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1.1. Example specifications

For the purpose of this step-by-step exercise, we will be updating our previously submitted DMP with
the product name 'ProductX 100ml solution', which is available in the XEVMPD with the assigned EV
Code PRD126007.

The following information will be amended using operation type 'Update (2)':
e the product code 'PRX-100' will be entered in the 'Product Code' data element;

e the route of administration (RoA) 'intramuscular use' will be entered as an additional route of
administration.
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1.2. Retrieve the DMP entity in the XEVMPD

1) Log in to the requested EVWEB environment:

EVWEB production: https://eudravigilance.ema.europa.eu/x

XCOMP (test) environment: https://evtest.ema.europa.eu/x

EVWEB training environment: https://eudravigilance-training.ema.europa.eu/x/

=

Windows Security S @

L * B W W

The server eudravigilance.ema.europa.eu at eudravigilance.ema.europa.eu
requires a username and password.

| LlEEI' name |

| Password |

[ Remember my credentials

[ ok || canca |

2) Select the organisation under which you wish to log on:

Home Restricted
Home Public

EudraVigilance}:

Select organization

OTORGHB03042 (HQ) - OTORGHB03042 v

ancet

3) In the restricted area, click on 'EVWEB - Art 57 / XEVMPD":

EudraVigilance:

Home Restricted
Home Public

Logged In
userhb03042ud0 . - .
(OTORGHBO03042 - Welcome to the restricted area of the EudraVigilance website
OTORGHB03042)
Human External Test
EVISereices To continue, please select one of the available functionalities
- from the menus on the left of the screen
vwen - 1csr
B For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI
> xEVHPD Export
> <EVMPD Bulk update
> £y post - 1cs1
> £y post - Art 57/
Xevipo
EV Registered
Partners

> Manage your contact
detailz

> Qppv List

You are now logged in EVWEB; the organisation ID under which you are logged in is shown in
the top right corner:

Display Settings v userhb03044u40 (OTORGHB03044 lOTORGHEDSOMl@ Human XComp 7.31.0.0

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI
WEB Trader || Create and Send Product Reperts | Medicinal Products | MedDRA

CIEar| E‘R‘ Run‘ﬂ

o | Reset App\icatiun‘ Reset Section

4) Go to the 'Medicinal Products' section and using the simple or advanced query, retrieve the
specific product entry.
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For this demonstration, the search is performed for a DMP with the assigned EV Code
PRD126007 using a simple query:

WEB Trader ” Create and Send Product Reports " Medicinal Products | MedDRA |

ﬂ Reset Applicatinnl Reset Sectinnl Clearl il | | ETl

~Authorised Medicinal Products PRD126007 |
- Development Medicinal Products Num EV Code Version Full Presentation Name
- Approved Substances [m|0001 PRD 126007 1/1 Valid ProductX 100ml solution
--Development Substances
--Sources

MAHs

Sponsors

ATC Codes
- Routes of Administration
- Pharmaceutical Forms
--Master File Locations
- Attachments
- Abstract Compaositions
=-Queries

5) Select the required medicinal product entity by ticking the relevant box in the active area:

|,PRD12600?

Num EV Code Version Full Presentation Name

10001 PRD126007 1/1 Valid ProductX 100ml solution

The product will become available in the tree-view area:

WEB Trader ” Create and Send Product Reporis " Medicinal Products ‘ MedDRA | i -
n| ResetAppIicationl ResetSectinnl Clear| | |:|| z|

- Authorised Medicinal Products. [PrRD126007 | |
- Development Medicinal Products Num EV Code Version Full Presentation Name

|22 Development - PRD 126007 - 1/1 Valid - ProductX 100ml solution | PRD126007 1/1 Valid ProductX 100ml solution

- Approved Substances
Development Substances
Sources

~MAHs

- SpoNsors
ATC Codes
Routes of Administration

~Pharmaceutical Forms
Master File Locations
Attachments

- Abstract Compositions

- Queries

6) Click on the product EV Code in the tree-view area; the product details will be displayed in the
active area and the operation type buttons applicable for this DMP will also become visible; click
on 'Update':
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WEB Trader ” Create and Send Product Reports " Medicinal Products ‘ MedDRA |

o | Reset Applicalinnl Reset Section | Clearl XMLl RTFI Updalel Other Operations ~ |

- Authorised Medicinal Products |:PRD126007

21 Development Medicinal Products Description | Name/Value
- Development - PRD126007 - 1/1 Valid - ProductX 100ml solution EV Code [PRD126007
Approved Substances Version 1/1 Valid
Development Substances Type Development
Sources Version Status Accepted
MAHs Version Validity Valid
Sponsors Version Description Current Valid Version
ATC Codes Product Validity Valid

Product Pending Assessed

Routes of Administration Product Nullified No

Pharmaceutical Forms Version Date 10/09/2021 12:35:01
Master File Locations Version by OTORGHB03042
Aftachments New Version ? No
Abstract Compositions New Version by
@ Queries Nullified No
Sender Local Code
Product Code
Product Name ProductX 100ml solution
Product Other Name
Comment
Sponsor

Pharmaceutical Products (1)
Drug ATCs (-)

Drug Indications (1)

Product Attachments (1)
Previous Versions (...)
Subsequent Versions (_..)
Reporting Names - Presentatio...
Reporting Names - Scientific (...)

