DOCUMENTS-V5-ROUND-7.1 @UNCHANGED-DOCUMENTS-V5-ROUND-7.2

Expanded unchanged documents keep the same row actions after reload

PASS

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med &

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP
When I sign in to the redesign as the EU manufacturer

2Med Technieal file

Your work

[TEST] Flok Health EU - Wednesday 2 September

s 15 o O
- drafts to finish returned for changes
Needs you

VitaPulse Monitor
EZ2E portiolio VitaPulse Monitor registration draft - 20

— Flok Posture Coach
1.0 first release
= EZE Journey Device 1788933721006342
Change 2
- E2E Journey Device 1788933770899946
2 open drafts - Change 3
- E2E Pagination Release History 1788933869676-240d6e19

10 open drafis - pagination newer draft 10 cab738c9-6760-46b9-9de&-Bc2f4B04T41a

PASS

o O

waiting on a partner
15 drafts
Continue
Continue
Continue
Continue

Continue

Capture SHA-256: 6££3fdd5b4ef6ce02b0e9fb47332ac609a9c6bb2748c4696187e66aad19d2351
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& @ — [TEST] Flok Health EU "
Manufacturer
4+ Add ade
_ 19
devices, 13 released
Devices - 19 Al

Q Name, UDI-DI or Basic UDI-DI

FH

VM

Flok Health Unreleased

Demo Registered Device

Released
20.0 released 9 Sept
AeroVent Hol

rovent Home Released

1.0 released 2 Sept
OrthoFix Pro

Released
1.0 released 9 Sept
VitaPulse Monitor

Released

1.0 released 3 Sept - E2E portfoli...

[ TR T T



@ EXECUTED GHERKIN STEP
And | open the redesign's add-device form pass

Add a device

You can change everything later. The device starts as a first-release
draft.

Name
(As it appears on the label )

upI-pl Basic UDI-DI
| This model ) @ptional now, neaded to regii/l

e D

Capture SHA-256: £99b58de76f2c5ebc271a0c74393£77¢c82£5e5274e719d288¢c146398133a4b58
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@ EXECUTED GHERKIN STEP
And | submit a device with a unique name and UDI-DI pass

2Med Technical file - 6 ® Hffﬂailc:tﬂljealthEU . e

i » vices Journey Device 1788933881637232
Home » Devices » E2E Journey Device 1788933881637232 T T o [

E2E Journey Device 1788933881637232 unees

not released yet - Basic UDI-DI

Changes and releases Registration Open

Mot started. EUDAMED needs every answer
No changes yet.

Who can open it Choose who

Only you, so far.

Identification

uDI-D
E2E-1788933881637232

Basic UDI-DI

uDi-~l

Capture SHA-256: 2a6a3c40ac21fal86fle7ecbdal7e229c76£441b778687e7c4c9580e16a4169f
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@ EXECUTED GHERKIN STEP
And | start production version "ui-v2 documents screen unchanged baseline" pass

Manufacturer

2Med Technical file ~ @ w [TESTIFiokHealthEU e

Home » E2E Journey Device 1788933881637232 : Change 1 Dincarsd deft S

Change1 o=t

Version ui-v2 documents screen unchanged baseline Rename

E Documents 0O Find 2, Add files Ready to release? Ready

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& This device's target market is not

recorded — add its EUDAMED

No documents yet registration from the device's
Registration page; the registration
records the market.
Who receives it - Release authority &
reviewers - recommended — you can still
release
MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Open Who receives it

Capture SHA-256: c6a789£fb3239£7632b8102140502£84a6315ddeb56c4bbbc7edc96b9ab88441c
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@ EXECUTED GHERKIN STEP
And | complete the release's market facts pass

2Med Technieal file

Home » E2E Journey Device 1788933881637232 : Change 1

Change1 o=t

Version ui-v2 documents screen unchanged baseline Rename

E Documents © Find 2, Add files

1, Drop PDFs here - section guessed from the filename, you confirm

No documents yet

Capture SHA-256: 0478e930b81cc6cf848d3114e10601d25035a0af2897£0c0£f6e56ce83007bd49
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Manufacturer

& ® [TEST] Flok Health EU " e

Discard draft Release

Ready to release? Ready
~ Ewery upload has a section.
Settings/ Review policy - Documents
~ Your representation for this market is
confirmed.

Whao receives it - Release authority &
reviewers

@ Registration Incomplete

33 of 65 answers - EUDAMED XML needs all
65 - not needed to release

Answer remaining 32

Open registration

Who receives it Choase who



@ EXECUTED GHERKIN STEP
And | ensure the current release has two documents pass

Manufacturer

2Med Technical file ~ @ w [TESTIFiokHealthEU e

Home » E2E Journey Device 1788933881637232 : Change 1 Dincarsd deft S

Change1 o=t

Version ui-v2 documents screen unchanged baseline Rename

B Documents 2 Zchanged Find 2t add files Ready to release? Ready

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

«  Your representation for this market is

B IFU & labelling 2 documents confirmed.
Whao receives it - Release authority &
| multi-eo-product-label.pdf ® reviewers
Mew

@& e @@ Registration Incomplete

eifu-multilingual.pdf
Meaw

33 of 65 answers - EUDAMED XML needs all
65 - not needed to release

Answer remaining 32

Open registration

Who receives it Choase who

Capture SHA-256: 75b4f2a9%9a8ab84a617ff6al55c0eeb55411656a2f4ed675cab£c490eef965c08

MDIS walkthrough - 218 /418



@ EXECUTED GHERKIN STEP
And | press Release once pass

2Med | Technicalfile -

Home » E2E Journey Device 1788933881637232 : Change 1

Change1 o=t

Version ui-v2 documents screen unchanged baseline Rename

B Documents 2 -2changed Find 1, Add files

1, Drop PDFs here - section guessed from the filename, you confirm

MNew

B IFU & labelling 2 documents
multi-eo-product-label.pdf ® ;
Mew

| eifu-multilingual.pdf ® -

Capture SHA-256:1908e04db6987970fb8a8c27£fcb988£d282d0b7426e22ccb50c70171ea02992
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Manufacturer

& ® [TEST] Flok Health EU " e

Discard draft Releasing...

Ready to release? Ready

~ Ewery upload has a section.
Settings / Review policy - Documents

«  Your representation for this market is

confirmed.
Whao receives it - Release authority &
reviewers

@ Registration Incomplete

33 of 65 answers - EUDAMED XML needs all
65 - not needed to release

Answer remaining 32

Open registration

Who receives it Choase who



@ EXECUTED GHERKIN STEP
Then the release is delivered immediately pass

ST] Flok Health EU
. Technical file w [TE
aMed : v & Manufacturer e
Home » E2E Journey Device 1788933881637232 : Change 1 Delivered to the frozen recipient set
o Changel oewws
Version ui-v2 documents screen unchanged baseline on the market since 9 Sept
B Documents 2-2changed -frozen asreleased Find Ee Registration Incamplete
33 of 65 answers - EUDAMED XML needs all
B IFU & labelling 2 documents 65 - not needed to release
multi-eo-product-label.pdf @ Answer remaining 32
Mew

Open registration

eifu-multilingual. pdf
MNew

Who receives it Choose who
Nobody receives this release

B Delivery

Delivered on 2026-09-09.

Summary
Version Documents
ui-v2 documents 2

Capture SHA-256: c77c18a2dce44e88£fb5d0f91afc97ea0103be2388e5a645£6d56821e11d25¢c00
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@ EXECUTED GHERKIN STEP
When | go back to the device pass

2Med Technical file ~ & @ v [TESTIFlokHealthEu e

Manufacturer

Home » Devices » E2E Journey Device 1788933881637232

o E2E Journey Device 1788933881637232 rees=c

current ui-v2 documents screen unchanged baseline released 9 Sept - Basic UDI-DI E2ZEBASICT78B333BB23811

Choose who + Start a change

Changes and releases Release history Registration Open

ui-v2 documents screen unchanged baseline

) ] Delivered Open 35 of 65 answers - EUDAMED XML needs all 65
Released 9 Sept- Change 1

Who can open it Choose who
Current file ui-v2 documents screen unchanged baseline - 2 documents Find

Only you, so far.
B IFU & labelling 2 documents

multi-eo-product-label.pdf Identification

eifu-multilingual.pdf UDI-DI

E2E-1788933881637232

Basic UDI-DI
E2EBASIC17889338820811

uDi-A

Capture SHA-256: 162f1e4e69a34a00d7e78a4a727de5£2c8d9893e38bb477d52adc141f3a2¢cbad
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° EXECUTED GHERKIN STEP
And | start a follow-up change pass

Manufacturer

2Med Technical file ~ @ w [TESTIFiokHealthEU e

Home » E2E Journey Device 1788933881637232 » Change 2 Dincarsd deft Relea

o
]

5 Change2 om

follows ui-v2 documents screen unchanged baseline released 9 Sept

[ Documents 2 Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents
+  Your representation for this market is
2 unchanged documents Show all confirmed.
Who receives it - Release authority &
reviewers
& Registration Checking...

Loading registration..

Open registration

Who receives it Choase who

Mobody receives this release

Capture SHA-256: 07e9d7985a5e36227139acee41452b26db092915e58361127£983£64c668b5ee
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e EXECUTED GHERKIN STEP
Then expanded unchanged documents expose the complete row verb set pass

Manufacturer

2Med Technical file ~ o m [TESTIFlokHealthEU e

Home » E2E Journey Device 1788933881637232 » Change 2 Dincarsd deft S

5 Change2 om

follows ui-v2 documents screen unchanged baseline released 9 Sept

£y Documents 2 Find +, Add files Ready to release? Ready

+~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

+  Your representation for this market is
B IFU & labelling 2 documents confirmed.
Who receives it - Release authority &
reviewers

multi-eo-product-label.pdf @

eifu-multilingual.pdf @ @ @ Registration Incomplete

: ) 33 of 65 answers - EUDAMED XML needs all
Showing 2 unchanged documents Hide

65 - not needed to release
Answer remaining 32

Open registration

Who receives it Choose who

Nahnchs racsives this relaass

Capture SHA-256: 892eac9679e02af41e66608662£f87b61efd19£f87643e90e1c8029b9158£a7788
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a EXECUTED GHERKIN STEP
And the unchanged document identities remain exact after reload pass

Manufacturer

2Med Technical file ~ @ w [TESTIFiokHealthEU e

Home » E2E Journey Device 1788933881637232 » Change 2 Dincarsd deft Relea

o
]

5 Change2 om

follows ui-v2 documents screen unchanged baseline released 9 Sept

-
] Documents 2 Find Ready to release? Ready
+~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
+  Your representation for this market is
B IFU & labelling 2 documents confirmed.
Who receives it - Release authority &
. reviewers
multi-eo-product-label.pdf @
eifu-multilingual.pdf @ @ Registration Incomplete
33 of 65 answers - EUDAMED XML needs all
Showing 2 unchanged documents Hide

65 - not needed to release
Answer remaining 32

Open registration

Who receives it Choose who

Nahnchs racsives this relaass

Capture SHA-256: £cb6702bb8a70ec09759bb6c70bfe353aelbl7e392ef5d8£c567df495e52¢c022
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@ EXECUTED GHERKIN STEP
And each expanded unchanged document can be deleted with release semantics pass

Manufacturer

2Med Technical file ~ @ w [TESTIFiokHealthEU e

Home » E2E Journey Device 1788933881637232 » Change 2 Dincarsd deft Relea

o
]

5 Change2 om

follows ui-v2 documents screen unchanged baseline released 9 Sept

[ Documents 0O Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
+  Your representation for this market is
@ Removed in this change 2 documents confirmed.
Who receivesit - Release authority &
multi-eo-product-label.pdf B reviewers
Removed at release — delivered copies stay — EZE unchanged removal 0-17889338BB746
eifu-multilingual.pdf a @ Registration Incomplete

Removed at release — delivered copies stay — E2E unchanged removal 1-1788933830055
33 of 65 answers - EUDAMED XML needs all
65 - not needed to release

Answer remaining 32

Open registration

Who receives it Choose who

Nahnchs racsives this relaass

Capture SHA-256:97cc79a6196£81d72£50a826fcef3146163c08eba497da729214d468b145e036
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G EXECUTED GHERKIN STEP

When | discard the current documents-screen draft pass

2Med Technieal file

Home » Devices » E2E Journey Device 1788933881637232

o E2E Journey Device 1788933881637232 rees=c

current ui-v2 documents screen unchanged baseline released 9 Sept

Changes and releases

ui-v2 documents screen unchanged baseline

Released 9 5ept - Change 1

Current file ui-v2 documents screen unchanged baseline - 2 documents

B IFU & labelling
multi-eo-product-label.pdf

eifu-multilingual.pdf

Basic UDI-DI E2EBASICI788933882981

Release histary

Delivered Open

Find

2 documents

Capture SHA-256: 46b2c0df03d801d0c519bc35fdba2f5ee6616679a73ab0d6c283£e33b5b7679d

&

[TEST] Flok Health EU o
Manufacturer

@

©

Choose who + Start a change

Registration Open

33 of 65 answers - EUDAMED XML needsa

65

Who can open it Cheoose who

Only you, so far.

Identification

UDI-D
E2E-1788933881637232

Basic UDI-DI
E2EBASIC17889338820811

UDI-PI

features/release-integration/documents-screen-contract.feature - @SR-029 @MODULE:RELEASE @SECTION-CHECK @CHANGE-VIEW-ALL-DEVICES.3 @SR-030

Release checks show the owning screen for every persisted rule

PASS

The current authority row includes its granted action and device link. This journey proves rule/state/home/owner and those controls, while the older status-only screen promise remains an
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I explicit requirements gap.

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med

Signin

Your ¢

ode from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b

MDIS walkthrough - 227 / 418



@ EXECUTED GHERKIN STEP

When I sign in to the redesign as a manufacturer

2Med

Technical file -

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
- Northstar VitalSync Patient Monitor
1.1 labelling update
— Morthstar Sonolite Handheld Ultrasound
1.0 first release
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256: 2635fc1c93d52d0a66885acc0e57e65bb091al5eb467f6eff4el40170fab9ef9

Change1-1.0.0 -first release

PASS

o3

¢ @

Manufacturer

+ Add a des

[TEST] Northstar Medical Im...

e

41

devices, 6 released

0 v

waiting on a partner

12 drafts Devices - &1
Continue Q Name, UDI-DI or Basic UDI-DI
Continue PA  PulseView AR Validation ...
Continue AP AtlasView PRRC Validatio...
) AA AtlasView AR Verification ...
Continue
AA AtlasView AR Validation ...
Continue
Al AtlasView Importer Verifi...
Continue

Al AtlasView Importer Rejec...

MDIS walkthrough - 228 / 418

All 415

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | set the section check to hold the release pass

2Med Technieal file

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
- Northstar VitalSync Patient Monitor
1.1labelling update
— Morthstar Sonolite Handheld Ultrasound
1.0 first release
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Change1-1.0.0 -first release

Capture SHA-256: 9c5e9aab9af0c92826778£7b22b905¢c330ebeb4 ££8a8659a677198999a7a3ced

o3

0

waiting on a partner

12 drafis

Continue

Continue

Continue

Continue

Continue

Continue
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&

[TEST] Northstar Medical Im... o @

+ Add a des

@ Manufacturer
. 4l
devices, 6 released
Devices - 41

Q Name, UDI-DI or Basic UDI-DI

PA

PulseView AR Validation ...

AtlasView PRRC Validatio...

AtlasView AR Verification ...

AtlasView AR Validation ...

AtlasView Importer Verifi...

AtlasView Importer Rejec...

All 415

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the isolated release-ledger device pass

2Med Technieal file ®

Home » Devices  E2E Release Ledger Synthetic Device

=« E2E Release Ledger Synthetic Device rse==

current 1.0 released 9 Sept - Basic UDI-DI 0950600030045D

Changes and releases Release history
1.0
. i Delivered Open
Released 9 Sept - FIX-REL-CLEAN registered baseline

Current file 1.0-1document Find

B Certificates & declarations 1 decument

Declaration of Conformity - en
approved baseline

Capture SHA-256:a601312aa273974f4ce3643dbalcbf6774559139c2b6e60032815ed0e551a7ea
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@

[TEST] Northstar Medical Im... o
Manufacturer
Choose who + Start a change
Registration Open

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

E2E Authorised Rep Co

EA
Nothing yet - Authorised representative
= [TEST] Harborline Importers
All documents
e [TEST] Sectra Distribution
All documents
Identification
uDI-Di
B89506000900445



@ EXECUTED GHERKIN STEP
And | start production version "ui-v2 documents screen check home" pass

2ZMed Technical file & e LTEST] Northstar Medical Im... @

Manufacturer

Home » E2E Release Ledger Synthetic Device » Change 3

Change 3 o=

Version uwi-v2 documents screen check home follows 1.0 released 9 Sept Rename

Discard draft Relea

o
]

E Documents 1 Find 1, Add files Ready to release? Ready

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

~ Your representation for this market is
1 unchanged documents Show all confirmed.
Whao receives it - Release authority &
reviewers

+  Waiting for one approval after
release

E2E Authorised Rep Co - approval is
required before delivery

@ Registration Checking..

Loading registration..

Open registration

Whn rersivec it Chonse who
Capture SHA-256: bedc4254915ba25a086452acl7cd7f45ddeaf178d313bee03elf55fb2da8fcdb
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@ EXECUTED GHERKIN STEP
And | ensure the current release has a document pass

Manufacturer

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Home » E2E Release Ledger Synthetic Device » Change 3 Dincarsd deft Relea

7]
]

Change 3 o=

Version ui-v2 documents screen check home follows 1.0 released 9 Sept  Rename

2
£ Documents Find Ready to release? Ready
~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
~ Your representation for this market is
1 unchanged documents Show all confirmed.
Whao receives it - Release authority &
reviewers

+  Waiting for one approval after
release
E2E Authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered
record,

Open registration

Capture SHA-256: 0126c771£d15¢c7da0a52183111e08dc52525036fd15bla50fa5352cad4935aff
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@ EXECUTED GHERKIN STEP
Then every current release check names its APlI home and owner section pass

No visible change at this step, asserted through the APl read

2Med Technical file ~

Home » E2E Release Ledger Synthetic Device » Change 3

Change 3 o

Version ui-v2 documents screen check home follows 1.0 released @ Sept  Rename

B Documents 1 Find &, add files

X, Drop PDFs here . section guessed from the filename, you confirm

1 unchanged documents Show all

Capture SHA-256: 0126c771£d15¢c7da0a52183111e08dc52525036fd15bla50fa5352cad4935aff
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&

- [TEST] Morthstar Medical Im... o @

Manufacturer

Discard draft

Ready to release? Ready

~ Ewery upload has a section.
Settings / Review policy - Documents

~ Your representation for this market is
confirmed.
Who receives it - Release authority &
reviewers

~  Waiting for one approval after
release
E2E Authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered
record.

Open registration



@ EXECUTED GHERKIN STEP

When | discard the current documents-screen draft pass

2Med Technieal file

Home » Devices  E2E Release Ledger Synthetic Device

= E2E Release Ledger Synthetic Device

current 1.0 released 9 Sept - Basic UDI-DI 0950600030045D

Changes and releases
1.0

Released 9 Sept - FIX-REL-CLEAN registered baseline

Current file 1.0-1document

B Certificates & declarations

Declaration of Conformity - en
approved baseline

Released

Release histary

Delivered Open

Find

1 decument

Capture SHA-256: 64862196cc07a402£82391bebaa2al7dl5add0£f622ada51£1505dd5670d4abb8
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@

[TEST] Northstar Medical Im... o
Manufacturer
Choose who + Start a change
Registration Open

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

E2E Authorised Rep Co

EA
Nothing yet - Authorised representative
= [TEST] Harborline Importers
All documents
e [TEST] Sectra Distribution
All documents
Identification
uDI-Di
B89506000900445



features/release-integration/documents-screen-contract.feature - @SR-029 @MODULE:RELEASE @CHANGE-VIEW-ALL-DEVICES.]

A changed document row names its persisted release audience

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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PASS



@ EXECUTED GHERKIN STEP

When I sign in to the redesign as a manufacturer

2Med

Technical file -

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
- Northstar VitalSync Patient Monitor
1.1 labelling update
— Morthstar Sonolite Handheld Ultrasound
1.0 first release
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256: 2635fc1c93d52d0a66885acc0e57e65bb091al5eb467f6eff4el40170fab9ef9

Change1-1.0.0 -first release

PASS

o3

¢ @

Manufacturer

+ Add a des

[TEST] Northstar Medical Im...

e

41

devices, 6 released

0 v

waiting on a partner

12 drafts Devices - &1
Continue Q Name, UDI-DI or Basic UDI-DI
Continue PA  PulseView AR Validation ...
Continue AP AtlasView PRRC Validatio...
) AA AtlasView AR Verification ...
Continue
AA AtlasView AR Validation ...
Continue
Al AtlasView Importer Verifi...
Continue

Al AtlasView Importer Rejec...
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All 415

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the isolated release-ledger device pass

2Med Technieal file ®

Home » Devices  E2E Release Ledger Synthetic Device

=« E2E Release Ledger Synthetic Device rse==

current 1.0 released 9 Sept - Basic UDI-DI 0950600030045D

Changes and releases Release history
1.0
. i Delivered Open
Released 9 Sept - FIX-REL-CLEAN registered baseline

Current file 1.0-1document Find

B Certificates & declarations 1 decument

Declaration of Conformity - en
approved baseline

Capture SHA-256: 64862196cc07a402£82391bebaa2al7dl5add0£f622ada51£1505dd5670d4abb8
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@

[TEST] Northstar Medical Im... o
Manufacturer
Choose who + Start a change
Registration Open

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

E2E Authorised Rep Co

EA
Nothing yet - Authorised representative
= [TEST] Harborline Importers
All documents
e [TEST] Sectra Distribution
All documents
Identification
uDI-Di
B89506000900445



@ EXECUTED GHERKIN STEP
And | start a follow-up change pass

Manufacturer

2ZMed Technical file ~ @  m [TESTI Northstar Medical Im... @

Home » E2E Release Ledger Synthetic Device » Change 4 Discard draft Relea

o
]

= Change4 om

follows 1.0 released 9 Sept

[ Documents 1 Find Ready to release? Ready
+~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
+  Your representation for this market is
1 unchanged documents Show all confirmed.
Who receivesit - Release authority &
reviewers

«~  Waiting for one approval after
release
EZE authorised Rep Co - approval is
required before delivery

@ Registration Checking...

Loading registration.,

Open registration

Who receives it Choase who
Capture SHA-256: 567bef6a52fbf3cbaf4320£11936ab8815f5eef50f6b9£f529e4ddefeed53fces
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@ EXECUTED GHERKIN STEP
And | add a new document to the current change and share only it with Harborline Importers pass

Manufacturer

2ZMed Technical file & e LTEST] Northstar Medical Im... @

Home » E2E Release Ledger Synithetic Device » Change 4 Dincarsd deft Relea

o
]

= Change4 om

follows 1.0 released 9 Sept

-
@ Documents 2-1changed Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
+  Your representation for this market is
B Technical documentation 1document confirmed.
Who receives it - Release authority &
e2e-ledger-follow-up-label.pdf [TEST] Harborline Im ® reviewers
MNew ' '
«~  Waiting for one approval after
1 unchanged documents Show all release
EZE Authorised Rep Co - approval is

required before delivery

@ Registration Unchanged

Registration matches the registered

record.

