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Summary of changes

Following the publication of version 5.8 in December 2022, the below sections of this document were
updated in this version.

® Please note that although some of the screenshots in this manual show the sections 'Sources' and
'Substances' in the 'Create and Send Product Reports' section of EVWEB:

e The 'Source' section is not available to MAH/sponsor users from January 2024;
e The 'Substances' section is not available to MAH/sponsor users from 28 June 2024.

This is because only the EMA can insert and maintain source and substance entities in the
XEVMPD.

The screenshots in this manual will be updated to reflect this change in due course. For the time being,
these sections are marked in this manual as follows:

Substances
Sources

e New sub-sections were created in section 1.5. EVWEB and 4.11. Export of owned entities for
easier orientation

e 1.5.1. User access to EVWEB and multi-factor authentication (MFA) - content updated

e 1.6. eXtended EudraVigilance Medicinal Product Report Message (XEVPRM) - content updated

e 1.7.2. Data collected in the XEVMPD - content updated

e 1.7.7. Data access policy - tables updated

e 1.7.2.7. ATC Code - content updated

e 1.7.2.8. Pharmaceutical form - content updated

e 1.7.2.9. Route of administration

e 1.7.3. XEVMPD terminologies - content updated

e 1.7.4. Data ownership and maintenance - content updated

e 2. Accessing EVWEB - content updated

e 3.5.1.5. Local database look-up tables- content updated

e 4.1. Commands/operation types to be used in an XEVPRM- content updated

e 4.2. Create an XEVPRM with operation type Insert- content updated

e 4.2.3. Insert of an approved substance- content updated

e 4.2.4. Insert of a reference source- content updated

e 4.2.7. Insert of a prepesed-er-development ATC Code- content updated

e 4.2.8. Insert of a prepesed-er-development pharmaceutical form- content updated
e 4.2.9. Insert of a prepesed-er-development route of administration- content updated

e 4.2.10. Insert of an attachment - screenshots updated- content updated
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e 4.6.1. Update of entities in the XEVMPD- content updated

e 4.11.2. Exporting an overview of all owned AMP entities — additional details and screenshots
included

e 4.11.3. Exporting an overview of all owned DMP entities — additional details and screenshots
included.

Content changes are highlighted in red.

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 documentation prepared by the European Medicines Agency
(EMA) to support marketing authorisation holders (MAHs) and sponsors of clinical trials using the
eXtended EudraVigilance Medicinal Product Dictionary data-entry tool (EVWEB) and focuses on EVWEB
functionalities based on the 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, the related documents to be read in conjunction with this
user manual include:

e Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance;

e Legal Notice on the Implementation of Article 57(2) of Regulation (EC) No. 726/2004;

e 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.

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

e Guidance on the electronic submission of information on investigational medicinal products for
human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD);

e Electronic submission of investigational medicinal product (IMP) data to the eXtended
EudraVigilance Medicinal Product Dictionary (XEVMPD): Frequently asked questions & answers

(FAQs).

Further information related to the electronic submission of un-authorised medicines can be found on
the Data submission on investigational medicines: guidance for clinical trial sponsors webpage.

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/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/legal-notice-implementation-article-572-second-subparagraph-regulation-ec-no-7262004_en.pdf
https://www.ema.europa.eu/en/documents/other/electronic-submission-article-572-data-questions-and-answers_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/data-medicines-iso-idmp-standards-post-authorisation/reporting-requirements-marketing-authorisation-holders/guidance-documents-related-data-submission-authorised-medicines
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-product-dictionary-xevmpd-frequently-asked-questions-and-answers-faqs_en.pdf
https://www.ema.europa.eu/en/documents/other/electronic-submission-investigational-medicinal-product-imp-data-extended-eudravigilance-medicinal-product-dictionary-xevmpd-frequently-asked-questions-and-answers-faqs_en.pdf
https://www.ema.europa.eu/en/documents/other/electronic-submission-investigational-medicinal-product-imp-data-extended-eudravigilance-medicinal-product-dictionary-xevmpd-frequently-asked-questions-and-answers-faqs_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/clinical-trials-human-medicines/data-submission-investigational-medicines-guidance-clinical-trial-sponsors

1.2. About EudraVigilance

EudraVigilance is the European Union pharmacovigilance database and data-processing network (the
'EudraVigilance database').

It supports the:

e secure exchange, processing and 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;

e signal detection, evaluation and management;

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

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

e provision of information on IMPs by the sponsor before completing a clinical trials application in the
EU.

The main components are:

¢ EudraVigilance (EV) gateway: a data-processing solution for the secure electronic exchange of
adverse reaction data;

e EudraVigilance Post-Authorisation Module (EVPM): dedicated to the collection of ICSRs
related to all medicinal products authorised in the EEA in line with Regulation (EC) No 726/2004
and Directive 2001/83/EC;

e EudraVigilance Clinical Trial Module (EVCTM): dedicated to the collection of ICSRs of
Suspected Unexpected Serious Adverse Reactions (SUSARSs) 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 Directive
2001/20/EC;

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 subparagraph of Regulation (EC) No 726/2004.

¢ EudraVigilance Data Analysis System (EVDAS): supporting the EU pharmacovigilance safety
monitoring activities with the main focus on signal detection and evaluation of ICSRs;

e Adrreports.eu portal: allowing to search and view 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
analysing suspected adverse reactions in November 2017.
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1.3. EudraVigilance system overview
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1.4. EudraVigilance ESTRI gateway

The EudraVigilance gateway is a data-processing network which follows the ICH M2 gateway
recommendation for the electronic 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 to report to a
common reporting point within the EEA from where the transactions are re-routed to the addressed
competent authorities, the EMA and the WHO.

The EudraVigilance gateway supports two transmission modes:

the gateway transmission mode;

the Web Trader transmission mode.

The gateway transmission mode refers to an organization that has a fully ICH E2B(M) compliant
pharmacovigilance database available, which permits the generation, receipt and transmission of
ICSRs and via a local gateway solution that meets the ICH M2 standards, and that has been
successfully tested and connected with the EudraVigilance gateway.

The Web Trader transmission mode is an integrated component of the EudraVigilance gateway
designed to facilitate electronic submissions by small and 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.

Only registered organisations are permitted to exchange safety, product, and acknowledgement
messages by means of the EudraVigilance gateway. Please see the EudraVigilance registration
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webpages for information on how to register your organisation with EudraVigilance for medicinal
product reporting.

1.5. EVWEB

In addition to the automated 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 small and medium size
enterprises (SMEs), which do not have the necessary IT in-house tools available.