The DMP entity will be moved from the 'Medicinal Products' section to the 'Create and Send
Product Reports' section:

WEB Trader |] Create and Send Product Reports ‘I Medicinal Products | MedDRA |
[m] | Reset Application | Reset Section | Clear| Validate | Send |ﬂlﬁlﬂl Remove |ﬂﬂﬂ

=- XEVPRM Message |prO 126007
= Products Description | Name/Value
[=F Update - Development - PRD 126007 - ProductX 100ml solution EV Code PRD126007
Pharmaceutical Products (1) Type Development
Drug ATCs (-) Operation Type Update

Drug Indications (1) Sender Local Code

Product Attachments (1) Sponsor SPONSOR ABC LTD
Substances F?rr;.gﬁ;lh%ﬁg ProductX 100ml solution
gtr)::r:]‘iassalinns Product Other Name
Comment
~ATC Codes Pharmaceutical Products (1)
Pharmaceutical Forms Drug ATCs (-)
- Routes Of Administration Drug Indications (1)
Aftachments Product Attachments (1)

~Master File Locations
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1.3. Create an XEVPRM

1)

2)

3)

Click on the 'XEVPRM Message' text in your tree-view area:

WEB Trader l Create and Send Product Reports | Medicinal Products | MedDRA |

m] | Reset Applicationl Reset Secliunl Clearl Validalel Send ﬂlﬁl RTF Remuvel Elﬂﬂ

E|XEVPRM Message I
£+ Products
= pdate - Development - PRD 126007 - ProductX 100ml solution
Pharmaceutical Products (1)
--Drug ATCs (-)
Drug Indications (1)
-Producl Aftachments (1)
Substances
--Sources
--Organisations
ATC Codes
--Pharmaceutical Forms
Routes Of Administration
--Aftachments
--Master File Locations

[Productx*

Descriplion| Name/Value
EV Code PRD126007
Type Development
Operation Type Update
New Owner 1D
Sender Local Code
Sponsor SPONSOR ABC LTD
Product Code
Product Name ProductX 100ml solution
Product Other Name
Comment
Pharmaceutical Products (1)
Drug ATCs (-)
Drug Indications (1)
Product Attachments (1)

The active area will show the 'XEVPRM Number" field; the area next to the 'Message Number' will

be highlighted in blue:

WEB Trader | Create and Send Product Reperts | Medicinal Products | MedDRA |

ﬂ Reset Applicalionl Reset Section | Clearl Validalel Send Mﬂﬂl E| L| Rl

= XEVPRM Message

&-Products
=-Update - Development - PRD126007 - ProductX 100ml solution
Pharmaceutical Products (1)

- Drug Indications (1)
g1- Product Attachments (1)
Substances
Sources
Organisations
ATC Codes
Pharmaceutical Forms
-~ Routes Of Administration
-~ Aftachments
- Master File Locations

[Producex*

Description | Name/Value |

Message Number
Products
Substances
Sources
Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments
Master File Locations

Field is Mandatory

Click on the 'E' (Text Edit) button or use 'Enter' on your keyboard to activate the field, and you
will be able to write the name you wish to assign to you XEVPRM:

WEB Trader l Create and Send Product Reports | Medicinal Products | MedDRA

o | ResetAppIicatinnl Reset Seminnl Clear | Validate | Sendl XMLl ZIP| RTF[E] L | Rl

=-XEVPRM Message
= Products
£ Update - Development - PRD 126007 - ProductX 100ml solution
#-Pharmaceutical Products (1)
' Drug ATCs (-)
@-Drug Indications (1)
-Pmduct Attachments (1)
Substances
~Sources
Organisations
ATC Codes
-Pharmaceutical Forms
Routes Of Administration
- Aftachments
Master File Locations

Description | Name/Value

Message Numbe
Products
Substances
Sources
Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments
Master File Locations

Field is Mandatory

Once you enter the required message number or name press 'Enter'; the text that you entered

will appearin blue:
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4)

5)

6)

