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1.1. Organisation Example specification

For the purpose of this step-by-step exercise, you will be inserting:
A marketing authorisation holder organisation with the details:
PharmeX

43 Winston Road

London

E14 S5EU

UK

PharmeX@pharmex.co.uk

A sponsor organisation with the details:
EraLab

Lockington Close

Margate

MA12 4JJ

UK

EraLab@eralab.com

Additional information

e The MAH is a medium size organisation with SME number EMA/SME/000/00/02.

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Step-by-Step Guide
EMA/467742/2014 Page 3/28


mailto:PharmeX@pharmex.co.uk
mailto:EraLab@eralab.com

1.2. Create an XEVPRM

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 - -'_ ﬁ
—

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

| LlEEF name |

| Password | r

[7] Remember my credentials

-
L
-

Pharmaceutical Industries and Commercial Sponsors

> EVWEB Please select the initial of the Organisation ID:
B XEVMPD Export A|B|C|D|E|F|IG|IH|I|J|/K|ILIM|N|O|P|Q|R|S|T|U|V|W|Y|Z|0D-9

Regulators
P EV Post

Organisation Name Organisation ID Country

EV Registered

Partners

P Manage your profile
» QPPV List

» Organisations List

User Support

» Help Desk

» EVWEB Troubleshooting
P XEVMPD Data-Entry

Tool (EVWEB) User
Manual_version 5.0

Change Password
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You are now logged in EVWEB — the organisation ID under which you are logged in is shown in the top

right corner:

Digplay Settings - i demtestmahtt (DCMTESTMAH) @ Human Producti

Create and Send XSRS | Create and Send ACks | WEB Trader | IC8Rs | Create and Send Product Repors Medicinal Products | MedDRA I

o ]_Reset Application | Reset Section |_C|ear|

2) Go to "Create and Send Product Reports" section:

Create and Send ICSRs | Create and Send Acks | WEB Trader | ICSRs I Create and Send Product Reporis I Medicinal Products | MedDRA

|:|| ResetAppIication| Reset Se{:tion| C|ear| Validate| Send | XML| ZIP| RTF| E| L| R|

2] XEVPRM Message [

Description | Name/Value
Message Number

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

Field is Mandatory

3) With your mouse, click on the area next to the "Message Number". It is a free-text field. The area

will become highlighted in blue:

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

= ResetAppIication| Reset Se{:tion| Clear| Validate| Send | XML| ZIP| RTF| E| L| R|

=-XEVPRM Message [

Description | MName/Value
Message Mumber

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

Field is Mandatory

4) Press "Enter" on your keyboard or click on the "E" ("Text Edit") button. Both actions will activate
the field and allow you to write the name you wish to assign to you XEVPRM:

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

o | Reset Appncation| Reset Se{:tion‘ C|ear| Validate| Send | XML| ZIP| RTF
= XEVPRM Message | (Tex Eatt }

Description | Name/Value
Message Number Field is Mandatory

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

| 7|
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5) Type in the message number you wish to assign to your XEVPRM, then press "Enter" on your
keyboard:

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

J Reset Appication | Reset Section | Clearl validate | Send | XuL | El RTF | H H ﬂ

=-XEVPRM Message

Descripti0n| Name/Value |

Message Number [LEERSNE NG EBHED

Products

Substances

Sources

Organisations

ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments

Master File Locations

6) Expand the tree-view area by clicking on the "+" sign and select “Organisations” or double click on
"Organisations" in the active area:

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

J Reset Appiication | Reset Section | Clearl valigate | Send | xuL | El RTF | H H ﬂ

[ElXEVPRM Message

Descriptionl MName/Value |

Message Number |[EESIN NG EBEDR

Products

Substances

Sources

ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments

Master File Locations

1.2.1. Marketing authorisation holder (MAH) organisation

7) Select "New MAH " by ticking the relevant box:

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

J Reset Appllcatlonl Reset Sectlonl Clearl Valldatel Sendl XMLlﬂl RTFlﬂﬂﬂ ﬂ

=-XEVPRM Message

~Products Num Operation Type Type Organisation Mame
- Substances

~Sources New Sponsor

--Organisations

- ATC Codes

- Pharmaceutical Forms
--Routes Of Administration
- Attachments

--Master File Locations
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The active area will display the fields relevant for an MAH organisation entity:

Create and Send ICSRs | Create and Send Acks | WEB Trader | ICSRs " Create and Send Product Reports || Medicinal Products | MedDRA
0O | Reset Application | Reset Section | Clear | Validate| Send | XML| P | RTF | Duplicate| Remove | E | L | R|
E-XEVPRM Message [

Z:ELDbdsut:LSces Description | MName/Value |
5 Operation Type
- Sources
- Organisations EV Code
Type MAH (1)
~Insert (1) - MAH (1) MAH Name Field is Mandatory
~ATC Codes SME Status
--Pharmaceutical Forms SME Number
--Routes Of Administration MAH Sender ID
- Attachments Address Field is Mandatory
--Master File Locations City Field is Mandatory
Region
Postcode Field is Mandatory
Country Code Field is Mandatory
Tel Number
Tel Extension
Tel Country Code
Fax Number
Fax Extension
Fax Country Code
E-mail Address
Comment

» The "Operation type" field displays "Insert (1)" as a default. It is not possible to assign a different
operation type.

» Mandatory fields that must be populated are highlighted with the text "Field is Mandatory".

» Please note that not all mandatory fields are highlighted this way (some fields are business
rules dependent). Additional mandatory fields/fields that must contain specific value may be
highlighted during the validation process (see section 1.3.)

» When information is entered in the individual mandatory fields, the text "Field is Mandatory
disappears.

» Some of the fields contain look-up tables with pre-defined values. These values will be
displayed if you press "Enter" on your keyboard.

Enter the relevant information in the individual fields as per guidance provided for each field in
Chapter 3.11: Extended EudraVigilance product report message (XEVPRM) user guidance;
section 1.6. Initial Submission of a Marketing Authorisation Holder (MAH) Organisation.