1.5.1. User access to EVWEB and multi-factor authentication (MFA)

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
EudraVigilance 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 login and password access keys. The registration process is outlined on the
EudraVigilance registration webpage. User registration is manged in the EMA Account Management

portal.

Multi-factor authentication was implemented for the production environment on 28 March 2023 and
in the XCOMP (test) environment on 30 October 2023. Users can check and manage their EMA MFA
credentials through the following link.

Additional guidance on setting up and managing MFA for EMA services is described here.

1.5.2. ActiveX component

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
ActiveX Component for the User Interface by following the instructions described in this
document.

1.5.3. IE Tab

Following Microsoft’s announcement that IE11 will be retired from 15 June 2022, the EMA investigated
various alternatives and identified IE Tab extension for Google Chrome and Microsoft Edge as the best
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https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/pharmacovigilance-research-and-development/eudravigilance/eudravigilance-how-register
https://register.ema.europa.eu/identityiq/home.html
https://register.ema.europa.eu/identityiq/home.html
https://mysignins.microsoft.com/security-info?tenantId=euema.onmicrosoft.com
https://register.ema.europa.eu/identityiq/help/signin.html
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/article-57-user-interface-ui-installation-guide-installation-article-57-ui-components-and-initial-set_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/article-57-user-interface-ui-installation-guide-installation-article-57-ui-components-and-initial-set_en.pdf

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 with Microsoft Edge or Google Chrome using IE Tab, registered users should
download the install IE Tab from the Google or Edge web stores and obtain the licence key from the EV
restricted area. The steps to follow are described in the 'User Support' section, under "XEVMPD

Support'.

For further technical information, please refer to the information available on the 'How to submit
information on authorised and investigational medicines' 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).

1.5.4. Main EVWEB functionalities

The main functionalities of EVWEB are to:

e Create and send eXtended EudraVigilance Product Report Messages (XEVPRMSs) in relation
to authorised medicinal products as per Article 57(2) of Regulation (EC) 726/2004 requirements,
and investigational medicinal products in accordance 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
functionality (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 displays 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 detecting errors in
complying with business rules before sending the message.

¢ Receive XEVPRM Acknowledgment messages (XEVPRM ACKs)

XEVPRM acknowledgement messages are used to inform the sender organisation (i.e. the
marketing authorisation holder, sponsor of a clinical trial, EMA) 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.

o Keep track of sent XEVPRMs and received XEVPRM ACKs, as well 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 use the Web Trader Inbox and Outbox (current and archived)
sections of EVWEB. Gateway users will store their sent and received messages via their local
gateway.
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e 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 medicinal products) and RTF (which are
typical 'text' document formats).

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

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

EVWEB users can insert specific key words and/or combinations of search criteria to run complex
gueries in the XEVMPD. Results will be displayed on screen.

¢ 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 codified data elements required from companies submitting
information.

An XEVPRM can contain:

e product(s): authorised or development;
e approved substancel!;

e source(s)?!;

e organisation(s): MAH or sponsor;

e ATC Code(s)?!;

e pharmaceutical form(s)?!;

e administration route(s)?;

e attachment(s);

e master file location(s).

When creating an XEVPRM message using EVWEB, the "XEVPRM Message' section allows specifying
the message header, which is a mandatory section in the XEVPRM. Please note that for the 'message
header' section, you must specify only the '‘Message Number', since the system will automatically
complete the other message header information which is not displayed (i.e., sender ID, receiver ID,
etc.). The 'Message number' can be either a number or a text that will help the sender identify that
XEVPRM.

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

! Substances, as well as sources, standard and proposed terms are inserted and maintained in the XEVMPD by the EMA.
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— Users can add more than one product entity in the same XEVPRM but for each product entity,
the operation type and the medicinal product type ('Authorised' or 'Development') must be
specified.

e The 'Substances’' section, available only to EMA users, allows users to create substance reports
for substances that need to be added or maintained in the substance look-up table in the XEVMPD.

— More than one substance entities can be added in the same XEVPRM, but for each substance
entity, the operation type, and the substance type (i.e., 'Approved') must be specified.

— MAHSs and/or sponsor users cannot insert or maintain substance information in the XEVMPD.
Substance information is inserted and maintained in the XEVMPD by the EMA as per EMA
processes and/or requests from MAHs/sponsors.

e The 'Sources' section, available only to EMA users, allows users to create reference sources that
need to be added or maintained in the 'Source' look-up table in the XEVMPD.

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

— MAHs and/or sponsor users cannot insert or maintain source information in the XEVMPD.
Source information is inserted and maintained in the XEVMPD by the EMA as per EMA
processes and/or requests from MAHs/sponsors.

e The 'Organisations' section allows users to create organisation entities for marketing
authorisation holders and sponsors that need to be added or maintained in the MAH and sponsor
look-up tables.

— Users can add more than one organisation entity in the same XEVPRM but for each
organisation but for each organisation entity, the operation type, and the organisation type
("MAH' or 'sponsor') must be specified.

— Marketing authorisation holders/sponsors are not allowed to send medicinal products 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 that users
can specify must be registered in the EudraVigilance system; their 'Organisation Sender ID'
must be reported in the 'Sender ID' field of the XEVPRM. Please refer to the Registration with
EudraVigilance webpages for further information.

e The 'ATC Codes' section allows users to create ATC Codes that need to be added or maintained in
the 'ATC Code' look-up table in the XEVMPD.

— Standard and proposed ATC Codes are entered and maintained in the XEVMPD by the EMA as
per EMA processes and/or requests from MAHs/sponsors.

— Users can add more than one ATC Code in the same XEVPRM but for each ATC Code the
operation type and the term type ('Standard’, 'Proposed' or 'Development') must be specified.

— Development terms can only be referenced in development medicinal products.

e The 'Pharmaceutical Forms' section allows users to create pharmaceutical forms that need to
be added or maintained in the 'Pharmaceutical dose form' look-up table.

— Standard and proposed pharmaceutical forms are entered and maintained in the XEVMPD by
the EMA as per EMA processes and/or requests from MAHs/sponsors.
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— Users can add more than one pharmaceutical dose form in the same XEVPRM, but for each
pharmaceutical dose form the operation type and the term type ('Standard’, '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 that need to be
added or maintained in the 'Administration route' look-up table.

— Standard and proposed routes of administration are entered and maintained in the XEVMPD by
the EMA as per EMA processes and/or requests from MAHs/sponsors.