WEB Trader I Create and Send Product Reports | Medicinal Products | MedDRA |

EI Reset Applicationl Reset Sectiunl Clearl Validalel Send |Mﬂlﬂlﬂﬂﬂ

= XEVPRM Message
& Products
= Update - Development - PRD126007 - ProductX 100ml solution
4 Pharmaceutical Products (1)
Drug ATCs (-)
#-Drug Indications (1)
-Producl Attachments (1)
--Substances
Sources
Organisations
ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
--Aftachments
--Master File Locations

WEB Trader I Create and Send Product Reports || Medicinal Products | MedDRA |

|PrD126007

Description | Name/Value

ﬂ Reset Applicationl Reset Sectinnl Clear Validalel Send ﬂl ZIPl RTFl Remove |Hﬂﬂ

[NEESEL T =T 8 PRD 126007 _update

Products

Substances

Sources

Organisations

ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments

Master File Locations

Click on the product EV Code/name in the tree-view area; the active area will display the fields

of your DMP; the 'Operation type' field displays 'Update (2)' as a default. It is not possible to
assign a different operation type:

=- XEVPRM Message
=-Products
& Update -|Development - PRD126007 - ProductX 100ml solution|
Pharmmaceutical Products (1)
--Drug ATCs (-)
#- Drug Indications (1)
Product Attachments (1)

- Substances

Sources
--Organisations

ATC Codes
-Pharmaceutical Forms

Routes Of Administration
- Attachments

--Master File Locations

WEB Trader { Create and Send Product Reports | Medicinal Products | MedDRA |

EI Reset Applicatinnl Reset Sectionl Clear Validatel Send |ﬂlﬂlﬂl Removelﬂﬂﬂ

[PRD126007

Description | Name/Value

EV Code PRD12E3007
Type Development

Operation Type Update

Sender Local Code
Sponsor SPONSOR ABC LTD
Product Code
Product Name ProductX 100ml solution

Product Other Name
Comment

Pharmaceutical Products (1)
Drug ATCs (-)

Drug Indications (1)
Product Attachments (1)

As per our specific example, we wish to add the code of the product to the DMP information. To
do so, click on the area next to 'Product Code'. The value of this field will be highlighted in blue:

=) XEVPRM Message
- Products

--Substances
--Sources
--Organisations
--ATC Codes

--Routes Of Administration

--Master File Locations

[PrRO1z6007

Description | Name/Value

5 Update - Development - PRD126007 - ProductX 100ml solution
41 Pharmaceutical Products (1)
.. Drug ATCs (-)
- Drug Indications (1)
#-Product Attachments (1)

Pharmaceutical Forms

Attachments

EV Code

Type

Operation Type
Sender Local Code
Sponsor

Product Code
Product Name
Product Other Name
Comment

PRD126007
Development
Update

SPONSOR ABC LTD
ProductX 100ml solution
Pharmaceutical Products (1)
Drug ATCs (-)

Drug Indications (1)
Product Attachments (1)

Press 'Enter' on your keyboard or click on the 'E' (Text Edit) button to activate this field. You can
now enter the required text in this field:

eXtended EudraVigilance Medicinal Product Report Message (XEVPRM) Step-by-Step guide
EMA/497524/2021

Page 8/19



WEB Trader l Create and Send Product Reports | Medicinal Products | MedDRA |

El Reset Applicationl Reset Sectionl Clear Validatel Send | XML |E| RTF Removelﬂﬂﬂ

= XEVPRM Message
B-Products
=-Update - Development - PRD126007 - ProductX 100ml solution
7. Pharmaceutical Products (1)
-Drug ATCs (-)
- Drug Indications (1)
Product Attachments (1)
Substances
Sources
Organisations
ATC Codes
Pharmaceutical Forms
--Routes Of Administration
- Attachments
--Master File Locations

|PrO126007

Description | Name/Value

EV Code

Type

Operation Type
Sender Local Code
Sponsor

Product Code
Product Name
Product Other Name

PRD126007
Development
Update

SPONSOR ABC LTD

ProductX 100ml solution

Comment

Pharmaceutical Products (1)
Drug ATCs (-)

Drug Indications (1)
Product Attachments (1)

To add the route of administration 'intramuscular use’', click on the + sign next to

'Pharmaceutical Products (1) in the tree-view area:

WEB Trader { Create and Send Product Reports | Medicinal Products | MedDRA |

[m] | Reset Applicationl Reset Sectiunl Clear Validatel Send |ﬂ|£| RTF Removel Elﬂﬂ

- XEVPRM Message
- Products
= Update - Development - PRD 126007 - ProductX 100ml solution
Pharmaceutical Products (1)
Drug ATCs (-)
- Drug Indications (1)
Product Attachments (1)
--Substances
- Sources
Organisations
--ATC Codes
- Pharmaceutical Forms
Routes Of Administration
- Attachments
~Master File Locations

