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Summary of changes

Following the publication of version 5.7 in June 2022, the links to the EMA Service Desk were amended
through-out the document.

Editorial changes in this document are not described in the summary of changes.
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1. INTRODUCTION

1.1. About this User Manual

This user manual is part of the official d ocumentation prepa red by the European Medicines Agency

(EMA) to supp ort marketing authorisation holders (MAHSs) and sponsors of clinical trials using the

eXtended Eudra Vigilance Medicinal Product Dictionary data -entry tool (EVWEB )and focuses on EVWEB
functionalities based o nthe XEVPRM format published by the Agency on 31 January 2014 and

available in the EVWEB production environment as of 16 June 2014.

For marketing authorisation holders, r elated documents  to be read in conjunction with this user
manual include

T  Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance of the

Detailed guid ance on the electronic submission of information on medicinal products for human use

by marketing authorisation holders to the European to the European Medicines Agency in
accordance with Article 57(2) of Regulation (EC) No. 726/2004 ;

1 Legal Notice on the Implementation of Article 57(2) of Reqgulation (EC) No. 726/2004

1  Electronic submission of Article 57(2) data: Questions & Answers (Q&As) document

Further information related to the electronic submission of authorised medicines can be found on the
Reporting requirements for marketing -authorisation holders  webpage of the Agency's website.

For sponsors of clinical trials, related documents to be read in conjunction with this us er manual
include:

9  Guidance on the electronic submission of information on investigational medicinal products for

human use in the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): eXtended

EudraVigilance Medicinal Product Report (XEVPRM) user guidance ;

9  Electronic submission of investigational medicinal product (IMP) data to the eXtended

EudraVigilance Medicinal Product Dictionary (XEVMPD): Frequently asked questions & answers

(FAQS) .

Case and medicinal product examples used in this manual to describe the functionalities and
rules of the system are intended for demonstration purposes only.
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https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf
https://www.ema.europa.eu/en/documents/other/electronic-submission-investigational-medicinal-product-imp-data-extended-eudravigilance-medicinal_.pdf
https://www.ema.europa.eu/en/documents/other/electronic-submission-investigational-medicinal-product-imp-data-extended-eudravigilance-medicinal_.pdf
https://www.ema.europa.eu/en/documents/other/electronic-submission-investigational-medicinal-product-imp-data-extended-eudravigilance-medicinal_.pdf

1.2. About EudraVigilance

EudraVigilance is the European Union  pharmacovigilance database and data - processing network (the
‘EudraV igilance database ).

It supports  the:

1 secure exchange, processinga nd evaluation of  Individual case safety reports (ICSRs) related to
medicinal products authorised in the European Union (EU) and investigational medicinal products
(IMPs) studied in clinical trials authorised in the EU;

1 signal detection, evaluation and man agement;

1 proactive release of information on adverse reactions in compliance with personal data protection
legislation in the EU;

1 electronic submission of information of medicinal products authorised in the EU;

1 provision of information on IMPs by the spon sor before completing a clinical trials application in the
EU.

Main components are:

1 EudraVigilance (EV) gateway : adata -processing solution for the secure electronic exchange of
adverse reaction data

1 EudraVigilance Post - Authorisation Module (EVPM): ded icated to the collection of ICSRs
related to all medicinal products authorised in the EEA in line with Regulation (EC) No 72 6/2004
and Directive 2001/83/EC;

1  EudraVigilance Clinical Trial Module (EVCTM) . dedicated to the collection of ICSRs of
Suspected Un expected Serious Adverse Reactions (SUSARS) in accordance with Directive
2001/20/EC and Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16

April 2014 on clinical trials on medicinal products for human use, and repealing Directi ve
2001/20/EC;
1 eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) . a reference source for
the coding of substances and medicinal products reported in ICSRs based on the information
provided by MAHSs in line with Article 57(2), second subparagra ph of Regulation (EC) No 726/2004.
1 EudraVigilance Data Analysis System (EVDAS) : support ing the EU pharmacovigilance safety

monitoring activities with the main focus on signal detection and evaluation of ICSRs ;

1  Adrreports.eu portal : allow ing to search and v iew data on suspected adverse reactions for
authorised medicinal products in the EEA and provides general information to aid the
understanding of the reports.

The EMA launched a new EudraVigilance system with enhanced functionalities for reporting and
anal ysing suspected adverse reactions in November 2017. For more information, see the
EudraVigilance change management webpag e.
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1.3. EudraVigilance system overview

EudraVigilance WEB reporting application Key
EVWEB I Data collection
|
ICSR ICSR Data manag-ement
creation submission _ Data analysis
I standard terminology
MAH ICSR NCA ICSR N security management

download (*EVPM) rerouting

EudraVigilance database

EudraVigilance data

warehouse and analysis
system European database of

and loading EVDAS suspected adverse drug
process reaction reports

management system

EudraVigilance EVDBMS

gateway
EV gateway

EudraVigilance post-
authorisation module (EVPM) ETL Signal Data Adrreports.eu
EudraVigilance clinical trials ] detection analysis
module (EVCTM)
- Duplicate

MedDRA and standard terminology

Medicinal products (Art 57 database/XEVMPD)

EV organisation and user management

For further information related to th e EudraVigilance system overview please refer to the  dedicated
EMA webpage .
1.4. EudraVigilance ESTRI gateway

The EudraVigilance gateway is a data - processing network  which follows the  ICH M2 gateway
recommendation for the electro nic standards (for the) transmission (of) regulatory information (ESTRI)

for the secure electronic exchange of data.

The purpose of the EudraVigilance gateway is to operate a single common gateway for receiving
regulatory submissions in a fully automated and secure way

The EudraVigilance gateway allows MAHSs, applicants and sponsors of clinical trials (sponsors) to report
to a common reporting point within the EEA from where the transactions are re -routed to the
addressed competent authorities, the EMA a nd the WHO .

The EudraVigilance gateway supports two transmission modes:

1 the gateway transmission mode;

1 the Web Trader transmission mode.

The gateway transmission mode refers to an organization that has a fully ICH E2B(M) compliant
pharmacovigilance databa se available, which permits the generation , receipt and transmission of
ICSRs and via alocal gateway solution that meets the ICH M2 standards, and that has been

successfully tested and connected with the EudraVigilance gateway .

The Web Trader transmissio n mode is an integrated component of the EudraVigilance gateway
designed to facilitate electronic submissions by smalland medium size enterprises (SMEs) or  regional

Pharmacovigilance centres in a secure way.

The Web Trader transmission mode is applicable to organisations that do not have a local gateway
solution that allows connecting to the EudraVigilance gateway .
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® Only registered organisations are permitted to exchange safety, product, and acknowledgement
messages by means of the EudraVigilance gateway . Please see the EudraVigilance registration
webpages  for information on how to register.

1.5. EVWEB
In addition to the automat ed message generation and processing, the EudraVigilance database
management system also provides interactive tools to allow for a 'manual ' safety and

acknowledgement message, as well as medicinal product report generation and administration by a
user via a web interface called EVWEB.

EVWEB can be used by any marketing authorisation holder or sponsor of a clinical trial with reporting
or submission obligations in the EU but has been specifically designed for smalland medium size
enterprises (SMEs), whichd o not have the necessary IT in -house tools available.

EVWEB requires an internet  connection, and the application is supported by Internet Explorer 8 and
above. EVWEB may require, depending on the software available on the Windows Client, to install an

Act iveX Component for the User Interface (Setup ZIP Package available in Production and in
XCOMP). For versions of IE 9 and above, users also need to set their IE browser to compatibility view.
Article 57 User Interface (Ul) Installation Guide is available to registered users  (i.e., users with

XEVMPD login credentials) inthe EV restricted area , inthe 'User Support 'section, under 'XEVMPD
Support'

Following Mi cr osof t 6 s a ntmbEdlhwilebmretmed from 15 June 2022, the EMA investigated
various alternatives and identified |IE Tab extensi on for Google Chrome and Microsoft Edge as the best
alternative to access EVWEB. EMA validated that there is no loss of functionality nor changes in

behaviour of EVWEB when accessed via IE Tab.

To access EVWEB using Microsoft Edge or Google Chrome , regist ered users should log on to the EV
restricted area  and follow the steps described in the 'User Support  'section, under 'XEVMPD
Support'

For further techni  cal information, please refer to the information available on the 'How to submit
information' webpage

A version of EVWEB with an XHTML Active Area is available to allow the visualisation and input of the
full Unicode Character Set (  Production and XCOMP).

The electronic submission of information on medicinal products is secure. Security is achieved in a first

instance by a username/password combination to access the registered user restricted area of the

EudraVigila nce website, and in a second instance using a HTTPS (SSL) protocol. Secure sockets layer
(SSL) provides security  using a public key to encrypt data that is then transferred over the SSL

connection. In HTTP (S -HTTP), SSL creates a secure connection between a client and a server, through
which any amount of data can be sent securely. SSL and S -HTTP are therefore complementary
technologies.

Access to EVWEB is personal and non  -transferable for each user of each organisation. It is achieved
through personal logi  n and password access keys . The registration process is outlined on the
EudraVigilance registration webpage

The main fun ctionalities of EVWEB are to:

1 Create and send eXtended EudraVigilance Product Report Messages ( XEVPRMs ) in relation
to authorised medicinal products as per Atrticle 57(2) of Regulation (EC) 726/2004 requirements,
eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data -Entry Tool
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and investigational medicinal products in ac cordance with the Commission 's detailed guidance CT -3
requirements

® Only Web Trader users can send XEVPRMs via EVWEB.  Gateway users may use the application
to create XEVPRMs but messages can only be sent via their local gateway or via EV Post
functional ity (see section 4.9. Use EV Post ), which is available in the restricted area of the

EudraVigilance website  (accessible by registered users only ).

EVWEB automatically di  splays the complete sections of the hierarchical structure of a typical

XEVPRM, giving the user an opportunity to insert the information on medicinal products in the

various fields as necessary. The application displays mandatory fields and allows detectin g errors in
complying with business rules before sending the message.