— Users can add more than one administration route in the same XEVPRM but for each
administration route the operation type and the term type ('Standard’, 'Proposed’ or
'Development') must be specified.

— Development terms can only be referenced in development medicinal products.

e The 'Attachments’' section allows users to create a reference to a printed product information
(PPI) and/or printed substance information (PSI) [PSI is currently not in use]. 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.

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

For a complete description of the XML schema and the structure of the XEVPRM please refer to the
XEVPRM and XEVPRM acknowledgement documentation available on the Guidance documents related
to data submission for authorised medicines webpage:

e Extended EudraVigilance product report message (XEVPRM) schema;

e Chapter 3.1: Extended EudraVigilance product report message (XEVPRM) technical specifications;

e 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 the
collection, reporting, coding, and evaluation of medicinal product data in a standardised and structured
way.

The main objective of the XEVMPD is to assist the pharmacovigilance activities in the European
Economic Area (EEA), enabling the Agency to:

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

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

e co-ordinate the regulation and safety monitoring of medicines across the EU and EEA.
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The XEVMPD consists 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
COLLECTION
DATA
ANALYSIS
BEPCRT
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:

e abstract composition: each abstract composition represents the set of pharmaceutical products
containing the same active ingredient(s);

e abstract strength: each abstract strength represents the set of pharmaceutical products containing
the same active ingredient(s) in the same strength(s);

e abstract formulation: each abstract formulation represents the set of pharmaceutical products
containing the same active ingredient(s) and the same pharmaceutical dose form;
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e abstract pharmaceutical product: each abstract pharmaceutical product represents the set of
pharmaceutical products with the same active ingredient(s) in the same strength(s) and the same
pharmaceutical dose form.

The product index database and the 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 (PI) 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 reaction reporting. It is very important to standardise this information to allow
accurate data analysis by scientific experts.

The product index database provides a reference look-up list containing various reporting possibilities
generated from the full presentation 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, the
product report database and in the 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:

e 'Product Short Name';

e 'Product INN/Common Name';
e 'Product Company Name';

e 'Product Strength Name';

e 'Product Form Name'.

It is therefore very important that the authorised medicinal product name information provided in
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 3.1I: Extended
EudraVigilance product report message (XEVPRM) user guidance, section 1.2.13. AMP - Presentation
Name element structure (AP.13).

The document 'European Medicines Agency 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 consider
the confidentiality of the information related to IMPs.

The reporting 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 equivalent 'generic products'.
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1.7.1. Data submission in the XEVMPD

The XEVMPD contains medicinal product information provided by marketing authorisation holders
and sponsors of clinical trials.

Marketing authorisation holders, applicants, commercial or non-commercial sponsors may use Clinical
research organisations (CROs), IT vendors and third-party service providers to act on behalf of these
organisations by providing services related to EudraVigilance. These entities may be registered in
EudraVigilance by the MAH, applicant, commercial or non-commercial sponsor as a third-party
service provider to act on behalf of the MAH applicant, commercial or non-commercial sponsor.
Further information can be found on the EudraVigilance: how to register webpage.

1.7.1.1. Marketing authorisation holders (MAHSs)

As per Article 57(2) of Regulation (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 products for which they hold a marketing authorisation in the European
Union, i.e. information on:

e nationally authorised medicinal products (NAPs);

e centrally authorised medicinal products (CAPs);

¢ mutually recognised medicinal products (MRPs);

e de-centrally authorised medicinal products (DCPs).

MAHSs are also required to submit to the EMA information on all medicinal products for which they hold
a marketing authorisation in the EEA countries outside the European Union since the
Pharmacovigilance legislation has been 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.

Medicinal product data must 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
updated 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 was 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 EudraVigilance 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:

e the details of the legal basis of the marketing authorisation;
e description of the medicinal product type;

e information on the authorised pharmaceutical form and, where applicable, before reconstitution
into the administered pharmaceutical form;
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e description of the size of the organisation (i.e., the SME status information).

For detailed information please refer to the Reporting requirements for marketing-authorisation holders
webpage.

If the MAH organisation is a headquarter organisation, they may wish to send information on all
medicinal products for which they and their affiliate(s) hold the marketing authorisation. Alternatively,
the sending of the medicinal product information may be delegated to the individual affiliate(s), i.e. for
those medicinal products for which the affiliate holds the local marketing authorisation.

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 substance 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.'

Sponsors of clinical trials for human use are required to submit their investigational medicinal product
information (IMP) in the XEVMPD as per Article 81(3) of CT Regulation (EU) No 536/2014: "The EU
database shall support the recording and submission to the Medicinal Product Dictionary, contained in
the Eudravigilance database, of all the data on medicinal products without a marketing authorisation in
the Union and substances not authorised as part of a medicinal product in the Union, that are
necessary for the maintenance of that dictionary. To this effect and also with the purpose of enabling
the sponsor to cross-refer to prior applications, an EU medicinal product number shall be issued for
every medicinal product without a marketing authorisation and an EU active substances code shall be
issued for each new active substance not previously authorised as part of a medicinal product in the
Union. This shall be done before or during the application for authorisation of the first clinical trial with
that product or active substance submitted in accordance with this Regulation. Those numbers shall be
mentioned in all subsequent applications for clinical trials and for substantial modifications."

Also, 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") (OJ
2011/C 172/01) published by the Commission 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')'.

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.

Sponsors may delegate the sending of medicinal product information to clinical research organisations
(CROs) or IT vendors.

1.7.2. Data collected in the XEVMPD

The information collected in the XEVMPD concerns:
e authorised medicinal products (AMPs); and

e un-authorised (referred to in the XEVMPD as 'development') medicinal products (DMPs).
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Many fields related to authorised or development medicinal products are coded in look-up tables in the

XEVMPD.