[PrD126007

Description | Name/Value

EV Code

Type

Operation Type
Sender Local Code
Sponsor

Product Code
Product Name
Product Other Name
Comment

PRD126007
Development
Update

SPONSOR ABC LTD

Productx 100ml solution

Pharmaceutical Products (1)
Drug ATCs (-)

Drug Indications (1)
Product Attachments (1)

The pharmaceutical product form referenced in the DMP will be displayed. By clicking on the +
sign next to the pharmaceutical form name, you will be able to view the details of the

pharmaceutical product:

WEB Trader n Create and Send Product Reperts | Medicinal Products | MedDRA |

EI Reset Applicationl Reset Sectinnl Clear Validalel Send MEI RTF Remnvelﬂﬂﬂ

= XEVPRM Message

|:i;| Products

= Update - Development - PRD 126007 - ProductX 100ml solution
£ Pharmaceutical Products (1)
' & SOLUTION FOR INJECTION
; - Drug Routes (1)

Drug Ingredients (1)
~.0ld Drug Ingredients (-)
“..Medical Devices (-)
~Drug ATCs (-)

@ Drug Indications (1)
Product Attachments (1)
--Substances
Sources
--Organisations
--ATC Codes
Pharmaceutical Forms
--Routes Of Administration
Attachments
--Master File Locations

|PrO126007

Description | Name/Value

EV Code

Type

Operation Type
Sender Local Code
Sponsor

Product Code
Product Name
Product Other Name
Comment

PRD126007
Development
Update

SPONSOR ABC LTD
PRX-100
ProductX 100ml solution

Pharmaceutical Products (1)
Drug ATCs (-)

Drug Indications (1)
Product Attachments (1)

To add another route of administration to the pharmaceutical product information, click on the
text 'Drug Routes (1); you will be able to add a RoA by selecting 'New Drug Route':

eXtended EudraVigilance Medicinal Product Report Message (XEVPRM) Step-by-Step guide
EMA/497524/2021

Page 9/19




9)

WEB Trader | Create and Send Product Reperts | Medicinal Products | MedDRA |

ﬂ Resst Application | Reset Section | Clear| Validats | Send ﬂ zip | RTF| E[ L[ R| ﬂ

= XEVPRM Message
& Products
= Update - Development - PRD126007 - ProductX 100ml solution
= Pharmaceutical Products (1)
=-SOLUTION FOR INJECTION
|
Drug Ingredients (1)
0ld Drug Ingredients (-)
Medical Devices (-)
.Drug ATCs (-)
Drug Indications (1)
Product Attachments (1)
----- Substances
----- Sources
Organisations
----- ATC Codes
----- Pharmaceutical Forms
Routes Of Administration
Aftachments
----- Master File Locations

| PRO126007

Num

|_|New Drug Route

Route Of Administration

INTRAVENOUS USE

Once you click on the 'New Drug Route' selection field, the tree-view area will display another
section under 'Drug Routes' and the number of drug routes referenced in the pharmaceutical

product changed from (1) to (2):

WEB Trader || Create and Send Product Reports | Medicinal Products | MedDRA

m| Reset Applicatiunl ReselSectiunl Clear | Validate | Send | XMLl ZIP| RTFl Dup\irak:l Removﬂ ﬂ ﬂ ﬂ

e U, a5 N T, LU Car appies

= XEVPRM Message
= Products
= Update - Development - PRD126007 - ProductX 100ml solution
= Pharmaceutical Products (1)
£ SOLUTION FOR INJECTION
E Drug Routes (2)
. -.INTRAVENOUS USE
Drug Ingredients (1)
-Old Drug Ingredients (-)
:_Medical Devices -)
Drug ATCs (-)
= Drug Indications (1)
- Product Attachments (1)
Substances
Sources
Organisations
ATC Codes
-~Pharmaceutical Forms
--Routes Of Administration
Attachments
Master File Locations

PRD126007

Descriplionl Name/Value

Route Of Administration

Field is Mandatory

Press 'Enter' on your keyboard or click on the 'R' (Remote look-up) button to open the 'Route of

Administration' look-up list:
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10)

WEB Trader || Create and Send Product Reports || Medicinal Products | MedDRA |

o | Reset Applicationl Reset Seclionl Clearl Validatel Send | XML| ZIP| RTF| DupHcalel Rem:

PP

=-XEVPRM Message
= Products
=-Update - Development - PRD126007 - ProductX 100ml solution
= Pharmaceutical Products (1)
" 4 SOLUTION FOR INJECTION
=-Drug Routes (2)
| ~INTRAVENOUS USE
--Route of Administration
-Drug Ingredients (1)
+-.0ld Drug Ingredients (-)
i Medical Devices )
Drug ATCs (-)
Drug Indications (1)
Product Attachments (1)
Substances
Sources
Organisations
ATC Codes
Pharmaceutical Forms
-Routes Of Administration
- Attachments
-Master File Locations

e |1
PRD126007
Descripliunl Name/Value

Route Of Administration

Field is Mandatory

Raute Nar

Query Mode [Begins

Route Of Administration (PP AR 1)

You can now search for the required term 'intramuscular use':

WEB Trader || Create and Send Product Reports || Medicinal Products | MedDRA |

o | ReﬁetAppIicatiunl ReselSeminnl Clear | Vaiidate | Send | XMLl ZIP| RTFl Dup\imtel Removﬂﬂﬂﬂ

= XEVPRM Message
é] Products
= Update - Development - PRD126007 - ProductX 100ml solution
£ Pharmaceutical Products (1)
=-SOLUTION FOR INJECTION
= Drug Routes (2)
| - INTRAVENOUS USE
Route of Administration
Drug Ingredients (1)
.0ld Drug Ingredients (-)
: Medical Devices (-)
-.Drug ATCs ()
Drug Indications (1)
Product Aftachments (1)
-Substances
Sources
Organisations
ATC Codes
-Pharmaceutical Forms
Routes Of Administration
Aftachments.
Master File Locations

PRD126007

Description | Name/Value

Route Of Administration

Field is Mandatory

Route

E
i &

Query Mode [Begins

0001 INTRAMUSCULAR USE

Standard

11) Selectthe required term by pressing 'Enter' on your keyboard or, in case of multiple results

being displayed, make the selection by using your mouse.

The added route of administration will now be displayed in the active area and in the tree-view

area:
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ro

WEB Trader " Create and Send Product Reports H Medicinal Products ” MedDRA |

ﬂ Reset Applicalionl Reset Ser.tiunl Clear Valida{el Send ﬂlﬂlﬂl [}upliralel Remove |ﬂﬂﬂ

= XEVPRM Message [PrRD126007

= F_’roducts Description | Name/Value
- Update - Development - PRD126007 - ProductX 100ml solution Route Of Administration

£1- Pharmaceutical Products (1)
=-SOLUTION FOR INJECTION
= Drug Routes (2)
. L.INTRAVENOUS USE
- INTRAMUSCULAR USE
- Drug Ingredients (1)
-.0ld Drug Ingredients (-)
--Medical Devices (-)
--Drug ATCs (-)
- Drug Indications (1)
- Product Attachments (1)
Substances
--Sources
Organisations
--ATC Codes
Pharmaceutical Forms
--Routes Of Administration
Attachments
--Master File Locations

We have now amended the fields as per our example specifications.
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1.4. Validate and send an XEVPRM

1) Validate your XEVPRM by clicking on the 'Validate' button:

WEB Trader n Create and Send Product Reports | Medicinal Products | MedDRA |

ﬂ Reset Application ‘ Reset Section | Clear| |Validate| Send ‘ XML | ZIP ‘ RTF ‘ Duplicate ‘ Remove ‘ E | L | R |

In case of any errors, a warning message will be displayed; the section, where these errors
occurred will be highlighted in red and/or the fields where information is missing will contain the
text 'Field is Mandatory'/'Field must have a specific value'/'Field is Mandatory Optional'.

WEB Trader l Create and Send Product Reports || Medicinal Products | MedDRA |

[m] | Reset Application‘ Reset Section ‘ Clear| IVaIidatel Send | XML‘ ZIP‘ RTF ‘ Duplicate‘ Remove| E ‘ L| R |

=-XEVPRM Message FRDRGOW
(= Products Description | Name/Value
= Update - Development - PRD126007 - ProductX 100ml solution Route Of Administration INTRAMUSCULAR USE
= Pharmaceutical Products (1)
=+ SOLUTION FOR INJECTION
: '?’”9 Routes (2) Message from webpage X
- INTRAVENQUS USE
INTRAMUSCULAR USE
Drug Ingredients (1) Validate Failed
~.0old Drug Ingredients (-) o
\..Medical Devices (-) 1 Error(s) present
~Drug AT(,:S (7) First error(s):
& Drug Indications (1) Product Attachment / Validity dedaration

= Product Attachments (1)

EN - ProductX 100ml solution
Substances Press OK to go to the First error
Sources
Organisations

ATC Codes
C |
Pharmaceutical Forms anee

Routes Of Administration
Attachments
Master File Locations

Field must have a specified value

2) To correct the error(s), press 'OK' on the warning message or click on the area highlighted in red
in the tree-view area.