1 Receive XE VPRM Acknowledgment messages (XEVPRM ACKs)

XEVPRM acknowledgement messages are used to inform a marketing authorisation holder or a
sponsor of a clinical trial that the XEVPRM has been received and processed by the EMA and of the
outcome of validation of an authorised medicinal product entity performed by the Agency. See

Chapter 5. eXtended EudraVigilance Product Report Acknowledgement Message for further

information.

® Only Web Trader users can receive XEVPRM ACKs via EVWEB. Gateway users will receive their
XEVPRM ACKs via their local gateway .

1 Keep track of sent XEVPRMs and rece ived XEVPRM ACKs , aswell as rejected XEVPRMs
(e.g. due to non -conformity with the XEVPRM schema or non -adherence with the XEVPRM business
rules).

® Only Web Trader users can usethe Web Trader Inbox and Outbox (current and archived)
sections of EVWEB . Gateway users will store their sent and received messages via their local
gateway .

1 Export XEVPRMs

After an XEVPRM has been created, it can be exported in different formats: XML (which is the
typical format for electronic submissions of information on medici nal products) and RTF (which are
typical ‘text ' document formats).

This is to enable the user to maintain a copy of the XEVPRM submissions locally.

1 Navigate, browse, and perform queries throughout the eXtended EudraVigilance
Medicinal Product Dictionary (XEVMPD )

EVWEB u sers are able to insert specific key words and/or combinations of search criteria to run
complex queries in the XEVMPD. Results will be displayed on screen.

1 Browse and query MedDRA terminology in its latest version  in use . MedDRA is fully integrated
in the EVWEB application.

1.6. eXtended EudraVigilance Medicinal Product Report Message (XEVPRM)

An XEVPRM is an XML file used to insert and maintain information in the XEVMPD . It consists of a set of
controlled vocabularies  covering a set of codifie  d data elements required from companies submitting
information.
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An XEVPRM can contain:

1 product (s): a uthorised or development;
1 approved substance ?;

1 source (s);

1 organisat ion(s): MAH or sponsor;

1 ATC Code(s);

1  pharmaceutical form(s);

1 administration route( s);

1 attachment (s);

1 master file location(s) .

When creating an XEVPRM message using EVWEB, the 'XEVPR M Message ' section allows specifying
the message header, which is a mandatory section in the XEVPRM. Please note that for the 'message
header ' section , you only have to specify the 'Message Number ', since the system will automatically
complete the other message header information which is not displayed (i.e. sender ID, receiver 1D,
etc.).

The 'Medicinal Products ' section is the main section and allows users to create product reports both
for authorised and development medicinal products that need to be added or maintained in the
XEVMPD.

Users can add more than one product report in the same XEVPRM, but for each product report , the
operation type and the medi cinal product type ( 'Authorised ' or 'Development ') must be specified

The 'Substances section allows users to create substance reports for substances that need to be

added, updated, or deleted inthe substance lookup table.

EMA users can add more than o ne substance report in the same XEVPRM, but for each substance, the
operation type, and the substance type (  i.e., 'Approved ') must be specified

® MAHs and/or sponsor users  can no longer insert or maintain  substance information in the XEVMPD.

Substance in formation is inserted and maintained in the XEVMPD by the EMA. Please refer to the
changes related to submission of approved substance information described in the document Changes
to some business rules of the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD):

Submission of substance information or see section 1.7.2.3. Approved substance (AS) for further
information.

The 'Sources ' section allows users to create reference sources that need to be added, updated, or

delet ed in the Source lookup table.

Users can add more than one  source in the same XEV  PRM, but for each  source the operation type must
be specified .

The 'Organisations
and sponsors that need to be added, updated or deleted in the MAH and sponsor lookup tables

section allows users to create organisations for marketing authorisation holders

1 Substance information is inserted and maintained in the XEVMPD by the EMA.
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Users can add more than one  organisation in the same XEVPR M but for each organisation the operation

type and the organisation type ("MAH' or 'sponsor ') must be specified
Marketing authorisation holders/sponsors are not allowed to send medicinal produc ts for which they do
not hold a marketing authorisation or for which they are not the sponsors . Users are only allowed to

specify MAHs/ sponsors/ affiliate/ subordinates that belong to their organisation hierarchy (e.g. the
headquarter organisation and its affiliates). The organisations users can specify must be registered in
the EudraVigilance system ; their 'Organisation Sender ID ' must be reported inthe 'SenderID ' field.
Please refer to the  Registration with EudraVigilance webpages for further information

The 'ATC Codes ' section allows users to create ATC Codes for p roposed or development ATC Codes
that need to be added, up  dated or deleted in the ATC Code lookup table. Standard ATC Codes are
entered and maintained in the XEVMPD by the EMA.

Users can add more than one ATC Code in the same XEVPRM but for each ATC Code the operation type
and the term type ( 'Proposed ' or 'Devel opment ') must be specified . Development terms can only be
referenced in development medicinal products.

The 'Pharmaceutical Forms ' section allows users tocreate pharmaceutical forms forp roposed or
development pharmaceutical forms that need to be added, updated, or deleted inthe pharmaceutical
dose form lookup table.  Standard ATC Codes are entered and maintained in the XEVMPD by the EMA.

Users can add more than one pharmaceutical dose form in the same XEVPRM, but for each

pharmaceutical dose form the ope ration type and the term type ( 'Proposed ' or 'Development ') must be
specified . Development terms can only be referenced in development medicinal products.

The 'Administration Routes ' section allows users to create administration routes for proposed or
development routes of administration that need to be added, updated, ordeleted inthe administration
route lookup table.  Standard routes of administration are entered and maintained in the XEVMPD by

the EMA. Users can add more than one  administration route i n the same XEVPRM but for each
administration  route the operation type and the term type ( 'Proposed ' or 'Development ') must be
specified. Development terms can only be referenced in development medicinal products.

The 'Attachments ' section allows users to create areferenceto  aprinted product information (PPI)
and/or printed substance information (PSI) [PSlis currently notinuse ]. This information will be
attached to the message when sending. Users need to specify the file type and name , as well as the
language of the file , the version number  and version date of the file to be attached.

The 'Master File Location ' section allows users to provide information about the physical location of
the pharmacovigilance master file.

For a complete description of th e XML schema and the structure of the XEVPRM please refer to the
XEVPRM and XEVPRM acknowledgement documentation available onthe Guidance Documents

webpage :

i Extended EudraVigilance product report message (XEVPRM) schema

M Chapter 3.I: Extended EudraVigilance product report message (XEVPRM) technical specifications

1 Chapter 5: Extended EudraVigilance product report acknowledgement message

1.7. eXtended EudraVigilance Medicinal  Product Dictionary (XEVMPD)

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) is a database designed to support t he
collection, reporting, coding, and evaluation of medicinal product data in a standardised and structured
way.
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The main objective of the XEVMPD is to assist the pharmacovigilance activities in the European
Economic Area (EEA), enabling the Agency to:

1 create a list of all medicines authorised in the EEA;

1 accurately identify medicines, especially medicines included in reports of suspected adverse
reactions;

1 co-ordinate the regulation and safety monitoring of medicines across the EU and EEA.

The XEVMPD c onsists of three different databases designed to support the collection, scientific
evaluation and coding of medicinal products authorised worldwide.

Investigational medicinal products, which are subject to a clinical trial in the EEA, are also integrated
with the necessary security level to ensure data confidentiality.

The three different databases are:
1. product report database ( product report) ;
2. scientific product database ( scientific product) ; and

3. product index database ( product index) .

XEVMPD
DATA
COLIBECTION
DATA
ANALYSIS
REPORT
POSSIBILITIES

The product report database is designed to support data collection and contains a key set of
information about authorised and development medicinal products, for which the information is
provided by MAHs and sponsors of clinical trials.

The scientific  product database is designed to support data analysis and implements a hierarchy
allowing a classification of all medicinal products available in the XEVMPD on the basis of the active

ingredient, the concentration and the pharmaceutical form. It allows grouping of medicinal products
solely based on their composition, regardless of their different trade names, or their MAHs or sponsors .
The hierarchy within the scientific product consists of the following levels:

1 abstract composition: each abstract composition repres ents the set of pharmaceutical products
containing the same active ingredient(s);

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data -Entry Tool
(EVWEB) user manual
EMA/308954/2012 Page 12/198



1 abstract strength: each abstract strength represents the set of pharmaceutical products containing

the same active ingredient(s) in the same strength(s);

1 abstract formulati on: each abstract formulation represents the set of pharmaceutical products
containing the same active ingredient(s) and the same pharmaceutical dose form;

1 abstract pharmaceutical product: each abstract pharmaceutical product represents the set of
pharmac eutical products with the same active ingredient(s) in the same strength(s) and the same
pharmaceutical dose form.

The product index database andt he scientific product database are two data structures maintained by
entering or updating medicinal product information in the XEVMPD through data from the product

report database.

The product reports database collects information on authorised medicinal products and development

medicinal products.

The product index (Pl) database is designed to provide various reporting possibilities on the same
medicinal product. It is very important to consider the possible vagueness of the reported medicinal

product information provided by the original reporting source, which is especially common in
spontaneous adverse reacti  on reporting. It is very important to standardise this information to allow
accurate data analysis by scientific experts.

The product index database provides a reference lookup list containing various reporting possibilities
generated from the full presen tation name of a medicinal product (i.e. the medicinal product name as
it has been authorised). Each reporting possibility is generated from the data available in both
product report database and inthe scientific product database.

The combination of  the following fields (all part of the full medicinal product presentation name) of the
product report database provides the reporting possibilities in the product index database:

1  'Product Short Name ;

1 'Product INN/Common Name ';
1 'Product Company Name ';
1 'Product Strength Name ;

M  'Product Form Name ‘.

It is therefore very important that the authorised medicinal product name information provided in the

, the

'Full Presentation Name ' field is correctly entered in the relevant fields (i.e. 'Product Short Name ' field,

'Product INN/Common  Name ' field, 'Product Company Name ' field, 'Product Strength Name ' field and

'Product Form Name ' field). For related information please refer to Chapter 3.11: XEVPRM User

Guidance , section 1.2.13. AMP - Presentation Name element structure (AP.13).