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

The look-up tables present in the XEVMPD are maintained as per the overview in the table below:

Look-up

MAH organisation list

SME status list

QPPV list

MFL list

Country code list

Authorisation procedures
Authorisation status

Legal basis list

Orphan drug designation
Additional monitoring designation
Medicinal product type

Standard pharmaceutical form list
Proposed pharmaceutical form list
Development pharmaceutical form list
Standard administration route list
Proposed administration route list
Development administration route list
Approved substance list
Development substance list
Substance class list

Reference source list

Role of the Ingredient list

Amount value type (i.e., concentration
type) list

Concentration unit list

Unit or presentation list

Unit of measure list
Numerator/Denominator prefix list
Medical Device list

Standard ATC Code list

Proposed ATC Code list
Development ATC Code list
MedDRA version

MedDRA level

MedDRA term

Attachments list

Attachment type list

Attachment file type list

EEA Language list

Maintained by

MAH/sponsor
EMA

MAH (via EV Registration process)

MAH

EMA

EMA

EMA

EMA

EMA

EMA

EMA

EMA

Yser EMA
MAH/sponsor
EMA

Yser EMA
MAH/sponsor
EMA

EMA

EMA

EMA and-Yser
EMA

EMA

EMA

EMA

EMA

EMA

EMA

EMA

Yser EMA
MAH/sponsor
EMA

EMA

EMA
MAH/sponsor
EMA

EMA

EMA

Reference

ISO

EDQM

EDQM

ISO

UCUM
UCUM

UCUM
UCUM

WHO

MSSO
MSSO
MSSO

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

Whilst some data might not be flagged as mandatory via a technical rule, the provision of this data
might be required via a business rule is place.

For list of data fields collected for entities in the XEVMPD and the business rules based on which the
information needs to be provided for these fields and under which condition MAH/sponsor users should
refer to the relevant user guidance document. I.e.:

e MAHSs: Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance;

e Sponsors: Guidance on the electronic submission of information on investigational medicinal
products for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

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

1.7.2.1. Authorised medicinal product (AMP)

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

e () Marketing authorisation holder (MAH) of the AMP

e (M Qualified Person responsible for Pharmacovigilance (QPPV)

e () Master File Location

e () PhV enquiry e-mail

e () PhV Phone number

o Sender Local Code

e (M Info Date (applicable per the relevant business rules)

e (M Authorisation Country Code

e (M Authorisation Procedure

e (M Authorisation Status

e (M Authorisation Number

e (M Authorisation/Renewal Date

e () MRP/DCP/EMEA Number (as applicable per the relevant business rules)

e (M EU Number (as applicable per the relevant business rules)

e () Legal basis

e () Orphan drug status

o (M Additional Monitoring

e () 1Invalidated MA date (as applicable per the relevant business rules)

e () Product Name information
- ™ Full presentation name
- ™ Product Short Name (as applicable per the relevant business rules)
- ™ Product INN/Common Name (as applicable per the relevant business rules)
- ™ Product Company Name (as applicable per the relevant business rules)
- ™ Product Strength Name (as applicable per the relevant business rules)
- ™ Product Form Name (as applicable per the relevant business rules)

o Package description

e () Comment (as applicable per the relevant business rules)

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data-Entry Tool
(EVWEB) user manual
EMA/308954/2012 Page 19/203


https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_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/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3i-technical-specifications-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3i-technical-specifications-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf

e (' Medicinal Product Type
e () Authorised Pharmaceutical Form
e () (Administrable) Pharmaceutical Dose Form(s)
e (M Route of Administration(s)
e Ingredients:
(*) Active Ingredient(s) substance(s)
(*) Strength of the Active Ingredient(s)
- Excipient(s) substance(s)
Strength of the Excipient(s)
- ™ Adjuvant(s) substance(s)
(*) Strength of the Adjuvant(s)
o Old Drug Ingredient(s)
o Medical Devices
e () Product ATC Code(s)
e (M Product Indication(s) (using MedDRA coding)
- (") MedDRA version
- ) MedDRA Level
- ()Y MedDRA Term
e () Previous EV Code(s) (as applicable per the relevant business rules)
e () Product Attachment(s) including validity declaration (as applicable per the relevant business
rules)

For details on which information should be provided in the individual fields of an authorised medicinal
product (AMP) entity MAHs should refer to Chapter 3.1I1: Extended EudraVigilance product report
message (XEVPRM) user guidance.

1.7.2.2. Development medicinal product (DMP)

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

o Sender Local Code
e () Sponsor of the DMP
e () Sponsor's Product Code or Product Name (as per applicable business rules)
o Product's Other Name, if applicable
e (M Comment (as per applicable business rules)
e (I (Administrable) Pharmaceutical Dose Form(s)
e (M Route of Administration(s)
e Ingredients:
- ™ Active Ingredient(s) substance(s)
- ™ Strength of the Active Ingredient(s)
- Excipient(s) substance(s)
- Strength of the Excipient(s)

- ™ Adjuvant(s) substance(s)

- ™ Strength of the Adjuvant(s)
o Old Drug Ingredient(s)
o Medical Devices
o Product ATC Code(s)
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o Product Indication(s) (using MedDRA coding)
— MedDRA version
— MedDRA Level
— MedDRA Term
o Product Attachment(s) including validity declaration (if applicable and as per relevant
business rules)

For details on which information should be provided in the individual fields of a development medicinal
product (DMP) entity sponsors should refer to the Guidance on the electronic submission of information
on investigational medicinal products for human use in the Extended EudraVigilance medicinal product
dictionary (XEVMPD) document.

1.7.2.3. Approved substance (AS)

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

e (M Substance Name in English

e (M The Substance Class and the reference source for the Substance (e.g. INN, EU
Pharmacopoeia)

e (M Source

o CAS?2 Number / CBD3 / Molecular Formula

e () Comment (as per applicable business rules)

o Alias/ Translation(s)

o Substance International Code (including the Source)

o Substance Parent Code (including the Substance Type)
o Previous EV Code(s)

o Substance Attachment(s)

Substance information can be inserted and/or updated in the XEVMPD by the EMA only. The process on
how to request the insert/update of substance information in the XEVMPD is described in the relevant
guidance document:

MAHs: Chapter 3.11: Extended EudraVigilance product report message (XEVPRM) user guidance.

Sponsors: Guidance on the electronic submission of information on investigational medicinal products
for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

1.7.2.4. Source

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

e (M Source Name
e () Comment (as per applicable business rules)

2 CAS = Chemical Abstract Service
3 CBD = Chemical/Biological Description
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Source information can be inserted and/or updated in the XEVMPD by the EMA only. The process on
how to request the insert/update of source information in the XEVMPD is described in the relevant
guidance document:

MAHSs: Chapter 3.II: Extended EudraVigilance product report message (XEVPRM) user guidance.