Open registration

Capture SHA-256: a658eefc2d45£501522fb4262£f0a98ccf378c309e£82d970£2679a21da8£fb004
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@ EXECUTED GHERKIN STEP
Then the changed document row displays its persisted sharing audience pass

No visible change at this step, asserted through the APl read

[TEST] Morthstar Medical Im...
A ™ bt
%MEd Technical file & Manufacturer
Home » E2E Release Ledger Synthetic Device : Change 4 Discard draft

= Change4 o=

follows 1.0 released 9 Sept

B Documents 2-1changed Find Ready to release? Ready

~ Every upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

«~  Your representation for this market is

B Technical documentation 1decument confirmed.
Who receives it - Release authority &
e2e-ledger-follow-up-label.pdf [TEST] Harborline Im & reviewers
Mew
«~ Waiting for one approval after
1 unchanged documents Show all release
EZ2E authorised Rep Co - approval is

required before delivery

@@ Registration Unchanged

Registration matches the registered
record.

Open registration

Capture SHA-256: a658eefc2d45£501522fb4262f0a98ccf378c309e£82d970£2679a21da8fb004
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@ EXECUTED GHERKIN STEP

When | discard the current documents-screen draft pass

2Med Technieal file

Home » Devices  E2E Release Ledger Synthetic Device

= E2E Release Ledger Synthetic Device

current 1.0 released 9 Sept - Basic UDI-DI 0950600030045D

Changes and releases
1.0

Released 9 Sept - FIX-REL-CLEAN registered baseline

Current file 1.0-1document

B Certificates & declarations

Declaration of Conformity - en
approved baseline

Released

Release histary

Delivered Open

Find

1 decument

Capture SHA-256: 64862196cc07a402£82391bebaa2al7dl5add0£f622ada51£1505dd5670d4abb8
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@

[TEST] Northstar Medical Im... o
Manufacturer
Choose who + Start a change
Registration Open

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

E2E Authorised Rep Co

EA
Nothing yet - Authorised representative
= [TEST] Harborline Importers
All documents
e [TEST] Sectra Distribution
All documents
Identification
uDI-Di
B89506000900445



features/release-integration/documents-screen-contract.feature - @SR-029 @MODULE:RELEASE @DELETION-RESTORE-ROUND-9-REPLACES-RETIREMENT.] @DELETION-RESTORE-ROUND-9-REPLACES-
RETIREMENT.2

A document added only to a draft deletes without a release trace

PASS

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med G

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP

When I sign in to the redesign as a manufacturer

2Med

Technical file -

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
- Northstar VitalSync Patient Monitor
1.1 labelling update
— Morthstar Sonolite Handheld Ultrasound
1.0 first release
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256: 2635fc1c93d52d0a66885acc0e57e65bb091al5eb467f6eff4el40170fab9ef9

Change1-1.0.0 -first release

PASS

o3

¢ @

Manufacturer

+ Add a des

[TEST] Northstar Medical Im...

e

41

devices, 6 released

0 v

waiting on a partner

12 drafts Devices - &1
Continue Q Name, UDI-DI or Basic UDI-DI
Continue PA  PulseView AR Validation ...
Continue AP AtlasView PRRC Validatio...
) AA AtlasView AR Verification ...
Continue
AA AtlasView AR Validation ...
Continue
Al AtlasView Importer Verifi...
Continue

Al AtlasView Importer Rejec...

MDIS walkthrough - 243 /418

All 415

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the isolated release-ledger device pass

2Med Technieal file ®

Home » Devices  E2E Release Ledger Synthetic Device

=« E2E Release Ledger Synthetic Device rse==

current 1.0 released 9 Sept - Basic UDI-DI 0950600030045D

Changes and releases Release history
1.0
. i Delivered Open
Released 9 Sept - FIX-REL-CLEAN registered baseline

Current file 1.0-1document Find

B Certificates & declarations 1 decument

Declaration of Conformity - en
approved baseline

Capture SHA-256: 64862196cc07a402£82391bebaa2al7dl5add0£f622ada51£1505dd5670d4abb8
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@

[TEST] Northstar Medical Im... o
Manufacturer
Choose who + Start a change
Registration Open

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

E2E Authorised Rep Co

EA
Nothing yet - Authorised representative
= [TEST] Harborline Importers
All documents
e [TEST] Sectra Distribution
All documents
Identification
uDI-Di
B89506000900445



@ EXECUTED GHERKIN STEP
And | start a follow-up change pass

2ZMed Technical file ~ @  m [TESTI Northstar Medical Im... @

Manufacturer

Home » E2E Release Ledger Synithetic Device » Change 5 Dincarsd deft Relea

o
]

&= Change5 o=

follows 1.0 released 9 Sept

[ Documents 1 Find Ready to release? Ready
+~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
+  Your representation for this market is
1 unchanged documents Show all confirmed.
Who receivesit - Release authority &
reviewers

«~  Waiting for one approval after
release
EZE authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered
record.

Open registration

Capture SHA-256: alcae0b3f42aad4a5cala502168c5e3d593ccd3114fb67£74c32bf399caas8762
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@ EXECUTED GHERKIN STEP
And | add a documents-screen draft-only file pass

Manufacturer

2ZMed Technical file ~ @  m [TESTI Northstar Medical Im... @

Home » E2E Release Ledger Synithetic Device » Change 5 Dincarsd deft Relea

o
]

&= Change5 o=

follows 1.0 released 9 Sept

@ Documents 2-1changed Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
+  Your representation for this market is
[ Technical documentation 1 document confirmed.
Who receivesit - Release authority &
documents-screen-draft-only-1788933904413.pdf ® - reviewers
New
«~  Waiting for one approval after
1 unchanged documents Show all release

EZE authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered
record.

Open registration

Capture SHA-256: 5£31b3e05d303£29319¢c5d482bf3e5£3a959b£601c007a5bbc33db7£514ed849
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@ EXECUTED GHERKIN STEP
Then the draft-only file has a trace-free delete confirmation pass

Manufacturer

2ZMed Technical file & e LTEST] Northstar Medical Im... @

Home » E2E Release Ledger Synithetic Device » Change 5 Dincarsd deft Relea

o
]

&= Change5 o=

follows 1.0 released 9 Sept

5
[£ Documents 1 Find Ready to release? Ready
+~ Ewvery upload has a section.
&1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents

+  Your representation for this market is

1 unchanged documents Show all confirmed. )
Who receives it - Release authority &
reviewers

«~  Waiting for one approval after
release
EZE Authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered

record.

Open registration

Capture SHA-256: alcae0b3f42aad4a5cala502168c5e3d593ccd3114fb67£74c32bf399caas8762
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@ EXECUTED GHERKIN STEP
And the draft-only file is absent from the current API after deletion pass

No visible change at this step, asserted through the APl read

[TEST] Morthstar Medical Im...
A ™ bt
%MEd Technical file & Manufacturer
Home » E2E Release Ledger Synthetic Device » Change 5 Discard draft

= Change5 o=

follows 1.0 released 9 Sept

£ Documents 1 Find Ready to release? Ready

~ Every upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

«~  Your representation for this market is

1 unchanged documents Show all confirmed.
Who receivesit - Release authority &
reviewers

«  Waiting for one approval after
release
EZE Authorised Rep Co - approval is
required before delivery

@@ Registration Unchanged

Registration matches the registered
record.

Open registration

Capture SHA-256: alcaeOb3f42aadd4a5cala502168c5e3d593ccd3114fb67£74c32bf399caal762
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@ EXECUTED GHERKIN STEP

When | discard the current documents-screen draft pass

2Med Technieal file

Home » Devices  E2E Release Ledger Synthetic Device

= E2E Release Ledger Synthetic Device

current 1.0 released 9 Sept - Basic UDI-DI 0950600030045D

Changes and releases
1.0

Released 9 Sept - FIX-REL-CLEAN registered baseline

Current file 1.0-1document

B Certificates & declarations

Declaration of Conformity - en
approved baseline

Released

Release histary

Delivered Open

Find

1 decument

Capture SHA-256: 64862196cc07a402£82391bebaa2al7dl5add0£f622ada51£1505dd5670d4abb8

MDIS walkthrough - 249 / 418

@

[TEST] Northstar Medical Im... o
Manufacturer
Choose who + Start a change
Registration Open

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

E2E Authorised Rep Co

EA
Nothing yet - Authorised representative
= [TEST] Harborline Importers
All documents
e [TEST] Sectra Distribution
All documents
Identification
uDI-Di
B89506000900445



features/registration-vigilance/screen-registration-contracts.feature - @SR-039 @SR-041 @MODULE:EUDAMED-REGISTRATION @UR-003 @RSK-009 @SCREEN-REGISTRATION @REGISTRATION-EUDAMED.]

The current MDR editor exposes six sections and authority choices

PASS

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med &

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP
When I sign in to the redesign as the EU manufacturer pass

2Med Technical file ~ & @ v [TESTIFlokHealthEu e

Manufacturer

Your work + Add a device

[TEST] Flok Health EU - Wednesday 2 September

s 5 . O ~ O . 16

- drafts to finish returned for changes ™ waiting on a partner devices, 12 released
Needs you Sdrafts Devices - 16 All 16
VitaPulse Monitor )
- . . . - Continue Q Name, UDI-DI or Basic UDI-DI
EZ2E portiolio VitaPulse Monitor registration draft - 20
Flok Posture Coach .
FP Continue FH Flok Health Unreleased

1.0 first release

i Demo Registered Device
= EZE Journey Device 1788933721006342 P — DR § eg Reisasad
Change 2 20.0 released 9 Sept
i SecurView DX
o E2E Journey Device 1788933770899946 Continue sD Releasad

2 open drafts - Change 3 1.0 releasad 9 Sept

AeroVent Home
AH Released
1.0 released 9 Sept

o OrthoFix Pro _—
1.0 released 9 Sept

LT T PR Y Py

Capture SHA-256:241514£5cc424e915d839e844265£7671c8cb008bc34a006641154eb02e70483
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EXECUTED GHERKIN STEP
And | open the seeded registered device pass

©

2Med

Technical file -

Home » Devices » Demo Registered Device

- -
orn Demo Registered Device #eese
current 20.0 released 9 Sept - Basic UDI-DI 099333399910W2

Changes and releases Release history

200

(¥4 . ) Delivered Open
Released 9 Sept - Change 3
200

v Deliverad Open
Released 3 Sept - Change 2
Demo registered baseline

vy 9 Deliverad Open

Released 9 Sept

Current file 20.0-3documents Eind

B Technical documentation 2 documents

happy-path-annex-vi-dataset.pdf

happy-path-annex-vi-dataset.pdf

B Certificates & declarations 1 document

Capture SHA-256:d42188£f4b4be129aeb96984d47846£3350a35b64ec41c5£7b038£29b0278£fa7
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&

[TEST] Flok Health EU
Manufacturer

@

Choose who

Registration Open

+ Start a change

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

Only you, so far.

Identification
UDI-DI
B89959990990007

Basic UDI-DI
099999999910W2

uDi-A



@ EXECUTED GHERKIN STEP
And | start a documents-only registration screen change pass

Manufacturer

2Med Technical file ~ o m [TESTIFlokHealthEU e

Home » Demo Registered Device » Change &6 Dincarsd deft Relea

o
]

on Change 6 ot

follows 2.0.0 released 9 Sept

5
£ Documents = Find Ready to release? Ready
+~ Ewvery upload has a section.
&1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents

+  Your representation for this market is

3 unchanged documents Show all confirmed. )
Who receivesit - Release authority &
reviewers

& Registration Checking.-.
Loading registration..

Open registration

Who receives it Choase who

Mobody receives this release

Capture SHA-256: 422£d8104018147055a580ea6a776d2010a85af351b169d1£6224c59e9e39185
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@ EXECUTED GHERKIN STEP
And | follow the screen change's persistent registration link pass

2Med | Technicalfile -

Home » Demo Registered Device » Registration

or Registration uncrenged

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 6

Mot checked Check registration

EUDAMED, by hand

1 Produce the package.
Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers, After release, the same action prepares the XML download

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it.

3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.

Check EUDAMED now

® 1. Device identification Device identification 13 questions
13/13
Which EU regulation &) Hel
® 2. Markets & countries . .
Ny covers this device? bt Ul e rbns.s
' EUDAMED: applicable
& 1 Clinieal fintandad regulation

Capture SHA-256: 7d9£557c92c7be7bald25¢c508576a672a%efde77ea7e34eb5d98d02fe5bflath
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&

® . [TEST] Flok Health EU o e
Manufacturer
Back to the change
Progress

65 of 65 - XML needs all 65

In this change

Nothing edited yet. Registered answers stay as
they are.

Help

Each guestion shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDIS submits nothing itself.



©

2Med

EXECUTED GHERKIN STEP

Then the current MDR registration sections and authority choices are visible pass

[ S L LIS L B

Lo e s

Technical file -

3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on demand.

Check EUDAMED now

#® 1. Device identification
12/13

® 2. Markets & countries

4 4

® 3. Clinical / intended
purpose

16/ 16

® 4 Risk class & rules

3/3

@ 5. Sterilisation & safety

15715

® 6. Certificates & UDI
T 14

Certificates & UDI

wWhat type of certificate
covers this device?

EUDAME i

What is the certificate
number and notified
body?

EUDAMED srtificate nu
nat ied

Is a UDI marked
permanently on the
device itself?

EUDAMED: direct marking DI -

Annex VI C 4

Issuing Entity
EUDAMED: direct
ing

Direct Marking D/
DI

14 guestions

@) Help

@ Help

Yes — separate direct-marking DI

Yes — same as the UDI-DI No

&) Help

Capture SHA-256: 48c3d6b5e295£97a1a2489686d21c1ef9b89d32137031a66a65c5ec4770e5¢cbd
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&

@ — [TEST] Flok Health EU "
Manufacturer

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced hare and uploaded to EUDAMED by
hand; MDIS submits nathing itself



features/registration-vigilance/screen-registration-contracts.feature - @SR-039 @SR-041 @MODULE:EUDAMED-REGISTRATION @UR-003 @RSK-009 @SCREEN-REGISTRATION @REGISTRATION-EUDAMED.2
@PERSISTENT-ENTRY-POINTS-V5-ROUND-8.1

A saved text answer rides its change and reverting removes the answer diff

PASS

0 EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med G

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP
When I sign in to the redesign as the EU manufacturer pass

2Med Technical file ~ & @ v [TESTIFlokHealthEu e

Manufacturer

Your work + Add a device

[TEST] Flok Health EU - Wednesday 2 September

s 5 . O ~ O . 16

- drafts to finish returned for changes ™ waiting on a partner devices, 12 released
Needs you Sdrafts Devices - 16 All 16
VitaPulse Monitor )
- . . . - Continue Q Name, UDI-DI or Basic UDI-DI
EZ2E portiolio VitaPulse Monitor registration draft - 20
Flok Posture Coach .
FP Continue FH Flok Health Unreleased

1.0 first release

i Demo Registered Device
= EZE Journey Device 1788933721006342 P — DR § eg Reisasad
Change 2 20.0 released 9 Sept
i SecurView DX
o E2E Journey Device 1788933770899946 Continue sD Releasad

2 open drafts - Change 3 1.0 releasad 9 Sept

AeroVent Home
AH Released
1.0 released 9 Sept

o OrthoFix Pro _—
1.0 released 9 Sept

LT T PR Y Py

Capture SHA-256:241514£5cc424e915d839e844265£7671c8cb008bc34a006641154eb02e70483
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EXECUTED GHERKIN STEP
And | open the seeded registered device pass

©

2Med

Technical file -

Home » Devices » Demo Registered Device

- -
orn Demo Registered Device #eese
current 20.0 released 9 Sept - Basic UDI-DI 099333399910W2

Changes and releases Release history

200

(¥4 . ) Delivered Open
Released 9 Sept - Change 3
200

v Deliverad Open
Released 3 Sept - Change 2
Demo registered baseline

vy 9 Deliverad Open

Released 9 Sept

Current file 20.0-3documents Eind

B Technical documentation 2 documents

happy-path-annex-vi-dataset.pdf

happy-path-annex-vi-dataset.pdf

B Certificates & declarations 1 document

Capture SHA-256:d42188£f4b4be129aeb96984d47846£3350a35b64ec41c5£7b038£29b0278£fa7
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&

[TEST] Flok Health EU
Manufacturer

@

Choose who

Registration Open

+ Start a change

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

Only you, so far.

Identification
UDI-DI
B89959990990007

Basic UDI-DI
099999999910W2

uDi-A



@ EXECUTED GHERKIN STEP
And | start a documents-only registration screen change pass

Manufacturer

2Med Technical file ~ o m [TESTIFlokHealthEU e

Home » Demo Registered Device » Change 7 Dincarsd deft Relea

o
]

on Change7 omn

follows 2.0.0 released 9 Sept

5
£ Documents = Find Ready to release? Ready
+~ Ewvery upload has a section.
&1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents

+  Your representation for this market is

3 unchanged documents Show all confirmed. )
Who receivesit - Release authority &
reviewers

& Registration Checking.-.
Loading registration..

Open registration

Who receives it Choase who

Mobody receives this release

Capture SHA-256:b1071cd382258b9b0bc34£c02390c8cbeec6b865aleb2f2e1d7£975£d46d1613
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@ EXECUTED GHERKIN STEP
And | follow the screen change's persistent registration link pass

2Med | Technicalfile -

Home » Demo Registered Device » Registration

or Registration uncrenged

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 7

Mot checked Check registration

EUDAMED, by hand

1 Produce the package.
Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers, After release, the same action prepares the XML download

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it.

3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.

Check EUDAMED now

® 1. Device identification Device identification 13 questions
13/13
Which EU regulation &) Hel
® 2. Markets & countries . .
Ny covers this device? bt Ul e rbns.s
' EUDAMED: applicable
& 1 Clinieal fintandad regulation

Capture SHA-256: 283ae004ad603dd6e812c8d8441ac798£38a5a866b93405e2¢c3££472¢c9122¢43
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&

® . [TEST] Flok Health EU o e
Manufacturer
Back to the change
Progress

65 of 65 - XML needs all 65

In this change

Nothing edited yet. Registered answers stay as
they are.

Help

Each guestion shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDIS submits nothing itself.



@ EXECUTED GHERKIN STEP
And | save a different registration device version pass

2Med | Technicalfile -

Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download.

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it.

X . Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.,

Check EULDAMED now

® 1. Device identification Device identification 13 questions
12/13 - 1 answer changed
Which EU regulation ) Help
@ 2 Markets & countries covers this device? L3 (=) elalnpal e

Py
EUDAMED: applicable

@ 3.Clinical / intended regulation

purpose
16 /16 Trade name @) Help

EUDAMED: device trade name

® 4. Risk class & rules

3/3
# & Sterilisation & sa Basic UDI-DI 3 Help
15415 oty EUDAMED: Basic UDI-DI - Annex 099999999910W2
VIEB 1l

® b, Certificates & UDI
1) 14 UDI-DI @ Help

EUDAMED: UDI-DT - Annex VI B 69999999996687

2

Device Version (@ Help

EUDAMED: device version Screen-registration-1788933808839

Capture SHA-256: 63d7e64d0063c0beacf777a124709579a4b601£f0df5fbc7d5£51e32763523f8a
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Manufacturer

& @ ® [TEST] Flok Health EU " e

E2E-1788933787609 ~ Screen-registration-
178B933808839

Released with Change 7. Registered answers
stay until then.

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDI5 submits nothing itself.



@ EXECUTED GHERKIN STEP
Then the saved text answer and carrying change name agree pass

2Med | Technicalfile -

Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download.

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it.

X . Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.,

Check EULDAMED now

® 1. Device identification Device identification 13 questions
13/13 - 1 answer changed

Which EU regulation @ Help
covers this device?

EUDAMED: applicable
regulation

® 2 Markets & countries

Py

MDR (EU) 2017/745

@ 3.Clinical / intended
purpose
1616 Trade name @ Help

EUDAMED: device trade name

® 4. Risk class & rules

3/3
® G Sterilisation & sa Basic UDI-DI 3 Help
1518 mid EUDAMED: Basic UDI-DI - Annex 099999999910W2
VIE 1l
® 6. Certificates & UDI
%/ uDI-DI & Help
8999999999008 7

EUDAMED: UDI-DI - Annex VI B
2

Device Version (® Help
EUDAMED: device version Screen-registration-1788933808839

Capture SHA-256:a71124779374b6a608169d4bcf0ebf7ca8fada8e7434505639dc427594099570
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& @ ® [TEST] Flok Health EU " e

Manufacturer
E2E-1788933787609 ~ Screen-registration-
178B933808839

Released with Change 7. Registered answers
stay until then.

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDI5 submits nothing itself.



@ EXECUTED GHERKIN STEP
When I follow the editor back to its change pass

Manufacturer

2Med Technical file ~ @ w [TESTIFiokHealthEU e

Home » Demo Registered Device » Change 7 Dincarsd deft Relea

o
]

on Change7 omn

follows 2.0.0 released 9 Sept

-
&) Documents = Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents
+  Your representation for this market is
3 unchanged documents Show all confirmed.
Who receives it - Release authority &
reviewers
& Registration Changed

1 answer differs from the registered record

» Show 1registration change

Open registration

Who receives it Choase who

Nobody receives this release

Capture SHA-256: 06669f7bfd1be6175490ae60153ce78297b£6427£d582ca7241£1b408£94a577

MDIS walkthrough - 263 / 418



@ EXECUTED GHERKIN STEP
Then the change card shows the saved text answer diff pass

Manufacturer

2Med Technical file ~ o m [TESTIFlokHealthEU e

Home » Demo Registered Device » Change 7 Dincarsd deft Relea

o
]

on Change7 omn

follows 2.0.0 released 9 Sept

-
£ Documents = Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents
+  Your representation for this market is
3 unchanged documents Show all confirmed.

Who receives it - Release authority &
reviewers

& Registration Changed

1 answer differs from the registered record

v Show 1registration change

Device

Wersion

e
S
9

Screen-
registration-

Capture SHA-256: 3526e10e70cbd71e3df446d98d862ec52a32859dfdc4cb4dbbe920ba5b2bf6285
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@ EXECUTED GHERKIN STEP
When | follow the screen change's persistent registration link pass

Manufacturer

2Med | Technicalfile - & @ w [TESTIFlokHealthEU e

Home » Demo Registered Device » Registration

or Registration crage

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 7

Back to the change

1answer changed — part of change Change 7. Progress

Not checked C e 65 of 65 - XML needs all 65

EUDAMED, by hand In this change

1- Produce the package. . )
Device Version

Check the curremt answers. Releasing the whole change records them before its EUDAMED XML can be generated. EZE-1788933787609 - Screen-registration

Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download. 1788933808839

2 - A person uploads it to EUDAMED. Released with Change 7. Registered answers

A person uploads the generated XML to EUDAMED; MDIS does not submit it stay until then.

3. Compare with EUDAMED on demand.
Compare the stored device version with EUDAMED on demand. Help

Check EUDAMED now
Each question shows EUDAMED's own

guidance from its help button. The XML is
produced here and uploaded 1o EUDAMED by
® 1. Device identification Device identification 13 questions hand; MDIS submits nothing itself.
13/13 - 1 answer changed
Which EU regulation %) Helo

Capture SHA-256: 1c099c8£232e3d3ab5dd56195d3b6eal900edfad7b31ea2025a30173308998e2
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° EXECUTED GHERKIN STEP
And | restore the registration device version pass

2Med

Technical file -

Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download.

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it.

X . Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.,

Check EULDAMED now

#® 1. Device identification
13413

® 2 Markets & countries
Py

@ 3. Clinical / intended
purpose

1616

® 4. Risk class & rules

3/3

® 5. Sterilisation & safety

1515

® 6. Certificates & UDI

T/ 14

Device identification

Which EU regulation
covers this device?