The document 'European Medicines A gency splitting of the full presentation name of the medicinal

product best practice: procedure and principles to handle product name in the EudraVigilance Medicinal

Product Dictionary (XEVMPD) ' also provides further information and additional examples.

The reporting possibilities are also generated using the development medicinal product and
development substance information collected in the product report DB for IMPs. These entries
the confidentiality of the information related to IMPs.

consider
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The rep orting possibilities in the product index database are also generated using the scientific
database. These reporting possibilities enable the system to maintain a valid list of substances, and
combination of substances, for the mapping process of equivalen t 'generic products .

1.7.1. Data submission inthe XEVMPD
The XEVMPD contains information provided by sponsors and marketing authorisation holders.
1.7.1.1. Marketing authorisation holders (MAHSs)

As per Article 57(2) of Requlation (EC) No 726/2004 as amended by Regulation (EU) 1235/2010 and
Regulation (EU) 1027/2012 , marketing authorisation holders are required to submit to the EMA
information on all medicinal product s for which they hold a marketing authorisation in the European
Union, i.e. information on:

1 nationally authorised medicinal products (NAPSs);

1 centrally authorised medicinal products (CAPS);

1 mutually recognised medicinal products (MRPs);

1 de-centrally auth orised medicinal products (DCPs).

MAHSs are also requiredto  submitto the EMA information on all medicinal products for which they hold
a marketing authorisation in the EEA countries outside the European Union since the
Pharmaco vigilance legislation has b een incorporated into the EEA agreement.

Full details on the legal provisions and requirements for marketing authorisation holders are available
in the _Legal Notice on the Implementation of Article 57(2) of Regulation (EC) No. 726/2004 - Electronic
Submission of Information on Medicinal Products for Human Use by Marketing Authorisation Holders to

the European Medicines Agency.

Medicinal product data shall be submitted to XEVMPD via the eXtended EudraVigilance Medicinal
Product Report Message (XEVPRM). EMA first published the data format in July 2011 and the XML
schema definition (XSD) for the individual data elements in September 2011. This was followed by

up dated requirements in March 2012, with fewer mandatory data fields to reduce the administrative
burden on marketing authorisation holders submitting medicinal product information in the context of

Art 57(2) of Regulation (EC) No 726/2004.

The XSD schema w as amended and published on 31 January 2014 ,including additional information on
medicines required to fulfil new legal obligations. The new XSD schema is available in the EVWEB
production environment as of 16 June 2014 and in XCOMP (i.e.the EudraVigilanc e External Compliance
Testing Environment ) from 17 June 2014.

From 16 June 2014, the required data elements for authorised medicinal product information
increased , and the following new required fields must be included in the data submission format:

1 the d etails of the legal basis of the marketing authorisation;
1  description of the medicinal product type ;

1 information on the authorised pharmaceutical form and, where applicable, before reconstitution
into the administered pharmaceutical form;

1 description of th e size of the organisation (i.e. the SME status information)
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For detailed information please refer to the Reporting requ _irements for marketing  -authorisation holders

webpage .

If your organisationis  a headquarter organisation, you have the option to send all medicinal products

for which you and your affiliates hold the marketing authorisation. Alternatively, you may delega te the
sending of the medicinal product information to your affiliates, i.e. for those medicinal products for

which they hold the local marketing authorisation. For information how to register, please see the
EudraVigilance registration webpage

1.7.1.2.  Sponsors

Directive 2001/20/EC, Article 2 (d), provides the following definition of an IMP: 'a pharmaceutical form
of an active subst ance or placebo being tested or used as a reference in a clinical trial, including

products already with a marketing authorisation but used or assembled (formulated or packaged) in a

way different from the authorised form, or when used for an unauthorised indication, or when used to
gain further information about the authorised form."

For a clinical trial application to be completed, the study drug(s)  must be entered in the XEVMPD. As
stated in the Detailed guidance on the collection, verification and presentation of adverse

event/reaction reports arising from clinical trials on medicinal products for human use (‘'CT -3)(0J
2011/C 172/01)  published by the Comm  ission on 11 June 2001 paragraph 7.9. Format of report,

section 104: ‘- the Sponsor should provide, before completing the clinical trials application form,

information on the IMP in the EudraVigilance Medicinal Product Dictionary (EVMPD")

To simplify th e process of IMP information submissions inthe XEVMPD for sponsors , the following
guidance should be used

1 Ifan active substance  (approved or development) is used in a clinical trial in a new
pharmaceutical dose form and/or new strength , anew DMP must be entered in the XEVMPD.

- Inthe CTA form, the sponsor makes a reference to the DMP entered in the XEVMPD by their
sponsor organisation.

Example 1: Sponsor A studies in their clinical trial 300 mg of substance Z in a capsule which is
administered orally  to the subjects . The sponsor submits one DMP referencing one
pharmaceutical product in the XEVMPD:

Iél--lrjsert - Development - Product One
E--tharmaceutical Products (1)
=-CAPSULE
=-Drug Routes (1)
. DORAL USE
=-Drug Ingredients (1)
. * substance Z - Active Ingredient (in concentration 200 mg/capsule)
~-Old Drug Ingredients (-)
‘.- Medical Devices (-}
--Drug ATCs (-)
--Drug Indications {-)
- Product Attachments (-)

Example 2: Sponsor B runs two clinical trials. In one trial, 400 mg of substance Y is given to
the subjects orally in coated tablets. In the other trial, 500 mg of substance Y is given to the
subjects orally in coated tablets . The sponsor submits two DMPs, each refe rencing one
pharmaceutical product , in the XEVMPD:
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E-Products
l_i‘_l--lnsert -IDeveImeent - Product One|
é--F‘harmaceuticaI Products (1)
2-COATED TABLET

é--Drug Routes (1)
i =~ 0ORAL USE
é--[ﬁ!rug Ingredients (1)

i Old Drug Ingredients (-}
..Medical Devices (-)
- Drug ATCs (-)
- Drug Indications (-
- Product Attachments (-)
E-Insert -IDeveImeent - Product Two |
BE-Pharmaceutical Products (1)
=-COATED TABLET

é--[ﬁ!rug Routes (1)

é--[ﬁ!rug Ingredients (1}

i--0ld Drug Ingredients (-)
..Medical Devices (-)

- Drug ATCs (-)

- Drug Indications (-

- Product Attachments (-)

i substance Y - Active Ingredient (in concentration 400 mg/coated tablet)

substance Y - Active Ingredient (in concentration 500 mg/coated tablet)

Example 3: Sponsor C

- 175 ml of substance X in

- 150 mg of

the same substance

studies intwo separate clinical trials

a solution for injection , which is administered subcutaneously ; and

in a modified -release tablet administered orally

The sponsor submits two DMPs in the XEVMPD

, each referencing one pharmaceutical product:

E-Products

é--lnsert {Development - Product One|

&1-Pharmaceutical Products (1)

=-SOLUTION FOR INJECTION
é--Drug Routes (1)

. L.SUBCUTANEOQUS USE

é--Drug Ingredients (1)

- 0ld Drug Ingredients (-}
Medical Devices (-)
- Drug ATCs ()
- Drug Indications (-}
- Product Attachments (-}
=-Insert { Development - Product Two|
&1-Pharmaceutical Products (1)
=-MODIFIED-RELEASE TABLET
é--Drug Routes (1)
. .ORAL USE
é--Drug Ingredients (1)

- 0ld Drug Ingredients (-}
Medical Devices (-)

- Drug ATCs ()

- Drug Indications (-}

- Product Attachments (-}

- substance X - Active Ingredient (in concentration 175 mi/vial)

substance X - Active Ingredient (in concentration 150 mg/tablet)
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1 Ifamedicinal product authorised inthe EEA is used in a clinical trial in its authorised form (i.e. the

pharmaceutical dose form, active ingredient and its concentration remain unchanged) for
authorised or unauthorised indications and/or route of administration(s) dif ferent to those
described in the SmPC, no DMP needs to be submitted in the XEVMPD by the sponsor

- Inthe Clinical Trial Application (CTA) form, the sponsor makes a reference to the AMP entered
in the XEVMPD by the marketing authorisation holder.

1 Ifamedi cinal product notyet authorised in the EEA is used in a clinical trial for new authorised
or unauthorised indications and/or route of administration(s) , the sponsor can update the
existing DMP with the new indication/route of administration.

- Inthe Clini cal Trial Application (CTA) form, the sponsor makes a reference to the existing DMP
entered in the XEVMPD by the sponsor .

Example 4: As described in Example 3, Sponsor C submitted a development 'Product One' in

the XEVMPD referencing a solution for injecti on containing 175 ml of substance X , which is
administered subcutaneously. Sponsor C conducted another trial using the same

pharmaceutical product that was now administered intravenously. New DMP should therefore
be entered by the sponsor; the sponsor can update the existing DMP entity to add a new route

of administration:

&-Products
B- Update - Development - PRD443929 - Product One
E--tharmaceutical Products (1)
=-SOLUTION FOR INJECTION
=-Drug Routes (2)
© -SUBCUTANEQUS USE
- |INTRAVENOUS USE |
E-Drug Ingredients (1)
. L. substance X - Active Ingredient (in concentration 175 mi/vial)
Old Drug Ingredients (-}
.Medical Devices (-)
- Drug ATCs (-)
- Drug Indications (-
--Product Attachments (-}

9 If various sponsors use ain their clinical trial the same substance that is not yet approved, each of
the sponsors must enter the pharmaceutical product information (the pharmaceutica | form, its
active ingredient and concentration and the route of administration) as a DMP in the XEVMPD.

- Inthe CTA form, the sponsor makes a reference to the DMP entered in the XEVMPD by their
sponsor organisation.