Sponsors: Guidance on the electronic submission of information on investigational medicinal products
for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

1.7.2.5. MAH organisation

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

e () MAH Name
e (" SME status

o SME number (if applicable)
o MAH Sender ID

e (M Address

o« (™ City

. Region

e (M Post Code
e (M Country Code

o Tel Number

o Tel Extension

o Tel Country Code
o E-mail Address

e (M Comment (as per applicable business rules)

For details on what information should be provided in the individual fields of MAH entity MAHs should
refer to Chapter 3.11: 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]:

e () Sponsor Name

o Sponsor Sender ID
e () Address

o« M City

o Region

e (M Postcode
e () Country Code

o Tel Number
o Tel Extension
o Fax Number
o Fax Extension
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o Fax Country Code
o E-mail Address
e () Comment (as per applicable business rules)

For details on which information should be provided in the individual fields of a sponsor organisation
entity sponsors should refer to the Guidance on the electronic submission of information on
investigational medicinal products for human use in the Extended EudraVigilance medicinal product
dictionary (XEVMPD) document.

1.7.2.7. ATC Code

The information collected for an ATC Code includes the below information [the symbol () means
mandatory]:

e (M ATC Code

e () ATC Code Description

e (M Version Date

e (M Comment (as per applicable business rules)

For details on what information should be provided in the individual fields, and/or how to request the
addition/amendment of a proposed or standard ATC Code entity, MAHs/sponsors should refer to the
below documents:

MAHs: Chapter 3.11: Extended EudraVigilance product report message (XEVPRM) user guidance.

Sponsors: Guidance on the electronic submission of information on investigational medicinal products
for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

1.7.2.8. Pharmaceutical form

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

e () Pharmaceutical dose form

e () Version Date

o Previous EV Code

e () Comment (as per applicable business rules)

For details on what information should be provided in the individual fields, and/or how to request the
addition/amendment of a proposed or standard pharmaceutical form entity, MAHs/sponsors should
refer to the below documents:

MAHs: Chapter 3.11: Extended EudraVigilance product report message (XEVPRM) user guidance.

Sponsors: Guidance on the electronic submission of information on investigational medicinal products
for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).
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1.7.2.9. Route of administration

The information collected regarding a development/proposed route of administration includes the
below information [the symbol () means mandatory]:

e () Administration Route Name

e () Version Date

o Previous EV Code

e () Comment (as per applicable business rules)

For details on what information should be provided in the individual fields, and/or how to request the
addition/amendment of a proposed or standard route of administration entity, MAHs/sponsors should
refer to the below documents:

MAHSs: Chapter 3.I1I: Extended EudraVigilance product report message (XEVPRM) user guidance.

Sponsors: Guidance on the electronic submission of information on investigational medicinal products
for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

1.7.2.10. Printed product information (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]:

e (™ File Type

e (M Name

e () Type (PPI or PSI)
e () Language

o 2nd Language

e (M Version Number
e () Version Date

For details on what information should be provided in the individual fields of a Printed Product
Information (PPI) entity MAHs/sponsors should refer to the below documents:

e MAHSs: Chapter 3.II: Extended EudraVigilance product report message (XEVPRM) user guidance.

e Sponsors: Guidance on the electronic submission of information on investigational medicinal
products for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

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 PSI is not in use.

1.7.2.11. Pharmacovigilance System Master File Location (PSMFL)

The information collected regarding the master file location includes the below information [the
symbol () means mandatory]:

o Company
o Department
o Building
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™) Street
™) City
Region
() Post Code
™) Country
(*) Comment (as per applicable business rules)

For details on what information should be provided in the individual fields of a PSMFL entity MAHs
should refer to Chapter 3.11: Extended EudraVigilance product report message (XEVPRM) user

guidance.

The provision of medicinal product information can be accomplished via one of the following

procedures:

exchanging XML files through an ESTRI gateway or the EV Post function; or

using EVWEB.

At the end of each procedure, the EudraVigilance system handles and processes the XEVPRM.

Before explaining how to use EVWEB for creating and sending an XEVPRM, it is important to briefly
describe:

XEVMPD terminologies;
data ownership and maintenance rules;
data quality;

data access policy.

1.7.3. XEVMPD terminologies

The following terminologies and definitions apply for the XEVMPD:

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

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

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

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
development medicinal products.

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
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restoring, correcting or modifying physiological functions by exerting a pharmacological,
immunological or metabolic action, or to making a medical diagnosis (Directive 2004/27/EC).

¢ investigational medicinal 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
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 (Directive 2001/20/EC).

e proposed term: term for which there is an application to the maintenance organisation, but the
term is not yet approved or published. Until mid-January 2024, these terms are were entered and
maintained in the XEVMPD by sponsors and/or MAHs. From 18 January 2024, only the EMA can
insert and maintained proposed terms in the XEVMPD. Proposed terms can be used either in
development medicinal products or authorised medicinal products. MAHs/sponsors can request the
addition and/or amendment of a proposed term in the XEVMPD using the process described in the
relevant guidance document.

o standard term: term published as a term of standard 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). as
per EMA processes and/or requests from MAHs/sponsors. Standard terms can be used either in
development medicinal products or authorised medicinal products. MAHs/sponsors can request the
addition and/or amendment of a standard term in the XEVMPD using the process described in the
relevant guidance document.

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

1.7.4. Data ownership and maintenance

Medicinal product information submitted via the XEVPRM is 'owned' by the EudraVigilance
headquarter (HQ) ID of the sender organisation that submitted the information. For each submitted
entity the XEVMPD stores the sender organisation ID and the owner organisation ID and checks
these fields before allowing the modification of such entity.

® Only the owner organisation (registered in EV as a HQ) and/or the affiliate(s) registered under this
HQ profile is/are authorised to maintain the data that they submitted in the XEVMPD.

Duplicated or obsolete entities can only be nullified by the owner organisation and or its affiliates
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 via the EMA
Service Desk portal:

e Substance related requests: via 'Request SMS services' ticket.

e XEVMPD product data related request: via 'Request XEVMPD/Art.57 Services' ticket.

® MAHs and/or sponsors cannot perform maintenance related operation types on substances, sources
and proposed or standard terms (ATCs, pharmaceutical forms, routes of administrations); these will
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lead to a negative XEVPRM ACK. Amendments to these entities in the XEVMPD can be requested as

follows:

¢ Amendment of substance entity in the XEVMPD: via 'Request SMS services' ticket in EMA Service

Desk

¢ Amendment of source entity, proposed or standard ATC Code, proposed or standard
pharmaceutical form and/or proposed or standard route of administration in the XEVMPD
via a change request submitted in the Referentials Management System (RMS) portal as per
instructions in the relevant guidance document.