1.2.1.1. EV Code

The EV Code field is a field which will automatically display the assigned EV Code if maintenance
related operation (i.e. NOT an insert) is performed. In your example, this field is blank because you
are performing an insert of an entity.

1.2.1.2. Type
The value in the "Type" field is automatically set to "MAH" as per your selection.
1.2.1.3. MAH Name

This is a free-text field.
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Using your mouse, click on the area next to "MAH Name". The area will become highlighted in blue:

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

= ResetAppIication| Reset Se{:tion| C|ear| Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

E-XEVPRM Message [

Fax Extension
Fax Country Code
E-mail Address
Comment

~Products Description | Name/Value
--Substances -
s Operation Type Insert (1)
- Sources EV Code
E-Organisations Type MAH (1
“Insert (1) - MAH (1) MAH Name i Field is Mandatory
~ATC Codes SME Status
--Pharmaceutical Forms SME Mumber
- Routes Of Administration MAH Sender ID
- Attachments Address Field is Mandatory
--Master File Locations City Field is Mandatory
Region
Postcode Field is Mandatory
Country Code Field is Mandatory
Tel Mumber
Tel Extension
Tel Country Code
Fax Mumber

Press "Enter" on your keyboard or use the "E" ("Text Edit") button. Both actions will activate the field

and allow you to write your text:

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

= ResetAppIication| Reset Se{:tion| C|ear| Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

E-XEVPRM Message [

Fax Extension
Fax Country Code
E-mail Address
Comment

~Products Description | Name/Value
--Substances -
5 Operation Type Insert (1)
- Sources
=-Organisations EV Code
T Type MAH (1)
- iser ML) MAH Namelj Field is Mandatary
~ATC Codes SME Status
--Pharmaceutical Forms SME Number
--Routes Of Administration MAH Sender ID
- Attachments Address Field is Mandatory
--Master File Locations City Field is Mandatory
Region
Postcode Field is Mandatory
Country Code Field is Mandatory
Tel Number
Tel Extension
Tel Country Code
Fax Number
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Type in the requested text and press "Enter" on your keyboard. The name of your MAH will be
displayed in the "MAH Name" field:

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

= ResetAppIication| Reset Section | C|ear| Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

=-XEVPRM Message
- Products
- Substances
- Sources
El-Organisations

“Insert (1) - MAH (1) - PharmeX
- ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
- Attachments
--Master File Locations

Description | Name/Value

Operation Type Insert (1)
EV Code
Type MAH (1

MAH Name Eﬁﬂ
SME Status
SME Mumber
MAH Sender ID
Address
City
Region
Postcode
Country Code
Tel Mumber
Tel Extension
Tel Country Code
Fax Mumber
Fax Extension
Fax Country Code
E-mail Address
Comment

Field is Mandatory
Field is Mandatory

Field is Mandatory
Field is Mandatory

1.2.1.4. SME status

The "SME Status" 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 "SME Status". The area will become highlighted in blue:

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

O ResetApp|ication| Reset Secti0n| C|ear| Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

B=-XEVPRM Message
- Products
--Substances
--Sources
E-Organisations

“-Insert (1) - MAH (1) - PharmeX
- ATC Codes
--Pharmaceutical Forms
- Routes Of Administration
- Attachments
--Master File Locations

Description | Name/Value

Operation Type Insert (1)
EV Code

Type MAH (1)

MAH Name PharmeX
SME Status
SME Mumber
MAH Sender ID
Address
City
Region
Postcode
Country Code
Tel Mumber
Tel Extension
Tel Country Code
Fax Mumber
Fax Extension
Fax Country Code
E-mail Address
Comment

Field is Mandatory
Field is Mandatory

Field is Mandatory
Field is Mandatory
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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:

Create and Send ICSRs | Create and Send Acks | WEB Trader | ICSRs ” Create and Send Product Reports Medicinal Producis | MedDRA |

(] | Reset Application | Reset Section | Clear | Vﬁ“dﬁte‘ Send | XML| ZIP | RTF ‘ Dupllcate| Remove | E |ﬂ

E-XEVPRM Message
-Products
-Substances
-Sources
E-Organisations

“-Insert (1) - MAH (1) - PharmeX
~ATC Codes
-Pharmaceutical Forms
-Routes Of Administration
- Attachments
-Master File Locations

Descrip1iun| Name/Value

Operation Type Insert (1)
EV Code
Type MAH (1)
MAH Name
SME Status %

SME Number

MAH Sender ID
Address

Select option

tory

City

Region Press A - Z to find initial letter
Press Enter to select, Escape to clear

Postcode

tory

tory

Country Code

Tel Number Medium (4)

tory

Tel Extension -
Tel Country Code Micro (2)

Fax Number
Fax Extension NA (1)

Fax Country Code
E-mail Address Small (3)

Comment

Using your mouse, select the

requested value. It will become highlighted in black:

Description | Name/Value

Operation Type Insert (1)
EV Code

Type MAH (1)

MAH MName PharmeX

SME Status

SME Mumber

MAH Sender ID
Address

Select option

tory

City

Postcode
Country Code
Tel Mumber

Region Press A - Z to find initial letter
Press Enter to select, Escape to clear

tory
Medium (4)

tory

tory

Tel Extension

Tel Country Code Micro (2)

Fax Mumber
Fax Extension NA (1)

Fax Country Code

E-mail Address ‘Small (3)

Comment

Once you click on the selected value, it will be displayed in the "SME Status" field:

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

o | reset Applicati0n| Reset Se{:lion‘ Clear| Validale| Send‘ XML| ZIP| RTF| Duplicate| Remove| E| L‘ R|

E=-XEVPRM Message
--Products
Substances
- Sources
=-Organisations
“Insert (1) - MAH (1) - PharmeX
--ATC Codes
Pharmaceutical Forms
--Routes Of Administration
- Attachments
--Master File Locations

Description | MName/Value

Cperation Type Insert (1)
EV Code

Type MAH (1)

MAH Name Pharmex

SME Status

SME Number
MAH Sender ID
Address
City
Region
Postcode
Country Code
Tel Number
Tel Extension
Tel Country Code
Fax Number
Fax Extension
Fax Country Code
E-mail Address
Comment

Field is Mandatory
Field is Mandatory

Field is Mandatory
Field is Mandatory
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1.2.1.5. SME Number

This is a free text field.