E.g. Sponsor A and Sponsor B use in the ir clinical trial 200 ml of development substance Yina
coated tablet which is administered orally. Each sponsor submits one DMP referencing one
pharmaceutical product in the XEVMPD:

9 If various sponsors  are testing the same development product in their ¢ linical trials, multiple
development products must be entered in the XEVMPD; each DMP will reference the respective

sponsor organisation.

Furthermore, regarding the submission of comparators and placebos ,as stated inthe Detailed
guidance on the collection, verification and presentation of adverse event/reaction reports arising from

clinical trials on medicinal products for human use ('CT -3 (0J 2011/C 172 /01) : '‘Comparators and
placebos are IMPs. Therefore, SUSARSs associated with a comparator product follow the same reporting
requirements as for the test IMP. Events associated with placebo will usually not satisfy the criteria for
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a SUSAR and therefore for  expedited reporting. However, where SUSARs are associated with placebo

(e.g. reaction due to an excipient or impurity), the sponsor should report such cases'
Also, a s stated in section D.8 Reporting of the 'Placebo of the Note for guidance i EudraVigilance
Human 1 Processing of safety messages and individual case s afety reports (ICSRs)' document

" If relevant, placebos can be reported in the ICSRs in the following data elements:
1 medicinalproduct (ICH E2B(R2) B.4.k.2.1)

1 patientdrugname (ICH E2B(R2) B.1.8a)

1 parentdrugname (ICH E2B(R2) B.1.10.8a)

Placebosreportedin | CSRs are recoded against the entry OPLACEBOO® in
Placebos do not need to be entered in EVMPD. However, when a placebo is reported in the data

el ement medicinal product (I CH E2B(R2) B.4. k. 2.udpgcteds O6SUSPEC"
ingredient(s) of the placebo has/have to be specified in the data element activesubstancename (ICH

E2B(R2) B.4.k.2.2).

In conclusion, sponsors do not need to submit information on placebo in XEVMPD. Only information on
the active ingredient of the investigational medicinal product is required.

Historically, substances  could be entered inthe XEVMPD as 'approved' o r 'development’ by MAHs and
sponsors . T his is no longer applicabl  e; all new substances are entered in the dictionary by the EMA as
'appr oved substances ' based on SMS requests received via the EMA Service Desk portal . The
'development substance ' section continue s to exist and store legacy information, butit isnot updated
with any new entrie  s. For further information please refer to the 'Changes to some business rules of

the eXtended EudraVigilance Medicinal Product Dictionary (XEVMP D): Submission of substance

information ' document.

Sponsor organisations and their affiliates/subordinates ( e.g., clinical research departments) must be
registered with the EudraVigilance system. Registration is a prerequisite  to enable the submission  of
investigational medicinal product information to the XEVMPD. Please see the EudraVigilance

registration webpages  for infor mation on how to register

Sponsors may delegate the sending of medicinal product information to clinical research organisations
(CROs) or IT vendors. CROs and IT vendors may be registered by a marketing authorisation holder,

applicant, commercial or non -commercial sponsorasa  third -party service provider acting on behalf
of these organisations by providing services related to EudraVigilance. See the EudraVigilance
registration webpage  for further information.

1.7.2. Data collected in the XEVMPD

The information collected in the XEVMPD concerns:
1 authorised medicinal products (AMPs) ; and
1 development medicinal products (DMPs) .

Many fie Ids related to authorised or development medicinal products are coded in lookup tables in the
XEVMPD.

Some lookup tables are maintained by the EMA, whilst other lookup tables can be maintained directly
by the XEVMPD user ( updatable lookup tables).

The lo okup tables present in the XEVMPD are:
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Lookup Maintained by Reference

MAH organisation list User

SME status list EMA

QPPV list User (via EV Registration process)

MFL list User

Country code list EMA ISO
Authorisation procedures EMA

Authorisati on status EMA

Legal basis list EMA

Orphan drug designation EMA

Additional monitoring designation EMA

Medicinal product type EMA

Standard pharmaceutical form list EMA EDQM
Proposed pharmaceutical form list User

Development pharmaceutical form  list User

Standard administration  route list EMA EDQM
Proposed administration route list User

Development administration route list User

Approved substance list EMA

Development substance list EMA

Substance class list EMA ISO
Reference source | ist EMA and User

Role of the Ingredient list EMA

Amount value type (i.e. concentration type) EMA UCUM
list

Concentration unit list EMA UCUM
Unit or presentation list EMA UCUM
Unit of measure list EMA UCUM
Numerator/Denominator prefix list EMA

Medical Device list EMA

Standard ATC Code list EMA WHO
Proposed ATC Code list User

Development ATC Code list User

MedDRA version EMA MSSO
MedDRA level EMA MSSO
MedDRA term EMA MSSO
Attachments list User

Attachment type list EMA

Attachment file  type list EMA

EEA Language list EMA ISO

When anew entity isadded (e.g., medicinal product, organisation, term) in the XEVMPD, a set of
data/information must be provided, depending on the type of entity.

For list of data field s collected for entitie s in the XEVMPD and business rules on the information that
needs to be provided for these fields and under which condition please refer to
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1 Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance of the
Detailed guidance on the electronic submission of information on medicinal products for human use

by marketing authori  sation holders to the European to the European Medicines Agency in
accordance with Article 57(2) of Regulation (EC) No. 726/2004 ;and

1  Guidance on the electronic submission of information on investigational medicinal products for
human use in the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): eXtended
EudraVigilance Medicinal Pr _oduct Report (XEVPRM) user guidance

For technical specifications, please see Chapter 3.1: Extended EudraVigilance product report message
(XEVPRM) technical specifications

1.7.2.1. Authorised __m edicinal _product (AMP)

The information regarding an authorised medicinal product includes the below information
[the symbol ) means mandatory ]:

=

) Marketing authorisation holder (MAH) of the AMP

) Qualif ied Person responsible for Pharmacovigilance (QPPV)

) Master File Location

) PhV enquiry e -mail and Phone number

Sender Local Code

) Info Date - the date of lifting of suspension (as applicable per the relevant business rules )
) Auth orisation Country Code

) Authorisation Procedure

) Authorisation Status

) Authorisation Number

) Authorisation/Renewal Date

MRP/DCP/EMEA Number (as applicable per the relevant business rules)
) EU Number (as applicable per the relevant busine ss rules)

) Legal basis

) Orphan drug designation

) Additional Monitoring

) Invalidated MA date ( as applicable per the relevant business rules )
) Product Name information

Package description

) Pharmaceutical Dose Form(s)

) Route of Administration(s)

=A =4 =4 =4 4 - -4 -8 —a A —a A - -a - -a A oa oa o g
3

Ingredients:

-0 Active Ingredient(s)

-0 Strength of the Active Ingredient(s)
-0 Excipient(s)

- Strength of the Excipient(s)

-0 Adjuvant(s)

-0 Strength of the Adjuvant(s)

Old Drug Ingredient(s)
Medical Devices
) Product ATC Code(s)
¢ Product Indication(s) (using MedDRA coding)
1T © Previous EV Code(s) ( as applicable per the relevant business rules )

= =4 =4 =
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T  ©  Product Attachment(s) including validity declaration ( as applicable perthe relevant business
rules)

7 © Legal Basis

T  © Medicinal Product Type

T © Authorised Pharmaceutical Form

For details on  which information should be provided in the individual fields of an authorised medicinal
product (AMP) e ntity please referto Chapter 3.II: Extended EudraVigilance product report message
(XEVPRM) user guidance

1.7.2.2. Development m edicinal product (DMP)

The information regarding a development medicinal product include s the below information
[the symbol ) means mandatory ]:

1 Sender Local Code
1 © Sponsor of the DMP
1 © Sponsor 's Product Code may be provided if available .

® If no Product Name is included Product code must_be provided as mandatory information a s
per relevant business rules.

1 © Sponsor's Product Name  may be provided if available.

®|f no Product Code is included then the Product Name must be provided as mandatory
information, as per relevant business rules.

Product's Other Name, if appl  icable
Comment

) Pharmaceutical Dose Form(s)

) Route of Administration(s)

=A =4 =4 -4 4

Ingredients:
-0 Active Ingredient(s)
-0 Strength of the Active Ingredient(s)
- Excipient(s)
- Strength of the Excipient(s)
-0 Adjuvant(s)
-0 Strength of th e Adjuvant(s)
Old Drug Ingredient(s)
Medical Devices
Product ATC Code(s)
Product Indication(s) (using MedDRA coding)
Product Attachment(s) including validity declaration (if applicable and as per relevant

=A =4 =4 -4 -4

business rules)

For details on  which information should be provided in the individual fields of a development medicinal
product ( DMP) entity please referto the Guidance on the electronic submission of information on

investigational medicinal products for human use in the eXtended EudraVigilance Medicinal Product

Dictionary (XEVMPD): eXtended EudraVigil ance Medicinal Product Report (XEVPRM) user guidance
document .
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1.7.2.3. Approved substance (AS)

The information collected regarding an approved substance (AS) includes the below information
[the symbol ) means mandatory 1]:

T © English Name
1 © The Substance Class and the reference source for the Substance (e.g. INN, EU
Pharmacopoeia )

CAS? Number / CBD 2/ Molecular Formula

Alias/ Translation(s)

Substance International Code (including the Source)

Substance Parent Code (including the Sub stance Type)

Previous EV Code(s)

Substance Attachment(s)

=2 =4 =4 -4 —a A

® Please note that substance information can be inserted and/or updated by the EMA only. Please refer
to the information available in the ' Changes to some business rules of the eXtended EudraVigilance

Medicinal Product Dictionary (XEVMPD): Submission of substance information ' document.