An overview of the operation types that MAH/sponsor organisations can perform on XEVMPD entities
taking into account the applicable ownership, business and technical rules, is provided below:

5
@n
A e o0 @‘h"
\ ) c,o 6@"
ge-{‘ > {\'0" N ‘S\\
R \)Qé W
Authorised product | +/ v v |V
Development product | -/ v v | X
Approved substance | X X X X
Development substance X X X X
Attachment | +/ X X X
Master File Location | +/ | +/ V| X
Source | X X X X
MAH organisation | -/ | +/ v | X
Sponsor organisation | -/ v v X
Development | +/ v v | X
Pharmaceutical Form
Proposed and Standard X X X X
Pharmaceutical Form
Development Routeof | +/ | +/ A ¢
Administration
Proposed or Standard Route X X X X
of Administration
Development ATC Code | -/ v Vv | X
Proposed or Standard ATC X X X X
Code

@\
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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 submission.

If the system 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 contained 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 information related to an XEVPRM Acknowledgement can be found in Chapter 5: Extended
EudraVigilance product report acknowledgement message and Appendix 5 - Element
Acknowledgement Codes of Chapter 3.1: Extended EudraVigilance product report message (XEVPRM)
technical specifications.

In July 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
June 2014.

The EMA performs data integrity assessments (referred to as 'validation') and, where necessary,
revisions in accordance with the principles outlined in the published Data Quality Control methodology.
Systematic assessment of the latest version 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
the EMA. When this assessment in completed, the entity is flagged as 'validated' in the XEVMPD.
The EMA does not perform an assessment of each version of the AMP record. Also, once an
AMP is nullified or invalidated, no further assessment is performed by the 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 Regulation (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 by the system (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
(SUSARsS).

1.7.6. Product status fields

Following a successful submission of a medicinal product entity in the XEVMPD, a version number is
assigned (i.e. if a new AMP/DMP is submitted via an operation type 'Insert’, the version number will be
'1').

When maintenance related operation(s) are applied to this entity, subsequent version numbers 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 fields are available in EVWEB to provide information on the history and status of the
product entity:
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Version

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

Mew Version 7
Mew Version by
Mullified

¢ Version

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

¢ Version Status

This field indicates whether the displayed version of the product was:

Accepted (i.e. it is a correct version of this product),

This field indicates whether the displayed version of the product:

Nullified (i.e. it is a nullification 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 before the

validation by the EMA),

— Unassessed (i.e. the version was incorrectly processed; there were issues in the loading

process. This would be an exceptional situation).

Version Validity

— 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, MAHs are contacted directly when

needed,

— Unassessed (i.e. this version of the product has not been assessed by EMA),
— Valid (i.e. this version of the product has been assessed by EMA as valid).

Version Description

A one-line description of the status of this product version is included in this field (e.g., 'Current valid

version') and it is a concatenation of the above-described terms.

This field indicates whether the product entity was flagged as:

Product Validity

— Not Assessed (i.e., no version of this product has been assessed by EMA),

— Valid (i.e., a version of this product has been assessed as 'Valid' by EMA),

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data-Entry Tool

(EVWEB) user manual
EMA/308954/2012

Page 29/203



— 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, MAHs are contacted directly as an when
needed.

¢ Product Pending

This field indicates whether the product version was flagged as:
— Not Assessed (i.e., this version has not been assessed by EMA),
— Pending Update (i.e., this Version is an update of a version assessed by EMA),
— Assessed (i.e., this version has been assessed by EMA).

e Product Nullified

This field indicates whether the product entity has been nullified. The following field values are
available:

- Yes,
- No.
e Version Date

The date and time of the receipt of the message containing this product version is included (e.g.,
'09/07/2015 13:19:32'.

e Version By

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

¢ New Version ?

This field indicates whether there is a newer (more recent) version of this product (e.g., following an
update, nullification etc.). The available values are:

- Yes,
- No.
¢ New Version By

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

¢ Nullified

This field indicates whether 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) please refer to section 4.15. Comparing individual versions of a medicinal product entity.
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1.7.7. Data access policy

An organisation registered with the EudraVigilance system, and that is not a national competent

authority (NCA), can read:

e data for which they are the owner;

e authorised medicinal products validated by the EMA;

e approved substances, terms and organisations flagged as validated by the EMA/system.

Some information collected in the XEVMPD is however strictly confidential: Development
substances, development products and development terms not owned by the organisation,
even if flagged as 'Valid' by the EMA/system, remain strictly confidential in the XEVMPD,
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 as follows:

MAH/sponsor users

Entities owned by user's HQ
organisation

Entities not owned by user's HQ
organisation

Read access in EVWEB Not assessed Flagged as Not assessed Flagged as
“Valid” “Valid”
Authorised products v v X v
Approved substances Not applicable Not applicable Vv Vv
Development data
(products/substances v v X X
/terms)
CONFIDENTIAL
Organisations v Vv X v
Proposed terms V'* V'* v v
Standard terms Not applicable Not applicable Vv Vv
Sources V* Vv* X Vv
PSMFLs Vv Not applicable V** Not applicable
Attachments v Not applicable Not applicable Not applicable

National competent authority registered with the EudraVigilance system can read every entity that has
been validated by the EMA. The general rules applicable to any national competent authority registered

* Historically submitted by MAHs/sponsors

*% Only limited information is visible

with the EudraVigilance System are summarised in the following table:
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Entities owned by user’s HQ

Entities not owned by user's HQ

NCAs organisation organisation

Read access in EVWEB Not assessed Flagged as Not assessed Flagged as
“Valid” “Valid”

Authorised products Not applicable Not applicable Vv Vv

Approved substances Not applicable Not applicable v v

Development data Not applicable Not applicable

(products/substances v v

Jterms)

CONFIDENTIAL

Organisations Not applicable Not applicable X v

Proposed terms Not applicable Not applicable v v

Standard terms Not applicable Not applicable v v

Sources Not applicable Not applicable X Vv

PSMFLs Not applicable Not applicable Vv Not applicable

Attachments Not applicable Not applicable X Not applicable

1.7.8. Controlled vocabularies and terminologies

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

e EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) Anatomical Therapeutic Chemical
(ATC) code;

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

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

e FEudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) medical devices;

e EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) organisations;

e FEudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) pharmaceutical dose forms;
e EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) reference sources;

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

e EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) substances;

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

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

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

e EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) - Medicinal product types.
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In addition to the CVs maintained by the Agency, further information on terminologies and controlled
vocabularies integrated in EudraVigilance, which are maintained by external providers, can be obtained
from the following websites:

e A MedDRA license can be obtained (purchased) from the MSSO;

e ATC Codes need be obtained from the WHO Collaborating Centre for Drug Statistics Methodology;

e Pharmaceutical forms and routes of administration are based on the standard terms published by
the European Directorate for the Quality of Medicines & HealthCare (EDQM);

e The Unified Code for Units of Measure (UCUM) is maintained by the Regenstrief institute;

e The official list of ISO 3166-1 country codes is maintained by the International Organization for
Standardization (ISO);

e The official list of ISO 639-1:2002 codes for the representation of nhames of languages: Part 1:
Alpha-2 code is maintained by the International Organization for Standardization (ISO).
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2. Accessing EVWEB

Before accessing EVWEB you should have
e multi-factor authentication (MFA) set up;

e approved user access to the required environment for the required organisation via the EMA
Account Management portal; and

e ActiveX and IE Tab extension installed on your computer.