EUDAMED: applicable
regulation

Trade name

EUDAMED: device trade name

Basic UDI-DI
EUDAMED: Basic UDI-DI - Annex
VIB 1

upi-oi
EUDAMED: UDI-DI -
2

Annex VI B

Device Version
EUDAMED: device version

@ Help

) Help

@ Help

@ Help

@ Help

MDR (EU) 2017/745

099999999910W2

89999999990887

E2E-1788933787609

Capture SHA-256: 93d38622ae5778a926ffebel0alf8bl8ffcl8cblc8daece65b22eab33b61138e8

13 questions
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[TEST] Flok Health EU "
Manufacturer

& @

In this change

Nothing edited yet. Registered answers stay as
they are

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDI5 submits nothing itself



e EXECUTED GHERKIN STEP
Then the restored answer survives reload without a field or change-card diff pass

Manufacturer

2Med Technical file ~ o m [TESTIFlokHealthEU e

Home » Demo Registered Device » Change 7 Dincarsd deft S

on Change7 omn

follows 2.0.0 released 9 Sept

[ Documents 2 Find Ready to release? Ready

+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

+  Your representation for this market is

3 unchanged documents Show all confirmed.
Who receivesit - Release authority &
reviewers
& Registration Unchanged

Registration matches the registered
record.

Open registration

Who receives it Choose who

Mobody receives this release

Capture SHA-256: 4504de6ab6£c40331e293b9592838bcdffcb370£2b97e450b£0d413ael36bed5
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a EXECUTED GHERKIN STEP
When | follow the device registration fact to this exact draft pass

2Med | Technicalfile -

Home » Demo Registered Device » Registration

or Registration uncrenged

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 7

Mot checked Check registration

EUDAMED, by hand

1 Produce the package.
Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers, After release, the same action prepares the XML download

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it.

3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.

Check EUDAMED now

® 1. Device identification Device identification 13 questions
13/13
Which EU regulation &) Hel
® 2. Markets & countries . .
Ny covers this device? bt Ul e rbns.s
' EUDAMED: applicable
& 1 Clinieal fintandad regulation

Capture SHA-256: 283ae004ad603dd6e812c8d8441ac798£38a5a866b93405e2¢c3££472¢c9122¢43
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&

® . [TEST] Flok Health EU o e
Manufacturer
Back to the change
Progress

65 of 65 - XML needs all 65

In this change

Nothing edited yet. Registered answers stay as
they are.

Help

Each guestion shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDIS submits nothing itself.



@ EXECUTED GHERKIN STEP
Then the registration entry point retains this device and release pass

No visible change at this step, the asserted U] state remains visible

2Med | Technicalfile -

Home » Demo Registered Device » Registration

or Registration uvncense

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - editsride Change 7

Mot checked Check istration

EUDAMED, by hand

1- Produce the package.
Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers, After release, the same action prepares the XML download

2 - A person uploads it to EUDAMED.

A person uploads the generated XML to EUDAMED; MDIS does not submit it.
3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.

Check EUDAMED now

® 1. Device identification Device identification 13 questions
13413
Which EU regulation @H
@ 2 Markets &cou covers this device? w it (2] el Th s
&1 &
EUDAMED: applicable
regulation

& T Clinical /intandead
Capture SHA-256: 283ae004ad603dd6e812c8d8441ac798£38a5a866b93405e2c3££472¢c9122¢43
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&

@ - [TEST] Flok Health EU o @
Manufacturer
Back to the change
Progress

65 of 65 - XML needs all 65

In this change

Mothing edited yet. Registered answers stay as
they are.

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDIS submits nothing itself.



features/registration-vigilance/screen-registration-contracts.feature - @SR-039 @SR-041 @MODULE:EUDAMED-REGISTRATION @UR-003 @RSK-009 @SCREEN-REGISTRATION @REGISTRATION-EUDAMED.5
@PERSISTENT-ENTRY-POINTS-V5-ROUND-8.1

A released registration offers XML and a readable summary of the same snapshot

PASS

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med G

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP
When I sign in to the redesign as the EU manufacturer pass

2Med Technical file ~ & @ v [TESTIFlokHealthEu e

Manufacturer

Your work + Add a device

[TEST] Flok Health EU - Wednesday 2 September

s 5 . O ~ O . 16

- drafts to finish returned for changes ™ waiting on a partner devices, 12 released
Needs you Sdrafts Devices - 16 All 16
VitaPulse Monitor )
- . . . - Continue Q Name, UDI-DI or Basic UDI-DI
EZ2E portiolio VitaPulse Monitor registration draft - 20
Flok Posture Coach .
FP Continue FH Flok Health Unreleased

1.0 first release

i Demo Registered Device
= EZE Journey Device 1788933721006342 P — DR § eg Reisasad
Change 2 20.0 released 9 Sept
i SecurView DX
o E2E Journey Device 1788933770899946 Continue sD Releasad

2 open drafts - Change 3 1.0 releasad 9 Sept

AeroVent Home
AH Released
1.0 released 9 Sept

o OrthoFix Pro _—
1.0 released 9 Sept

LT T PR Y Py

Capture SHA-256:241514£5cc424e915d839e844265£7671c8cb008bc34a006641154eb02e70483
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EXECUTED GHERKIN STEP
And | open the seeded registered device pass

©

2Med

Technical file -

Home » Devices » Demo Registered Device

- -
orn Demo Registered Device #eese
current 20.0 released 9 Sept - Basic UDI-DI 099333399910W2

Changes and releases Release history
200
(¥4 . ) Delivered Open
Released 9 Sept - Change 3
200
v Deliverad Open
Released 3 Sept - Change 2
Demo registered baseline
vy 9 Deliverad Open
Released 9 Sept
Current file 20.0-3documents Eind

B Technical documentation 2 documents

happy-path-annex-vi-dataset.pdf

happy-path-annex-vi-dataset.pdf

B Certificates & declarations 1 document

Capture SHA-256: eb6501a09c2ccdb288c781145892953481755e6£070796de590d36404acce752
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&

[TEST] Flok Health EU o

@ Manufacturer
Choose who + Start a change
Registration Open
Loading
Who can open it Choose who

Only you, so far.

Identification
UDI-DI
09999999990007

Basic UDI-DI
899999999910W2

uoi-pA



@ EXECUTED GHERKIN STEP
And | start a correlation release from the device pass

Manufacturer

2Med Technical file ~ @ w [TESTIFiokHealthEU e

Home » Demo Registered Device » Change 8 Discard draft Release

Change 8 omn
DR
Version E2E-registration-correlation-1788933813013 follows 2.0.0 released 9 Sept Rename
E Documents 3 Find 2, Add files Ready to release? Ready

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
~ Your representation for this market is
3 unchanged documents Show all confirmed.

Whao receives it - Release authority &
reviewers

@ Registration Unchanged

Registration matches the registered
record.

Open registration

Who receives it Choose who

Nobody receives this release

Capture SHA-256: 91b828£9e5c6£d275902943a08666d6ba580a3d6b70e83e9a4acc8765e7a91fd

MDIS walkthrough - 273 /418



@ EXECUTED GHERKIN STEP
And | follow the screen change's persistent registration link pass

2Med | Technicalfile -

Home » Demo Registered Device » Registration

or Registration uncrenged

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 8

Mot checked Check registration

EUDAMED, by hand

1 Produce the package.
Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers, After release, the same action prepares the XML download

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it.

3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.

Check EUDAMED now

® 1. Device identification Device identification 13 questions
13/13
Which EU regulation &) Hel
® 2. Markets & countries . .
Ny covers this device? bt Ul e rbns.s
' EUDAMED: applicable
& 1 Clinieal fintandad regulation

Capture SHA-256: 159a89f12afae911ed68019df2fb3eedad5d2735d0£77d6b249aadd0032595b3
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&

® . [TEST] Flok Health EU o e
Manufacturer
Back to the change
Progress

65 of 65 - XML needs all 65

In this change

Nothing edited yet. Registered answers stay as
they are.

Help

Each guestion shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDIS submits nothing itself.



@ EXECUTED GHERKIN STEP
And | save this screen release's production version pass

2Med | Technicalfile -

Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download.

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it.

X . Compare with EUDAMED on demand.
Compare the stored device version with EUDAMED on dermand.,

Check EULDAMED now

® 1. Device identification Device identification 13 questions
12/13 - 1 answer changed
Which EU regulation ) Help
@ 2 Markets & countries covers this device? L3 (=) elalnpal e

Py
EUDAMED: applicable

@ 3.Clinical / intended regulation

purpose
16 /16 Trade name @) Help

EUDAMED: device trade name

® 4. Risk class & rules

3/3
# & Sterilisation & sa Basic UDI-DI 3 Help
15/15 mid EUDAMED: Basic UDI-DI - Annex 899999999910W2
VIE 1
® b, Certificates & UDI
%/ uDI-DI © Help
EUDAMED: UDI-DI - Annex VI B ©9999999990007
2
Device Version @) Help
EUDAMED: device version EZ2E-registration-correlation-178893381381

Capture SHA-256: 06e59fef1b412884924123e9c13820a56b36abee07aae7c373aflb419ac52e81
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Manufacturer

& @ ® [TEST] Flok Health EU " e

EZE-17883933787609 — EZE-registration-
correlation-1788933813013

Released with Change B. Registered answers
stay until then.

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDI5 submits nothing itself.



@ EXECUTED GHERKIN STEP
And | answer the market questions the release still needs pass

2Med

Technical file -

Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download.

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it.

X . Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.,

Check EULDAMED now

#® 1. Device identification
12/12 . 1 answer changed

@ 2 Markets & countries
&[4

@ 3. Clinical / intended
purpose

1616

® 4. Risk class & rules

3/3

® 5. Sterilisation & safety

1515

® 6. Certificates & UDI

T/ 14

Markets & countries

Countries where the ) Help
device is placed on the BE Bo
market

EUDAMED: Member States where

the device is made avallable
. Annex VI A 2.4 HU IE T

DE DK EE

ML PL PT

Languages the
instructions for use are
provided in

EUDAMED: IFU languages

@ Help

What is the EU market
status of this UDI-DI?
EUDAMED: UDI-DI market STATUS
- Annex VI B 24

@ Help

o TN SRR T P S

Capture SHA-256: 0a8173a989aa9bb7082e6741d5¢c0093846bff6£fd5£5£5c65d08eabcff740ablc

4 guestions

HR cY CZ

EL ES Fl FR

LT LU LV MT

Neo lenger placed on the EU market

Mot intended for the EU market
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& @

EZE-17883933787609 — EZE-registration-
correlation-1788933813013

[TEST] Flok Health EU o e

Manufacturer

Released with Change B. Registered answers
stay until then.

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDI5 submits nothing itself.



@ EXECUTED GHERKIN STEP
And | check the registration pass

Manufacturer

ZMed - Technicalfile ~ 6 @ W [TEST] Flok Health EU e

Home » Demo Registered Device » Registration

or Registration crage

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 8

Back to the change

1 answer changed — part of change E2E-registration-correlation-1788933813013. Progress

Not checked Checking.. 650f65 - XML needs all 65

EUDAMED, by hand In this change

1- Produce the package. i i

packag Device Version
E2E-1788933787609 - E2E-registration-
Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download. correlation-1788933B13013

Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

2- A person uploads it to EUDAMED. Released with Change 8. Registered answers

A person uploads the generated XML to EUDAMED; MDIS does not submit it stay until then.

3. Compare with EUDAMED on demand.
Compare the stored device version with EUDAMED on demand. Help

Check EUDAMED now
Each guestion shows EUDAMED'S own
guidance from its help button. The XML is
produced here and uploaded 1o EUDAMED by

® 1. Device identification Markets & countries 4 questions hand; MDIS submits nothing itself.

13/13 - 1 answer changed
- ) ) Countries where the %) Helo
Capture SHA-256: 5£9897¢c9dca8329130889%ac8fc57ebbed23927b404634c5146bc7e4£26257£45
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@ EXECUTED GHERKIN STEP
Then the registration is ready for release pass

Manufacturer

ZZMed ' Technicalfile - & @ w [TESTIFlokHealthEU e

Home » Demo Registered Device » Registration

or Registration crage

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 8

Back to the change

1 answer changed — part of change E2E-registration-correlation-1788933813013. Progress

Ready for release Registration is ready for release. 65 of 65 - XML needs all 65

EUDAMED, by hand In this change

1. Produce the package. . .

packag Device Version
Check the curremt answers. Releasing the whole change records them before its EUDAMED XML can be generated. EZE-1788933787609 . E2E-registration
Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download. correlation-1788933B13013
2 - A person uploads it to EUDAMED. Released with Change 8. Registered answers
A person uploads the generated XML to EUDAMED; MDIS does not submit it stay until then.

3. Compare with EUDAMED on demand.
Compare the stored device version with EUDAMED on demand. Help

Check EUDAMED now
Each guestion shows EUDAMED'S own
guidance from its help button. The XML is
produced here and uploaded 1o EUDAMED by

® 1. Device identification Markets & countries 4 questions hand; MDIS submits nothing itself.

13/13 - 1 answer changed
- ) ) Countries where the %) Helo
Capture SHA-256: 4211ab11b4aa99046733e1d82b3500d014f7be2e4b9d7cf8485b8ba8e883df43
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@ EXECUTED GHERKIN STEP
When I follow the editor back to its change pass

Manufacturer

2Med Technical file ~ @ w [TESTIFiokHealthEU e

Home » Demo Registered Device » Change 8 Discard draft Release

Change 8 omn
DR
Version E2E-registration-correlation-1788933813013 follows 2.0.0 released 9 Sept Rename
E Documents 3 Find 2, Add files Ready to release? Ready

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

«  Your representation for this market is

3 unchanged documents Show all confirmed.
Whao receives it - Release authority &
reviewers

@ Registration Changed

1 answer differs from the registered record

* Show 1registration change

Open registration

Who receives it Choose who

[ T R S T S PR

Capture SHA-256:51503bal9a30e8274dbbaa6a0159c3542e5fca2ddlal6é85ac19e8b7a53£81106
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° EXECUTED GHERKIN STEP
And | release the change pass

2Med Technical file

Home » Demo Registered Device » Change B

Change 8 omn

DR
Version E2E-registration-correlation-1788933813013 follows 2.0.0 released 9 Sept Rename
E Documents = Find 21, Add files
1, Drop PDFs here - section guessed from the filename, you confirm
3 unchanged documents Show all

Capture SHA-256: 871£76b8ca33acb6468e9056677bd15¢c7793fcc4c60bl8bbf1b0£408342£6764
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Manufacturer

& ® [TEST] Flok Health EU " e

Discard draft Releasing...

Ready to release? Ready

~ Ewery upload has a section.
Settings / Review policy - Documents

«  Your representation for this market is
confirmed.

Whao receives it - Release authority &
reviewers

@ Registration Changed

1 answer differs from the registered record.
» Show 1registration change

Open registration

Who receives it Choose who



e EXECUTED GHERKIN STEP
Then the release is delivered immediately pass

Manufacturer

2Med Technical file ~ & w [TESTIFlokHealthEU | e

Home » Demo Registered Device » Change B Delivered to the frozen recipient set

Delivered
or Change 8
Viersion E2E-registration-correlation-1788933813013 on the market since 9 Sept

B Documents 3 frozen asreleased Find @ Registration Changed

1 answer differs from the registered record
3 unchanged documents Show all
> Show 1registration change

Open registration

Who receives it Choose who

Nobody receives this release

B Delivery

Delivered on 2026-09-09.

Summary
Version Documents

E2E-registration- 3

Capture SHA-256: laaff6c740ecba0874£fe33£762df60£878422650b88b9dc7797254660852843e
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a EXECUTED GHERKIN STEP
When | follow the screen change's persistent registration link pass

Technical file -

2Med

Home » Demo Registered Device » Registration

or Registration crage

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 8

1answer changed — part of change E2E-registration-correlation-1788933813013.

Released EUDAMED record
Cenerate the XML from the registration included in this released change.

nerate EUDAMED

EUDAMED, by hand

1 Produce the package.

The released registration can produce the EUDAMED XML package.

Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download.

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it

3. Compare with EUDAMED on demand.
Compare the stored device version with EUDAMED on demand.

Check EUDAMED now

® 1. Device identification
12/13 - 1 answer changed

Capture SHA-256: 01bcc9e7af317£9711388ec3139d£37£159d48dbd722a3bc6c85d1dalcb9ccld
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Answers are read-only — this release has moved past draft. Start a change to edit them.

&

® . [TEST] Flok Health EU o e
Manufacturer
Back to the change
Progress

65 of 65 - XML needs all 65

In this change

Device Version
E2E-1788933787609 ~ E2E-registration
correlation-1788933813013

Released with Change 8. Registered answers
stay until then.

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded 1o EUDAMED by
hand; MDIS submits nothing itself.



@ EXECUTED GHERKIN STEP
Then the registration entry point retains this device and release pass

No visible change at this step, the asserted U] state remains visible

2Med | Technicalfile -

Home » Demo Registered Device » Registration

on Registration cheos

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - editsride Change 8

1answer changed — part of change E2E-registration-correlation-1788933813013.

Released EUDAMED record

Generate the XML from the registration included in this released change.

nerate EUDAMED XM

EUDAMED, by hand

1: Produce the package.
The released registration can produce the EUDAMED XML package

Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download.

2 . A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it

3 - Compare with EUDAMED on demand.
Compare the stored device version with EUDAMED on demand.

Check EUDAMED now

@ 1. Device identification Answers are read-only — this release has moved past draft. Start a change to edit them.

13/13 - 1 answer changed

Capture SHA-256: 01bcc9e7af317£9711388ec3139d£37£159d48dbd722a3bc6c85d1dalcb9ccld
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&

@ - [TEST] Flok Health EU o @
Manufacturer
Back to the change
Progress

65 of 65 - XML needs all 65

In this change

Device Version
E2E-1788933787609 -~ E2E-registration
correlation-1788933813013

Released with Change 8. Registered answers
stay until then.

Help

Each guestion shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDIS submits nothing itself.



a EXECUTED GHERKIN STEP
When | download the screen registration XML and readable summary pass

Technical file -

2Med

Home » Demo Registered Device » Registration

or Registration crage

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 8

1answer changed — part of change E2E-registration-correlation-1788933813013.

Released EUDAMED record

- o . Download summary
Generate the XML from the registration included in this released change.

EUDAMED, by hand

1 Produce the package.
The released registration can produce the EUDAMED XML package.

Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download.

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it

3. Compare with EUDAMED on demand.
Compare the stored device version with EUDAMED on demand.

Check EUDAMED now

® 1. Device identification
12/13 - 1 answer changed

Capture SHA-256:01807£67508720511799faab180855a2f1e4e1184e45887c4b39d0d24bedc3d9
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Answers are read-only — this release has moved past draft. Start a change to edit them.

&

® . [TEST] Flok Health EU o
Manufacturer
Back to the change
Progress

65 of 65 - XML needs all 65

In this change

Device Version
E2E-1788933787609 ~ E2E-registration
correlation-1788933813013

Released with Change 8. Registered answers
stay until then.

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded 1o EUDAMED by
hand; MDIS submits nothing itself.



@ EXECUTED GHERKIN STEP
Then both screen package files describe the exact frozen registration pass

No visible change at this step, the asserted U] state remains visible

ZMed ' Technicalfile v & @ w [TESTIFiokHealthEy @

Manufacturer

Home » Demo Registered Device » Registration

on Registration cheos

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - editsride Change 8

Back to the change

1answer changed — part of change E2E-registration-correlation-1788933813013. Progress
A —

Released EUDAMED d
— reeere - CEEEE oownioad summary 650f 65 XML needs all 65
Cenerate the XML from the registration included in this released change.

EUDAMED, by hand In this change

1: Produce the package. Device Version

The released registration can produce the EUDAMED XML package E2E-1788333787609 ~ E2E-registration

Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download. correlation-T788933815013
2 . A person uploads it to EUDAMED. Released with Change 8. Reglistered answers
A person uploads the generated XML to EUDAMED; MDIS does not submit it stay until then.

3 - Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on demand. Help

Check EUDAMED now Each guestion shows EUDAMED's own

guidance from its help button. The XML is
produced here and uploaded to EUDAMED by

® 1. Device identification Answers are read-only — this release has moved past draft. Start a change to edit them. hand; MDIS submits nothing itself.
13/13 - 1 answer changed

Capture SHA-256: 01807£67508720511799faab180855a2f1le4e1184e45887¢c4b39d0d24bedc3d9
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features/release-integration/device-release-history-pagination.feature - @SR-177 @MODULE:RELEASE @REGRESSION:DEVICE-RELEASE-HISTORY

A released device remains released after its history crosses a page boundary

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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PASS



@ EXECUTED GHERKIN STEP
When I sign in to the redesign as the EU manufacturer

2Med Technieal file

Your work

[TEST] Flok Health EU - Wednesday 2 September

z 5 - O

- drafts to finish returned for changes

Needs you

VitaPulse Monitor
EZ2E portiolio VitaPulse Monitor registration draft - 20

— Flok Posture Coach
1.0 first release

= EZE Journey Device 1788933721006342
Change 2

- E2E Journey Device 1788933770899946

2 open drafts - Change 3

PASS

s O

waiting on a partner
Sdrafts
Continue
Continue
Continue

Continue

Capture SHA-256: 7a5b8747b89442ef37cbf956a7c4953b9b50c29d7e8287£fcc7141dcbecfb6825a
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& @ ® [TEST] Flok Health EU o
Manufacturer
4+ Add a device
_ 18
devices, 12 released
Devices - 18 Al

Q Name, UDI-DI or Basic UDI-DI

FH

VM

Flok Health Unreleased

Demo Registered Device

Released
20.0 released 9 Sept
AeroVent H

rovent Home Released

1.0 released 2 Sept
OrthoFix Pro

Released
1.0 released 9 Sept
VitaPulse Monitor

Released

1.0 released 9 Sept - E2E portfoli...

[ TR T T



@ EXECUTED GHERKIN STEP
And | create a run-owned pagination release-history device pass

[TEST] Flok Health EU

%Med Technical file &) @ = Manufacturer h e

Home » Devices » E2E Pagination Release History 17B8333869676-240d6e19
Choose who

E2E Pagination Release History 1788933869676-240d6€19  ureeasd

not released yet - Basic UDI-DI

+ Start first release

Changes and releases Registration Open

Mot started. EUDAMED needs every answer
No changes yet.

Who can open it Choose who

Only you, so far.

Identification

uDI-D
PG-1788933B69676-240d6e19

Basic UDI-DI

uDi-~l

Capture SHA-256: 0e558dadef3726ef0598b204bdd58d5080b3990144e1a608699ce3£899676bd2d
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@ EXECUTED GHERKIN STEP
And | start production version "1.0 pagination baseline" pass

Manufacturer

2Med Technical file ~ & w [TESTIFlokHealthEU | e

Home » E2E Pagination Release History 1788933869676-240d6€19 : Change 1 Discard draft Release

Change1 o=t

Version 1.0 pagination baseline Rename

7
E Documents © Find Ready to release? Ready
~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents

& This device's target market is not

recorded — add its EUDAMED

No documents yet registration from the device's
Registration page; the registration
records the market.
Who receives it - Release authority &
reviewers - recommended — you can still
release
MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Open Who receives it

Capture SHA-256: 85dd691932aaaf375df8460e6efcdbfab%9aadd87b2e0laa55b6bcdeb8850££48
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@ EXECUTED GHERKIN STEP
And | upload a document to the change pass

2Med Technical file

Home » E2E Pagination Release History 1788933869676-240d6&19 : Change 1

Change1 o=t

Version 1.0 pagination baseline Rename

B Documents 1 1changed Find 1 Add files

1, Drop PDFs here - section guessed from the filename, you confirm

B IFU & labelling 1document

multi-eo-product-label.pdf
Mew

@ es

Capture SHA-256:96954££2£3£765£d4e0005df12ba91216ef786e5ab93fdbbae934e837a28e373
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Manufacturer

& ® [TEST] Flok Health EU " e

Discard draft

Ready to release? Ready

Every upload has a section.
Settings / Review policy - Documents

This device's target market is not
recorded — add its EUDAMED
registration from the device's
Registration page; the registration
records the market.