1.7.2.4. Source

The information collected regarding a source includes the below information [the symbol ) means
mandatory ]:

T © Source Name
1 Comment

For details on what information should be provided in the individual fields of a reference source  entity
please referto  Chapter 3.1l: Extended EudraVigilance product report message (XEVPRM) user guidance

or Guidance on the electronic submission of information on investigational medicinal products for
human use in the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): eXtended
Eudr aVigilance Medicinal Product Report (XEVPRM) user guidance

1.7.2.5. MAH_organisation

The information collected regarding a marketing authorisation holder organisation includes the below
information [the symbol ) means mandatory 1]:

T ©  MAHName

T © SME status

i SME number (if applicable)
1 MAH Sender ID

T © Address

1T O City

2 CAS = Chemical Abstract Service
3 CBD = Chemical/Biological Description
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Region

) Post Code

) Country Code
Tel Number
Tel Extension
Tel Country Code
E-mail Address
Comment

=A =4 =4 =4 -4 A -4 -4

For details on what information sh ould be provided in the individual fields of MAH entity please refer to
Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance

1.7.2.6. Sponsor _organisation

The information collected regarding a sponsor organisation includes the below information
[the symbol ) means mandatory ]:

=

) Sponsor Name
Sponsor Sender ID
) Address
¢ City
Region
) Postcode
() Country Code
Tel Number
Tel Extension
Fax Number
Fax Extension
Fax Country Code
E-mail Address

Comment

=A =4 =4 =4 -4 -4 -4 -8 —a -4 -8 -8 -

1.7.2.7. Development/ proposed ATC Code

The information collected regarding a development/ proposed ATC Code includes the below information
[the symbol ) means mandatory |

T © ATC Code

1 © ATC Code Description

T Version Date

i Comment

For details on what information should be provided in the individual fields of a proposed ATC Code

entity please referto Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user

guidance or Guidance on the electronic submission of information on investigational medicinal products
for human use in the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): eXtended
EudraVig ilance Medicinal Product Report (XEVPRM) user guidance
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The same rules are applicable to a development ATC Code entry - the type of the ter m is however to
be specified as 'Development Term (1)".

1.7.2.8. Development/ proposed _pharmaceutical form

The information  collected regarding a development/ proposed pharmaceutical form includes the below
information  [the symbol ) means mandatory |

1 O Pharmaceutical dose form

T Version Date

1 Previous EVCODE

i Comment

For details on what information should be provided in the individual fields of a proposed

pharmaceutical form entity please referto  Chapter 3.1l: Extended EudraVigilance product report
message (XEVP_RM) user guidance _or Guidance on the electronic submission of information on
investigation al medicinal products for human use in the eXtended EudraVigilance Medicinal Product
Dictionary (XEVMPD): eXtended EudraVigilance Medicinal Product Report (XEVPRM) user guidance

The same rules are applicable to a development pharmaceutical entity - the type oftheter mis
however to be specified as 'Development Term (1)".

1.7.2.9. Development/ proposed route of administration

The information collected regarding a development/ proposed route of administration includes  the
below information  [the symbol ) means ma ndatory ]:
T ©  Administration Route Name

T Version Date

i Previous EVCODE

i Comment

For details on what information should be provided in the individual fields of a proposed route of

administration entry, please referto  Chapter 3.1I: Extended EudraVigilance product report message

(XEVPRM) user guidance or Guidance on the electronic submission of information on investigational

medicinal products for human use in the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD): eXtended EudraVigilance Medicinal Product Report (XEVPRM) user guidance

The same rules are applicable to a development route of administration entry - thetype oftheter mis
however to be specified as 'Development Term (1)".

Pharmaceutical forms, routes of ad ministration and ATC Codes will be referred to as "Term ' in this
session. The referenceto  'Development Term ' indicates either 'Development ATC Code ' or
'Development Pharmaceutical Form ' or 'Development Route of Administration "
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1.7.2.10. Printed product informatio n (PPI)/ printed substance information (PSI)

The information collected regarding the attachment for the  printed product information (PPI) includes
the below information ~ [the symbol ) means mandatory |

17 O File Type

7 © Name

T © Type (PPl orPSI)

1 © Language

T O  Version Number

1 O Version Date

For details on what information should be provided in the individual fields of a Printed Product

Information (PPI)  entity please referto Chapter 3.1l: Extended EudraVigilance product report message
(XEVPRM) user guidance or Guidance on the electronic submission of information on investigational

medicinal products for human use in the eXtended EudraVigilance Medicinal Product Dictionary

(XEVMPD): eXtended EudraVigilance Medicinal Product Report (XEVPRM) user guidance .
The same rules are applicable to a printed substance information (PSI) - the attachment type is
however to be specified as 'PSI' (2). Please note that ¢ urrently, PSI is not in use.

1.7.2.11.  Pharmacovigilance System Master File Location (PSMFL)

The inf ormation collected regarding the m aster file location includes the below information [the
symbol ) means mandatory |

1 Company

i Department

i Building

T O Street

7 O City

i Region

1 © PostCode

T © Country

1 © Comment (as perapplicable b usiness rules)

For details on what information should be provided in the individual fields of a PSMFL entity, please
refer to Chapter 3.1I: Extended EudraVi gilance product report message (XEVPRM) user guidance or

Guidance on the electronic submis sion of information on investigational medicinal products for human

use in the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): eXtended EudraVigilance
Medicinal Product Report (XEVPRM) user guidance

The provision of medicinal product inf ormation can be accomplished via one of the following
procedures:
1 exchanging XML files through an ESTRI gateway orthe EV Post function ;or

1 using EVWEB .

At the end of each procedure, the EudraVigilance system handles and processes the XEVPRM.
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Before explai ning how to use EVWEB for creating and sending an XEVPRM, it is important to briefly
describe:

1 XEVMPD terminologies;
1 data ownershipand maintenance rules;
1 data quality ;

1 data access policy .

1.7.3. XEVMPD terminologies

The following terminologies and definitions ap ply for the XEVMPD:

1 medicinal product (MP): any substance or combination of substances presented as having
properties for treating or preventing disease in human beings; or any substance or combination of
substances, which may be used in or administered to human beings either with the view to
restoring, correcting or modifying physiological functions by exerting a pharmacological,
immunological or metabolic action, or to making a medical diagnosis (Directive 2004/27/EC).

1 authorised medicinal product (AMP): a medicinal product authorised either within or outside
the EEA.

1 investigational m edicinal  product (IMP): a pharmaceutical form of an active substance or
placebo being tested or used as a reference in a clinical trial, including products already with a

ma rketing authorisation but used or assembled (formulated or packaged) in a way different from
the authorised form, or when used for an unauthorised indication, or when used to gain further
information about the authorised form (Directive 2001/20/EC).

1 develo pment medicinal product (DMP): a medicinal product under investigation in a clinical
trial in the EEA which does not have a mar keting authorisation in the EEA and to which special
confidentiality arrangements need to be applied.

1 approved substance: any sub stance as defined in Directive 2004/27/EC , which is an ingredient of
a medicinal product for which a marketing authorisation was granted.

1 term: pharmaceutical dose form, administration route, or an ATC Code.

1 standard term: term published as a term of stand ard terminology by an official maintenance body
[e.g. European Directorate for the Quality of Medicines (EDQM)] used in the XEVMPD. This
information is entered and maintained in the XEVMPD by the European Medicines Agency (EMA).
Standard terms can be used either in development medicinal products or authorised medicinal
products.

1 development term: confidential term used in a clinical trial. These terms are entered and
maintained in the XEVMPD by sponsors. Development terms can only be referenced in
developme nt medicinal products.

1 proposed term: term for which there is an application to the maintenance organisation, but the
term is not yet approved or published. These terms are entered and maintained in the XEVMPD by
sponsors or MAHSs. Proposed terms can be us ed either in development medicinal products or
authorised medicinal products.
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1.7.4. Data ownership and m aintenance

Medicinal product information provided via the XEVPRM is ‘owned ' by the headquarter (HQ) ID of the
sender organisation that submitted the informati on. Foreach submitted entity the XEVMPD stores the
sender organisation ID and checks this field before allowing the modification of such entity .

® Only the owner organisation of the data is authorised to maintain the submitted information.

Duplicated or obsolete entities can only be nullified by the owner organisation and/or the EMA if they
are not referenced in any other current (i.e., not nullified) entities . With the exception of development
medicinal products, which can be nullified even if flagged as validated in the XEVMPD, validated

entities can only be nullified by the EMA upon a request received viathe EMA Service Desk portal

1 Substance related requests:
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=6fac4352c3195d10e68bf1f4e4013
1a5

1 XEVMPD product data related request:
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=5cd0ff1ec3995d10e68bf1f4e4013
1bb

® MAH or sponsors cannot perform maintenance related operation types on substanc es; these will lead
to a negative XEVPRM ACK. P lease refer to the information available  in Changes to some business rules

of the eXtended EudraVi _gilance Medicinal Product Dictionary (XEVMPD): Submission of substance
information _ for further details.

The operation types that a sender organisation can perform by sending an XEVPRM are described in
Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance or Guidance

on the electronic submission of information on investigational medicinal products for human use in the
eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): eXtended EudraVigilance Medicinal
Produ ct Report (XEVPRM) user guidance

1.7.5. Data quality

During the creation and sending of an XEVPRM there are technical business rules where the system
automatically checks if mandatory information has been provided or cross -referenced for a medicinal
product sub mission.

If the validation reports no errors, the information is sent and loaded in the XEVMPD.

Users will receive an XEVPRM acknowledgement for every XEVPRM sent to the XEVMPD. The
acknowledgement informs the sender organisation whether the information c ontained in the XEVPRM
and sent to the XEVMPD has been loaded successfully, or if some reports contained in the XEVPRM

have not been loaded. In the latter case, the acknowledgement will display the list of errors found in

the unloaded reports.