Should you wish to enter an SME number, you can do so by clicking on the area next to the "SME
Number". The area will become highlighted in blue:

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

= ResetAppIication| Reset Section | C|ear| Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

=-XEVPRM Message
- Products
- Substances
- Sources
(- Organisations

“-Insert (1) - MAH (1) - PharmeX
- ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
- Attachments
--Master File Locations

Description | Name/Value |

Operation Type Insert (1)
EV Code
Type MAH (1)
MAH Name PharmeX
SME Status Medium (4)
SME Mumber
MAH Sender ID
Address Field is Mandatory
City Field is Mandatory
Region
Postcode
Country Code
Tel Mumber
Tel Extension
Tel Country Code
Fax Mumber
Fax Extension
Fax Country Code
E-mail Address
Comment

Field is Mandatory
Field is Mandatory

Press "Enter" on your keyboard or click on the the "E" ("Text Edit") button. Both actions will activate
the field and allow you to write your text:

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

= ResetAppIication| Reset Se{:tion| C|ear| Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

=-XEVPRM Message
- Products
--Substances
--Sources
E-Organisations

“Insert (1) - MAH (1) - PharmeX
--ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
- Attachments
--Master File Locations

Description | Name/Value |

Operation Type Insert (1)
EV Code
Type MAH (1)
MAH Name PharmeX
SME Status _Medium (4)
SME Number| |
MAH Sender ID
Address Field is Mandatory
City Field is Mandatory
Region
Postcode
Country Code
Tel Mumber
Tel Extension
Tel Country Code
Fax Mumber
Fax Extension
Fax Country Code
E-mail Address
Comment

Field is Mandatory
Field is Mandatory
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Once you type in the required text, press "Enter"” on your keyboard. The text will be displayed in the
"SME Number" field:

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

= ResetAppIication| Reset Se{:tion| C|ear| Validate| Send| XML| ZIP| RTF| Dup|icate| Remove| E| L| R|

=-XEVPRM Message [

~Products Description | Name/Value |
- Substances Operation T Insert (1
. Sources peration Type Insert (1)

EV Code
Type MAH (1)
MAH MName PharmeX

) SME Status Medium (4
~-Pharmaceutical Forms SME Number ENNENEMITE

- Routes Of Administration MAH Sender ID
- Attachments Address

E-Organisations
“-Insert (1) - MAH (1) - PharmeX
--ATC Codes

Field is Mandatory

--Master File Locations City

Region
Postcode
Country Code

Field is Mandatory

Field is Mandatory
Field is Mandatory

Tel Mumber

Tel Extension

Tel Country Code
Fax Mumber

Fax Extension
Fax Country Code
E-mail Address
Comment

1.2.1.6. MAH Sender ID

This is a free text field.

As per the guidance provided in Chapter 3.11: Extended EudraVigilance product report message
(XEVPRM) user guidance; section 1.6. Initial Submission of a Marketing Authorisation Holder (MAH)
Organisation, the organisation ID that corresponds to the same organisation as assigned in the

EudraVigilance registration system may be provided.

Should you wish to enter the organisation ID in this field, use the same process as described in section
1.2.1.3. MAH Name.

1.2.1.7. Address, City, Region and Postcode

These are free-text fields.

To enter the requested information in these fields, use the same process as described in section
1.2.1.3. MAH Name.

Description | Name/Value
Operation Type Insert (1)
EV Code
Type MAH (1)
MAH Name PharmeX
SME Status Medium (4)
SME Number EMA/SME/00/00/02
MAH Sender ID
Address 43 Winston Road
City London
Region
Postcode
Country Code
Tel Number
Tel Extension
Tel Country Code
Fax Number
Fax Extension
Fax Country Code
E-mail Address
Comment

Field is Mandatory
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1.2.1.8. Country Code

The "Country Code" 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 "Country Code". The area will become highlighted in blue:

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

= ResetAppIication| Reset Se{:tion| C|ear| Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

=-XEVPRM Message
- Products
--Substances
--Sources
E-Organisations

“Insert (1) - MAH (1) - PharmeX
--ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
- Attachments
--Master File Locations

Description | Name/Value |

Operation Type
EV Code

Type

MAH Name
SME Status
SME Mumber
MAH Sender ID
Address

City

Region

Postcode
Country Code
Tel Mumber

Tel Extension
Tel Country Code
Fax Mumber

Fax Extension
Fax Country Code
E-mail Address
Comment

Insert (1)

MAH (1)

PharmeX

Medium (4)
EMA/SME/000/00/02

43 Winston Road
London

E14 5EU

Field is Mandatory

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:

Create and Send ICSRs | Create and Send Acks | WEB Trader |

ey

o | Reset Appncation| Reset Se{:tion| C|ear| Validate| Send| XML

Medicinal Products | MedDRA |

=-XEVPRM Message

- Products

--Substances

--Sources

- Organisations

-Insert (1) - MAH (1) - PharmeX
--ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
- Attachments

--Master File Locations

Select option
Press A - Z to find initial letter R
| Press Enter to select, Escape to clear
Description | Nz |Afghanistan (AF) i
Operation Type Ine [ALAND ISLANDS (AX)
EV Code Albania (AL) =
Type M/ [algeria (DZ)
SMMAEHSHZ{EE E:; American Samoa (AS) |
SME Number EN [Andorra (AD)
MAH Sender 1D Angola (AD)
Address 43 |aAnguilla (AI)
Qity Lo [antarctica (AQ)
PDFS{tngDIEZ |Ar|tigua And Barbuda (AG) |
Country Code ﬁ [Argentina (4R) | tory
Tel Number Armenia (AM)
Tel Extension Aruba (AW)
Tel Country Code Australia (AU)
Fax Mumber -
Fax Extension s (6T
Fax Country Code Azerbaijan (AZ)
E-mail Address Bahamas (BS)
Comment Bahrain (BH)
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Using your mouse, select the requested value. It will become highlighted in black:

Create and Send ICSRs | Create and Send Acks | WEB Trader | [aas - Medicinal Products | MedDRA |
Select option |

= ResetAppIication| Reset Se{:tion| C|ear| Validate| Send| XML Prese A~ 2 to find initial letter ﬂ

Press Enter to select, Escape to clear

E-XEVPRM Message [

- Products — [1anzania (1) | .
-.Substances Degcnpﬂon [ e Thailand (TH)
- Sources Operatl';\? gyse In [FIMOR-LESTE (TL)
H--Qrganisations T;ps m Togo (TG)
“Insert (1) - MAH (1) - PharmeX MAH Name Ph |[Tokelau (TK)
~ATC Codes SME Status M [Tonga (TO)
--Pharmaceutical Forms SME Number EN [rinidad And Tobago (TT)
--Routes Of Administration MAH Sender ID —
- Attachments Address 43 [iree 00
--Master File Locations City Lo Turkey (TR)

Region Turkmenistan (TM)

Postcode E1 [Turks And Caicos (TC)
Country Code Tuvalu (TV) tary
Tel Mumber Uganda (UG)
Tel Extension =
Tel Country Code Ukraine (UA)
Fax Number United Arab Emirates (AE)
Fax Extension United Kingdom (GB)

Fax Country Code United States (US)

E-mail Add : : :
mal ress United States Minoroutlying Islands
Comment (UM)

Once you click on the selected value, it will be displayed in the "Country Code" field:

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

= ResetAppIication| Reset Se{:tion| Clear| Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

E-XEVPRM Message [

Z:ELDdeut:LSCES Description | Name/Value |
. Sources Operation Type Insert (1)

EV Code
Type MAH (1)
MAH Name PharmeX

El-Organisations
“-Insert (1) - MAH (1) - PharmeX

~ATC Codes SME Status Medium (4)
~-Pharmaceutical Forms SME Mumber EMA/SME/000/00/02
--Routes Of Administration MAH Sender ID
-~ Attachments Address 43 Winston Road
--Master File Locations City London

Region

Postcode E14 5EU

Country Code

Tel Number

Tel Extension

Tel Country Code

Fax Number

Fax Extension

Fax Country Code

E-mail Address

Comment

1.2.1.9. Tel Number, Extension, Country Code, Fax Number, Fax Extension, Fax Country
Code and E-mail address

These are free-text fields.

Should you wish to enter the requested information in these fields, use the same process as described
in section 1.2.1.3. MAH Name.
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1.2.1.10. Comment

This is a free- text field, in which information can be entered using the same process as described in

section 1.2.1.3. MAH Name.

As per business rules and guidance provided in Chapter 3.11: Extended EudraVigilance product report

message (XEVPRM) user guidance; section 1.6. Initial Submission of a Marketing Authorisation Holder

(MAH) Organisation, no information should be entered in this field in this particular case.

You have now populated the fields for an MAH organisation entity "PharmeX":

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

= ResetAppIication| Reset Se{:tion| C|ear| Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

=-XEVPRM Message
- Products
--Substances
--Sources
E-Organisations

“-Insert (1) - MAH (1) - PharmeX
--ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
- Attachments
--Master File Locations

Description | Name/Value

Operation Type Insert (1)
EV Code
Type MAH (1)
MAH Name PharmeX
SME Status Medium (4)
SME Number EMA/SME/000/00/02
MAH Sender ID
Address 43 Winston Road
City London

Region
Postcode E14 5EU
Country Code United Kingdom (GB)
Tel Mumber 0207 1111
Tel Extension 222
Tel Country Code 0044
Fax Mumber
Fax Extension
Fax Country Code

E-mail Address |[RiEUNER @IE )y anitils

Comment
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1.2.2. Sponsor organisation

8) In the "Organisations" section of your XEVPRM , select "New Sponsor" by ticking the relevant box:

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

|:|| ResetAppIication‘ Reset Se{:tion| Clear| Validate| Send| XML| ZIP| RTF| E| L| R| ﬂ

E-XEVPRM Message
- Products
- Substances
- Sources
—I-Organisations
“Insert (1) - MAH (1) - PharmeX
- ATC Codes
--Pharmaceutical Forms
Routes Of Administration
- Attachments
- Master File Locations

Num | Operation Type | Type | Organisation Name
[ 0001 Insert (1) MAH (1) PharmeX
[ New MAH

WNewSponsor

The active area will display the fields relevant for a sponsor organisation entity:

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

= ResetAppIication| Reset Section | C|ear| Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

=-XEVPRM Message

- Products

- Substances

- Sources

- Organisations

-Insert (1) - MAH (1) - PharmeX
“Insert (1) - Sponsor (2)
- ATC Codes
--Pharmaceutical Forms

- Routes Of Administration
- Attachments

--Master File Locations

Description | MName/Value |
Operation Type
EV Code

Type

Sponsor Name
Sponsor Sender 1D
Address Field is Mandatory

City Field is Mandatory

Region

Postcode
Country Code

Tel Number

Tel Extension

Tel Country Code
Fax Number

Fax Extension
Fax Country Code
E-mail Address
Comment

Sponsor (2)
Field is Mandatory

Field is Mandatory
Field is Mandatory

» The "Operation type" field displays "Insert (1)" as a default. It is not possible to assign a different

operation type.

» Mandatory fields that must be populated are highlighted with the text "Field is Mandatory".

» Please note that not all mandatory fields are highlighted this way (some fields are business
rules dependent). Additional mandatory fields/fields that must contain specific value may be
highlighted during the validation process (see section 1.3.

» When information is entered in the individual mandatory fields, the text "Field is Mandatory"

disappears.