Who receives it - Release authority &
reviewers - recommended — you can still
release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

Open Who receives it



@ EXECUTED GHERKIN STEP
And | complete the release's market facts pass

Manufacturer

2Med Technical file ~ @ w [TESTIFiokHealthEU e

Home » E2E Pagination Release History 1788933869676-240d6€19 : Change 1 Discard draft Release

Change1 o=t

Version 1.0 pagination baseline Rename

B Documents 1-1chanaed Find 2t add files Ready to release? Ready

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

«  Your representation for this market is

B IFU & labelling 1document confirmed.
Whao receives it - Release authority &

multi-eo-product-label pdf ® reviewers
Mew

@ Registration Incomplete

33 of 65 answers - EUDAMED XML needs all
65 - not needed to release

Answer remaining 32

Open registration

Who receives it Choase who

Capture SHA-256: 9e738bd4cb14£33b96c42d91816ecba2lc1b837d359def76a05dc4389d82cddo
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@ EXECUTED GHERKIN STEP
And | press Release once pass

2Med Technical file

Home » E2E Pagination Release History 1788933869676-240d6&19 : Change 1

Change1 o=t

Version 1.0 pagination baseline Rename

B Documents 1 1changed Find 1 Add files

1, Drop PDFs here - section guessed from the filename, you confirm

B IFU & labelling 1document

multi-eo-product-label.pdf
Mew

@ s

Capture SHA-256: 5b835bbeed4b7a887082456eabc2fccf42b3d6c3958c4e40a614c8e512£63195e
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Manufacturer

& ® [TEST] Flok Health EU " e

Discard draft Releasing...

Ready to release? Ready

~ Ewery upload has a section.
Settings / Review policy - Documents

«  Your representation for this market is

confirmed.
Whao receives it - Release authority &
reviewars

@ Registration Incomplete

33 of 65 answers - EUDAMED XML needs all
65 - not needed to release

Answer remaining 32

Open registration

Who receives it Choase who



@ EXECUTED GHERKIN STEP
Then the release is delivered immediately pass

ST] Flok Health EU
. Technieal file w [TE
aMed ' - & Manufacturer s
Home » E2E Pagination Release History 1788933869676-240d6&19 : Change 1 Delivered to the frozen recipient set
= Changel ceww
Viersion 1,0 pagination baseline on the market since 9 Sept
B Documents 1-1changed -frozen asreleased Find & Registration Incomplete
33 of 65 answers - EUDAMED XML needs all
B IFU & labelling 1document 65 - not needed to release

multi-eo-product-label.pdf Answer remaining 32

New

@ sas
Open registration

Who receives it Choose who

Nobody receives this release

B Delivery

Delivered on 2026-09-09.

Summary
Version Documents
1.0 pagination 1

Capture SHA-256: 6336a105ceb71d6dbd6446663928e616a64c20a3bl4ebcf8lcfIda8664aa0027
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@ EXECUTED GHERKIN STEP
When | seed ten newer pagination release-history drafts pass

The released baseline remains visible while ten newer drafts are created through the AP/ for the pagination check.

[TEST] Flok Health EU
. ™
%Med & Technical flle v & Manufacturer -
Home » E2ZE Pagination Release History 1788933B69676-240d6€19 : Change 1 Delivered to the frozen recipient set

= Changel oewew

Version 1,0 pagination baseline on the market since 2 Sept

B Documents 1-1changed -frozen asreleased Find @@ Registration Incomplete
33 of 65 answers - EUDAMED XML needs all
B IFU & labelling 1document 65 - not needed to release
multi-ec-product-label.pdf @ - Answer remaining 32
Mew

Open registration

Who receives it Choose who

Mobody receives this release

B Delivery

Delivered on 2026-09-09.

Summary
Version Documents
1.0 pagination 1

Capture SHA-256: 6336a105ceb71d6dbd6446663928e616a64c20a3bliebcf8lcfIda8664aa0027
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@ EXECUTED GHERKIN STEP
And | open the run-owned pagination release-history device pass

Manufacturer

2Med Technical file ~ & @ v [TESTIFlokHealthEu e

Home » Devices » E2E Pagination Release History 17B8333869676-240d6e19

- E2E Pagination Release History 1788933869676-240d6€19 rwc==

current 1.0 pagination baseline released 9 Sept - pagination newer draft 10 cab73Bc3-6760-46b9-9de6-Bc2f4B804f41a in draft - Basic UDI-DI E2EBASICT7B8933871834411

Choose who + Start a change

Changes and releases Release history Registration Open

2 pagination newer draft 10 cab738c9-6760-46b9-9de&-8c2f4804f41a

Draft t Draft Continue 33 of 65 answers - EUDAMED XML needs all 65
AT -Qocuments on :rr

pagination newer draft 9 43adaOba-dla8-42ff-b8f6-73f9dSefd060 ) X
A Draft - documents only Drak Continue Who can open it Choose who

pagination newer draft B 3ccce879-2abb-4aa6-biN-327190c22e7b Only you, so far.

& Draft Continue
Draft - documenis on W
i i T 797 = ~&fhl- 17 T i i
2 pagination newer draft 7 7972174d-20c6-4fbl-ba28-eb617386e7d2 Draft continue Identification
Draft - documents only
inati draft 6 39le04el-eBca-4070-95ec-92acf2fa4a817 S
agination newer dra e -e c-92a :
& Peg Draft Continue PG-1788933B69676-248d6e19
Draft - documents only
Basic UDI-DI

s Pagination newer draft 5 086487d6-03e3-44ca-bS5a5-6bc7953ab808 - e EPERASIC1788033871834414
- Draft - documenis on ¥
UDI-PI
- Ppagination newer draft 4 0f354a8f-a840-4648-94a0-101dfbd 09805 -

Capture SHA-256:bb14a74£16907e52ce42f9b61ed81431c51efc13956820753505dec70c474929
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° EXECUTED GHERKIN STEP
Then the released market identity survives paginated release history pass

The device page was reloaded and retains its released market identity while the observed history crosses two cursor pages.

2Med Technical file ~ &6 @ w

Manufacturer

Home » Devices » EZ2E Pagination Release History 1788333869676-240d6e19

- E2E Pagination Release History 1788933869676-240d6€19 ==«

current 1.0 pagination baseline released 9 Sept - pagination newer draft 10 cab73Bc9-6760-46b9-9de6-Bc2f4B04f41a in draft - Basic UDI-DI E2EBASICI788933871834411

Chocse who + Start a change

Changes and releases Release history Registration

pagination newer draft 10 cab738c9-6760-46b9-9des-8c2f4804f41a

2 . Draft Continue 33 of 65 answers - EUDAMED XML needs all 65
Draft - documents only
pagination newer draft 9 43adaOba-dlaB-42ff-b8f6-73f9dSefd060 i

Z Draft - documents only Draft EEiIEE Who can open it Choose who

pagination newer draft B 3ccce879-2abb-4aa6-biN-327190c22e7b

Only you, so far.

2z Draft Continue
Draft - documents only
p pagination newer draft 7 7972174d-20c6-4fbl-ba2B-eb617386e7d2 Deaft Continue Identification
Draft - documents only
- - uDI-D
£ ga?lnatlm newer draft 6 397e04el-e8ca-4070-95ec-92acf2fB4817 Draft i PG-1788033860676- 240d6e10
raft - documents only
Basic UDI-DI
p pagination newer draft 5 086487d6-03e3-44ca-b5a5-6bc7953ab808 e C— EZEBASIC1788933871834411
~  Draft - documents anly
uDI-PI

. Ppagination newer draft 4 0f354a8f-a840-4648-94a0-101dfbd02805 —m e -
Capture SHA-256: bb14a74£16907e52ce42£9b61ed81431c51e£c13956820753505dec70c474929

features/cross-cutting/screen-platform-admin-wave2.feature - @MODULE:PLATFORM-ADMIN @SR-012

the exact admin entry remains system-scoped while current Ul renders Operations

This proves the current access boundary. The entry renders the Operations hub; the older screen promise requires Organisations directly, so that full screen contract remains incomplete.
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[TEST] Flok Health EU o

PASS



I System-context Home and its worklist are outside this journey and remain unproven.

@ EXECUTED GHERKIN STEP
Given a platform administrator opens the exact admin entry pass

System

Z2Med Technical file & ws MDISsystem | @

Home » Admin

Operations

What is waiting on a person at MedQAIR, and where to find anything.

+ New organisation

Needs a decision

[TEST] Release Cleanup Service - nobody in charge

Mo active administrator — nobody there can invite anyone

™ Nobeody in charge Open

Find
A name, an email address, an SRN or a device

One box for all four registers. A result says which register it came from

Registers
Organisations - 9

G 9 ) Open
9 active - O deactivated - 1 without an administrator
Users-19

= Open
17 signed in - 2invited and never signed in - O deactivated

@ Economic operators - 8

]

S manufacturers - 1 autherised representative - 1 distributor - 1 importer

Capture SHA-256: 29¢b35175d12c00d091d3ab278d963f44e6e733cf55a837e36ac90b898a81427
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@ EXECUTED GHERKIN STEP
Then the exact admin entry renders Operations from persisted registers pass
No visible change at this step, asserted through the APl read

2Med Technical file ~ & ws MDSsystem | @

System

Home » Admin

Operations

What is waiting on a person at MedQAIR, and where to find anything.

+ New organisation

Needs a decision
[TEST] Release Cleanup Service - nobody in charge
™ Tl P j' 9 Nobody in charge Open
Mo active administrator — nobody there can invite anyone
Find

A name, an email address, an SRN or a device

One box for all four registers. A result says which register it came from

Registers
Organisations - 9

@b ) ) Open
9 active - 0 deactivated - 1 without an administrator
Users - 19

2, _ Open
17 signed in - 2 invited and never signed in - 0 deactivated

@ Economic operators - 8

!

5 manufacturers - 1 authorised representative - 1 distributor - 1 importer

Capture SHA-256: 29¢b35175d12c00d091d3ab278d963f44e6e733cf55a837e36ac90b898a81427
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@ EXECUTED GHERKIN STEP
When the platform administrator signs out of this entry pass

2Med

Signin

Your code from the authenticat

app comes
next

Ernail

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01lef255e3b
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@ EXECUTED GHERKIN STEP
And an actor-scoped caller opens the exact admin entry pass

2ZMed Technical file ~ & m [TESTINorthstar Medical Im... @

Manufacturer

That page isn't here.

The link may be old, or the record may have been removed.

Back Go to your work

Capture SHA-256:99d5d062d612eedfbc804191bd341£2b259a44461£1d7761925543ae020a4b67
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@ EXECUTED GHERKIN STEP
Then the actor-scoped caller sees the ordinary not-found surface pass

No visible change at this step, the actor-scoped caller remains on the ordinary not-found surface

Manufacturer

2Med Technical file ~ & e [TEST] Northstar Medical Im... @

That page isn't here.

The link may be old, or the record may have been removed.

Back Go to your work

Capture SHA-256: 99d5d062d612eedfbc804191bd341£2b259a44461£1d7761925543ae020a4b67
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@ EXECUTED GHERKIN STEP
When the actor-scoped caller selects its organisation context and retries the exact admin entry pass

2Med Technical file - & m [TESTINorthstar Medical Im... @

Organisation admin

That page isn't here.

The link may be old, or the record may have been removed.

Back Go to your work

Capture SHA-256: 16b845093113410e8e0552cd190ceael3b4c533abf203de7b96fb8bab0c89983
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@ EXECUTED GHERKIN STEP
Then the organisation-scoped caller sees the ordinary not-found surface pass

No visible change at this step, the organisation-scoped caller remains on the ordinary not-found surface

2Med Technical file ~ & e [TESTI Northstar Medical Im... @

Organisation admin

That page isn't here.

The link may be old, or the record may have been removed.

Back Go to your work

Capture SHA-256: 16b845093113410e8e0552cd190ceael3b4c533abf203de7b96£fb8bab0c89983
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@ EXECUTED GHERKIN STEP
When the actor-scoped caller signs out pass

2Med

Signin
Your code "f:‘;""' the authentucator AI:['I((:I’"(—'Q

next

Ernail

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01lef255e3b
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@ EXECUTED GHERKIN STEP
And a signed-out caller opens the exact admin entry pass

No visible change at this step, opening the protected entry returns the signed-out caller to sign in

2Med

Signin
Your code from the authenticator app comes

next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP
Then the signed-out caller is redirected to sign in pass

No visible change at this step, the unauthenticated caller remains on the sign-in surface

2Med

Signin
Your code from the authenticator app comes

next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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features/cross-cutting/screen-platform-admin-wave2 feature - @MODULE:PLATFORM-ADMIN @SR-016

every organisation row is the persisted read-only projection

I Only statuses returned by this run are exercised. The current Ul uses Deactivated rather than the older Deleted label; this does not prove every lifecycle status variant.

Q EXECUTED GHERKIN STEP
Given a platform administrator opens the Organisations register from the current account menu pass

2Med Technical file

Home

Admin » Organisations

Organisations

Every organisation on the platform.

Ta

[TEST] Morthstar Medical Imaging
e2e-manufacturer-org@medqair.com

E2E Foreign Manufacturer Co

e2e-foreign-manufacturer-org@medgair.con

[TEST] Flok Health EU

e2e-eu-manufacturer-org@medqgair.com -1

E2E Authorised Rep Co
ele-auth-rep-org@medqair.com - 1 ident

[TEST] Sectra Distribution

1 identity - set up 9 Sept

1 - Tidentity - set up 9 Sept

dentity - set up 9 Sept

Ty -setup 9 Sept

e2e-distributor-o edqgaircom -1identity -set up 9 Sept

[TEST] Auth Cutover MFA Organisation

e2e-auth-cutover-mfa-org@mdis.invalid

[TEST] Release Cleanup Service

e2e-release-cleanup-org@medaair.com -1

[TEST] Harborline Importers

eZe-impornter-erg@medgair.com -1ident

1identity - set up 9 Sept

dentity - set up 9 Sept

Ly -setup 9 Sept

Capture SHA-256: 722a7798£097218e4741726cdb£f590d47b8be1441362d41d09173£f£581e91c81
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+ New organisation

Active

Active

Active

Active

Active

Active

Active

Active

&

Cpen

Open

Open

Open

Open

Open

Cpen

Open

MDIS system »

System

@

PASS



@ EXECUTED GHERKIN STEP
Then every organisation row matches its persisted projection without dead controls pass

No visible change at this step, every organisation row remains the persisted read-only projection

2Med Technical file ~ & ws MDSsystem | @

System

Home » Admin » Organisations - -
9 + New organisation

Organisations
Every organisation on the platform.
[TEST] Merthstar Medical Imaging

™ . Active Open
e2e-manufacturer-org@medqair.com - 1 identity - set up 9 Sept

E2E Foreign Manufacturer Co
e2e-foreign-manufacturer-org@medqair.com -1 identity - set up 9 Sept

EF Active Cpen

[TEST] Flok Health EU
T Tl . Active Open
e2e-eu-manufacturer-crg@medagair.com dentity - set up 9 Sept

E2E Authorised Rep Co }
EA Active Cpen
e2e-auth-rep-org@meddagair.com -1 identity - set up 9 Sept

istri ion
- [TEST] Sectra Distributio Active Open
e2e-distributor-org@medqair.com - 1identity - set up 9 Sept

[TEST] Auth Cutover MFA Organisation
A T ga Active  Open
e2e-auth-cutover-mfa-org@mdis.invalid - 1identity - set up 9 Sept

[TEST] Release Cleanup Service -
— - . Active Open
e2e-release-cleanup-org@medaqair.com - 1identity - set up 9 Sept

[TEST] Harborline Importers .
™ T P Active Open
eZe-impornter-crg@medqgair.com -1 identity - setup 9 Sept

Capture SHA-256:722a7798£097218e4741726cdbf590d47b8be1441362d41d09173££581e91c81
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features/cross-cutting/screen-platform-admin-wave2 feature - @MODULE:PLATFORM-ADMIN @SR-019 PASS

Users search preserves exact identity and omits MFA state

@ EXECUTED GHERKIN STEP
Given a platform administrator has a run-owned phone-search user ready PAss

MDIS system
Z2Med Technical file ~ & @ System - @
Y'Dur WOI'k Choose an economic operator to add a device

Wednesday 9 September

.2}

, 0 o O o . 38

- drafts to finish returned for changes ™ waiting on a partner devices, 13 released
Needs you Devices - 38 All 38,
Q Mame, UDI-DI or Basic UDI-DI
Your work queue didn't load. PA  PulseView AR Validation ... Unreleased
Your work is safe. Try again, or come back in a minute
Try again AD  AtlasView Ownership Bo... Unreleased

AD  AtlasView Distributor Gu... Unreleased
AD  AtlasView Distributor Veri... Unreleased
Al AtlasView Importer Verifi... Unreleased
AA AtlasView AR Validation ... Urnreleased

Capture SHA-256: 94a15c¢838831ad1229d74b4dd1402530d77bad29ceb618ebf76a0fbec749573b
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@ EXECUTED GHERKIN STEP

When the platform administrator opens the Users register for wave2 search pass

2Med Technical file

Home : Admin » Users

Users

Every user on the platform, across every organisation.

Search by name, email or phone

eg. ada@northstar.com

Medqair Admin

admin@medqair.com - Platform admin

EZE Manufacturer
e2e-manufacturer@medqair.com - Member - [TEST] Morthstar Medical Imaging

E2E Foreign Manufacturer
e2e-foreign-manufacturer@medgair.com - Member - EZE Foreign Manufacturer Co

E2E EU Manufacturer
e2e-eu-manufacturer@medqair.com - Member - [TEST] Flok Health EU

E2E AuthRep
e2e-auth-rep@medagair.com - Member - E2E Authorised Rep Co

E2E Distributor
e2e-distributor@medaqgair.com - Member - [TEST] Sectra Distribution

EZE Auth Cutover MFA
e2e-auth-cutover-mfa@mdis.invalid - Member - [TEST] Auth Cutover MFA Organisation

Capture SHA-256: be45e99f10f6c753edcd8befccadlcfc8e54d396aea797a237a4c5892feb9177
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@ EXECUTED GHERKIN STEP
When the platform administrator searches by the run-owned user's name pass

2Med Technical file ~ & ws MDISsystem | @

System

Home : Admin » Users

Users

Every user on the platform, across every organisation.
Search by name, email or phone

Wave Search-372al102a Clear

Wave Search-372a102a

. . . _ _ . - Invited COpen
e2e-waveZ-search-372a102a-cbll-4da3-b0bs-c65c6fBci2d5@example.com - Member - [TEST] Morthstar .

Capture SHA-256: 58fe2fe7£8£6a35£3b206c227bb9170023977a4da2e673960d31bd04022b55¢ce
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@ EXECUTED GHERKIN STEP
Then the name search shows only the run-owned identity without MFA controls pass

No visible change at this step, the exact run-owned identity remains the only name result without an MFA claim

2Med Technical file ~ & ws MDSsystem | @

System

Home » Admin » Users

Users

Every user on the platform, across every organisation.
Search by name, email or phone

Wave Search-372al02a Clear

Wave Search-372a102a

. . . _ _ . - Invited Open
e2e-wave2-search-372a102a-cbll-4da3-b0b5-cB5cefBc32dSs@example.com - Member - [TEST] Northstar

Capture SHA-256: 58fe2fe7£8£6a35£3b206c227bb9170023977a4da2e673960d31bd04022b55¢ce
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@ EXECUTED GHERKIN STEP
When the platform administrator searches by the run-owned user's email pass

2Med Technical file ~ & ws MDISsystem | @

System

Home : Admin » Users

Users

Every user on the platform, across every organisation.

Search by name, email or phone

ele-wavel-search-372a102a-cbll-4da3-bOb5-c65c6fBe32d5@exarmple.com Clear

Wave Search-372a102a

. . . _ _ . - Invited COpen
e2e-wave2-search-372a102a-cbll-4da3-b0b5-c65cefBci2ds@example.com - Member - [TEST] Northstar .

Capture SHA-256: 7cb5a8bff03bddfc7f4e22bc9efdd772520c1lc6db9acdec7e9bdcfa53b12b20
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@ EXECUTED GHERKIN STEP
Then the email search shows only the run-owned identity without MFA controls pass

No visible change at this step, the exact run-owned identity remains the only email result without an MFA claim

2Med Technical file ~ & ws MDSsystem | @

System

Home » Admin » Users

Users

Every user on the platform, across every organisation.

Search by name, email or phone

e2e-wave2-search-372al102a-cbll-4da3-b0Ob5-c65c6f8c32d5@example.com Clear

Wave Search-372a102a

o - o -~ Invited Open
e2e-wave2-search-372a102a-cbll-4da3-b0b5-cB5cefBc32dSs@example.com - Member - [TEST] Northstar

Capture SHA-256: 7cb5a8bff03bddfc7f4e22bc9efdd772520clc6db9acde7c7e9bdcfa53b12b20
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@ EXECUTED GHERKIN STEP
When the platform administrator searches by the run-owned user's phone pass

2Med Technical file ~ & ws MDISsystem | @

System

Home : Admin » Users

Users

Every user on the platform, across every organisation.
Search by name, email or phone

6003720102 Clear

Wave Search-372a102a

. . . _ _ . - Invited COpen
e2e-waveZ-search-372a102a-cbll-4da3-b0bs-c65c6fBci2d5@example.com - Member - [TEST] Morthstar .

Capture SHA-256: ee07dcccbedce240b3£64985eb8e7fadda72fed506ec8122d8aa23a66ba90bib
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@ EXECUTED GHERKIN STEP
Then the phone search shows only the run-owned identity without MFA controls pass

No visible change at this step, the exact run-owned identity remains the only phone result without an MFA claim

2Med Technical file ~ & ws MDSsystem | @

System

Home » Admin » Users

Users

Every user on the platform, across every organisation.
Search by name, email or phone

6003720102 Clear

Wave Search-372a102a

. . . _ _ . - Invited Open
e2e-wave2-search-372a102a-cbll-4da3-b0b5-cB5cefBc32dSs@example.com - Member - [TEST] Northstar

Capture SHA-256: ee07dcccbcdce240b3£64985eb8e7fadda72fed506ec8122d8aa23a66ba9d0bib
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@ EXECUTED GHERKIN STEP
When the platform administrator clears the Users search pass

2Med Technical file

Home : Admin » Users

Users

Every user on the platform, across every organisation.

Search by name, email or phone

eg. ada@northstar.com

Medqair Admin

admin@medqair.com - Platform admin

EZE Manufacturer
e2e-manufacturer@medqair.com - Member - [TEST] Morthstar Medical Imaging

E2E Foreign Manufacturer
e2e-foreign-manufacturer@medgair.com - Member - EZE Foreign Manufacturer Co

E2E EU Manufacturer
e2e-eu-manufacturer@medqair.com - Member - [TEST] Flok Health EU

E2E AuthRep
e2e-auth-rep@medagair.com - Member - E2E Authorised Rep Co

E2E Distributor
e2e-distributor@medaqgair.com - Member - [TEST] Sectra Distribution

EZE Auth Cutover MFA
e2e-auth-cutover-mfa@mdis.invalid - Member - [TEST] Auth Cutover MFA Organisation

Capture SHA-256: be45e99f10f6c753edcd8befccadlcfc8e54d396aea797a237a4c5892feb9177
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@ EXECUTED GHERKIN STEP
Then the empty Users search lists every persisted row without MFA state pass

No visible change at this step, the empty search remains the complete persisted Users projection without MFA state

2Med Technical file ~ & ws MDSsystem | @

System

Home » Admin » Users

Users

Every user on the platform, across every organisation.