Detailed inf ormation related to an XEVPRM Acknowledgement can be found in Chapter 5: Extended

EudraVigilance product report acknowledgement message and Appendix5 1 Element
Acknowledgement Codes  of Chapter 3.1: Extended EudraVigilance product report message (XEVPRM)
technical specifications

In Jul y 2014, the Agency  began the review of quality and integrity of authorised medicinal product
information  submitted in line with the amended XEVPRM format and specifications effective as of 16
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June 2014. The EMA performs data integrity assessments and, wher € necessary, revisions in

accordance with the principles outlined in the published Data Quality Control methodology . Systematic
assessment of the latest ver  sion of the received medicinal product data is performed by checking each

data element against the information stated in the provided summary of product characteristics
(SmPCs) or equivalent document that facilitates the data quality assurance process by t he EMA. For
further information please see the Agency's document Quality control of medicinal -product data
submitted as per the legal requirement introduced by Article 57(2) of Requlation (EC) No 726/2004

The EMA does not perform dedicated validation of development product information in the XEVMPD;
DMP entities are automatically flagged as valid (i.e., the 'Product Validity' field in EVWEB displays
‘Valid) upon their initial submission by the sponsor organisation. This is to allow for the DMP to be
available for the recoding of suspected unexpected serious adverse reactions reports (SUSARS).

1.7.6. Product status fields

Following a successful submission ofam  edicinal product entity inthe XEVMPD , a version number is

assigned ( i.e. if a new AMP/DMP is submitted via an operation type 'Insert', the v ersion number  will be
1.

When maintenance related operation(s) are applied to this entity, subsequent version numb ers will be
assigned ( e.g., if an 'Update' is performed following the 'Insert’ , the version number will be '2' and any
other subsequent updates will be assigned version numbers '3', '4" etc.).

The following f ields are available in EVWEB to provide inform  ation on the history and status of the
product entity:

Version

Version Status
Version Validity
Version Description
Product Validity
Product Pending
Product Mullified
Version Date
Version by

Mew Version ?
MNew Version by
Mullified

i  Version

This field indicates the n umber of the displayed v ersion and the total number of versions for this
product (e.g. 1/1).

i  Version Status
This field indicates whether the displayed version of the product was:
- Accepted (i.e. itisac orrect version of this product ),
- Nullifie d (i.e.itisan ullification version - the last correct data is the previous version ),

- Rejected (i.e. the update by an MAH is an identical copy of the version created befo re the
validation by the EMA),
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- Unassessed (i.e. the version was incorrectly processed; there were issues inthe loading
process . T his would be an exceptional situation ).

1  Version Validity
This field indicates whether the displayed version of the product

- Need MAH follow -up (i.e.t his version ofthe product has been assessed by EMA and MAH
follow -up is needed ); the status is currently not used, MAHSs are contacted directly when
needed ,

- Unassessed (i.e.thisv ersionofthe producthas notbeen assessed by EM A),
- Valid (i.e.t his version of the product has been assessed by EMA as valid).
1 Version Description

A one-line description of the status of this product version isinclude d in this field (e.g., 'Current valid
version ') anditis a concatenati on of the above -described terms.

1  Product Validity

This field indicates whether the product entity was flagged as:
- Not Assessed (i.e., nov ersion of this product has been assessed by EMA ),
- Valid (i.e., aversion of this product has been a ssessed as 'Valid' by EMA),

- Need MAH follow -up (i.e., this version of the product has been assessed by EMA and MAH
follow -up is needed); the status is currently not used, MAHSs are contacted directly as an when
needed .

1 Product Pending

This field indicates whether the product versio n was flagged as:
- Not Assessed (i.e., this version has notbeen assessed by EMA ),
- Pending Update (i.e., this Versionisan update of a version assessed by EMA ),
- Assessed (i.e., this version has been assessed by EMA ).

1 Product Nullified

This field i ndica tes w hether the product entity has been nullified . The following field values are
available:

- Yes,
- No.
i  Version Date

The date andt ime ofthe receipt ofthe message containing this  product version isincluded ( e.g.,
'09/07/2015 13:19:32 "

1 Version By

The sender ID ( organisation routing ID) of the  sender of the message containing this  product version is
included ( e.g., 'EVHUMANWT").

1 New Version ?
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This field indicates w  hether there is a newer (more recent) version of this  product ( e.g., following an
update, n ullification etc. ). The available values are:

- Yes,
- No.
1 New Version By

The sender ID ( organisation routing ID) ofthe  sender of the message containing a newer version of
this product ( e.g., update, n ullification, etc.) isincluded ( (e.g. 'EVHUMANWT").

T  Nullifie d

This field indicates w  hether this version of the product is a version that nullifies  the product entity. The
available values are:

- Yes
- No

To compare the current versus the previous version of the same AMP record  (excluding nullified
products) pleas e refer to section  4.15. Com paring individual versions of a medicinal product entity

1.7.7. Data access policy

An organisation registered with the EudraVigilance system and thatisnota national competent
authority (NCA) can read:

1 data for which they are the owners (product data, substance data etc D)

1 authorised medicinal products, approved substancesand proposed terms that have been checked
by the EMA;

1 all standard terms presentin the lookup tables and maintained by the EMA.
Some information collected in the XEVMPD is however strictly confidential.

Development substances, development  products and development  terms not owned by the
organisation ,evenif flaggedas 'Valid ' by the EMA, remain strictly confidential and cannot
be accessed by other applicants, MAHs or sponsors

The general rules applicable to any MAH/ sponsor/ applicant registered with the EudraVigilance system
are summarised in the following table:
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Sponsor, MAH
or APPLICANT

Entities Owned

Entities NOT Owned

Read access Not Flagged as Not Flagged as
validated “Valid” validated “Valid”

Authorised or v v X v

Approved*

Development v Vv X X

CONFIDENTIAL

Proposed v Vv X v

Standard Not Not Not v
applicable applicable applicable

* Approved substances are visible whether or not they are flagged as “Valid" by the EMA
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National competent authority registered  with the EudraVigilance system canread every  entity that has

been validated by the EMA. The general rules applicable to any national competent authority registered
with the EudraVigilance System are summarised in the follow ing table:
NATIONAL —
COMPETENT Entities Owned Entities NOT Owned
AUTHORITIES
Read access Not Flagged as Not Flagged as
validated “Valid” validated “Valid”
Authorised or Not Not X v
Approved* applicable applicable
Development Not Not X v
CONFIDENTIAL applicable applicable
Proposed Not Not X v
applicable applicable
Standard Not Not Not Vv
applicable applicable applicable
* Approved substances are visible whether or not they are flagged as "Valid"” by the EMA

1.7.8. Controlled vocabularies and terminologies

Terminologies and Controlled Vocabularies (CVs) are integrated in EudraVigilanc e, the below CVs are
available on the  Agency's website , section 'Controlled vocabularies ':

1 EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) Anatomical Therapeu tic Chemical
(ATC) code;

1 EudraVigilance e Xtended Medicinal Product Dictionary (XEVMPD) authorisation procedures ;
1 EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) - authorisation status  ;

1 EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) concentration types ;

1 EudraVigilan ce eXtended Medicinal Product Dictionary (XEVMPD) medical devices ;

1 EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) organisations ;

1 EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) pharmaceutical dose forms ;
1 EudraVigilance eXtende d Medicinal Product Dictionary (XEVMPD) reference sources ;

1 EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) routes of administration ;
1 EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) substance classes ;

1 EudraVigilance eXtended Medi  cinal Product Dictionary (XEVMPD) substances ;

1 EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) units of measurement ;

1 EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) units of presentation ;

1 EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) - Legal basis ;
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1

EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) - Medicinal product types

In addition to the CVs maintained by the Agency, further information on terminologies and controlled
vocabularies integrated in Eu draVigilance , which are maintained by external providers , can be obtained
from the following websites:

1 A MedDRA license can be obtained (purchased) from the MSSO;
1 ATC Codes need be obtained from the WHO Collaborating Centre for Drug Statistics Methodology ;
1 Pharmaceutical forms and routes of administration are based on the standard terms published by
the Euro pean Directorate for the Quality of Medicines & HealthCare (EDQM) ;
1  The Unified Code for Units of Measure (UCUM) is maintained by the ~ Regenstrief institute
1  The official list of ISO 3166 -1 country codes is maintained by the International Organization for
Standardization (ISO) _;
1 The official list of ISO 639 -1:2002 codes for the representation of names of languages: Part 1:
Alpha -2 code is maintained by the International Organization for Standardi zation (ISO)
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2. Accessing EVWEB

To access EVWEB for XEVPRM production or XCOMP (test) environment, go to the

webpage and select the required environment:

Login for registered users

EudraVigilance &
XCOMP (Test)

EudraVigilance
Production

Alternatively , you can click on the below links:

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

EVWEB production:

XCOMP (test) environment

https://evtest.ema.europa.eu/x

Enter your username and password:

- -

r
Windows Security
e S s e W

il

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

“Jser name |
[
| Password

| Remember my credentials

[ oK ] [ Cancel

I
o eSS ==

Select the organisation under which you wish to log

EudraVigilance:

EudraVigilance'

Home Restricted
Home Public

In the restricted area, click on '

EVWEB - Art 57 / XEVMPD

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data
(EVWEB) user manual
EMA/308954/2012

-Entry Tool

Page 34/198


https://www.ema.europa.eu/en/human-regulatory/research-development/pharmacovigilance/eudravigilance/eudravigilance-how-register
https://www.ema.europa.eu/en/human-regulatory/research-development/pharmacovigilance/eudravigilance/eudravigilance-how-register
https://eudravigilance.ema.europa.eu/x
https://evtest.ema.europa.eu/x

Home Restricted

Home Public

Welcome to the restricted area of the EudraVigilance website

To continue, please select one of the available functionalities
from the menus on the left of the screen

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

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

.Display Sefttings vl 40 (0T M4 -IUI' -uia 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/MI
[ WEB Trader | Create and Send Product Reports I Medicinal Products | MedDRA

ﬂ Reset Application | Reset Section | Clear | ﬂﬂ Aun| O

The main menu is located at the top of your screen and consists of two sets of buttons: the default
buttons and the dynamic sets.

Below the main menu, the screen is divided vertically into two parts: on the left side is the tree -view
area and on the right is the active area.

v

Display Settings
For the UK, as from 1.1.2021, EU Law applies

|Z|<::| WEB Trader || Greate and Send Product Reports || Medicinal Products | MedDRA

Ell Reset Appnmuon| Reset 5ecuon| Clezr‘ |::>E

o

Gl ol

1. This drop -down menu allows the user to select the font size to visualize the information on the
screen and to customize the scre en to the bes tindividual working conditions.