» Some of the fields contain look-up tables with pre-defined values. These values will be
displayed if you press "Enter" on your keyboard.

1.2.2.1. EV Code

The EV Code field is a field which will automatically display the assigned EV Code if maintenance

related operation (i.e. NOT an insert) is performed.

In your example, this field is blank because you

are performing an insert of an entity.
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1.2.2.2. Type
The value in the "Type" field is automatically set to "Sponsor" as per your selection.
1.2.2.3. Sponsor Name

It is mandatory to provide information in the Sponsor Name field.
This is a free-text field.

Using your mouse, click on the area next to "Sponsor Name". The area will become highlighted in blue:

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

= ResetAppIication| Reset Se{:tion| C|ear| Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

E-XEVPRM Message [

Z:ELDdeut:LSCES Description | Name/Value |
. Sources Operation Type Insert (1)
B-Organisations BV %22 Sponsor (2)
e Sponsor Name. [N Field is Mandatory

nsert (1) - Sponsor (2} Sponsor Sender 1D

- ATC Codes Address Field is Mandatory
--Pharmaceutical Forms City Field is Mandatory

- Routes Of Administration Region
- Attachments Postcode Field is Mandatory
--Master File Locations Country Code Field is Mandatory

Tel Number

Tel Extension

Tel Country Code

Fax Number

Fax Extension
Fax Country Code
E-mail Address
Comment

Press "Enter" on your keyboard or use the "E" ("Text Edit") button. Both actions will activate the field
and allow you to write your text:

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

= ResetAppIication| Reset Se{:tion| C|ear| Validate| Send| XML| ZIP| RTF| Duplicate| Rernove| E| L| R|

=-XEVPRM Message |

~Products Description | Name/Value |
--Substances -
p Operation Type Insert (1)
- Sources EV Code
E-Organisations
Type_Sponsor (2)
‘Insert (1) - MAH (1) - PharmeX Sponsor Namel_il Field is Mandatory
~Insert (1) - Sponsor (2) Sponsor Sender 1D
- ATC Codes . Address Field is Mandatory
--Pharmaceutical Forms City Field is Mandatory
--Routes Of Administration Region
- Attachments Postcode Field is Mandatory
--Master File Locations Country Code Field is Mandatory
Tel Mumber
Tel Extension
Tel Country Code
Fax Number

Fax Extension
Fax Country Code
E-mail Address
Comment
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Type in the requested text and press "Enter” on your keyboard. The name of your sponsor will be
displayed in the "Sponsor Name" field:

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

- ResetAppIicati0n| Reset Section | C|ear| Validate| Send| XML| ZIP| RTF| Dup|icate| Remove| E| L| R|

= XEVPRM Message [

~Products Description | Name/Value |
--Substances -
s Operation Type Insert (1)
- Sources
- Organisations EV Code
T Type Sponsor (2)
nsert (1) - MAH (1) - PharmeX Sponsor Name m
nsert (1) - Sponsor (2) - EralLab Sponsor Sender 1D
- ATC Codes Address Field is Mandatory
--Pharmaceutical Forms City Field is Mandatory
- Routes Of Administration Region
- Attachments Postcode Field is Mandatory
--Master File Locations Country Code Field is Mandatory
Tel Number
Tel Extension
Tel Country Code
Fax Mumber

Fax Extension
Fax Country Code
E-mail Address
Comment

1.2.2.4. Sponsor Sender 1D

It is not mandatory to provide information in this field.
This is a free text field.

The organisation ID that corresponds to the same organisation as assigned in the EudraVigilance
registration system may be provided.

Should you wish to enter the organisation ID in this field, use the same process as described in section
1.2.2.3. Sponsor Name.

1.2.2.5. Address, City, Region and Postcode

It is mandatory to provide information in the Address, City and Postcode fields.
It is not mandatory to provide information in the Region field.
These are all free-text fields.

To enter the requested information in these fields, use the same process as described in section
1.2.2.3. Sponsor Name.
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Description | MName/Value

Operation Type Insert (1)
EV Code

Sponsor Name Eralab
Sponsor Sender 1D

City Margate
Region

Country Code

Tel Mumber

Tel Extension

Tel Country Code
Fax Number

Fax Extension
Fax Country Code
E-mail Address
Comment

Type Sponsor (2)

Postcode [N PEEN]

Address Lockington Close

Field is Mandatory

1.2.2.6. Country Code

It is mandatory to provide information in this field.

The "Country Code" 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 "Country Code". The area will become highlighted in blue:

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

= ResetAppIication| Reset Se{:tion| C|ear| Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

=-XEVPRM Message

- Products

--Substances

--Sources

E-Organisations

Insert (1) - MAH (1) - PharmeX
“Insert (1) - Sponsor (2) - EraLab

--ATC Codes

--Pharmaceutical Forms

--Routes Of Administration

- Attachments

--Master File Locations

Description | Name/Value |

Operation Type
EV Code

Type

Sponsor Name
Sponsor Sender ID
Address

City

Region

Postcode
Country Code

Tel Mumber

Tel Extension

Tel Country Code
Fax Mumber

Fax Extension
Fax Country Code
E-mail Address
Comment

Insert (1)

Sponsar (2)
EralLab

Lockington Close
Margate

MA12 4.1
Field is Mandatory
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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:

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

O | Reset Applicali0n| Reset Section | Clear| Validate| Send | XML| ZIP| RTF| Duplicate| Remaove | E| L |E

=-XEVPRM Message

- Products

--Substances

--Sources

El-Organisations

-Insert (1) - MAH (1) - PharmeX
Insert (1) - Sponsor (2) - EraLab
-ATC Codes

--Pharmaceutical Forms

--Routes Of Administration

- Attachments

--Master File Locations

Description| Nar

Operation Type Inse
EV Code

Type Spo

Sponsor Name  Eral
Sponsor Sender ID

Address Loc

City  Mar
Region

Postcode MA

Tel Number

Tel Extension

Tel Country Code
Fax Number

Fax Extension
Fax Country Code
E-mail Address
Comment

Select option

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

|Afghar|istar| (AF)