Search by name, email or phone
e.g. ada@northstar.com

Medgair Admin

admin@medqgair.com - Platform admin

E2E Manufacturer )
EM ) "~ . Active Open
e2e-manufacturer@medqair.com - Member - [TEST]) Northstar Medical Immaging

E2E Foreign Manufacturer .
— . E R . Active Open
e2e-foreign-manufacturer@medagair.com - Member - E2E Foreign Manufacturer Co

EZE EU Manufacturer )
EE Active Open
e2e-eu-manufacturer@medqair.com - Member - [TEST] Flok Health EU

E2E AuthRep )
EA B - - Active Open
e2e-auth-repi@medqgair.com - Member . E2E Authorised Rep Co

E2E Distributor :
ED R Active Open
e2e-distributor@medaqair.com - Member - [TEST] Sectra Distribution

EZE Auth Cutover MFA :
- ' _ Active Open
e2e-auth-cutover-mfa@mdis.invalid - Member - [TEST] Auth Cutover MFA Organisation

Capture SHA-256: be45e99f10f6c753edcd8befccadlcfc8e54d396aea797a237a4c5892feb9177

features/registration-vigilance/registration-wave2 feature - @SR-039 @MODULE:EUDAMED-REGISTRATION @UR-003 @REGISTRATION-WAVE2 @PERSISTENT-ENTRY-POINTS-V5-ROUND-8.1 @REGISTRATION- PASS
EUDAMED.3
A new device's registration door returns to the device before its first change

Device creation retains an internal identity placeholder. This journey proves that opening registration does not activate an authority registration or silently create a release; a registration-only
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I draft is not implemented by this entry.

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Pass

2Med

- -
Signin
Your code from the authenticator app comes
next.

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP
When I sign in to the redesign as the EU manufacturer pass

[TEST] Flok Health EU o e

Manufacturer

2Med Technieal file & @

Your work + Add a device

[TEST] Flok Health EU - Wednesday 2 September

2 5 o5 O o 0 _ 15
- drafts to finish returned for changes waiting on a partner devices, 12 released
Needs you Sdrafts Devices - 15 All 15
VitaPulse Monitor )
- . . . - Continue Q Name, UDI-DI or Basic UDI-DI

EZ2E portiolio VitaPulse Monitor registration draft - 20
Flok Posture Coach .

FP e © Continue FH Flok Health Unreleased

1.0 first release

i Demo Registered Device
= EZE Journey Device 1788933721006342 P — DR § eg Reisasad
Change 2 20.0 released 9 Sept
i AeroVent Home
- E2E Journey Device 1788933770899946 S aH C Released
2 open drafts . Change 3 0 releasaed 9 Sept
OrthoFix Pro
op Released

1.0 released 9 Sept

e VitaPulse Monitor _—
1.0 released 9 Sept - E2E portfoli...

[ TR T T

Capture SHA-256: 89a10d6630e4ab749913bb5£f24ad572bb6ed322b9b54ea7b6£682aef43bb63ct
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@ EXECUTED GHERKIN STEP
And | open the redesign's add-device form pass

Add a device

You can change everything later. The device starts as a first-release
draft.

Name
(As it appears on the label )

upI-pl Basic UDI-DI
| This model ) @ptional now, neaded to regii/l

e D

Capture SHA-256: be389250f6fc560eebcb52fca70ecl16903e391fe82e4ae76bbc9dcffbb7122fa
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@ EXECUTED GHERKIN STEP
And | submit a device with a unique name and UDI-DI pass

2Med Technical file - 6 ® Hffﬂailc:tﬂljealthEU . e

i » vices Journey Device 17889337 70184
Home » Devices » E2E Journey Device 178893373207018 T T o [

E2E Journey Device 1788933792070184  urresasd

not released yet - Basic UDI-DI

Changes and releases Registration Open

Mot started. EUDAMED needs every answer
No changes yet.

Who can open it Choose who

Only you, so far.

Identification

uDI-D
E2E-1788933792670184

Basic UDI-DI

uDi-~l

Capture SHA-256: 6£d16825e715ea8c64277115¢c35b9b58cd21£31£5£€0593676e79c7960d90769
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@ EXECUTED GHERKIN STEP

And | open the wave-two device's Registration fact without a change rpass

2Med Technical file - & @ w [TESTIFlokHealthEy e

Manufacturer
Home » E2E Journey Device 178B8933792070184 » Registration
- -
o Registration

E2E Journey Device 1788333792070184 - EUDAMED device registration - not started

Start a change from the
device before adding a

reqgulatory registration

Capture SHA-256: bc9£ff5e50448e46c23829e4cafbl771809b67cc0cllff65c59bd158fd7a8£1b8
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@ EXECUTED GHERKIN STEP

Then the wave-two registration entry preserves its placeholder without opening a change pass
No visible change at this step, asserted through the APl read

2Med Technical file ~

Manufacturer

[TEST] Flok Health EU @
& @ T W

Home » E2E Journey Device 1788933792070184 » Registration
- -
o Registration

E2E Journey Device 17B8933792070184 - EUDAMED device registration - not started

Start a change from the
device before adding a

regulatory registration

Capture SHA-256: bc9£f£f5e50448e46c23829e4cafbl1771809b67cc0cllff65c59bd158fd7a8£1b8
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@ EXECUTED GHERKIN STEP
When | return through the registration breadcrumb and start the first wave-two change pass

Manufacturer

2Med Technical file ~ @ w [TESTIFiokHealthEU e

Home » E2E Journey Device 178B333792070184 » Change 1 Discard draft Release

Change1 o=t

Version 1.0 wave-two entry Rename

E Documents 0O Find 2, Add files Ready to release? Ready

~ Ewery upload has a section.

&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& This device's target market is not

recorded — add its EUDAMED

No documents yet registration from the device's
Registration page; the registration
records the market.
Who receives it - Release authority &
reviewers - recommended — you can still
release
MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Open Who receives it

Capture SHA-256: 6dfa3603d8abd9£f81c5a0b724c7bfcbl48efcla27a800458ac845b794a539¢c03
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@ EXECUTED GHERKIN STEP
And | open the wave-two change's persistent registration link pass

2Med Technical file ~ & @ v [TESTIFlokHealthEu e

Manufacturer

Home » E2E Journey Device 178B8933792070184 » Registration

o Registration

E2E Journey Device 1788333792070184 - EUDAMED device registration - not started

EUROPEAN UNION -
EUDAMED

Add device
registration

Confirm the authority
facts that identify this
device, The questionnaire
opens next and remains
attached to this change.

Applicable Device
legislation class

MDR ~ Class ~

Commercial Basic UDI-

name Dl

E2E Jour

Basic UDI- UDI-DI
Dl issuing issuing
agency agency

Capture SHA-256: 0328£dc469883a82b2a07323279a47e5£62344402ed68863401abl9e86d7beb3
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@ EXECUTED GHERKIN STEP
Then the first wave-two registration setup belongs to that exact device and change pass

No visible change at this step, asserted through the APl read

[TEST] Flok Health EU
%MEd Technical file ~ & @ " Manufacturer -

Home » E2E Jourmney Device 17BB333792070184 » Registration

o Registration

E2E Journey Device 17B8933792070184 - EUDAMED device registration - not started

EUROPEAN UNION -
EUDAMED

Add device
registration

Confirm the authority
facts that identify this
device. The questionnaire
opens next and rermains
attached to this change.

Applicable Device
legislation class

MDR -~ Class ~

Commercial Basic UDI-

name [n]]

E2E Jour

Basic UDI- UDI-DI
Dl issuing issuing
agency agency
Capture SHA-256: 0328£dc469883a82b2a07323279a47e5£62344402ed68863401abl9e86d7beb3
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features/registration-vigilance/registration-wave2.feature - @SR-039 @MODULE:EUDAMED-REGISTRATION @UR-003 @REGISTRATION-WAVE2 @REGISTRATION-EUDAMED.] PASS

The current MDR catalogue retains every question and opens its own guidance

I This run exercises six topics containing 65 MDR questions. The older 35-question and IVDR presentation promises are not established by this journey.

Q EXECUTED GHERKIN STEP
Given the redesign sign-in page pass

2Med &

. s
Signin
Your code from the authenticator app comes

next.

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP
When I sign in to the redesign as the EU manufacturer pass

2Med Technical file ~ & @ v [TESTIFlokHealthEu e

Manufacturer

Your work + Add a device

[TEST] Flok Health EU - Wednesday 2 September

s 5 . O ~ O . 16

- drafts to finish returned for changes ™ waiting on a partner devices, 12 released
Needs you Sdrafts Devices - 16 All 16
VitaPulse Monitor )
- . . . - Continue Q Name, UDI-DI or Basic UDI-DI
EZ2E portiolio VitaPulse Monitor registration draft - 20
Flok Posture Coach .
FP Continue FH Flok Health Unreleased

1.0 first release

i Demo Registered Device
= EZE Journey Device 1788933721006342 P — DR § eg Reisasad
Change 2 20.0 released 9 Sept
i SecurView DX
o E2E Journey Device 1788933770899946 Continue sD Releasad

2 open drafts - Change 3 1.0 releasad 9 Sept

AeroVent Home
AH Released
1.0 released 9 Sept

o OrthoFix Pro _—
1.0 released 9 Sept

LT T PR Y Py

Capture SHA-256:241514£5cc424e915d839e844265£7671c8cb008bc34a006641154eb02e70483
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EXECUTED GHERKIN STEP
And | open the seeded registered device pass

©

2Med

Technical file -

Home » Devices » Demo Registered Device

- -
orn Demo Registered Device #eese
current 20.0 released 9 Sept - Basic UDI-DI 099333399910W2

Changes and releases Release history

200

(¥4 . ) Delivered Open
Released 9 Sept - Change 3
200

v Deliverad Open
Released 3 Sept - Change 2
Demo registered baseline

vy 9 Deliverad Open

Released 9 Sept

Current file 20.0-3documents Eind

B Technical documentation 2 documents

happy-path-annex-vi-dataset.pdf

happy-path-annex-vi-dataset.pdf

B Certificates & declarations 1 document

Capture SHA-256:d42188£f4b4be129aeb96984d47846£3350a35b64ec41c5£7b038£29b0278£fa7
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&

[TEST] Flok Health EU
Manufacturer

@

Choose who

Registration Open

+ Start a change

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

Only you, so far.

Identification
UDI-DI
B89959990990007

Basic UDI-DI
099999999910W2

uDi-A



@ EXECUTED GHERKIN STEP
And | start a wave-two documents-only change and open its registration pass

2Med Technical file

Home » Demo Registered Device » Registration

or Registration uncrenged

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 4

Mot checked Check registration

EUDAMED, by hand

1 Produce the package.
Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers, After release, the same action prepares the XML download

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it.

3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.

Check EUDAMED now

® 1. Device identification Device identification 13 questions
13/13
Which EU regulation B H
® 2. Markets & countries . .
Ny covers this device? bt Ul e rbns.s
' EUDAMED: applicable
& 1 Clinieal fintandad regulation

Capture SHA-256: €635c54£29b48bb5b792a22017ac5e808£5b012b3727fa7e5297£8a2ec861dce
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&

® . [TEST] Flok Health EU o e
Manufacturer
Back to the change
Progress

65 of 65 - XML needs all 65

In this change

Nothing edited yet. Registered answers stay as
they are.

Help

Each guestion shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDIS submits nothing itself.



@ EXECUTED GHERKIN STEP
Then the wave-two MDR topic "Device identification" shows its exact current questions pass

No visible change at this step, the already-selected topic's questions were checked

2Med Technical file & @ w [TESTIFiokHealthEy e

Manufacturer

Home » Demo Registered Device » Registration

or Registration uvncense

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - editsride Change 4

Back to the change

Not checked istration Progress

EUDAMED, by hand 65 of 65 - XML needs all 65

1- Produce the package.
Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated. In this change

Use the action bar below to validate and complete these answers, After release, the same action prepares the XML download

Mothing edited yet. Registered answers stay as
2 - A person uploads it to EUDAMED. they are.

A person uploads the generated XML to EUDAMED; MDIS does not submit it

I - Compare with EUDAMED on demand. Help

Compare the stored device version with EUDAMED on dermand.

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDIS submits nothing itself.

Check EUDAMED now

® 1. Device identification Device identification 13 questions
13413
Which EU regulation @H
#® 2. Markets & countries . .
o covers this device? MDR (EU) 2017/745
' EUDAMED: applicable
regulation

& T Clinical /intandead
Capture SHA-256: €635c54£29b48bb5b792a22017ac5e808£5b012b3727fa7e5297£8a2ec861dce
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@ EXECUTED GHERKIN STEP
And the wave-two MDR topic "Markets & countries" shows its exact current questions pass

Manufacturer

2Med Technical file ~ & @ w [TESTIFlokHealthEU e

Home » Demo Registered Device » Registration

or Registration uncrenged

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 4

Back to the change

Not checked Check registration Progress

EUDAMED, by hand 65 of 65 - XML needs all 65

1 Produce the package.
Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated. In this change

Use the action bar below to validate and complete these answers, After release, the same action prepares the XML download

Nothing edited yet. Registered answers stay as
2 - A person uploads it to EUDAMED. they are.

A person uploads the generated XML to EUDAMED; MDIS does not submit it.

3 - Compare with EUDAMED on demand. Help

Compare the stored device version with EUDAMED on dermand.

Each guestion shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDIS submits nothing itself.

Check EUDAMED now

® 1. Device identification Markets & countries 4 guestions
13,13
Countries where the 3 Help
® 2. Markets & countries L A o
4l4 device is placed on the T BE B e e e
I
market .
& T Clinkieal §inrandsd EUDAMED: Member States where DE DK £E L £s F £

Capture SHA-256: c8809ca905ceac35d8da8a093£5e058977e03£78538fed4d5bcd5ee66£9d3d949
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@ EXECUTED GHERKIN STEP

And the wave-two MDR topic "Clinical / intended purpose" shows its exact current questions pass

2Med Technical file

Home » Demo Registered Device » Registration

or Registration uncrensed

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - editsride Change 4

Mot checked

EUDAMED, by hand

1- Produce the package.

Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers, After release, the same action prepares the XML download.

2. A person uploads it to EUDAMED.

A person uploads the generated XML to EUDAMED; MDIS does not submit it

I . Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on demand.

Check EUDAMED now

® 1. Device identification
1B/13

#® 2 Markets & countries

Clinical / intended purpose

Deoes the product follow

e guestions

the Annex XVI route (a

& & : . o
non-medical intended
® 3. Clinical / intended purpose)?
purpose EUDAMED: intended purpose
16 /16 other than medical MDR

Annex XWI

Capture SHA-256: e68b7ba903b0748996be202bf59e2ffedf371993b05673ee011339££88c92a5b
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&

@ - [TEST] Flok Health EU o e
Manufacturer
Back to the change
Progress

65 of 65 - XML needs all 65

In this change

Nothing edited yet. Registered answers stay as
they are.

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDIS submits nothing itself.



@ EXECUTED GHERKIN STEP
And the wave-two MDR topic "Risk class & rules" shows its exact current questions pass

2Med

S R LI LR L S P L S

Technical file -

3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.

Check EUDAMED now

#® 1. Device identification
12/13

® 2. Markets & countries

4 4

® 3. Clinical / intended
purpose

16/ 16

® 4 Risk class & rules
3/3
@ 5. Sterilisation & safety

15715

® 6. Certificates & UDI

14 /14

Capture SHA-256: 0761dbdd7a21b2a51601e25a668d58b60048c72343£393cf41ea332£690fble9

Risk class & rules

What is the approved risk Help
class for this device?

EUDAMED: device class - MDR

Art. 51, Annex VIII

Is this Class b ® Help
implantable device a

suture, staple, dental

filling, brace, crown, screw,

wedge, plate, wire, pin,

clip or connector?

Does the device have @) Help
critical warnings or
contraindications?

EUDAMED: critical warnings or
contraindications - Annex vI

B 23

Class I

I guestions
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&

® ® [TEST] Flok Health EU " e

Manufacturer

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced hare and uploaded to EUDAMED by
hand; MDIS submits nathing itself



@ EXECUTED GHERKIN STEP
And the wave-two MDR topic "Sterilisation & safety" shows its exact current questions pass

2Med

[ R L LS L

P P TR

Technical file -

3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.

Check EUDAMED now

#® 1. Device identification
12/13

® 2. Markets & countries

4/ 4

® 3. Clinical / intended
purpose

16/ 16

® 4 Risk class & rules

3/3

@ 5 Sterilisation & safety

15115

® 6. Certificates & UDI

14 /14

Capture SHA-256: 07adc9458925c52fea986dee00d844c2641a0c20daflal5661fael24db5£041d

Sterilisation & safety

Is the device supplied
packaged sterile?

EUDAMED: device sterile state
- Annex VI B 18

Must the user sterilise the
device before use?
EUDAMED: need Tor
sterilisation before use
Annex VI B 18

Is the device labelled as
single use?

EUDAMED: single-use status -
Annex VI B 16

Maximum Number of
Reuses Applicable
EUDAMED

1

Maximum Number of
Reuses
—

Help

(@ Help

Help

Yes

Yes

15 questions
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&

@ — [TEST] Flok Health EU "
Manufacturer

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced hare and uploaded to EUDAMED by
hand; MDIS submits nathing itself



o

2Med

EXECUTED GHERKIN STEP
And the wave-two MDR topic "Certificates & UDI" shows its exact current questions pass

[ R L LS L

Lo P

Technical file -

3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.

Check EUDAMED now

#® 1. Device identification
12/13

® 2. Markets & countries

4 4

® 3. Clinical / intended
purpose

16/ 16

® 4 Risk class & rules

3/3

@ 5 Sterilisation & safety

15715

® 6. Certificates & UDI
T 14

Certificates & UDI

wWhat type of certificate
covers this device?

EUDAME i

What is the certificate
number and notified
body?

EUDAMED srtifi

nat ied

Is a UDI marked
permanently on the
device itself?

EUDAMED: direct marking DI -

Annex VI C 4

Issuing Entity
EUDAMED: direct
]

Direct Marking D/
DI

@ Help

Yes —separate d rprt-markmg nll

Yes —same as the UDI-DI

Capture SHA-256: 48c3d6b5e295£97a1a2489686d21c1ef9b89d32137031a66a65c5ec4770e5¢cbd

No

14 guestions
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&

@ — [TEST] Flok Health EU "
Manufacturer

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced hare and uploaded to EUDAMED by
hand; MDIS submits nathing itself



° EXECUTED GHERKIN STEP
And the six inspected wave-two MDR topics total 65 questions pass

No visible change at this step, the six inspected topic counts match the editor's total of 65 questions

ZMed ' Technicalfile v & @ w [TESTIFiokHealthEy @

Manufacturer

W R LA L P el P L SR T R L T R e e R L L L L

3 . Compare with EUDAMED on demand. Help
Compare the stored device version with EUDAMED on demand,

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand, MDIS submits nothing itself

Check EULDAMED now

® 1. Device identification Certificates & UDI 14 questions
1213

What type of certificate @ Help

covers this device?

R ertificat

® 2. Markets & countries

o

M

@ 3. Clinical / intended

purpose
16/18 What is the certificate @ Help Not required for this device's regu
number and notified
® 4 Risk class & rules body?
S.IS EUDAMED certificate nul er
® 5. Sterilisation & safety e
15/15
Is a UDI marked & Help
® 6. Certificates & UDI permanently on the Yes — separate direct-marking DI
14/ 14 device itself?

Yes — same as the UDI-DI No

EUDAMED: direct marking DI -
Annex VI € 4

Issuing Entity ) Help Mot asked — the ntrofling ans
EUDAMED: direct king
i ing

Direct Marking D! @ Help Not asked — the ntrofling ans
EUDAMED: direct marking UL
DI

Capture SHA-256: 48c3d6b5e295£97a1a2489686d21c1ef9b89d32137031ab66a65c5ec4770e5¢cbd
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@ EXECUTED GHERKIN STEP
When | open the Basic UDI-DI question guidance pass

2Med

. [t s b

T [y TR

Technical file -

3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on demand.

Check EUDAMED now

#® 1. Device identification
1B/13

® 2. Markets & countries

44

@ 3. Clinical [ intended
purpose

16/ 16

® 4 Risk class & rules

3/3

@ 5. Sterilisation & safety

15/15

® 6. Certificates & UDI

14 /14

Device identification

Which EU regulation
covers this device?

EUDAMED: applicable
regulation

Trade name

EUDAMED: device trade name

Basic UDI-DI

EUDAMED: Basic UDI-DI - Annex
VIB1

upi-oi

EUDAMED: UDI-DI - Annex ¥I B

2

Device Version
EUDAMED: device version

Which entity issued the
UDI code?

EUDAMED: issuing entity - MDR
arr 2702

@ Help

) Help

@ Help

Help

@ Help

@ Help

13 questions

MDR (EU) 2817/745

099999999910W2

099999959990007

E2E-1788933787609

GS1 | HIBCC

ICCEBEA IFA

EUDAMED

Capture SHA-256:31d609£48744164aa8006afed23£3128del1d019d13736£6c1£89c05709e0a063
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QUESTION GUIDANCE
Basic UDI-DI

Why this is asked
The family-level identifier — assigned once,

never reissued per revision.

Authority field

EUDAMED: Basic UDI-DI - Annex VI B 1

What MDIS checks
The value must match the approved EUDAMED
field type and any controlling answers.

Press Escape to close and return to the question



a EXECUTED GHERKIN STEP
And | close wave-two guidance with Escape and verify the unchanged registration pass

2Med

S R LI LR L S P L S

Technical file -

3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.

Check EUDAMED now

#® 1. Device identification
1B/13

® 2. Markets & countries

4 4

® 3. Clinical / intended
purpose

16/ 16

® 4 Risk class & rules

3/3

@ 5 Sterilisation & safety

15715

® 6. Certificates & UDI

14 /14

Device identification

Which EU regulation
covers this device?
EUDAMED: applicable
regulation

Trade name

E MET e e

Basic UDI-DI
EUDAMED: Basic UDI-DI - Annex
VIB1

upi-oi
EUDAMED: UDI-DI - Annex ¥I B
2

Device Version
EUDAMED: device version

Which entity issued the
UDI code?

EUDAMED: issuing entity - MDR
arr 2T

Help

Help

@ Help

@ Help

099999999910W2

099999959990007

13 questions

MDR (EU) 2817/745

E2E-1788933787609

Gs1 HIBCC

ICCBBA IFA

EUDAMED

Capture SHA-256: c0c623ba8ffd11413cb1166d40e487b355ee498e533b6e22866e1d56de96409e
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&

Manufacturer

® ® [TEST] Flok Health EU " e

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced hare and uploaded to EUDAMED by
hand; MDIS submits nathing itself



features/registration-vigilance/registration-wave2.feature - @SR-039 @MODULE:EUDAMED-REGISTRATION @UR-003 @REGISTRATION-WAVE2 @REGISTRATION-EUDAMED.2

Reverting one of two saved answers preserves the other answer and its change diff

PASS

I This proves independent saved answers and partial reversion. It does not prove the older promise that editing an answer converts a Documents only draft to Documents + registration.