To access EVWEB for XEVPRM production or XCOMP (test) environment, go to the 'EudraVigilance'
webpage and select the required environment:

Login for registered users

EudraVigilance & 4
XCOMP (Test)

‘ EudraVigilance
' Production & -

Alternatively, you can click on the below links:

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

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

The organisation/list of organisations, under which you are registered in the EMA Account Management

portal as a user, will be displayed.

Please note that the below screenshots show logon to the XEVMPD production environment.
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hd 0 Crganisation Selection Form X =+ = O b4

< C &5 eudravigilance.ema.europa.eu/human/restricted/os/org... @ ¥¢ (N a a2 :

Welcome
Select organization

: Web Trader - EV NWT // [Ev N (HQ)]

| Select | | Cancel |

For the UK, as from 1.1.2021, EU Law applies only Lo the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

Select the organisation under which you wish to log on to EVWEB:

v o Organisation Selection Form x =+ — | %
< Cc 25 eudravigilance.ema.europa.eu/human/restricted/os/org... @ ¥ e O a & :

Eudrawgllancé;': NS rx % Home Restricted
: : - Home Public

Welcome 1
Select organization

[EVIN VT (AFF) -] Web Trader - VBT /, v

I have read and accepted the Terms of Use

| Cancel |

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

If you are logging on for the first time, confirm that you have read and accepted the Terms of use.

In the restricted area, click on 'EVWEB - Art 57 / XEVMPD':
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v O EudraVigilance - Restricted Are. X =+ = O X

< c 5 eudravigilance.ema.europa.eu/human/restricted/publicv... @ ® O a & :

Home Restricted

Home Public

Restricted Area

Logged In

(EV WT - Welcome to the restricted area of the EudraVigilance website

Eudravigilance Weh
Trader -

ﬁ‘" S To continue, please select one of the available functionalities
uman Production
from the menus on the left of the screen
EV Services
> Eon=n= s For the UK, as from 1.1.2021, EU Law applies only to the
> EVWES - Art57 / territory of Northern Ireland (NI) to the extent foreseen in the
Protocol on Ireland/NI

» XEVMPD Export
» XEVMPD Bulk update
 EV Data Warehouse
» EV Post - ICSR

» EV Post - Art 57 f
XEVMPD

You will be required to complete a multi-factor authentication. See section 1.5.1. User access to
EVWEB and multi-factor authentication (MFA) for related information.

c L} IETab  chrome-extension://hehijbfgiekmifkfjpbkbammijbdenadd/nhc.htm#url=https://login.microsoftonline.com/bc9dc15c-61bc-4f03-b60b-e5b6d8922839/0auth2/v2.0/authorize?cli... ¥¥ (€]

G Address: ‘https /flogin microsoftonline com/bc9dc15¢-61be-4f03-bB80b-e5bB8d2922839/0auth2/v2 0/authorize?client_id=82c4308b-17d5-4493-beb8-44f8673442¢3. id_toker OpenldConnect. Authemma&l

o

Pick an account

m Connected to Windows

Once the MFA is completed, a new window will pop-up, informing you that IE Tab extension is required
for EVWEB to work properly:

X 2% eudravigilance.ema.europa.eu/human/restricted/x/x.asp

eudravigilance.ema.europa.eu says

Internet Explorer or Chreme/Edge with the installed extension IE tab is

Dismiss the window by clicking on 'OK' and access the link to EVWEB production environment using IE
Tab:

required for EVWEB to work properly
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[«
b

C %5 eudravigilance.ema.europa.eu/human/restricted/x/x.asp Pe IEI Im}

Application Compatibility Test...
Please wait

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

v @ tudraVigilance - Restricted Ae. X ) I VRNV -Euc X+ = o
<« @ DIETab  chrome-extensiony//hehijbfgiekmjfkfjpbkbammibdenadd/nhe htm#url=https://eudravigilance.ema.europa.eu/human/restricted/x/x.asp2X1=6 # 00O 0O a2
() Address: htips fleudrawgilance ema europa ewhumanirestncted/xix asp?X|=6 » K@

R ——

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.

Display Setfings e

For the UK, as from 1.1.2021, EU Law applies o

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

|:|| ReselApphmtmnl ResetSedmn‘ Clear \ |:>|E

@

5.

6.

This drop-down menu allows the user to select the font size to visualize the information on the
screen and to customize the screen to the best individual working conditions.

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

Main menu: The EVWEB-section navigator menu, with the default button set, is always
present in every section of the application. EVWEB 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.

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

The simple query field.
The tree-view area.

The active area.

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data-Entry Tool
(EVWEB) user manual
EMA/308954/2012 Page 37/203




3. Accessing medicinal product section in EVWEB

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

| Display Settings v|

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

H Reset Application | Reset 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

or in the 'short' version:

WEB Trader | Send Products | Pr::)lducts MedDRA |

E Reset App| Reset Sedinn| Clear| ﬂ

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

WEB Trader | . . . .
Allows users access to review their own XEVPRMs, both sent and received. Users will be
able to see messages sent to them and by them, in the Inbox and Outbox folders (the last 50 received
during the day reference for message archive). The Inbox and Outbox folders are only available to 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.

CrEEEET ST FITLIE EET TS Allows users to create and send an XEVPRM.

Medicinal Products
Scicinal Troduc IAIIows users to browse and perform searches at all levels of the XEVMPD.
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MedDRA This area of the application allows users to browse and perform searches at all levels of
MedDRA.

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 used 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 Anal 9pt i
Font Arial 10pt '
Font Arial 11pt ‘
Font Arial 12pt |
Font Arial 14pt

Font Arial 16pt ‘
Font Tahoma 8pt |
Font Tahoma 9pt |
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 Ermors Red
Color Errors Green
Color Errors Blue

ActiveX Interface (default set up) means that the Active 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 allowing 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 locally entered

data up to that point.