Since we are performing an update of a DMP, as per the applicable business rules, we must
confirm that the referenced PPI attachment is still valid.

The 'Validity declaration' field is a field that will allow you to select one of the available pre-
defined values.

Using your mouse, click on the area next to 'Validity declaration'. The area will become
highlighted in blue:

Description | Name/Value
Product Attachment EN - ProductX 100ml solution
Validity declaration [NEGE Field must have a specified value

Press 'Enter' on your keyboard, double-click on the field, or click on the 'R' (Remote look-up)
button. The values available for this field will be displayed:
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Description | Name/Value

Product Attachment EN - ProductX 100ml solution

Validity decla

Select option

Field must have a specified value

Prass A - Z to find initial letter
Fress Enter to select, Escape to clear

Using your mouse, select the requested value. Once you click on the selected value, it will be

displayed in the 'Validity declaration' field:

WEB Trader || Create and Send Preduct Reports | Medicinal Products | MedDRA

O | Reset Application | Reset Section | Clear | Validate | Send | XML | ZIP | RTF | Duplicate | Remmtﬂﬂﬂﬂ

PP

= XEVPRM Message
=-Products

=+ Update - Development - PRD126007 - ProductX 100ml solution
&= Pharmaceutical Products (1)

PRD126007

Descnptionl Name/Value

Product Attachment EN - ProductX 100ml solution
Validity declaration

=-SOLUTION FOR INJECTION
= Drug Routes (2)
i -INTRAVENOUS USE
H INTRAMUSCULAR USE
Drug Ingredients (1)
Lod Drug Ingredients (-)
i.-Medical Devices (-)
Drug ATCs (-)
Drug Indications (1)
= Product Attachments (1)
EN - ProductX 100ml solution
Substances
Sources
Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Aftachments.
Master File Locations

3) Validate the XEVPRM again; if there are no errors, the below window will be displayed:

WEB Trader { Create and Send Product Reports | Medicinal Products | MedDRA |

[m] | Reset Applicatiunl Reset Semiunl Clear Validalel Sandl XMLl ZIP| RTFl Dupliralel Removalﬂﬂﬂ

=-XEVPRM Message
[—] Products
é Update - Development - PRD 126007 - ProductX 100ml solution
= Pharmaceutical Products (1)
= SOLUTION FOR INJECTION
= Drug Routes (2)
- INTRAVENQUS USE
INTRAMUSCULAR USE
- Drug Ingredients (1)
.o Drug Ingredients (-)
Medical Devices (-)
Drug ATCs (-)
- Drug Indications (1)
= Product Attachments (1)
LEN - ProductX 100ml solution
Substances
Sources
Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
- Attachments
-.Master File Locations

[PRD1Z8007

Description | Name/Value
Product Attachment EN - ProductX 100ml solution
Validity declaration Valid

Message from webpage X

| Validate OK

You can dismiss the validation message by clicking on 'OK' or 'x' in the right-hand corner of the
window.

If you wish, you can save the XEVPRM (prior to its submission) for your reference by selecting
the relevant button:
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4)

WEB Trader n Create and Send Product Reports || Medicinal Products | MedDRA |

O | Reset Applicationl Reset Section | Clearl Validatel Send I XMLl ZIPl RTF I Duplicatel Remove |ﬂﬂﬂ

Upon clicking on the required option, a new window will open:

l ;% https.//evtest.ema.europa.eu/x/x.asp?xi=6 - Internet Explorer - O e
jSumma ry
Temporary|Click here for the file
1 (for
) Export)|Name: userhbp03c42u34-Send-OTORGHEO3042-KEVPRM-FRD126007 update-2021-09-10+1

EVPEM Zipped Message

1 Message Number: PRD126007 update

Tll the Hame :
Qutbox

EVPEM Zipped Message

Message Number: PRD126007 update

By clicking on 'here', a new window will open, and you will be able to save the file on your

computer.

To send the XEVPRM, click on the 'Send' button. The below message will be displayed on your

screen:

WEB Trader | Create and Send Product Reports =~ Medicinal Products | MedDRA |

o | Resat Applicatinnl Reset Section | Clearl Validalel Send |ﬂ ZIPl RTF | Dup\imtel Remove |ﬂﬂﬂ