Q EXECUTED GHERKIN STEP
Given the redesign sign-in page pass

2Med &

. s
Signin
Your code from the authenticator app comes

next.

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP
When I sign in to the redesign as the EU manufacturer pass

2Med Technical file ~ & @ v [TESTIFlokHealthEu e

Manufacturer

Your work + Add a device

[TEST] Flok Health EU - Wednesday 2 September

s 5 . O ~ O . 16

- drafts to finish returned for changes ™ waiting on a partner devices, 12 released
Needs you Sdrafts Devices - 16 All 16
VitaPulse Monitor )
- . . . - Continue Q Name, UDI-DI or Basic UDI-DI
EZ2E portiolio VitaPulse Monitor registration draft - 20
Flok Posture Coach .
FP Continue FH Flok Health Unreleased

1.0 first release

i Demo Registered Device
= EZE Journey Device 1788933721006342 P — DR § eg Reisasad
Change 2 20.0 released 9 Sept
i SecurView DX
o E2E Journey Device 1788933770899946 Continue sD Releasad

2 open drafts - Change 3 1.0 releasad 9 Sept

AeroVent Home
AH Released
1.0 released 9 Sept

o OrthoFix Pro _—
1.0 released 9 Sept

LT T PR Y Py

Capture SHA-256:241514£5cc424e915d839e844265£7671c8cb008bc34a006641154eb02e70483
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EXECUTED GHERKIN STEP
And | open the seeded registered device pass

©

2Med

Technical file -

Home » Devices » Demo Registered Device

- -
orn Demo Registered Device #eese
current 20.0 released 9 Sept - Basic UDI-DI 099333399910W2

Changes and releases Release history

200

(¥4 . ) Delivered Open
Released 9 Sept - Change 3
200

v Deliverad Open
Released 3 Sept - Change 2
Demo registered baseline

vy 9 Deliverad Open

Released 9 Sept

Current file 20.0-3documents Eind

B Technical documentation 2 documents

happy-path-annex-vi-dataset.pdf

happy-path-annex-vi-dataset.pdf

B Certificates & declarations 1 document

Capture SHA-256:d42188£f4b4be129aeb96984d47846£3350a35b64ec41c5£7b038£29b0278£fa7
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&

[TEST] Flok Health EU
Manufacturer

@

Choose who

Registration Open

+ Start a change

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

Only you, so far.

Identification
UDI-DI
B89959990990007

Basic UDI-DI
099999999910W2

uDi-A



@ EXECUTED GHERKIN STEP
And | start a wave-two documents-only change and open its registration pass

2Med Technical file

Home » Demo Registered Device » Registration

or Registration uncrenged

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 5

Mot checked Check registration

EUDAMED, by hand

1 Produce the package.
Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers, After release, the same action prepares the XML download

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it.

3. Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.

Check EUDAMED now

® 1. Device identification Device identification 13 questions
13/13
Which EU regulation B H
® 2. Markets & countries . .
Ny covers this device? bt Ul e rbns.s
' EUDAMED: applicable
& 1 Clinieal fintandad regulation

Capture SHA-256: 2e88ebaec34febc81lbab64c61l00af2cbeedbadc2ea9de2004eadd0d05a45374d3
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&

® . [TEST] Flok Health EU o e
Manufacturer
Back to the change
Progress

65 of 65 - XML needs all 65

In this change

Nothing edited yet. Registered answers stay as
they are.

Help

Each guestion shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDIS submits nothing itself.



©

2Med

@ 1. Device identification
12/13 - 2 answers changed

® 2. Markets & countries

f&

@ 3. Clinical / intended
purpose

® & Risk class & rules

® 5. Sterilisation & safety

15/15

® 6. Certificates & UDI
14/ 14

EXECUTED GHERKIN STEP
And | save independent wave-two version and reference-number answers pass

Technical file -

EULAMED . GEVICE VErslion

Which entity issued the
UDI code?

EUDAMED: 1ssuing ntity - MDR

Art. 27(2)

UDI-DI from another
entity (secondary)
applicable?

EUDAMED: secondary UDI-DI
applicable

UDI-DI from another
entity
I -

Issuing Entity
[
2|

Trade Name Applicable
EUDAMED: Trade name
applicable

MNomenclature Code
EUDAMED: nomenclature code
(EMDN) - MDR Art. 26

Reference/Catalogue
Number

Changed
was EPEFEESSTEFEES - now Wave-two-b2bdbSal
Help
GS1 HIBCC ICCBBA IFA
EUDAMED
@ Help
Yes Ne
7) Help
7 Help
Help
Yes Mo
Help
Aglelelelel x Choose another code
Help

Wave-two reference b2bdbSal

Capture SHA-256: 66bbe21daaddc2c3d76b2c89a0cd59£0613865111db6621d3d9b461d499¢c7b5E
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&

@

[TEST] Flok Health EU "

Manufacturer



@ EXECUTED GHERKIN STEP
Then both wave-two answers survive reload and name their carrying change pass

Manufacturer

2Med Technical file - & @ w [TESTIFlokHealthEU e

Home » Demo Registered Device » Registration

or Registration crage

Demo Registered Device - EUDAMED device registration - 65 of 65 answered - edits ride Change 5

Back to the change

2 answers changed — part of change Change 5. Progress

Not checked

65 of 65 - XML needs all 65

EUDAMED, by hand In this change

1- Produce the package. . .
Device Version
Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated. EZE-1788933787609 . Wave-two-b2bdb9al

Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download.

ReferencefCatalogue Number
DEMO-REF-001 — Wave-two reference
A person uploads the generated XML to EUDAMED; MDIS does not submit it bZbdb3al

2 - A person uploads it to EUDAMED.

3 - Compare with EUDAMED on demand. Released with Change 5 Registered answers
Compare the stored device version with EUDAMED on dermand. stay until then.

Check EUDAMED now

Help

® 1. Device identification Device identification 13 questions

Each question shows EUDAMED's own
13/13 - 2 answers changed ues shows S oV

guidance from its help button. The XML is
Which EU regulation %) Helo nrncursd hars and inlnadsd to ELIDAMED b

Capture SHA-256: c50a3c21dc230a46fbbl64ad97aa5d08cccldb66bacl20d0e0556cfdclcfa39ill
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@ EXECUTED GHERKIN STEP
When | follow the wave-two banner to the change pass

Manufacturer

2Med Technical file ~ o m [TESTIFlokHealthEU e

Home » Demo Registered Device » Change 5 Dincarsd deft Relea

o
]

orn Change5 omn

follows 2.0.0 released 9 Sept

5
£y Documents = Find Ready to release? Ready
+~ Ewvery upload has a section.
&1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents

+  Your representation for this market is

3 unchanged documents Show all confirmed. )
Who receives it - Release authority &
reviewers

& Registration Changed

2 answers differ from the registered record.
» Show 2 registration changes

Open registration

Who receives it Choase who

Nobody receives this release
Capture SHA-256: €333211£f24c01f9a2316ael18a479329473721a3386ece9ebeffIed9aflcazads
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@ EXECUTED GHERKIN STEP
Then the wave-two Registration card mirrors both persisted answer diffs pass

Manufacturer

2Med Technical file ~ o m [TESTIFlokHealthEU e

Home » Demo Registered Device » Change 5 Dincarsd deft Relea

o
]

orn Change5 omn

follows 2.0.0 released 9 Sept

-
£ Documents = Find Ready to release? Ready
+~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documenits
+  Your representation for this market is
3 unchanged documents Show all confirmed.

Who receives it - Release authority &
reviewers

& Registration Changed

2 answers differ from the registered record.

v Show 2 registration changes

Device Reference/Catalogue
Wersion Number

=T DEMg

e =

> E

Wave- Wave-two

two- reference

Capture SHA-256:a53890e329671b33b9bl426e9eabeae3145be6548£1936££f11al1a795479eb34
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@ EXECUTED GHERKIN STEP
When | reopen wave-two registration and restore only the version answer pass

2Med

Technical file -

Check the current answers. Releasing the whole change records them before its EUDAMED XML can be generated.

Use the action bar below to validate and complete these answers. After release, the same action prepares the XML download.

2 - A person uploads it to EUDAMED.
A person uploads the generated XML to EUDAMED; MDIS does not submit it.

X . Compare with EUDAMED on demand.

Compare the stored device version with EUDAMED on dermand.,

Check EULDAMED now

#® 1. Device identification
13/13 - 1 answer changed

® 2 Markets & countries
Py

@ 3. Clinical / intended
purpose

1616

® 4. Risk class & rules

3/3

® 5. Sterilisation & safety

1515

® 6. Certificates & UDI

1414

Device identification

Which EU regulation
covers this device?

EUDAMED: applicable
regulation

Trade name

EUDAMED: device trade name

Basic UDI-DI
EUDAMED: Basic UDI-DI - Annex
VIB 1

upi-oi
EUDAMED: UDI-DI -
2

Annex VI B

Device Version
EUDAMED: device version

@ Help

) Help

@ Help

@ Help

@ Help

MDR (EU) 2017/745

099999999910W2

89999999990887

E2E-1788933787609

Capture SHA-256: 04b09af586dde2de457e086cfadcc73ef980a3dfb359521191£1£296e2ca99bl
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[TEST] Flok Health EU "
Manufacturer

& @

S ——— [ -
DEMO-REF-001 - Wave-two reference
b2bdb9al

Released with Change 5 Registered answers
stay until then.

Help

Each question shows EUDAMED's own
guidance from its help button. The XML is
produced here and uploaded to EUDAMED by
hand; MDI5 submits nothing itself.



@ EXECUTED GHERKIN STEP
Then only the wave-two reference-number diff remains in the editor and change card rpass

Manufacturer

2Med Technical file ~ o m [TESTIFlokHealthEU e

Home » Demo Registered Device » Change 5 Dincarsd deft S

orn Change5 omn

follows 2.0.0 released 9 Sept

[ Documents 2 Find Ready to release? Ready

+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

+  Your representation for this market is

3 unchanged documents Show all confirmed.
Who receives it - Release authority &
reviewers
& Registration Changed

1 answer differs from the registered record

v Show 1registration change

Reference/Catalogue
Number

DEMO—

Rl el

9

Wave-two
reference

Capture SHA-256: b55eel6656e71ca8ba26e20e46309058e1494acd97079ed7£8bc58246c7ceblc
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features/release-integration/documents-wave2.feature - @MODULE:RELEASE @SR-029 @DELETION-RESTORE-ROUND-9-REPLACES-RETIREMENT.2

A batch deletion uses one optional reason for both released documents

PASS

@ EXECUTED GHERKIN STEP
Given the redesign sign-in page Ppass

2Med &

- -
Signin
Your code from the authenticator app comes
next

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP

When I sign in to the redesign as a manufacturer

2Med

Technical file -

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
- Northstar VitalSync Patient Monitor
1.1 labelling update
— Morthstar Sonolite Handheld Ultrasound
1.0 first release
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256: 2635fc1c93d52d0a66885acc0e57e65bb091al5eb467f6eff4el40170fab9ef9

Change1-1.0.0 -first release

PASS

o3

¢ @

Manufacturer

+ Add a des

[TEST] Northstar Medical Im...

e

41

devices, 6 released

0 v

waiting on a partner

12 drafts Devices - &1
Continue Q Name, UDI-DI or Basic UDI-DI
Continue PA  PulseView AR Validation ...
Continue AP AtlasView PRRC Validatio...
) AA AtlasView AR Verification ...
Continue
AA AtlasView AR Validation ...
Continue
Al AtlasView Importer Verifi...
Continue

Al AtlasView Importer Rejec...

MDIS walkthrough - 352 /418

All 415

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the redesign's add-device form pass

Add a device

You can change everything later. The device starts as a first-release
draft.

Name
(As it appears on the label )

upI-pl Basic UDI-DI
| This model ) @mional now, needed to regis |

e D

Capture SHA-256: af4466d07de749c4e8534£0£00c2c9e60a447201cfb93b39d4dc502c£d250844

MDIS walkthrough - 353 /418



@ EXECUTED GHERKIN STEP
And | submit a device with a unique name and UDI-DI pass

2Med Technical file + o) @ = ﬂff::ar:_or::szarMedicanm... . @

i » vices Journey Device T788933¢
Home » Devices » E2E Journey Device 17889339088009%9 T T o [

E2E Journey Device 1788933908800991 uneesd

not released yet - Basic UDI-DI

Changes and releases Registration Open

Mot started. EUDAMED needs every answer
No changes yet.

Who can open it Choose who

Only you, so far.

Identification

uDI-D
E2E-1788933908800991

Basic UDI-DI

uDi-~l

Capture SHA-256: 7fcbd0fe5a80a1518765d2£04fbbf61l63ab6ebaac5ab6c77ccdf8e86a69076aca
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@ EXECUTED GHERKIN STEP
And | start production version "wave 2 batch deletion baseline" pass

Manufacturer

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Home » E2E Journey Device 1788233208800291 » Change 1 Discard draft Relea:

7]
]

Change1 o=t

Version wave 2 batch deletion baseline Rename

E Documents © Find Ready to release? Ready
~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents

& This device's target market is not

recorded — add its EUDAMED

No documents yet registration from the device's
Registration page; the registration
records the market.
Who receives it - Release authority &
reviewers - recommended — you can still
release
MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Open Who receives it

Capture SHA-256: 042205b476ea0c966d9e8eabb82ec8933369d478051fa6826488ef45cl17£7a45
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@ EXECUTED GHERKIN STEP
And | complete the release's market facts pass

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Manufacturer

Home » E2E Journey Device 1788233208800291 » Change 1 Discard draft Relea:

7]
]

Change1 o=t

Version wave 2 batch deletion baseline Rename

B Documents 0 Find &, Add files Ready to release? Ready

~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& Your organisation's country is not this

device's market, so the release needs
No documents yet a confirmed authorised

representative — appoint one under
Who receives it, then confirm.
Who receives it - Release authority &
reviewers - recommended — you can still
release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256: 81££200£93826737c732dc£307189c0caf47d46afaa8ef199fb68cffe9Ib23199
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@ EXECUTED GHERKIN STEP
And | ensure the current release has two documents pass

%Med / Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » E2E Journey Device 1788533308800331 » Change 1 Discard draft Release

Change1 o=t

Version wave 2 batch deletion baseline Rename

B Documents 2 Zchanged Find 2t add files Ready to release? Ready

~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

/& Your organisation's country is not this

B IFU & labelling 2 documents device's market, so the release needs
a confirmed authorised
| multi-eo-product-label pdf ® representative — appoint one under
New Who receives it, then confirm.
Who receives it - Release authority &
| eifu-multilingual.pdf ® reviewers - recommended — you can still
MNew release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256:8631444ba79£870b20d3ebc0b420e2ac1d8415fdfce93422f1c774a42albde7a
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@ EXECUTED GHERKIN STEP
And | press Release once pass

%Med - Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » E2E Journey Device 1788533908800391 : Change 1

Change1 o=t

Version wave 2 batch deletion baseline Rename

Discard draft Releasing...

B Documents 2 -2changed Find 1, Add files Ready to release? Ready

~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

/& Your organisation's country is not this

B IFU & labelling 2 documents device's market, so the release needs
a confirmed authorised
| multi-eo-product-label pdf ® representative — appoint one under
New Who receives it, then confirm.
Who receives it - Release authority &
| eifu-multilingual.pdf ® . reviewers - recommended — you can still
Mew release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Open Who receives it
Capture SHA-256: dle675aaa008ce8df6£f2ba3968c945a3633bc444f63ccdl5ae3dl8fcalbecabef
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@ EXECUTED GHERKIN STEP

Then the release is delivered immediately pass

2Med Technical file

Home » E2E Journey Device 1788533908800391 : Change 1

Change1 oeiwer

Version wave 2 batch deletion baseline on the market since 9 Sept

B Documents 2-2changed -frozen asreleased

B IFU & labelling

multi-eo-product-label.pdf

New

eifu-multilingual. pdf
MNew

Capture SHA-256:¢c230009b434c74e37e17e079b73e15b66£6d410cc0328745b539901d6d00£2£fd

Find

2 documents

@ s
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[TEST] Northstar Medical Im... " @

Manufacturer

Delivered to the frozen recipient set

'@ Registration Incomplete

33 of 65 answers - EUDAMED XML needs all
65 - not needed to release

Answer remaining 32

Open registration

Who receives it Choose who

Nobody receives this release

B Delivery

Delivered on 2026-09-09.

Summary
Version Documents
wave 2 batch 2



@ EXECUTED GHERKIN STEP
When | go back to the device pass

2Med Technieal file ~ cC ®@ m [TEST] Northstar Medical Im... @

Manufacturer

Home » Devices » E2E Journey Device 1788933308800951

o E2E Journey Device 1788933908800991  reea=d

current wave 2 batch deletion baseline released 9 Sept - Basic UDI-DI E2EBASICT7BB93391020919

Choose who + Start a change

Changes and releases Release history Registration Open

wave 2 batch deletion baseline

) ) Delivered Open 35 of 65 answers - EUDAMED XML needs all 65
Released 9 Sept- Change 1

Who can open it Choose who
Current file wave 2 batch deletion baseline - 2documents Find

Only you, so far.
B IFU & labelling 2 documents

multi-eo-product-label.pdf Identification

eifu-multilingual.pdf UDI-DI

E2E-1788933008800991

Basic UDI-DI
E2EBASIC178893391020919

uDi-A

Capture SHA-256: 9d2da637b£f8a3c0d90126fb1£c942334dd14£28£6£80bf58£fc710c6b49679ded
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° EXECUTED GHERKIN STEP
And | start a follow-up change pass

%Med / Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » E2ZE Journey Device 1788333208800991 » Change 2 Discard draft Release

o5 Change2 om

follows wawve 2 batch deletion baseline released 9 Sept

[ Documents 2 Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents

# Your organisation's country is not this

2 unchanged documents Show all device's market, so the release needs

a confirmed authorised

representative — appoint one under

Who receives it, then confirm.

Who receives it - Release authority &

reviewers - recommended — you can still

release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

firm the appointment

Open Who receives it

Capture SHA-256:¢9356c9312526£2274f4cb060c9e66£531a6851ebeffb9a3ed9c6b7c0d38bade
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Q EXECUTED GHERKIN STEP
When | select two released documents for one batch deletion pass

Delete 2 documents x

They leave this change now. Delivered copies from earlier releases
are not touched.

Every release that shipped it keeps it. Need it again? Upload it again.

multi-eo-product-label.pdf, eifu-multilingual.pdf

({26 wave2 batch removal 1788933314291 )

o GRS

Capture SHA-256: 343c05d1f4fdeace56a8eca58e6a5ba840effa8be09976ec07c3bc052c0a0562
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e EXECUTED GHERKIN STEP
Then the batch dialog asks once for an optional reason pass

The already-open batch deletion dialog remained visible while its one optional reason and two selected documents were checked.

Delete 2 documents x

They leave this change now. Delivered copies from earlier releases
are not touched.

Every release that shipped it keeps it. Need it agair? Upload it again.

multi-eo-product-label. pdf, eifu-multilingual.pdf
Reason (optional)
(E2£ wave2 batch removal 1788933914291 )

e GRS

Capture SHA-256: 343c05d1f4fdeace56a8eca58e6a5ba840effa8be09976ec07c3bc052c0a0562
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@ EXECUTED GHERKIN STEP
When | confirm the batch deletion pass

%Med Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » E2E Journey Device 1788933308800991 » Change 2

Discard draft
o5 Change2 om
follows wawve 2 batch deletion baseline released 9 Sept
[ Documents 0O Find Ready to release? Ready
+~ Ewvery upload has a section.
&1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents
# Your organisation's country is not this
@ Remowved in this change 2 documents device's market, so the release needs
a confirmed authorised
multi-eo-product-label.pdf B representative — appoint one under
Removed at release — delivered copies stay — E2E wave2 batch removal 1788333914291 Who receives it, then confirm.
Who receives it - Release authority &
eifu-multilingual.pdf reviewers - recommended — you can still
Removed at release — delivered copies stay — E2E wave2 batch removal 1788933914291 N release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

firm the appointment

Open Who receives it

Capture SHA-256: £7ccbcel5b24£5764e42b4df3bbacdd5¢c051812c7bfbf7de537b50£55e5a43c0a
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a EXECUTED GHERKIN STEP
Then the batch deletion records one optional reason for both documents pass

No visible change at this step, asserted through the APl read

[TEST] Morthstar Medical Im...
% Med ] Technical file & ™ Manufacturer -

Home » EZE Journey Device 178B933908800991 : Change 2 Discard draft

- Change2 o=

follows wave 2 batch deletion baseline released 9 Sept

[ Documents © Find Ready to release? Ready

~ Every upload has a section.

&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& Your organisation's country is not this

o Removed in this change 2 documents device's market, so the release needs
a confirmed authorised

multi-eo-product-label.pdf B representative — appoint one under

Removed at release — delivered copies stay — EZE wawve2 batch removal 1788333914291 Who receives it, then confirm.

Who receives it - Release authority &
reviewers - recommended — you can still
release

eifu-multilingual.pdf

Removed at release — delivered copies stay — E2E wave2 batch removal 1788333914291
MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256: f7ccbcel5b24£5764e42b4df3bbacdd5¢c051812c7bfbf7de537b50£55e5a43c0a
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@ EXECUTED GHERKIN STEP
And the batch deletion remains absent after a fresh release reload

No visible change at this step, asserted through the APl read

2Med | Technical file

Home » E2ZE Jourmney Device 1788933908800991 » Change 2

- Change2 o=

follows wave 2 batch deletion baseline released 9 Sept
[ Documents © Find

1, Drop PDFs here - section guessed from the filename, you confirm

[§ Removed in this change

multi-eo-product-label.pdf
Removed at release —delivered copies stay — E2ZE wave2 batch removal 1788333914291

eifu-multilingual.pdf
Removed at release — delivered copies stay — E2E wave2 batch removal 1788333914291

Capture SHA-256: f7ccbcel5b24£5764e42b4df3bbacdd5¢c051812c7bfbf7de537b50£55e5a43c0a

PASS

2 documents
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&

Manufacturer

- [TEST] Morthstar Medical Im... o @

Discard draft

Ready to release? Ready

~ Ewery upload has a section.
Settings / Review policy - Documents

& Your organisation's country is not this
device's market, so the release needs
a confirmed authorised
representative — appoint one under
Who receives it, then confirm.
Who receives it - Release authority &
reviewers - recommended — you can still
release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Confirm the appointment

Open Who receives it



@ EXECUTED GHERKIN STEP
When | discard the current documents-screen draft pass

2Med Technieal file ®

Home » Devices » E2E Journey Device 1788933308800951

o E2E Journey Device 1788933908800991  reea=d

current wave 2 batch deletion baseline released 9 Sept - Basic UDI-DI E2EBASICT7BBES93391020919

Changes and releases Release history

wave 2 batch deletion baseline

) ) Delivered Open
Released 9 Sept - Change 1

Current file wave 2 batch deletion baseline - 2documents Find

B IFU & labelling 2 documents
multi-eo-product-label.pdf

eifu-multilingual.pdf

Capture SHA-256: ddb5e0468341dd94d38£d8602904dc6dcf3acf524d85a75e2238e44b6600e70b

MDIS walkthrough - 367 / 418

@

[TEST] Northstar Medical Im...

Manufacturer

e

Registration

Open

33 of 65 answers - EUDAMED XML needs all 65

Who can open it

Only you, so far.

Identification
UDI-DI
E2E-1788933008800991

Basic UDI-DI
E2EBASIC178893391020919

uDi-A

Choose who



features/release-integration/documents-wave2.feature - @MODULE:RELEASE @SR-029 @UNCHANGED-DOCUMENTS-V5-ROUND-7.1

Show all and Hide all preserve unchanged document identities

PASS

I The disclosure and persisted identities are exercised here. Pulling a document into the change by executing Replace remains outside this journey.