It also allows changing the active area from ActiveX ( default setup ) to XHTML and vice versa

2. Main menu: The EVWEB -section navigator menu, with the default button set , is always
present in every section of the application. EVWERB is divided into different sections according
to the kind of information you are going to operate with and your organisation's profile set -up

during the registration process.

3. Main menu: This area represents the dynamic button set . It wi Il change according to the
EVWEB- section of the application you are using

4. The simple query field
5. The tree -view area .

6. The active area
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3. Accessing medicinal product section in EVWEB

To access the ' Medicinal Products 'section , click on the 'Medicinal Produ cts' or 'Products' button
(depending on your screen set up) on the main menu

| Display Settings v|

VWEB Trader | Create and Send Product Reports I Medicinal Products § MedDRA

ﬂ Reset Application | Resei Section | Clear |

The Medicinal Products section displays a tree -view area on the left side of your screen, and an active
area on the right side of the screen.

3.1. The main menu

3.1.1. Sections navigator menu
Depending on your screen settings and EVWEB chosen font size , the menu is displayed in the "full !
version:

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

orinthe 'short' version:

WEB Trader | Send Products ||m MedDRA |
E Reset App| Reset Sectinn| Clear| ﬂ

To expand the menu, click on the square button highlighted above

WEB Trader | ) . . .
Allows users access to review their own XEVPRMSs, both sent and received. Users will be
able to see messages sentto them and by them ,inthe Inbox and Outbox folders (the last 50 received

during the day reference for message archive). The Inbox and Outbox folders are only availableto  Web
Trader users. Users sending information via their locally established Gateway will not see these folders.
When in this section,  users will also be able to import Messages located on their computer.

DL E S S37) FOELLE. EPETE Allows users to create and send an XEVPRM.

Medicinal Products I
Allows users to b rowse and perform searches at all levels of the XEVMPD

MedDRA . _—
;l This area of the application allows users to browse and perform searches at all levels of
MedDRA.
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3.1.2. Default buttons set

Display Settings hd This pop -down menu allows a user to select the type and size of the

font us ed to display the information on the screen, and to customize the interface to individual working
conditions.

You can choose the interface of the EVWEB application through an option of this pop -up menu :

Display Settings
Switch To XHTML Interface
Reset Settings to Default
Font Arial 8pt

Font Arial 9pt

Font Arial 10pt
Font Arial 11pt
Font Arial 12pt
Font Arial 14pt
Font Arial 16pt
Font Tahoma &pt
Font Tahoma Spt
Font Tahoma 10pt
Font Tahoma 11pt
Font Tahoma 12pt
Font Tahoma 14pt
Font Tahoma 16pt
Font Verdana 8pt
Font Verdana 9pt
Font Verdana 10pt
Font Verdana 11pt
Font Verdana 12pt
Font Verdana 14pt
Font Verdana 16pt
Color Errors Red
Color Errors Green
Color Errors Blue

ActiveX Interface  (default setup) means thatthe A ctive Area is an ActiveX, which allows fast
operations but doesn't allow the data entry and display of special Unicode characters.

XHTML Interface means that the Active Area is made of standard HTML components, which allows the
data entry and display of any Unicode character, but it can be slower than the ActiveX Interface. Use
this interface when you need to enter Greek or Bulgarian characters (they will be displayed in the
active area, but not on the tree view)

D Maximize: The screen is resizable allowin g the interface to be adapted to the user screen size
by clicking twice on the button pictured above. The application interface can also be resized by

dragging its bottom right corner.

Reset Application

. Resets the application, affects all its sections. You will lose all | ocally entered
data up to that point.

Reset Section o . o : .

Resets only the specific section of the application currently in use. Data entered in

that section will be lost if you use the 'Reset Section ' button.

Clear _ o . .

Removes all items marked for deletion in the section of EVWEB currently in use (also

unchecked items)
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The button corresponding to the currently active section of EVWEB will have the appearance of being
pressed in.

3.1.3. Dynamic buttons set

| Display Settings v|

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

O | Reset Applicationl Reset Section ‘ Clear‘ Dynamic button area

This set of buttons is located on the lower right corner of the main navigatio n menu and displays a
variable number of buttons that changes according to

- the section of the application in which you are working , and the related item (s) selected inthe tree -
view area ; and

- the applicable visibility and ownership rules in place.

For example, it can display the following buttons:

XL | RTF | Other Operations ~ | XL | RTF | Update | Other Operations ~ | XL | RTF | Reinset | Load |

ReRun| Mnd'rl‘y‘ Delete‘ Excel | Export = | Reload | Load ~ ‘J

Local Import ‘ Create Ack - ‘

Version‘ &) |

These buttons will be described in the various sections and functions of EVWEB.

3.2. Thetree -view

The tree -view area is located on the left side of the application, below the main navigation menu. It
shows elementsina  tree -view menu style (similar to Windows Explorer).
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| Display Settings v|

WEB Trader | Create and Send Product Reports " Medicinal Products | MedDRA |
ﬂ Reset Applicati0n| Reset Sec’tion| Clear| ﬂ

----- Authorised Medicinal Products The tree-view area I

----- Development Medicinal Products Empty
----- Approved Substances

----- Development Substances
----- Sources

----- Sponsars

----- ATC Codes

----- Routes of Administration
----- Pharmaceutical Forms
----- Master File Locations

----- Aftachments

----- Abstract Compositions
- Queries

To select an item in the tree -view , click on the textual description of the item with your mouse. The
selected item will be displayed with a dark background.

When the '+' sign a ppears on the left of the tree -view menu, that item contains a sub -menu that can
be expanded by clicking (once) on the little "+
After a menu is expanded the '+' changesintoa '-' sign.

To collapse a menu, just click once on the

Elements inthe tree-view area can also be expanded by hitting the 'Enter ' key on the keyboard after
they have been selected by clicking once on them with the mouse. To select an item the user must
click once on the text, rather than on the '+' sign. Selected items are alwa  ys displayed with a dark
background.
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Displary Setings ]

WEE Trader | Creale and Send Product Repors || Medicnal Froducts MadDRA

5| Reset Appication | Reset Secton | Clear| Fun | Runto Bvcst |

----- Authorised Medicinal Products A
----- Development Medicinal Products

..... Approved Substances
----- Development Substances
----- Sources

Description | Name/Value
Fields

Conditions (AND)
Results

----- Sponsors
----- ATC Codes
----- Routes of Administration
----- Pharmaceutical Forms
----- Master File Locations
Attachments

----- Abstract Compositions
=- Queries

- Owned EVMPD Entities

-- Owned Authorised Products

[ij--Authorised Products (Valid Version)
.Fields
Conditions (AND)
Results
- Owned Development Products
- Substance Names
- Approved Substance Names
- Development Substance Names
@ Approved Substances
- Development Substances
- Sources
- MAHs
&
&
[
[
[
&
A

+- Sponsors

+-ATC Codes

+-Routes of Administration

+-Pharmaceutical Forms

+- Abstract Compositions

+- Attachments

+-Master File Locations 2

The tree -view can grow, expand , and become extensive while using the application. The active area of
the tree -view area is always marked with a dark background.

When the expanded tree grows beyond the size of the tree -view area , scroll bars will appear on the
side, to allow you to move up and down to reach any part of the tree.

3.3. The active area

The active area shows the content of the currently selected item in the tree -view .

The active area is located on the right side of the application, below the main navigation menu.
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B Authorised Medicinal Products |

- Development Medicinal Products

Empty

- Approved Substances
- Development Substances
- Sources

- MAHs

- Sponsors

- ATC Codes

- Administration Routes
- Pharmaceutical Forms
- Master File Locations
- Attachments

- Abstract Compositions
- Queries

The active area

The main difference between the

tree -view area and the active area is that the active area is

interactive and displays information that can be edited and modified by the user
are a only displays available items from the XEVPRM

The active area displays the information in two different ways:

whilst the tree -view

(see section 3.5. Data entry ).

1  Section view (which usua lly displays fields and/or subsections) is used to display information
and/or for data entry. A typical example of a section view is the editing of a new XEVPRM:
‘ Display Settings v |
For the UK, as from 1.1.2
WEB Trader “ Create and Send Product Reports || Medicinal Products | MedDRA |
0| Reset Application | Reset Section | Clear | Validate | XML | ZIP| RTF | E| H R|
= XEVPRM Message [
- Products Description | Name/Value
- Substances Message Number Field is Mandatory
Sources Products
--Organisations Substances
ATC Codes Sources
- Pharmaceutical Forms Organisations
--Routes Of Administration ATC Codes
-.Attachments Pharmaceutical Forms
..Master File Locations Routes Of Administration
Attachments
Master File Locations
1 Listview (adetailed list of items of the same kind) is used to display items that can be s elected,

loaded, or just analysed. A typical example of list view is the result of a query.

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

[m] | Reset Application | Reset Sectionl Clear‘ XMLl RTF| [¢) | ‘ ET|

-~ Authorised Medicinal Products
--Development Medicinal Products
Approved Substances
--Development Substances
Sources
-~MAHs
Sponsors
--ATC Codes
Routes of Administration
-~Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions
= Queries

~ [pharmacopoeia®

Source Name
PHARMACOPOEIA BOHEMOSLOVACA

Num
[m]0001

SRC664

Validated
29/02/2012 09:35:00

Nullified

You can re -arrange the order of presentation of items in the active area by clicking on the header of

each column (a click will switch from ascending to descendin

g order and vice versa)
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,b,.,sm-r-rm -— e . ]

Num Source Name EV Code Validated Mullified |
[Jooo4 PHARMACOPOEIA HELVETICA SRCaT70 14/09/2012 10:22:20
[Joooz PHARMACOPOEIA BOHEMOSLOVACA SRChG4 23/11/2011 16:03:50

lpharmacopoeia*

Num Source Name | EV Code | Validated | Nullified
0002 PHARMACOPOEIA BOHEMOSLOVACA SRC664 23/11/2011 16:03:50
(W] 0001 PHARMACOPOEIA HELVETICA SRCB70 14/09/2012 10-22:20

On top of the active area, but still below the main menu, you will find the simple query field (see
section 3.6.1. Simple query ).