Ol Ue UR, ds 1o

=-XEVPRM Message
& Products
- Update - Development - PRD 126007 - ProductX 100ml solution
= Pharmaceutical Products (1)
2 SOLUTION FOR INJECTION
= Drug Routes (2)
- INTRAVENOUS USE
INTRAMUSCULAR USE
&1 Drug Ingredients (1)
Old Drug Ingredients (-)
" Medical Devices (-)
-.Drug ATCs (-)
@-Drug Indications (1)
- Product Attachments (1)
i..EN - ProductX 100ml solution
Substances
Sources
----- Organisations
ATC Codes
Pharmaceutical Forms
----- Routes Of Administration
Attachments
Master File Locations

|PRD126007

Description | Name/Value

Product Attachment EN - ProductX 100ml solution
Validity declaration Valid

Message from webpage X

Message Sent Successfully

If You want to View the File(s) Sent Click [OK]

Sz

If you wish to dismiss the message, click on 'Cancel' or 'x'in the right-hand corner of the

message:

eXtended EudraVigilance Medicinal Product Report Message (XEVPRM) Step-by-Step guide
EMA/497524/2021

Page 15/19



Message from webpage

Message Sent Successfully

If You want to View the File(s) Sent Click [OK]

l OK I I Cancel I

To view/save the submitted file, click on 'OK'; the below message will be displayed, enabling
you to save your XEVPRM file on your computer:

l @ https.//evtest.ema.europa.eu/x/x.asp?xi=6 - Internet Explorer — O x
Summary
Temporary|Click here for the file
(for
) Export)|Name: userhb03c42u34-Send-OTCRGHEO3042-KEVPRM-PRD126007 update-2021-09-10+1

EVPEM Zipped Message
1 Message Number: PRD126007_update

To the |Hame:
Outbhox

EVPREM Zipped Message
Message Number: PRD126007 update

By clicking on 'here', a new window with the XML file of your submitted XEVPRM will open:
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.Q https://evtest.ema.europa.eu/x/Export.asp?F63FCF59-28B9-4F00-BD73-23C94B175EAQ - Internet... — O X

X SHconvert v HSelect

=< ?xml version="1.0" encoding="UTF-8" 7= A
- <evprm xmins="http:/ feudravigilance.ema.europa.eu/schema/emaxevmpd”
xmlins:ssi="http:f /feudravigilance.ema.europa.eu/schema/emaxevmpd_ssi"
xmins:xsi="http:/ fwww.w3.0org/2001/XMLSchema-instance"
xsi:schemalocation="http:/ feudravigilance.ema.europa.eu/schema/femaxevmpd
http:/ /eudravigilance.ema.europa.eu/schema/emaxevmpd.xsd">
- «<ichicsrmessageheader>
<messagetype>XEVPRM =/messagetype>
<messageformatversion>2</messageformatversion =
<messageformatrelease=0</messageformatrelease >
<messagenumb>ProductX_100ml solution_insert</messagenumb>
<messagesenderidentifier> OTORGHBO03042 < /messagesenderidentifier>
<messagereceiveridentifier> EVTEST </messagereceiveridentifier=
<messagedateformat>204+</messagedateformat=
<messagedate>20210910123340<,/messagedate>
< fichicsrmessageheader>
- <organisations>
- <organisation operationtype="1"=
<type_org>2</type_org>
<name_org>Sponsor ABC Ltd</name_org>
zlocalnumber=3</localnumber=
<address>Narrow street 5</address=>
<city=Dublin</city>
<postcode>D12 34K</postcode>
<countrycode>IE</countrycode:
</organisation>
< /organisations>
- =attachments=>
- <attachment operationtype="1">
<localnumber>4</localnumber>
=filename>=Attachment01.DOCX < /filename:
«filetype=3 </filetype=
zattachmentname=ProductX 100ml solution</attachmentname=
zattachmenttype>=1</attachmenttype>
<languagecode>=EN</languagecode=
zattachmentversion=1.0</attachmentversion>
zattachmentversiondate>20210901 < /attachmentversiondate=
zversiondateformat> 102 < /versiondateformat>
< /attachment>
= fattachments>
- <developmentproducts>
- <developmentproduct operationtype="1">
zlocalnumber=1</localnumber>
<sponsorcode resolutionmode="1">3</sponsorcode>
- <developmentpresentationname >
<preductname:>ProductX 100ml solution</productname=
< /developmentpresentationname>
- =productindications=

£ >

You can save the XML file of the submitted XEVPRM on your computer either by using the
'File'/'Save As' option (if available) or by using Ctrl+S on your keyboard.