ALAND ISLANDS (AX)

Albania (AL)

Algeria (DZ)

American Samoa (AS)

Andorra (AD)

Country Code [ ] Angola (AQ)

Anguilla (AI)

Antarctica (AQ)

Antigua And Barbuda (AG)

Argentina (AR)

Armenia (AM)

Aruba (AW)

Australia (AU)

m

Using your mouse, select the requested value. It will become highlighted in black:

o | Reset Applicati0n| Reset Section | C|ear| Validate| Send| XML| ZIP|

=-XEVPRM Message

- Products

- Substances

- Sources

- Organisations

~Insert (1) - MAH (1) - PharmeX
“Insert (1) - Sponsor (2) - EraLab
- ATC Codes

--Pharmaceutical Forms

- Routes Of Administration

- Attachments

- Master File Locations

Description | Nar
Operation Type Inse
EV Code
Type Spc
Sponsor Name Era
Sponsor Sender 1D
Address Loc
City Mar
Region
Postcode MA
Country Code
Tel Mumber
Tel Extension
Tel Country Code
Fax Mumber
Fax Extension
Fax Country Code
E-mail Address
Comment

Select option

Create and Send ICSRs | Create and Send Acks | WEB Trader | ICSRs " Create and Sand Proadurt Bannrie Medirinal Products

| MedDRA |

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

|1anzama (1£) |

Thailand (TH)

TIMOR-LESTE (TL)

Togo (TG)

Tokelau (TK)

Tonga (TO)

Trinidad And Tobago (TT)

Tunisia (TN)

Turkey (TR)

Turkmenistan (TM)

Turks And Caicos (TC)

Tuvalu (TV)

Uganda (UG)

Ukraine (UA)

United Arab Emirates (AE)

United Kingdom (GB)
[United states (US)
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Once you click on the selected value, it will be displayed in the "Country Code" field:

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

= ResetAppIication| Reset Se{:tion| C|ear| Validate| Send | XML| ZIP| RTF| Duplicate| Remove| E| L| R|

=-XEVPRM Message |

e Description | Name/Value |
- Substances P -
- Sources peration Type Insert (1)

EV Code
Type Sponsor (2)
Sponsor Name Eralab
Sponsor Sender ID

E-Organisations
“Insert (1) - MAH (1) - PharmeX
-Insert (1) - Sponsor (2) - EraLab

~ATC Codes Address Lockington Close
--Pharmaceutical Forms City Margate
--Routes Of Administration Region
- Attachments Postcode MA12 4JJ
--Master File Locations Country Code
Tel Number
Tel Extension
Tel Country Code
Fax Mumber

Fax Extension
Fax Country Code
E-mail Address
Comment

1.2.2.7. Tel Number, Extension, Country Code, Fax Number, Fax Extension, Fax Country
Code and E-mail address

It is not mandatory to provide information in these fields.
These are free-text fields.

Should you wish to enter the requested information in these fields, use the same process as described
in section 1.2.2.3. Sponsor Name.

1.2.2.8. Comment

This is a free- text field, in which information can be entered using the same process as described in
section 1.2.2.3. Sponsor Name.

As per the applicable business rules, the "Comment" field must contain the reason for nullification if
operation type 'Nullification (4)' is used on the sponsor entity.

No information should be entered in this field in this particular case since you are performing an 'Insert

).
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You have now populated the fields for a sponsor organisation entity "EraLab":

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

0O | Reset Applicati0n| Reset Section | Clear | \fa\idale| Send | KML| Z\P| RTF| Duplicate| Remove| E| L| R|

E=-XEVPRM Message
- Products
--Substances
Sources
Organisations
nsert (1) - MAH (1) - Pharmex
nsert (1) - Sponsor (2) - EraLab
- ATC Codes
Pharmaceutical Forms
--Routes Of Administration
- Attachments
--Master File Locations

=

Description | Name/Value

Operation Type
EV Code

Type

Sponsor Mame
Sponsor Sender ID
Address

City

Region

Postcode
Country Code

Tel Number

Tel Extension

Tel Country Code
Fax Number

Fax Extension
Fax Country Code
E-mail Address
Comment

Insert (1)

Sponsor (2)
Eralab

Lockington Close
Margate

MA12 4J
United Kingdom (GB)

Eralab@eralab.com
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1.3. Validate and send an XEVPRM

1) Validate your XEVPRM by clicking with your mouse on the "Validate" button.

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

n| ResetAppIication| Reset Se{:tion| C|ear| Replicate ||Validate| Send| XML| ZIP| RTF| Duplicate| Remove| E| L| R|

New window will be displayed on your screen, showing the result of your validation:

If your XEVPRM contains any technical errors (i.e. mandatory information is missing), an error
message will be displayed on your screen:

Message from webpage @

-

| Validate Failed

= 2 Error(s) present
First error(s):
MAH / SME Status

Field must have a specified value

Press OK to go to the First error

OK l [ Cancel

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":

=-XEVPEM Message

- Products

- Substances

- Sources

=-Organisations

~Insert (1) - MAH (1) - PharmeX
“Insert (1) - Sponsor (2) - EralLab
-ATC Codes

-Pharmaceutical Forms

- Routes Of Administration

- Attachments

- Master File Locations

Once you click on "OK" in the error message or click on the section highlighted in red, the

application will direct you to the first error. You should enter/correct the required information and
validate the XEVPRM again.
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If your XEVPRM has been created correctly, the new window will display the text "Validate OK", which

means that no errors were reported:

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

= ResetAppIication| Reset Se{:tion| C|ear| Validate| Send| XML| ZIP| RTF| E| L| R|

= XEVPRM Message

- Products

- Substances

- Sources

£l Organisations

nsert (1) - MAH (1) - PharmeX
nsert (1) - Sponsor (2) - EraLab
- ATC Codes

--Pharmaceutical Forms

--Routes Of Administration

- Attachments

--Master File Locations

Description | Name/Value

Message Number Insert MAH and sponsor

Products

Substances

Sources

Organisations

ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments

Master File Locations

Message from webp... @

l i Validate OK

You can dismiss the message by clicking on "OK".