Q EXECUTED GHERKIN STEP
Given the redesign sign-in page pass

2Med &

. s
Signin
Your code from the authenticator app comes

next.

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP

When I sign in to the redesign as a manufacturer

2Med Technieal file

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
ns Northstar Sonolite Handheld Ultrasound
1.0 first release
—c Northstar VitalSync Patient Monitor
1.1 labelling update
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256: d73b4b4cc37339616d9¢c4b5b£8666431£f9£366££21049751bfadddb65c4d9585

Change1-1.0.0 -first release

PASS

o3

0

waiting on a partner

12 drafis

Continue

Continue

Continue

Continue

Continue

Continue

MDIS walkthrough - 369 / 418

&

[TEST] Northstar Medical Im... o @

+ Add a des

@ Manufacturer
. 42
devices, 7 released
Devices - 42

Q Name, UDI-DI or Basic UDI-DI

PA

PulseView AR Validation ...

AtlasView AR Verification ...

AtlasView AR Validation ...

AtlasView Importer Verifi...

AtlasView Importer Rejec...

AtlasView Distributor Veri...

All 42 »

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the redesign's add-device form pass

Add a device

You can change everything later. The device starts as a first-release
draft.

Name
(As it appears on the label )

upI-pl Basic UDI-DI
| This model ) @mional now, needed to regis |

e D

Capture SHA-256: £4298e£2d0712cffc3a9a660db72141b00c5££00£117950be041c243a8c28420
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@ EXECUTED GHERKIN STEP
And | submit a device with a unique name and UDI-DI pass

2Med Technical file + o) @ = ﬂff::ar:_or::szarMedicanm... . @

N » W 5 : e :\ ic 7 TI917 (=
Home » Devices » E2E Journey Device 1788933917911580 T T o [

E2E Journey Device 1788933917911580  urresass

not released yet - Basic UDI-DI

Changes and releases Registration Open

Mot started. EUDAMED needs every answer
No changes yet.

Who can open it Choose who

Only you, so far.

Identification

uDI-D
E2E-1788933917911580

Basic UDI-DI

uDi-~l

Capture SHA-256: 498c£dd33£0fc6f5c2cc775d3bda7£4b0£710a04ddb8ec7c726d9£6£9dc6c689

MDIS walkthrough - 371 /418



@ EXECUTED GHERKIN STEP
And | start production version "wave 2 unchanged baseline" pass

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Manufacturer

Home » E2E Journey Device T78B233917911580 : Change 1 Discard draft Relea:

7]
]

Change1 o=t

Version wave 2 unchanged baseline Rename

B Documents 0 Find &, Add files Ready to release? Ready

~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& This device's target market is not

recorded — add its EUDAMED

No documents yet registration from the device's
Registration page; the registration
records the market.
Who receives it - Release authority &
reviewers - recommended — you can still
release
MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Open Who receives it

Capture SHA-256: 6bf3c1dlbff3ad8c4d2£827364c8b89b£38800056198167eela2f7a0fddf8a55
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@ EXECUTED GHERKIN STEP
And | complete the release's market facts pass

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Manufacturer

Home » E2E Journey Device T78B233917911580 : Change 1 Discard draft Relea:

7]
]

Change1 o=t

Version wave 2 unchanged baseline Rename

B Documents 0 Find &, Add files Ready to release? Ready

~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& Your organisation's country is not this

device's market, so the release needs
No documents yet a confirmed authorised

representative — appoint one under
Who receives it, then confirm.
Who receives it - Release authority &
reviewers - recommended — you can still
release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256: 3£307b79ccf2d6feelbd6a9cfc2726ac4ced9¢c788845cee7d1602bc024fc8f1f

MDIS walkthrough - 373 / 418



@ EXECUTED GHERKIN STEP
And | ensure the current release has two documents pass

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Manufacturer

Home » E2E Journey Device T78B233917911580 : Change 1 Discard draft Relea:

7]
]

Change1 o=t

Version wave 2 unchanged baseline Rename

B Documents 2 Zchanged Find 2t add files Ready to release? Ready

~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

/& Your organisation's country is not this

B IFU & labelling 2 documents device's market, so the release needs
a confirmed authorised
eifu-multilingual pdf ® representative — appoint one under
New Who receives it, then confirm.
Who receives it - Release authority &
multi-eo-product-label.pdf ® reviewers - recommended — you can still
Meaw release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256: 247535635aea8d7ba77e687571a30100a5042e8f6bleffe8cc8254b624£f£f164c

MDIS walkthrough - 374 / 418



@ EXECUTED GHERKIN STEP
And | press Release once pass

%Med - Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » E2E Journey Device 178B8933917911580 : Change 1

Change1 o=t

Version wave 2 unchanged baseline Rename

Discard draft Releasing...

B Documents 2 -2changed Find 1, Add files Ready to release? Ready

~ Ewvery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

/& Your organisation's country is not this

B IFU & labelling 2 documents device's market, so the release needs
a confirmed authorised
| eifu-multilingual.pdf ® - representative — appoint one under
New Who receives it, then confirm.
Who receives it - Release authority &
| multi-eo-product-label.pdf ® . reviewers - recommended — you can still
Mew release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
covers this market.

Open Who receives it
Capture SHA-256: 9b3afe0cffd0c35¢c53ef75a6b19712f5a682c388a86£2£38cf991dab3cb27e58
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@ EXECUTED GHERKIN STEP
Then the release is delivered immediately pass

ST] Northstar Medical Im...
. Technieal file m [TE
aMed ! v & Manufacturer e
Home » E2E Journey Device 178B8933917911580 : Change 1 Delivered to the frozen recipient set
5 Changel oewws
Veersion wave 2 unchanged baseline on the market since 2 Sept
B Documents 2-2changed -frozen asreleased Find & Registration Incomplete
33 of 65 answers - EUDAMED XML needs all
B IFU & labelling 2 documents 65 - not needed to release
| eifu-multilingual pdf P Answer remaining 32
Mew
Open registration
| rulti-eo-product-label pdf ® -
Mew

Who receives it Choose who

Nobody receives this release

B Delivery

Delivered on 2026-09-09.

Summary

Version Documents
wave 2 unchanged 2

Capture SHA-256:93917361fcaef1b504bc0bf5665fd8fed£99982ff52e4a2cflcddbc80aacab8s8

MDIS walkthrough - 376 / 418



@ EXECUTED GHERKIN STEP
When | go back to the device pass

2Med Technieal file ®

Home » Devices » E2E Journey Device 1788933917911580

o E2E Journey Device 1788933917911580  ree==d

current wave 2 unchanged baseline released 9 Sept - Basic UDI-DI E2ZEBASICI7EBB3339130855

Changes and releases Release history

wave 2 unchanged baseline

) : Delivered Open
Released 9 Sept - Change 1

Current file wave 2 unchanged baseline - 2documents Find

B IFU & labelling 2 documents
eifu-multilingual.pdf

multi-eo-preduct-label.pdf

Capture SHA-256: 85029357b86£e510659fd53b6ea65£3e4c9£9cd4£10061d6acacld5£30b809ed

MDIS walkthrough - 377 / 418

@®

[TEST] Northstar Medical Im...
Manufacturer

Choose who + Start a chang

Registration Open

33 of 65 answers - EUDAMED XML needs all 65

Wheo can open it Choose who

Only you, so far.

Identification
UDI-DI
E2E-1788933917911588

Basic UDI-DI
E2EBASIC17889330190855

uDi-A

e

ge



° EXECUTED GHERKIN STEP
And | start a follow-up change pass

%Med / Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » E2E Journey Device T78B333917911580 » Change 2 Discard draft Release

5 Change2 om

follows wave 2 unchanged baseline released 9 Sept

[ Documents 2 Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents

# Your organisation's country is not this

2 unchanged documents Show all device's market, so the release needs

a confirmed authorised

representative — appoint one under

Who receives it, then confirm.

Who receives it - Release authority &

reviewers - recommended — you can still

release

MDIS compares your organisation’s
country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

firm the appointment

Open Who receives it

Capture SHA-256: e7fc750£130a7a2c7099e0db2e33eaae3a63030869a0d0c3344d841£363eae02

MDIS walkthrough - 378 / 418



e EXECUTED GHERKIN STEP
When | expand and collapse the unchanged document group pass

Manufacturer

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Home » E2E Journey Device 178B533917911580 : Change 2 Dincarsd deft Relea

7]
]

5 Change2 om

follows wave 2 unchanged baseline released 9 Sept

[ Documents 2 Find Ready to release? Ready
+~ Ewvery upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings / Review policy - Documents

# Your organisation's country is not this
B IFU & labelling 2 documents device's market, so the release needs
a confirmed authorised
representative — appoint one under

eifu-multilingual pdf @ Who receives it, then confirm.
Who receives it - Release authority &
multi-eo-product-label pdf @ - reviewers - recommended — you can still
release
MDIS compares your organisation’s
Showing 2 unchanged documents Hide

country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation.
Confirming records that the appointment
cowvers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256: 3ab4962606ba0919fbea3d179cd11£f1076c8abec059acc9fcd338eeladl22c65
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Q EXECUTED GHERKIN STEP
Then the unchanged document identities survive the disclosure cycle and reload pass

Final picture unchanged; the unchanged document group was re-expanded after reload with the same persisted identities.

ST] Northstar Medical Im...
Technical file w [E
%MEd ¥ G’ Manufacturer -

Home » EZE Journey Device T7BB933317911580 » Change 2 Discard draft

- Change2 o=

follows wave 2 unchanged baseline released 9 Sept

£ Documents 2 Find 2+, Add files Ready to release? Ready

~ Every upload has a section.
1, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

& Your erganisation's country is not this
B IFU & labelling 2 documents device's market, so the release needs
a confirmed authorised
representative — appoint one under

eifu-multilingual.pdf - Who receives it, then confirm.
Who receives it - Release authority &
multi-eo-product-label.pdf @ . reviewers - recommended — you can still
release
MDIS compares your organisation’s
Showing 2 unchanged documents Hide

country (from its SRN) with this device's
market. Your representative is appointed
under Who receives it — a partner you are
already connected to at once, a new one
once they accept the invitation
Confirming records that the appointment
covers this market.

Confirm the appointment

Open Who receives it

Capture SHA-256: 3ab4962606ba0919fbea3d179cd11£f1076c8abec059acc9fcd338eefadl22c65
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@ EXECUTED GHERKIN STEP
When | discard the current documents-screen draft pass

2Med Technieal file ®

Home » Devices » E2E Journey Device 1788933917911580

o E2E Journey Device 1788933917911580  ree==d

current wave 2 unchanged baseline released 9 Sept - Basic UDI-DI E2ZEBASICI7EBB3339130855

Changes and releases Release history

wave 2 unchanged baseline

) : Delivered Open
Released 9 Sept - Change 1

Current file wave 2 unchanged baseline - 2documents Find

B IFU & labelling 2 documents
eifu-multilingual.pdf

multi-eo-preduct-label.pdf

Capture SHA-256: a054£548ac7df877366c6571facb00031d27d567ced9e89301c093ee57a44a9f
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[TEST] Northstar Medical Im...

Manufacturer

e

Registration

Open

33 of 65 answers - EUDAMED XML needs all 65

Who can open it

Only you, so far.

Identification
UDI-DI
E2E-1788933917911588

Basic UDI-DI
E2EBASIC17889330190855

uDi-A

Choose who



features/release-integration/documents-wave2.feature - @MODULE:RELEASE @SR-071 @REVIEWS-APPROVALS.7 PASS

A delivered release exports its sealed verification record

I The exported bytes and hash are proved after delivery. Before delivery the current endpoint rejects export, so exportability while decisions accumulate remains an explicit gap.

Q EXECUTED GHERKIN STEP
Given the redesign sign-in page pass

2Med &

. s
Signin
Your code from the authenticator app comes

next.

Email

Password

Forgot your password?

Capture SHA-256: 953d9al220alb501a0ede3a87b7d5516c6552£0e0d727£3b59246c01ef255e3b
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@ EXECUTED GHERKIN STEP

When I sign in to the redesign as a manufacturer

2Med Technieal file

Your work

[TEST] Morthstar Medical Imaging - Wednesday 2 September

s 12 o O
- drafts to finish returned for changes
Needs you
ns Northstar Sonolite Handheld Ultrasound
1.0 first release
—c Northstar VitalSync Patient Monitor
1.1 labelling update
- Northstar CardioMesh Coronary Stent
1.0 first release
NL Northstar LumaDerm Phototherapy Lamp
Change 1 - first release
- E2E Journey Device 1788933641806128
Change1-1.0.0 -first release
- E2E Journey Device 1788933703671839

Capture SHA-256:8095590cd5022eeed9d36c1316220d814f7fa52aa347767b791a6e897e2d9193

Change1-1.0.0 -first release

PASS

o3

0

waiting on a partner

12 drafis

Continue

Continue

Continue

Continue

Continue

Continue

MDIS walkthrough - 383 /418

&

[TEST] Northstar Medical Im... o @

+ Add a des

@ Manufacturer
. 43
devices, B released
Devices - 43

Q Name, UDI-DI or Basic UDI-DI

PA

PulseView AR Validation ...

AtlasView AR Verification ...

AtlasView AR Validation ...

AtlasView Importer Verifi...

AtlasView Importer Rejec...

AtlasView Distributor Veri...

All 43 »

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased

Unreleased



@ EXECUTED GHERKIN STEP
And | open the isolated release-ledger device pass

2Med Technieal file ®

Home » Devices  E2E Release Ledger Synthetic Device

=« E2E Release Ledger Synthetic Device rse==

current 1.0 released 9 Sept - Basic UDI-DI 0950600030045D

Changes and releases Release history
1.0
. i Delivered Open
Released 9 Sept - FIX-REL-CLEAN registered baseline

Current file 1.0-1document Find

B Certificates & declarations 1 decument

Declaration of Conformity - en
approved baseline

Capture SHA-256: 64862196cc07a402£82391bebaa2al7dl5add0£f622ada51£1505dd5670d4abb8

MDIS walkthrough - 384 /418

@

[TEST] Northstar Medical Im... o
Manufacturer
Choose who + Start a change
Registration Open

All 65 answers - ready for EUDAMED XML

Wheo can open it Choose who

E2E Authorised Rep Co

EA
Nothing yet - Authorised representative
= [TEST] Harborline Importers
All documents
e [TEST] Sectra Distribution
All documents
Identification
uDI-Di
B89506000900445



@ EXECUTED GHERKIN STEP
And | start production version "wave 2 verification record export" pass

2ZMed Technical file & e LTEST] Northstar Medical Im... @

Manufacturer

Home » E2E Release Ledger Synithetic Device » Change 6

Change 6 o=

Version wawve 2 verification record export follows 1.0 released 9 Sept  Rename

Discard draft Relea

o
]

E Documents 1 Find 1, Add files Ready to release? Ready

~ Ewery upload has a section.
&, Drop PDFs here - section guessed from the filename, you confirm Settings/ Review policy - Documents

~ Your representation for this market is
1 unchanged documents Show all confirmed.
Whao receives it - Release authority &
reviewers

+  Waiting for one approval after
release

E2E Authorised Rep Co - approval is
required before delivery

@ Registration Checking..

Loading registration..

Open registration

Whn recaives it Choose who
Capture SHA-256: 97c22e5fae963a2851938a777963a527c5c0b867218510a6ab8afd74del7a35a
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@ EXECUTED GHERKIN STEP
And | ensure the current release has two documents pass

2Med Technical file

Home » E2E Release Ledger Synithetic Device » Change 6

Change 6 o=

Version wave 2 verification record export follows 1.0 released 9@ Sept  Rename

E Documents 3 2changed Find

1, Drop PDFs here - section guessed from the filename, you confirm

B IFU & labelling 2 documents
| eifu-multilingual.pdf @ -
New
multi-eo-product-label.pdf ® e
Mew
1 unchanged documents Show all

Capture SHA-256: 74daaf670blcf50c11a3c559b0324b179a2b915bdd6ce773e44bc1713e6£8920

MDIS walkthrough - 386 /418

Manufacturer

[TEST] Northstar Medical Im... " @

Discard draft Release

Ready to release? Ready

~ Ewvery upload has a section.
Settings / Review policy - Documents

~ Your representation for this market is
confirmed.
Whao receives it - Release authority &
reviewers

+  Waiting for one approval after
release
E2E Authorised Rep Co - approval is
required before delivery

@ Registration Unchanged

Registration matches the registered
record,

Open registration



@ EXECUTED GHERKIN STEP
Then the verification record is unavailable before delivery pass

No visible change at this step, asserted through the APl read

[TEST] Morthstar Medical Im...
/ jcal v ™ ~
%MEd Techn i file 4 Manufacturer
Home » E2E Release Ledger Synthetic Device : Change & Discard draft -

Change 6 o=

ersion wave 2 verification record export follows 1.0 released 9 Sept  Rename

B Documents 3-2changed Find &, add files Ready to release? Ready

-~ Every upload has a section.

X, Drop PDFs here . section guessed from the filename, you confirm Settings/ Review policy - Documents

~ Your representation for this market is

B IFU & labelling 2 documents confirmed.
Who receives it - Release authority &
| eifu-multilingual. pdf ® .- reviewers
Mew
~  Waiting for one approval after
multi-eo-preduct-label.pdf & - release .
Mew E2E Authorised Rep Co - approval is

required before delivery

Tunchanged documents Show all

@ Registration Unchanged

Registration matches the registered
record.

Open registration

Capture SHA-256: 74daaf670blcf50c11a3c559b0324b179a2b915bdd6ce773e44bc1713e6£8920
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o

2Med

Capture SHA-256: dc7d0abb1dd7£047£9£89a74225621e24685577ce47b88cb732a8be998b56284

EXECUTED GHERKIN STEP

When I clear any carried blocking approvers pass

Technical file -

& ™ [TEST] Northstar Medical Im... o @

Manufacturer

Who receives it Cheoose who

[TEST] Harborline Importers
Importer - Certificates & declarations- 1.

[TEST] Sectra Distribution
Distributor - Certificates & declarations -

Approvals, in order  Atonce  Inorder

E2E Authorised Rep Co

EA
Authorised Representative
None Review Approve
™ [TEST] Harberline Imperters
Importer
MNone Review Approve
— [TEST] Sectra Distribution
Distributor
None Review Approve
e E2E Manufacturer

In your organisation

MNone Review Approve

MDIS walkthrough - 388 /418



@ EXECUTED GHERKIN STEP
And | complete and confirm the current release authority pass

No visible change at this step, release authority was already confirmed

[TEST] Morthstar Medical Im...
%MEd Technical file ~ & ™ Manufacturer -

Who receives it Choose who

[TEST] Harborline Importers
Importer - Certificates & declarations- 1.

[TEST] Sectra Distribution
Distributor - Certificates & declarations -

Approvals, in order  Atonce  Inorder

E2E Authorised Rep Co

EA
Authorised Representative
None Review Approve
™ [TEST] Harborline Importers
Importer
MNone Review Approve
s [TEST] Sectra Distribution
Distributor
None Review Approve
e E2E Manufacturer

In your organisation
None Review Approve

Capture SHA-256: dc7d0abb1dd7£047£9£89a74225621e24685577ce47b88cb732a8be998b56284
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@ EXECUTED GHERKIN STEP
And | press Release once pass

2Med | Technicalfile -

Home » E2E Release Ledger Synithetic Device » Change 6

Change 6 o=

Version wave 2 verification record export follows 1.0 released 9@ Sept  Rename

B Documents 3-2changed Find 1, Add files

1, Drop PDFs here - section guessed from the filename, you confirm

B IFU & labelling 2 documents
eifu-multilingual.pdf ® "
Mew
multi-eo-product-label.pdf &® "
Mew
1 unchanged documents Show all

Capture SHA-256: 55de46ee03e8eeelf9lcdbleebe3725fb8ea7£2bball2£92954e872¢c6387ca99

MDIS walkthrough - 390 / 418

[TEST] Northstar Medical Im... " @

Manufacturer

Discard draft Releasing...

Ready to release? Ready

~ Ewery upload has a section.
Settings / Review policy - Documents

«  Your representation for this market is

confirmed.
Whao receives it - Release authority &
reviewers

@ Registration Unchanged

Registration matches the registered
record.

Open registration

Who receives it Choose who

[TEST] Harborline Importers
Importer - Certificates & declarations-1..



@ EXECUTED GHERKIN STEP
Then the release is delivered immediately pass

2Med Technical file

Home » E2E Release Ledger Synithetic Device » Change 6

Change 6 o

ER
Version wave 2 verification record export on the market since 9 Sept

B Documents 3-2changed -frozen asreleased Find

B IFU & labelling 2 documents
eifu-multilingual.pdf ® .
Mew
multi-eo-product-label.pdf ®
Mew

1T unchanged documents Show all

Capture SHA-256: 9fae8b71b3624e0c4a2c383£69ee7e76b601146e8d50a3129£f0£25a6£d7b3864

MDIS walkthrough - 391 /418

Manufacturer

[TEST] Northstar Medical Im... " @

Delivered to the frozen recipient set

@ Registration Unchanged

Registration matches the registered
record.

Open registration

Who receives it Choose who

[TEST] Sectra Distribution

T
Distributor - Certificates & declarations - ..
™ [TEST] Harborline Importers
Importer - Certificates & declarations - 1..
B Delivery

Delivered on 2026-09-09.

Summary



° EXECUTED GHERKIN STEP
When | open the delivered verification record view pass

Manufacturer

2ZMed Technical file & e LTEST] Northstar Medical Im... @

Home » E2E Release Ledger Synithetic Device » Change 6 » Feedback

= Feedback on Change 6 oo

Open a finding at the spot it was rmised and answer it there.

Back to the change

Per-document decisions
Findings, at the spot they were raised

Decisions are your reviewer's — the threads are

. . . YOUrs to answer
Declaration of Conformity - approved-baseline eifu-multilingual.pdf multi-eo-product-label.pdf yod !

Declaration of Awaiting decision
PDF review Exactrevision Download Conformity approved-
baseline

multi-eo-product- Awaiting decision
label.pdf rev1

Northstar Medical Imaging sample Instructions for Use et g Ul polf e Q)

1

Verification record

builds as decisions land - sealed at release

&, Export

Capture SHA-256: 2a5eefb88b83bd3b4689bc19956b9bal000a56fbd2cd510e976£168d6eelb890
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e EXECUTED GHERKIN STEP

Then the delivered release exports its exact sealed verification record pass

2Med Technieal file

Home » E2E Release Ledger Synithetic Device » Change 6 » Feedback

= [Feedback on Change 6 ceiee

Open a finding at the spot it was rmised and answer it there.

Findings, at the spot they were raised

Declaration of Conformity - approved-baseline eifu-multilingual.pdf multi-eo-product-label.pdf

PDF review Exactrevision

Northstar Medical Imaging sample Instructions for Use

Capture SHA-256: af394cbf9da78a7c£d352853caa209a708dfc34c46d47e413a5403c2c8f0e3bd

Download

& ™ [TEST] Northstar Medical Im...

Manufacturer

Per-document decisions

Decisions are your reviewer's

yours to answer
Declaration of
Conformity approved-

baseline

multi-eo-product-
label.pdf rev1

eifu-multilingual. pdf rev

Verification record

builds as decisions land

Back to the change

the threads are

Awaiting decision

Awaiting decision

Awaiting decision

cealed at release

Sealed verification record downloaded.

features/access-connections/sharing-section-selection.feature - @SR-031 @UR-005 @RSK-001 @RSK-016 @MODULE:ACCESS-CONNECTIONS @SHARING-SECTION-SELECTION

Section selection composes and removes exact revision pairs without losing another section

©

PASS

This proves saved section/document revision selections on a draft. It does not prove standing live access rules or post-delivery access changes; the broader sharing screen promise remains
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I partial.