You have now successfully submitted an XEVPRM with operation type 'Update' (2) for a development
medicinal product entity.
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1.5. Retrieve the XEVPRM Acknowledgement (XEVPRM ACK)

1) In EVWEB, go to the 'Web Trader' section:

‘ | WEB Trader I Create and Send Product Reports | Medicinal Products | MedDRA | ‘

2) Click on 'Inbox"' (or 'Archived Inbox' under 'Archive’', depending on when you decide to retrieve
your XEVPRM ACK). The application will appear 'frozen' for a second or two:

~Imported Messages (-)
Outbox

Temporary Folder
Run to Excel Files
--Bulk Update

& Archive

After a few seconds, the active area will display XEVPRM ACKs sent to your organisation's ID;
the first message will be automatically highlighted in blue:

WEB Trader = Create and Send Product Reports | Medicinal Products I MedDRA |
EI Reselﬁpplwcatiunl ReseISecuonl Clear | Remote Impurll Create Ackl il
~Imported Messages (-) I
Inbox Num | Name Num/Count Date Size
- Outbox 0001 ack userhb03042u34-Sen... 2021/09/10 14:22 27 00000046....
Temporary Folder 0002 ack_userhb03042u34-Sen... 2/2 2021/09/10 12:33.44 00000057 ..
--Run to Excel Files
--Bulk Update
Archive

To view the ACK name in full, expand the section by placing your cursor on the separator line
between 'Name' and 'Num/Count', click and drag towards the right until the full name is visible:

WEB Trader | Croate nd S40d Procet Reparts | Medicinal Products | MesoRa |

O | Reset Applcation | Resel Secson | Cles | Remctn import | Creale Ack | © |
Imporied Messages (-) I . —
Inbaox
Outbax 0001 ack userhb(iod 2uie-Sen LR
Tempaorary Folder 0002  ack_userhbl3od2u3d-Sen.. 202 2020700010 12:33 44 OO0OO0ST
Foun 1o Excal Files
Bulk Updiabe:

= Archive

3) Based on the XEVPRM number, which you assigned to your message, find the XEVPRM ACK.
Click on the relevant row with your mouse (the message will be highlighted in blue). Press
'Enter' on your keyboard or double-click with your mouse, and the XML of the XEVPRM ACK will
be displayed on your screen, showing the operation result for the relevant entity:
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= https://evtest.ema.europa.eu/x/Export.asp?9AE6ES83-64B7-4456-996F-DOD09I3E3DABT - Internet Ex... — Oa *
X  ®convert v ESelect

<?xml version="1.0" encoding="UTF-8" 7>
- <evprmack xmins:xsi="http:/ /www.w3.org /2001 /XMLSchema-instance"
xsi:noNamespaceSchemalocation="http:/ feudravigilance.ema.europa.eu/schema/ackxevmpd.xsd">
- «ichicsrmessageheader>
<messagetype>EVPRACK</messagetype>
<messageformatversion>1.0</messageformatversion>
<messageformatrelease>1.0</messageformatrelease>
<messagenumb>EU-EC-M-165051-ACK=/messagenumb=>
<messagesenderidentifier>EVTEST </messagesenderidentifier>
<messagereceiveridentifier>OTORGHB03042 </messagereceiveridentifier>
<messagedateformat>204</messagedateformat>
<messagedate>20210910142421</messagedate>
</ichicsrmessageheader>
- <acknowledgment=
- <messageacknowledgment>
<evmessagenumb>EU-EC-M-165051</evmessagenumb>
<originalmessagenumb>=PRD126007_update</originalmessagenumb==
<originalmessagesenderidentifier>OTORGHB03042 < /originalmessagesenderidentifier:=
<originalmessagereceiveridentifier>EVTEST < /originalmessagereceiveridentifier>
<originalmessagedateformat=>204</originalmessagedateformat=>
zoriginalmessagedate>20210910142223</originalmessagedate>
<transmissionacknowledgmentcode>01</transmissionacknowledgmentcode=>
</messageacknowledgment>
- <reportacknowledgment:>
<reportname>=DEVELOPMENTPRODUCT < /reportname:>
zlocalnumber /=
<ev_code>PRD126007 </ev_codex
<operationtype>2</operationtype >
<operationresult>4</operationresult>
<operationresultdesc>Entity updated successfully Version 2</operationresultdesc>
</reportacknowledgment>
</acknowledgment:>
</evprmack=>

The ACK confirmed that the update of the DMP in our example was successful.

4) You can save the XML file of the submitted XEVPRM on your computer either by using the
'File'/'Save As' option (if available) or by using Ctrl+S on your keyboard.

You have now successfully retrieved the XEVPRM Acknowledgement confirming that your product entity
was updated successfully.

In case the update would not be successful, the operation result would contain a different message,
indicating why the required operation was not performed on the entity. The list of negative operation
results is available in the 'Ack - Failure codes' spread sheet of the EudraVigilance eXtended medicinal
product dictionary acknowledgment codes Excel file published on the 'Guidance documents' webpage.

Based on the acknowledgment, you should amend the information that led to the negative
acknowledgement as per the 'operation result' message and resubmit the XEVPRM.
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