2) Save the XEVPRM for your reference by clicking on the relevant button:

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

|:|| ResetAppIication| Reset Se{:tion| C|ear| Validate| send [xwL] zP [ RTF | E| L| R|

3) Send the XEVPRM by clicking on the "Send" button. The below message will be displayed on your

screen:

= ResetAppIicati0n| Reset Se{:tion| Clear| Validate|

|Send|XML| ZIP| RTF| E| L| R|

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

=-XEVPRM Message

- Products

--Substances

- Sources

E-Organisations

Insert (1) - MAH (1) - PharmeX
“Insert (1) - Sponsor (2) - EraLab
--ATC Codes

--Pharmaceutical Forms

- Routes Of Administration

- Attachments

--Master File Locations

Description | MName/Value

Message Number Insert MAH and sponsor

Products

Substances

Sources

Organisations

ATC Codes
Pharmaceutical Forms

Routes Of Administration

Attachments
Master File Locations

The below message will confirm that your XEVPRM has been sent:

o | reset Applicati0n| Reset Se{:tion‘ C\ear| Validate| Send| XML‘ ZIP| RTF| E‘ L| R|

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

=-XEVPRM Message

-Products

-Substances

- Sources

£-Organisations
“-Insert (1) - MAH (1) - PharmeX
“Insert (1) - Sponsor (2) - EraLab

ATC Codes

--Pharmaceutical Forms

-Routes Of Administration

-Attachments

-Master File Locations

Description | Name/Value

Message Mumber Insert MAH and sponsor

Products

Substances

Sources

Crganisations

ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments

Master File Locations

[SSc)

Message from webpage

I"_'\.I Send Operation Completed

4
~ If Youwant to View the File(s) Sent Click [OK]

QK ] [ Cancel

B ———
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If you want to view/save your file, click on "OK".

The below message will be displayed, enabling you to save your XEVPRM file on your computer:

—
& hitps://evtestema.curopa.eu/X/7XI=6 - Windows Internet Explorer E@g

-

Summary

Temporary | Click here for the file
(for

EI]]OI't) MName: demtestmahtt-Send-DCMTESTMAH-XEVPREM-Insert MAH and sponsor-2014-08-27+10.538.16-

EVPREM Zipped Message

[ Message Number: Insert MAH and sponsor
[ | To thE HName :

I Outbox

Ll EVPREM Zipped Message

[l Meszsage Number: Insert MAH and sponsor
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1.4. Retrieve the XEVPRM Acknowledgement (XEVPRM ACK)

1) Go to the "Web Trader" section

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

‘0| Reset Appliication | Reset Section | Ciear | Local mport| create Ack ~ |

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 (-) |
-Inbox

-Outbox

-Run to Excel Files
E-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):

Create and Send ICSRs | Creaie and Send Acks | WEB Trader | ICSRs | Create and Send Product Reports | Medicinal Products | MedDRA |
EI Reset Application | Reset Section | Clear | Remote Imporl| Create Ack | ﬂ
+Imported Messages (-) |
b MNum | Name Num/Count Date Size
- Outbox
© Run to Excal Filss 0001 ack dcmtestma end-D A PR et MAH and sponsor-2014-08 0.58.16-0 0 014/08 02.4 000000
Archive 0002 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert_Luna 21 Pharmal contraceptive tablets-2014-08-22+12.31.28-01.xml  0/13 2014/08/22 12:35.56 00000050...
0003  ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert_Sponsor_AllenLab-2014-07-30+13.39.50-01 xml 0/13 2014/07/30 13:43.28 00000031
0004 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert_MAH_PharmaCompany Ltd-2014-07-30+11.16.29-01 xml 0/13 2014/07/30 11:20.27 00000031
0005 ack_alcinitestmah-Send-DCMTESTMAH-XEVPRM-QPPV update-2014-07-14+15.01.39-01.xml 013 2014/0717 14.:52.39 00000030...
0006 ack_alcinitestmah-Send-DCMTESTMAH-XEVPRM-Insert_ProductX_vb-2014-07-02+14 53.32-01 xml 0/13 2014/07/02 15:03 .57 00000037
0007 ack_alcinitestmah-Send-DCMTESTMAH-XEVPRM-Insert_Goshi 25 Capsules_vb-2014-07-02+11.15 28-01.xml| 0/13 2014/07/02 11:19.56 00000044
0008 ack_alcinitestmah-Send-DCMTESTMAH-XEVPRM-Update_ORG4187_vb-2014-07-02+11.07.11-01.xm| 0/13 2014/07/02 11:11.56 00000030...
0009  ack_alcinitestmah-Send-DCMTESTMAH-XEVPRM-Insert_Nikko tablets_vb-2014-07-02+10.03.28-01 xml 013 2014/07/02 10:07 .55 00000044
0010  ack_alcinitestmah-Send-DCMTESTMAH-XEVPRM-Insert_DrugVera_vb-2014-07-02+10.01.59-01 xml 0/13 2014/07/02 10:05.55 00000043
0011 ack_alcinitestmah-Send-DCMTESTMAH-XEVPRM-DrugVero_insert_vb-2014-06-26+13.17.33-01.xml 0/13 2014/06/26 13.22.16 00000049...
0012  ack_alcinitestmah-Send-DCMTESTMAH-XEVPRM-Nikko tablets_insert_vb-2014-06-26+13.01.53-01 xml 013 2014/06/26 13:07 .15 00000049
0013  ack_alcinitestmah-Send-DCMTESTMAH-XEVPRM-Test product_insert_vb-2014-06-26+12.04.10-01.xml 0/13 2014/06/26 12:09.14 00000038

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:

Mum | Mame urm/Count Date Size

ack dcmtestmahtt-Send-DCMTESTMAH-XEVPREM-nsert .. 2014/08/27 14:18.43 00000030. ..
0002 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert .. 0/14 2014/08/27 11:02.41 00000037
0003 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert_..  0/14 2014/08/22 12:35.56 00000050 ..
0004 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert_..  0/14 2014/07/30 13:43.28 00000031,
0005 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert_._..  0/14 2014/07/30 11:20.27 00000031,

Num | Name Num/Count Date Size

ack dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert MFL-2014-08-27+14.13.21-01xml 2014/08/27 14:18.43 00000030..
0002 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert MAH and sponsor-2014-08-27+10.58.16-01.xml 0/14 2014/08/27 11:02.41 00000037...
0003 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert_Luna 21 Pharmal contraceptive tablets-2014-08-22+12.31.28-01.xml 0114 2014/08/22 12:35.56 00000050...
0004 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert_Sponsor_AllenLab-2014-07-30+13.39.50-01.xml 0/14 2014/07/30 13:43.28 00000031_..
0005 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert_MAH_PharmaCompany Ltd-2014-07-30+11.16.29-01.xml 0/14 2014/07/30 11:20.27 00000031...

3) Based on the XEVPRM number, which you assignhed to your message, find the XEVPRM ACK.
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Click on the relevant row with your mouse (the message will be highlighted in blue):

Numl MName
0001 ack dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert MFL-2014-08-27+14.13.21-01_xml

ack dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert MAH and sponsor-2014-08-27+10.58.16-01.xml
0003 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert_Luna 21 Pharmal contraceptive tablets-2014-08-22+12.31.28-01.xml
0004 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert_Sponsor_AllenLab-2014-07-30+13.39.50-01 xml
0005 ack_dcmtestmahtt-Send-DCMTESTMAH-XEVPRM-Insert_MAH_PharmaCompany Ltd-2014-07-30+11.16.29-01_xml

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 and the assigned EVCode(s):

I
@ demtestmantt (DCMTESTMAH) @ Human Praduction V. 7.9.1 - Windows Internet Explorer R —— W

| & | https://evtest.ema.europa.eu/ X/ 7X1=6

File & @ https://evtestema.eurcpa.eu/X/Export.asp?FO81E859-CBID-4B12-ACB0-2AB4DOC3A2DD - Windows Internet Explorer [':'"EI \g]
o Favol| Fie Edit View Favorites Tools Help | x BComvert ~ ESelect
| @ dc"{ <messagedate>20140827105959</messagedate > o
- </ichicsrmessageheader> E
Displ2 - <acknowledgment:
- <messageacknowledgment>
Cre <evmessagenumb>EU-EC-M-128703 </evmessagenumb> MedDRA |
<originalmessagenumb>Insert MAH and sponsor</originalmessagenumb>
g F <originalmessagesenderidentifier>DCMTESTMAH </originalmessagesenderidentifier>
Im_p; <originalmessagereceiveridentifier>EVTEST </originalmessagereceiveridentifier> I
bl <originalmessagedateformat>204</originalmessagedateformat>
- Outlll <originalmessagedate>20140827105816</originalmessagedate > B
Ru <transmissionacknowledgmentcode>01</transmissionacknowledgmentcode> |B8_16-01xml
w-Arcll </messageacknowledgment> Ifblets-2014-08-22+12.31.28-01 xml
139.50-01.xml

- <reportacknowledgment:
<reportname>0RGANISATION</reportname>
<localnumber>1-</localnumber:>

|B7-30+11.16.29-01 xml
|l

<ev_code>0ORG4828</ev_code> 101 xml
<operationtype>1</operationtype> l ;1101 5.27-01 xml
U xml

<operationresult>2</operationresult> 182801 xmi
<operationresultdesc>Entity inserted successfully -</operationresultdesc> ~Ulxm

</reportacknowledgment= E I 1:::
- <reportacknowledgment> i 53;_01 ml
<reportname >0ORGANISATION </reportname > M 0_01_;("]'

<localnumber>2</localnumber>
<ev_code>0RG4829</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully -</operationresultdesc:>
</reportacknowledgment>
</acknowledgment>
</evprmack> L

4 m 3

The insert of your MAH and sponsor organisations was successful.
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4) You can save the XML file of the XEVPRM ACK on your computer by going to "File" and selecting

"Save As'":

Fl

@ https:/fevtest.ema.europa.eu/X/Export.asp? 3B9EAFE9-B63A-4B47-B960-349CCEBDD2A5 - Windows Internet Explorer

e

New Window

MNew Session

Open...

Edit with Microsoft Word
Save

Save As..

Close Tab

Page Setup...
Print...

Print Preview...

Send
Import and Export...

Properties
Work Offline
Exit

Ctrl+N

Ctrl+0

Ctrl+5

Ctrl+W

Ctrl+P

Edit View Favorites Tools Help ¥ @Conver‘t = IE—|E Select
New Tab Ctrl+T B
n
Duplicate Tab Ctrl+K TF-16" 7>

ww.w3.org/2001/XMLSchema-instance”

messagetype>

</messageformatversion:
/messageformatrelease>
28703-ACK</messagenumb>

VTEST </messagesenderidentifier>
CMTESTMAH</messagereceiveridentifier>
messagedateformat>

05959 </messagedate>

M-128703 </evmessagenumb>

sert MAH and sponsor</originalmessagenumb >

ntifier >DCMTESTMAH</originalmessagesenderidentifier >
entifier >EVTEST </originalmessagereceiveridentifier>
at>204</originalmessagedateformat>

140827105816 </originalmessagedate>
nentcode>01</transmissionacknowledgmentcode >

</messageacknowledgment>
- <reportacknowledgment:

<reportname>0RGANISATION </reportname>
<localnumber>1</localnumber=
<ev_code>0ORG4828</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully - </operationresultdesc>

on="http:/ /eudravigilance.ema.europa.eu/schema/ackxevmpd.xsd

m

1

You have now successfully retrieved the XEVPRM Acknowledgement.
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