@ EXECUTED GHERKIN STEP
When | include the sharing-selection section "IFU & labelling" pass

Manufacturer

2Med | Technical file &  m [TESTI Northstar Medical Im... @

Home » E2E Journey Device 17BB933579021643 » Change 1: Who receives it

= Who receives Change

Tick who can open each doecument after release.

Back to the change Save selection

EA ‘What each partner gets
E2E Authorised Rep
Co - E2E Authorised Rep Co Share

Documents documonts 2of3 Authorised representative - s..
B IFU & labelling 2documents [

Choose a company.. ~
Sharing quick guide pdf ]

+ Add to this device
Sharing safety notice.pdf 2

Invite a new company
B Certificates & declarations 1document _
Adding a company does not share anything

Sharing declaration.pdf yet — you choose what they can open next

New documents start with nobody. A section tick ticks every row in it, a dimmed tick means some rows are ticked.

Access trail

Nothing recorded yet.

Capture SHA-256: b7b68ef0c5eb72373ab28fb31da28c74£4604d5e6132c8bf6bf10c63421d4568
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@ EXECUTED GHERKIN STEP
And | save the sharing-selection grid pass

2Med | Technicalfile -

Home » E2E Journey Device 178B933579021643 » Change 1: Who receives it

Who receives Change 1

Tick who can open each document after release.

E2E Authorised Rep

Documents = documonts 22-:3
B IFU & labelling 2documents [
Sharing quick guide. pdf [/}
Sharing safety notice pdf [/}

B Certificates & declarations 1document
Sharing declaration.pdf

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.

Capture SHA-256:€995c92822d5b38825dc845d£0632158dee21le2b2d0ae942fd6edfa8608dbfse

MDIS walkthrough - 395 /418

Manufacturer

[TEST] Northstar Medical Im... " @

Back to the change m

‘What each partner gets

E2E Authorised Rep... .
EA Edit access
Authorised representa.

Choose a company... v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.



@ EXECUTED GHERKIN STEP
Then the saved sharing selection is exactly "instructions"

No visible change at this step, asserted through the APl read

2Med | Technicalfile -

Home » E2E Jourmney Device 17BB933579021643 » Change 1: Who receives it

o Who receives Change1

Tick who can open each document after release.

Documents > documents

B IFU & labelling Zdocuments

Sharing quick guide.pdf

Sharing safety notice.pdf

B Certificates & declarations 1document

Sharing declaration.pdf

PASS

E2E Authorised Rep

20f3

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.

Capture SHA-256:€995c92822d5b38825dc845d£0632158dee21le2b2d0ae942fd6edfa8608dbf5e
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&

- [TEST] Morthstar Medical Im... o @

Manufacturer

Back to the change w

What each partner gets
E2E Authorised Rep... Edit socass
Authorised representa..
Choose a company'.. v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.



@ EXECUTED GHERKIN STEP
When | include the sharing-selection section "Certificates & declarations" pass

2Med Technieal file

Home » E2E Journey Device 178B933579021643 » Change 1: Who receives it

= Who receives Change1

Tick who can open each document after release.

E2E Authorised Rep

Co
Documents ©documents all3
B IFU & labelling Zdocuments ]
Sharing quick guide.pdf ]
Sharing safety notice pdf [/}
B Certificates & declarations 1document (]
Sharing declaration.pdf 2

New documents start with nobody. A section tick ticks every row in it; 2 dimmed tick means some rows are ticked.

Capture SHA-256: a24£52564b3abe815824£4749e392209006295459ab9864095£9a23079de924d
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[TEST] Northstar Medical Im...
Manufacturer

Back to the change

‘What each partner gets

E2E Authorised Rep... .
EA Edit access
Authorised representa.

Choose a company.. ~

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.

e




@ EXECUTED GHERKIN STEP
And | save the sharing-selection grid pass

2Med | Technicalfile -

Home » E2E Journey Device 178B933579021643 » Change 1: Who receives it

Who receives Change 1

Tick who can open each document after release.

E2E Authorised Rep

Documents = documonts ;:ioj
B IFU & labelling 2documents [
Sharing quick guide. pdf [/}
Sharing safety notice pdf [/}
B Certificates & declarations 1document (]
Sharing declaration.pdf 2

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.

Capture SHA-256: ed4f48e6c6ba58a3dd3691906e5821af5e87e7d7074d1£4dd7d7d348dc3195bd
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Manufacturer

[TEST] Northstar Medical Im... " @

Back to the change m

‘What each partner gets

E2E Authorised Rep... .
EA Edit access
Authorised representa.

Choose a company... v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.



@ EXECUTED GHERKIN STEP
Then the saved sharing selection is exactly "all" pass

No visible change at this step, asserted through the APl read

2Med | Technicalfile -

Home » E2E Jourmney Device 17BB933579021643 » Change 1: Who receives it

o Who receives Change1

Tick who can open each document after release.

E2E Authorised Rep

Documents I documents 3?3
B IFU &labelling Zdocuments ]
Sharing quick guide. pdf ]
Sharing safety notice.pdf ]
B Certificates & declarations 1document (]
Sharing declaration.pdf /]

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.

Capture SHA-256: ed4f48e6c6ba58a3dd3691906e5821af5e87e7d7074d1£4dd7d7d348dc3195bd
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&

- [TEST] Morthstar Medical Im... o @

Manufacturer

Back to the change m

What each partner gets
E2E Authorised Rep... Edit socass
Authorised representa..
Choose a company'.. v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.



@ EXECUTED GHERKIN STEP
When | exclude the sharing-selection section "IFU & labelling" pass

2Med | Technical file + &) = [TEST] Northstar Medical Im... @

Manufacturer

Home » E2E Journey Device 178B933579021643 » Change 1: Who receives it

= Who receives Change1

Tick who can open each document after release.

Back to the change Save selection

EA ‘What each partner gets
E2E Authorised Rep
co EA E2E Authorised Rep.. Edit access
Documents I documaonts T1of3 Authorised representa..

B IFU & labelling 2documents
Choose a company.. v

+ Add to this device

Invite a new company

Sharing quick guide.pdf
Sharing safety notice.pdf
B Certificates & declarations 1document (] _
Adding a company does not share anything

Sharing declaration.pdf (] yet — you choose what they can open next.

New documents start with nobody. A section tick ticks every row in it; 2 dimmed tick means some rows are ticked.

Access trail

Nothing recorded yet.

Capture SHA-256: bcl4ecbc4b9508882b0aad635chb9e83b0bc7ae48d249c2384c8bf97afbeadal9
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@ EXECUTED GHERKIN STEP
And | save the sharing-selection grid pass

Manufacturer

%Med - Technical file & ™ [TEST] Northstar Medical Im... " @

Home » E2E Journey Device 178B933579021643 » Change 1: Who receives it
Back to the change

Who receives Change 1

Tick who can open each document after release.

EA ‘What each partner gets
E2ZE Authorised Rep
Ceo EA E2E Authorised Rep... Edit access
Documents ©documonts 1of3 Authorised representa.
B IFU & labelling 2documents
Choose a company... v

Sharing quick guide.pdf

+ Add to this device

Invite a new company

Sharing safety notice.pdf

Certificates & declarations 1document
= s Adding a company does not share anything

Sharing declaration.pdf B yet — you choose what they can open next.

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.
Access trail

Nothing recorded yet.

Capture SHA-256: £2d8fecc028c76£7a5£671b19828318efedd77£106dc8a4c50c7ee702bddd693
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@ EXECUTED GHERKIN STEP
Then the saved sharing selection is exactly "declaration" pass

No visible change at this step, asserted through the APl read

2Med | Technicalfile -

Home » E2E Jourmney Device 17BB933579021643 » Change 1: Who receives it

o Who receives Change1

Tick who can open each document after release.

E2E Authorised Rep

Co
Documents I documents 1of3
B IFU &labelling Zdocuments
Sharing quick guide.pdf
Sharing safety notice.pdf
B Certificates & declarations 1document (]
Sharing declaration.pdf /]

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.

Capture SHA-256: £2d8fecc028c76£7a5£671b19828318efedd77£106dc8a4c50c7ee702bddd693
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&

- [TEST] Morthstar Medical Im... o @

Manufacturer

Back to the change w

What each partner gets
E2E Authorised Rep... Edit socass
Authorised representa..
Choose a company'.. v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.



Q EXECUTED GHERKIN STEP
When I reload the run-owned sharing-selection grid pass

e ST] Northstar Medical Im...
/ Technieal file m [TE
%Med ' - & Manufacturer s
Home » E2E Journey Device 1788233579021643 » Change 1: Who receives it .
-
Who receives Change 1
Tick who can open each document after release.
EA ‘What each partner gets
E2E Authorised Rep
Co - E2E Authorised Rep... Edit sccess
Documents ©documonts 1of3 Authorised representa.
B IFU & labelling 2documents
Choose a company... v
Sharing quick guide.pdf
+ Add to this device
Sharing safety notice.pdf
Invite a new company
rtificates & declarations 1document
8 ce b s Adding a company does not share anything
Sharing declaration.pdf a yet — you choose what they can open next.

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.
Access trail

Nothing recorded yet.

Capture SHA-256: £e1535744d12153e03450106af9a85a70109£52262deb5aal15465b87990516£1
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° EXECUTED GHERKIN STEP

Then the saved sharing selection is exactly "declaration" pass

No visible change at this step, asserted through the APl read

2Med Technical file ~

Home » E2E Jourmney Device 17BB933579021643 » Change 1: Who receives it

o Who receives Change1

Tick who can open each document after release.

Documents > documents

B IFU & labelling Zdocuments

Sharing quick guide.pdf

Sharing safety notice.pdf

B cCertificates & declarations 1document
Sharing declaration.pdf

New documenis start with nobedy. A section tick ticks every row in it

E2E Authorised Rep

Tof3

. a dimmed tick means some rows are ticked.

Capture SHA-256: fe1535744d12153e03450106af9a85a70109£52262deb5aal5465b87990516f1

&

[TEST] Morthstar Medical Im...
Manufacturer

©

Back to the change w

What each partner gets

E2E Authorised Rep...

Edit access
Authorised representa..

Choose a company.. ~

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.

features/access-connections/sharing-section-selection.feature - @SR-031 @UR-005 @RSK-001 @RSK-016 @MODULE:ACCESS-CONNECTIONS @SHARING-SECTION-SELECTION

A mixed section can become an explicitly empty saved audience

PASS

This proves saved section/document revision selections on a draft. It does not prove standing live access rules or post-delivery access changes; the broader sharing screen promise remains
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I partial.

@ EXECUTED GHERKIN STEP
When | include the sharing-selection section "IFU & labelling" pass

Manufacturer

2Med | Technical file &  m [TESTI Northstar Medical Im... @

Home » E2E Journey Device 17BBS33587668B687 : Change 1: Who receives it

= Who receives Change

Tick who can open each doecument after release.

Back to the change Save selection

EA ‘What each partner gets
E2E Authorised Rep
Co - E2E Authorised Rep Co Share

Documents documonts 2of3 Authorised representative - s..
B IFU & labelling 2documents [

Choose a company.. ~
Sharing quick guide pdf ]

+ Add to this device
Sharing safety notice.pdf 2

Invite a new company
B Certificates & declarations 1document _
Adding a company does not share anything

Sharing declaration.pdf yet — you choose what they can open next

New documents start with nobody. A section tick ticks every row in it, a dimmed tick means some rows are ticked.

Access trail

Nothing recorded yet.

Capture SHA-256: c8c037f1lclab9258a6c45bcb0db6178cb286418674e889ac916782felb6c5222e
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@ EXECUTED GHERKIN STEP
And | save the sharing-selection grid pass

2Med | Technicalfile -

Home » E2E Journey Device 178B533587668687 : Change 1: Who receives it

= Who receives Change1

Tick who can open each document after release.

E2E Authorised Rep

Documents = documonts 22-:3
B IFU & labelling 2documents [
Sharing quick guide. pdf [/}
Sharing safety notice pdf [/}

B Certificates & declarations 1document
Sharing declaration.pdf

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.

Capture SHA-256: 2849c3e4cb59803c20ba4l2bfab4c421fa61£7d3e678fbb9£72dcb4219e12319

MDIS walkthrough - 406 / 418

Manufacturer

[TEST] Northstar Medical Im... " @

Back to the change m

‘What each partner gets

E2E Authorised Rep... .
EA Edit access
Authorised representa.

Choose a company... v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.



@ EXECUTED GHERKIN STEP
Then the saved sharing selection is exactly "instructions"

No visible change at this step, asserted through the APl read

2Med | Technicalfile -

Home » E2E Journey Device 178B333587668687 » Change 1: Who receives it

= Who receives Change1

Tick who can open each document after release.

Documents > documents

B IFU & labelling Zdocuments

Sharing quick guide.pdf

Sharing safety notice.pdf

B Certificates & declarations 1document

Sharing declaration.pdf

PASS

E2E Authorised Rep

20f3

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.

Capture SHA-256: 2849c3e4cb59803c20ba4l12bfabdc421fa61£7d3e678fbb9£f72dcb4219e12319
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&

- [TEST] Morthstar Medical Im... o @

Manufacturer

Back to the change w

What each partner gets
E2E Authorised Rep... Edit socass
Authorised representa..
Choose a company'.. v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.



@ EXECUTED GHERKIN STEP
When | exclude the sharing-selection safety notice pass

%Med / Technical file & ™ [TEST] Northstar Medical Im... " @

Manufacturer

Home » E2E Journey Device 178B533587668687 : Change 1: Who receives it _ o
Back to the change Save selection

= Who receives Change1

Tick who can open each document after release.

EA ‘What each partner gets
E2E Authorised Rep
Ceo EA E2E Authorised Rep... Edit access
Documents = cocuments 1of3 Authorised representa..
B FU & labelling 2documents e
Choose a company.. w
Sharing quick guide.pdf ]

+ Add to this device

Invite a new company

Sharing safety notice.pdf

B Certificates & declarations 1document _
Adding a company does not share anything

Sharing declaration.pdf yet — you choose what they can open next.

New documents start with nobody. A section tick ticks every row in it; 2 dimmed tick means some rows are ticked.

Access trail

Nothing recorded yet.

Capture SHA-256: d49899e6de9d7e87eefd310771642c23023a581d5calc5¢cb69d1c92931851£f8¢c
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@ EXECUTED GHERKIN STEP

Then the sharing-selection instructions section visibly has a mixed selection

No visible change at this step, the mixed section and its individual document selections remain visible

2Med | Technical file

Home » E2E Journey Device 178B333587668687 » Change 1: Who receives it

= Who receives Change1

Tick who can open each document after release.

Documents > documents

B IFU & labelling Zdocuments

Sharing quick guide.pdf

Sharing safety notice.pdf

B cCertificates & declarations 1document

Sharing declaration.pdf

E2E Authorised Rep

Tof3

MNew documents start with nobody. A section tick ticks every row in it, a dimmed tick means some rows are ticked.

Capture SHA-256: d49899e6de9d7e87eefd310771642¢c23023a581d5calc5¢cb69d1c92931851f8¢
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PASS

&

[TEST] Morthstar Medical Im...
Manufacturer

™

Back to the change

What each partner gets
E2E Authorised Rep... Edit access
Authorised representa..
Choose a company.. W

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.

©




@ EXECUTED GHERKIN STEP
When | save the sharing-selection grid pass

Manufacturer

%Med - Technical file & ™ [TEST] Northstar Medical Im... " @

Home » E2E Journey Device 178B533587668687 : Change 1: Who receives it
Back to the change

= Who receives Change1

Tick who can open each document after release.

EA ‘What each partner gets
E2E Authorised Rep
Ceo EA E2E Authorised Rep... Edit access
Documents I documonts 1of3 Authorised representa..
B IFU & labelling 2documents =
Choose a company... v
Sharing quick guide pdf [/}

+ Add to this device

Invite a new company

Sharing safety notice.pdf

B Certificates & declarations 1document _
Adding a company does not share anything

Sharing declaration.pdf yet — you choose what they can open next.

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.
Access trail

Nothing recorded yet.

Capture SHA-256: 8¢c14b262791349e73d43d96cd7cd70c228a29bc90863ddb£8186030bef0bd737
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@ EXECUTED GHERKIN STEP
Then the saved sharing selection is exactly "quick guide" pass

No visible change at this step, asserted through the APl read

%Med AR Technical file ~ & e [VEST] Northstar Medical Im... @

Manufacturer

Home » E2E Journey Device 178B333587668687 » Change 1: Who receives it
Back to the change

= Who receives Change1

Tick who can open each document after release.

EA What each partner gets
E2E Authorised Rep
Co oa EZ2E Authorised Rep... Edit access
Documents I documents 1of3 Authorised representa..
B IFU & labelling 2documents a
Choose a company'.. v
Sharing quick guide. pdf ]

+ Add to this device

Invite a new company

Sharing safety notice.pdf

B Certificates & declarations 1document .
Adding a company does not share anything

Sharing declaration.pdf yet — you choose what they can open next.

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.
Access trail

Nothing recorded yet.

Capture SHA-256: 8c14b262791349e73d43d96cd7cd70c228a29bc90863ddbf8186030bef0bd737
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@ EXECUTED GHERKIN STEP
When | open the sharing-selection partner's Edit access dialog pass

Edit release access - E2E Authorised Rep Co

Choose the exact documents each partner receives when this
release is delivered.

Authorised Rep Co
Authorised representative - since 2026 - 1 document selected

@ sharing quick guide.pdf

No revision label

| Sharing declaration.pdf

Mo revision label

|| Sharing safety notice.pdf

Mo revicion label

Capture SHA-256: 4££594d1a5aa98c00a7995639e302797a5a1bd8a5567£d9c4a8889e505790334
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@ EXECUTED GHERKIN STEP
And | clear the last sharing-selection document in the dialog pass

Edit release access - E2E Authorised Rep Co

Choose the exact documents each partner receives when this
release is delivered.

Authorised Rep Co
Authorised representative - since 2026 - 0 documents selected

| sharing quick guide.pdf

No revision label

| Sharing declaration.pdf

Mo revision label

|| Sharing safety notice.pdf

Mo revicion label

Capture SHA-256: 1c0£fce32320a79917c2972d5b502a4ff8cbfa22f52a3f4e7a2a34b0a402f5efc
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Q EXECUTED GHERKIN STEP
And | save the empty sharing-selection dialog pass

2Med | Technicalfile -

Home » E2E Journey Device 178B533587668687 : Change 1: Who receives it

= Who receives Change1

Tick who can open each document after release.

E2E Authorised Rep
Documents = documonts Oof3
B IFU & labelling 2documents
Sharing quick guide.pdf
Sharing safety notice.pdf
B Certificates & declarations 1document
Sharing declaration.pdf

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.

Capture SHA-256:817d8149c81ee3b84c8a71186d766£9£622f76fbe5ab8150c4b71d461c67d535
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Manufacturer

[TEST] Northstar Medical Im... " @

Back to the change

‘What each partner gets

E2E Authorised Rep Co
EA Share
Authorised representative - 5.

Choose a company... v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.



EXECUTED GHERKIN STEP
Then the saved sharing selection is exactly "none"

No visible change at this step, asserted through the APl read

2Med

Technical file -~

Home » E2E Journey Device 178B333587668687 » Change 1: Who receives it

= Who receives Change1

Tick who can open each document after release.

Documents > documents

B IFU &labelling Zdocuments

Sharing quick guide.pdf

Sharing safety notice.pdf

B Certificates & declarations 1document

Sharing declaration.pdf

PASS

E2E Authorised Rep

0of3

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.

Capture SHA-256:817d8149c81ee3b84c8a71186d766£9f622f76fbe5ab8150c4b71d461c67d535
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&

[TEST] Morthstar Medical Im...

T™
Manufacturer
Back to the change m
What each partner gets
E2E Authorised Rep Co Share
Authorised representative - s..
Choose a company'.. v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.



e EXECUTED GHERKIN STEP
When I reload the run-owned sharing-selection grid

2Med | Technicalfile -

Home » E2E Journey Device 178B533587668687 : Change 1: Who receives it

= Who receives Change1

Tick who can open each document after release.

Documents = documents

B IFU & labelling 2documents

Sharing quick guide.pdf

Sharing safety notice.pdf

B Certificates & declarations 1document

Sharing declaration.pdf

PASS

E2E Authorised Rep

Dof3

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.

Capture SHA-256: 5a4£822c5b5b77b9ee2£58d66050£faf11008£06ce50afbc1122¢c5d7363394dc0
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Manufacturer

[TEST] Northstar Medical Im... " @

Back to the change

‘What each partner gets

E2E Authorised Rep Co
EA Share
Authorised representative - 5.

Choose a company... v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.



EXECUTED GHERKIN STEP
Then the saved sharing selection is exactly "none"

No visible change at this step, asserted through the APl read

2Med

Technical file -~

Home » E2E Journey Device 178B333587668687 » Change 1: Who receives it

= Who receives Change1

Tick who can open each document after release.

Documents > documents

B IFU &labelling Zdocuments

Sharing quick guide.pdf

Sharing safety notice.pdf

B Certificates & declarations 1document

Sharing declaration.pdf

PASS

E2E Authorised Rep

0of3

New documents start with nobody. A section tick ticks every row in it; a dimmed tick means some rows are ticked.

Capture SHA-256: 5a4£822¢c5b5b77b9ee2£58d66050£faf11008£06ce50afbc1122¢c5d7363394dc0
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&

[TEST] Morthstar Medical Im...

T™
Manufacturer
Back to the change m
What each partner gets
E2E Authorised Rep Co Share
Authorised representative - s..
Choose a company'.. v

+ Add to this device

Invite a new company

Adding a company does not share anything
yet — you choose what they can open next.

Access trail

Nothing recorded yet.



Scope and disposition

Qualified shared run. Representative workflow; no client validation approval

Ledger snapshot: 17 real-stack - 25 preview-only - 41 uncovered - 1 recorded of 84. Screen ledger source

Requirement register: 9 covered - 12 partial - 3 blocked of 24. Requirement register source

The two registers count different things: the screen ledger tracks 84 redesign screens and composite interaction promises; the requirement register
tracks 24 user requirements. A passing scenario can prove only part of a composite entry, so it does not automatically retire that screen's remaining

gaps.

These screenshots show the selected executed workflow and its recorded assertions. They do not constitute broader validation, controlled approval, or
a client adoption decision. Authentication links, codes, failure traces, and secret-safe journeys are deliberately excluded from captures.

Client adoption record — unapproved

No client approval is recorded. Complete and approve these decisions in your own controlled validation process, retaining this sealed evidence bundle
as supporting material.

CLIENT AND INTENDED USE VERSION AND CONFIGURATION ASSESSED
Not recorded Not recorded

LOCAL RISKS AND ADDITIONAL CHECKS DEVIATIONS AND ACCEPTANCE DECISION
Not recorded Not recorded

VALIDATION OWNER AND REVIEWER APPROVAL AND DATE

Not recorded Unapproved

Retain any separate approved adoption record alongside this bundle. Generating or sharing the walkthrough does not complete these decisions.
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https://github.com/MedQAIR/MDIS/blob/4d3a5e7a70c40f31f4bea7e7ec6b481514765e6b/docs/requirements/ui-v2/ledger-coverage.json
https://github.com/MedQAIR/MDIS/blob/4d3a5e7a70c40f31f4bea7e7ec6b481514765e6b/e2e/coverage/manifest.json