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

o ‘ Reset Application ‘ Reset Section ‘ Clear‘ o
Authorised Medicinal Products |

Development Medicinal Products Emply ‘

Approved Substances
Development Substances
Sources
MAHs
Sponsors
ATC Codes
-Routes of Administration
Pharmaceutical Forms
~Master File Locations
Aftachments
- Abstract Compositions
@- Queries

Lookup the Authorised Products on: EV Code, Full Presentation Name, Short Name, Generic Name, Company Name, Reporting Names.
Wildcards (™ or '?') can be used in the Query Term. Please note, though, that faster results can be achieved if the Term doesn't BEGIN with a Wildcard.

This s earch field is not always active. When the search field is locked, the field will appear in grey,
indicating that the search is not allowed.

When the simple query is available and selected (clicking inside it), the bottom of the screen will
display how the  query will work (i.e., on which fields the query will be executed).

The main body of the active area may display editable or non - editable information.
Sometimes it shows information to the users, other times it requests information or an action from the

user.

3.4. Interaction between the tree -view area and active area

The tree -view area enables you to browse items by selecting them, and by expanding or closing
menus. Functionally, the tree -view can be considered as a navigation system.

The active area display s the content of the selected item in the tree -view , and allows the user to view,
input, amend, modify, and nullify information.
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- Authorised Medicinal Products

- Development Medicinal Products

- Approved Substances

- Development Substances

- Sources

- MAHs

--Sponsors

-ATC Codes

--Routes of Administration
--Pharmaceutical Forms

--Master File Locations

- Attachments

- Abstract Compositions

E-Queries

- Owned EVMPD Entities

- Owned Authorised Products
#-Authorised Products (Valid Version)
- Owned Development Products
- Substance Mames
=-Approved Substance Mames
-Development Substance Names
[

[E

[

E

[

[3

Description | MName/Value

Conditions (AND)
Results

- Approved Substances
#-Development Substances
1-Sources

- MAHs

H-Sponsors

1-ATC Codes

|- Routes of Administration |
-Pharmaceutical Forms
=-Abstract Compositions
[-Attachments

=-Master File Locations

The information displayed in the active area can be presented in two different formats: section view or
a list view , dependi ng on the section selected . To display the details of any of your items you have two
options:

I double click on the name of the item in the active area ; or
1 clickonce onthe name oftheitemi nthe tree -view area .
In both cases you will be presented with t he same screen.

Please note that the subsections of the item currently selected will be displayed in both screens (in the
tree -view and at the bottom of the active area)

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data -Entry Tool
(EVWEB) user manual
EMA/308954/2012 Page 43/198



WEB Trader | Create and Send Product Reporis | Medicinal Products = MedDRA

D | Reset Appication ‘ Reset Seclion | Clear XML‘ RTF | Other Operations + |

TUr e UTS, &S UM T-T-Z0Z T, T CaW SppIEs Uy 1o

B-Authorised Medicinal Products

MAH: ORG8828 - XYZ PHARMA LTD
MFL: MFL8780 - IE - Dublin
~-QPPV: User HB03044 Num 01 (OTORGHB03044) - 211696
Medicinal Product Types (1)
Authorised Pharmaceutical Forms (1)
# Pharmaceutical Products 1)
Drug ATCs (1)
Drug Indications (14)
.-Previous EV Codes )
Product Atachments (1)
Previous Versions (...)
= Subsequent Versions (...)
Reporting Names - Presentations (...)
. Reporting Names - Scientific ()
- Development Medicinal Products
Approved Substances
Development Substances
~Sources
MAHs
Sponsors
~ATC Codes
Routes of Administration
~Pharmaceutical Forms
Master File Locations
Altachments
- Abstract Compositions
- Queries
£ Owned EVMPD Entities
=+ Results

d Tablets

A [Paracetamal s00*

Descriplion\ Name/Value

Authorisation Stafus
Authorisation Number
Authorisation/Renewal Date
MRP/DCP/EMEA Number
EU Number

Legal Basis

Orphan Drug

Additional Monitaring
Invalidated Date

Full Presentation Name
Product Short Name
Product INN/Common Name
Product Company Name
Product Strength Name
Product Form Name
Package Description
Comme

Not Valid - Withdrawn by Marketing Authorisation Holder
PA1234/567/001
30/10/2020

Well-established use application (Article 10a of Directive No 2001/83/EC)
No

No

30/09/2021

Paracetamol 500 mg Film Coated Tablets

Paracetamol

XYZ Pharma Lid

500 MG

FILM COATED TABLETS
UPVC HARD TEMPERED ALUMINIUM FOIL BLISTER PACKS CONTAINING 6,
ici i in children

MAH

Master File Location

QPPV

Medicinal Product Types (1)
Authorised Pharmaceutical Forms (1)
Pharmaceutical Products (1)

Drug ATCs (1)

Drug Indications (14)

Previous EV Codes (-)

Product Attachments (1)

Previous Versions (...)

Subsequent Versions (...)

Reporting Names - Presentations (...)
Reporting Names - Scientific (...)

When a field is selected , alonger description , giving a better indication of the information required , will
appear a t the bottom of the active area.

3.5. Data entry

This section contains information on  all the specific actions that you can perform to insert data in the

EVWEB application.

3.5.1. Input field types

EVWEB contains four different typ es of fields for the user to input information into the system. These

are: text fields, date/time fields, look - up fields and query fields . They are explained in detail
below. You do not necessarily need to know what type of fields it is when you enter info rmation. The
system will take you through the necessary stages for each field type . In some specific situations , a
field can be filled in different ways ( i.e., atextfield that can also be filled as a look -up field).

During the input phase , the applicatio n performs areal -time validation of the inserted data.

Fields that contain erroneous or incomplete information have their value (if present) displayed in red ,
and the relative error message is displayed in the third column of the active area. In addition to that,

the section that contains errors is also displayed in red , bothinthe tree -view and the active area.

The most common error message is 'Field is mandatory ' or 'Field must have a specified value "

Mandatory fields require essential information, whi ch needs to be provided to complete the data entry

operation successfully.

Some fields are flagged as 'Mandatory Optional ' which means that they must/may be completed

depending on the applicable business rules.

Mandatory sections must be competed 4,

4 In case of 'Invalidated date', the 'Field is mandatory' will continue to appear un til some further sections are completed.
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WEB Trader ‘ Create and Send Product Reports || Medicinal Products | MedDRA

=} | Reset Application | Reset Section ‘ Clearl Replicate ‘ Validate ‘ )(MLl zIF | RTF | Dupl\m‘ Remove | E|L| R

= XEVPRM Message
- Products
=- Insert - Authorised
--Medicinal Product Types (-)
--Authorised Pharmaceutical Forms (-)
--Pharmaceutical Products (-)
Drug ATCs (-)
--Drug Indications (-)
Previous EV Codes (-)
-Product Attachments (-)
Substances
--Sources
Organisations
--ATC Codes
Pharmaceutical Forms
--Routes Of Administration
Attachments
--Master File Locations

[oral use

Description \ Name/Value

Type

Operation Type

MAH

QPPV

Master File Location

PhV enquiry email

PhV enguiry Phone
Sender Local Code

Info Date

Authorisation Country Code
Authorisation Procedure
Authorisation Status
Authorisation Number
Authorisation/Renewal Date
MRP/DCP/EMEA Number
EU Number

Legal Basis

Orphan Drug

Additional Monitoring
Invalidated Date

Full Presentation Name
Product Short Name
Product INN/Common Name
Product Company Name
Product Strength Name
Product Form Name
Package Description
Comment

Authorised
Insert

Medicinal Product Types (-)
Authorised Pharmaceutical For
Pharmaceutical Products (-)
Drug ATCs (-)

Drug Indications (-)

Previous EV Codes (-)

Field is Mandatory

Field must have a specified value
Field must have a specified value

Field is Mandatory
Field is Mandatory

Field must have a specified value
Field must have a specified value

Field must have a specified value
Field is Mandatory

Field is Mandatory Opfional

Field is Mandatory Optional

Field must have a specified value

Section is Mandatory
Section is Mandatory
Section is Mandatory
Section is Mandatory
Section is Mandatory

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

o | Reset Application ‘ Resat Sammnl mear| Val\dme‘ XML | Z\Fl F{TF‘ Duplicate | nemm| E | L| R‘

=-XEVPRM Message
B Products
= Insert - Development
--Pharmaceutical Products (-)
Drug ATCs (-)
--Drug Indications (-)
--Product Attachments (-)
Substances
Sources
--Organisations
--ATC Codes
Pharmaceutical Forms
--Routes Of Administration
--Aftachments
Master File Locations

[oral use

DescupibnfiamERates

Typ

P¥ Development

Operation Type Insert
Sender Local Code
Sponsor
Product Code
Product Name
Product Other Name
Comment

Pharmaceutical Products (-)
Drug ATCs (-)

Drug Indications (-)
Product Aftachments (-)

Field is Mandatory
Field is Mandatory Optional
Field is Mandatory Optional

Section is Mandatory

3.5.1.1. Textfield

This is the most common type of field that you will find in EVWEB. Text fields require information that

is entered using the keyboard.

To enter information in a field text, you

must first select it by clicking once on the field space
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and the n press 'Enter ' on your keyboard

You can also use the 'E' button on the dynamic section of the main menu to enter this type of

field.
A blank text box appears in the field for you to enter the necessary data. Press 'Enter ' again when you
have finish ed. Press 'Esc' on your keyboard if you wish to cancel the input and pressthe 'Delete ' key

on your keyboard to delete the data (not backspace)
You can copy and paste information from/to text fields.
A particular type of text field is the large text field

This type of field allows you to insert a long text with the help of a specific text area that will be
displayed when you activate the editing of this type of field.
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