Reset Section o . I ) .
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.
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Clear ) L ) .
Removes all items marked for deletion in the section of EVWEB currently in use (also

unchecked items)

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

] | Reset Application | Reset Section ‘ Clear | Dynamic button area

—

This set of buttons is located on the lower right corner of the main navigation 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 in the tree-
view area; and

- the applicable visibility and ownership rules in place.

For example, it can display the following buttons:

XL | RTF | Other Operations v | xuL | RTF | Update | Other Operations ~ | xuL | RTF | Reinsert | Load |

F{eRun‘ Mod'rl‘y‘ Delete‘ Excel ‘ Export « | Reload « ‘ Load « | | |

Local Import | Create Ack - ‘

Ver5i0n| [$] |

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

3.2. The tree-view

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

ﬂ Reset Applicati0n| Reset Sec’tion| Clear| ﬂ

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

- Authorised Medicinal Products
--Development Medicinal Products
--Approved Substances
--Development Substances
-.3ources

.MAHs

--Sponsors

--ATC Codes

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

--Abstract Compositions

- Queries

The tree-view area

Empty

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 appears 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 '+' changes into a '-' sign.

To collapse a menu, just click once on the '-'.

Elements in the 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 always displayed with a dark

background.
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Ditsplary Setting ]

e Traser | Greats ana sena ot s || el o waaoRa

o | Reset agpication | Reset Sscton | clear| | Run o Besl |
~Authorised Medicinal Products A
- Development Medicinal Products

Description | Name/\alue

Fields
A dSubstances
pprovec substances Conditions (AND)
--Development Substances
Results
--3ources
.MAHs
Sponsors
--ATC Codes

--Routes of Administration
--Pharmaceutical Forms
--Master File Locations
- Attachments
--Abstract Compositions
=- Queries
i Owned EVMPD Entities
-- Owned Authorised Products
[ij--Authorised Products (Valid Version)
Fields
Conditions (AND)
Results
- Owned Development Products
m-Substance Names
- Approved Substance Names
@ Development Substance Names
#-Approved Substances
#-Development Substances
H-Sources
- MAHs
&
[
[
&
&
[
A

+- Sponsors

+-ATC Codes

+-Routes of Administration

+-Pharmaceutical Forms

+-Abstract Compositions

+-Attachments

+-Master File Locations 4

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
- Approved Substances
--Development Substances

- Sources

- MAHs

- Sponsors

- ATC Codes

- Administration Routes The active area
- Pharmaceutical Forms
- Master File Locations
- Aftachments

- Abstract Compositions
- Queries

Empty

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 whilst the tree-view
area only displays available items from the XEVPRM (see section 3.5. Data entry).

The active area displays the information in two different ways:

e Section view (which usually 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:

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

01| Reset Appiication | Reset Section | Qiear| vatioate | sena| | ze | rTF| €| L| R|
|

- Products Descriplionl Name/Value

-Organisations Message Number Field is Mandatory
ATC Codes Products

-Pharmaceutical Forms Substances

-Routes Of Administration Organisations

-Attachments ATC Codes )
...Master File Locations Pharmaceutical Forms

Routes Of Administration
Attachments
Master File Locations

o List view (a detailed list of items of the same kind) is used to display items that can be selected,
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
EI Reset Applicauon| Reset Sectionl Clear XMLl RTFl il ﬂ ﬂ
Authorised Medicinal Products ~ |pharmacupoeia* I
~~Development Medicinal Products Num Source Name EV Code Validated Nullified
Approved Substances {0001 PHARMACOPOEIA BOHEMOSLOVACA SRC664 29/02/2012 093500
--Development Substances
Sources
- MAHs
Sponsors
--ATC Codes

Routes of Administration
--Pharmaceutical Forms

Master File Locations
--Attachments

Abstract Composifions
= Queries

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 descending order and vice versa):

Num | Source Name | EV Code | validated | Nullified |
J0001 PHARMACOPOEIA HELVETICA SRC870 14/09/2012 10:22:20
O ooo2 PHARMACOPOEIA BOHEMOSLOVACA SRCE64 23/11/2011 16:03:50
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|pharmacopoeia*

MNum Source Name EV Code Validated Mullified
o002 PHARMACOPOEIA BOHEMOSLOVACA SRCG64 23/11/2011 16:03:50
(W 0001 PHARMACOPOEIA HELVETICA SRCE70 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
H ResetAppIicatlunl Reset Sectlunl Clear| @ |

-~Authorised Medicinal Products I
Development Medicinal Products Empty T
Approved Substances
Development Substances
Sources
MAHs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Aftachments
Abstract Compositions

# Queries

Lookup the Autherised 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 search 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 displays 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

- Queries

- Owned EVMPD Entities
B-Owned Authorised Products

- Authorised Products (Valid Version)
B Owned Development Products

- Substance Names

- Approved Substance Names

- Development Substance Names
F-Approved Substances
b
£
£
[
[

#-Development Substances
H-Sources

H-MAHs

- Sponsors

H-ATC Codes

|- Routes of Administration |
+- Pharmaceutical Forms

- Abstract Compositions
H-Attachments

+-Master File Locations

O W O

Description | Name/Value

Conditions {AND)
Results

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

options:

e double click on the name of the item in the active area; or

e click once on the name of the item in the tree-view area.

In both cases you will be presented with the 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).
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WEB Trader | Create and Send Product Reporis | Medicinal Products =~ MedDRA

o | Reset Apphmlmn‘ Reselﬁet.lmnl Clear‘ XML‘ RTFl Other Operations + |

T EUTET appTES UMy IO

E-Authorised Medicinal Products

= —33 d Tablets
MAH: ORG8828 - XYZ PHARMA LTD
--MFL: MFL8780 - IE - Dublin
QPPV: User HB03044 Num 01 (OTORGHB03044) - 211696
Medicinal Product Types (1)
# Authorised Pharmaceutical Forms m
Pharmaceutical Products (1)
Drug ATCs (1)
# Drug Indications (14)
__Previous EV Codes )
Product Attachments (1)
= Previous Versions (...)
Subsequent Versions (...)
Reporting Names - Presentations (...)
G: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

i}

~ [Faracetamal 5007

Description | Name/\alue

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
Commer

t_tdedicinalnioduct authncised focfbe treatment. b

Mot 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 Ltd

500 MG

FILM COATED TABLETS
UPVC HARD TEMPERED ALUMINIUM FOIL BLISTER PACKS CONTAINING 6
igi 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, a longer description, giving a better indication of the information required, will

appear at 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 types 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 information. 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., a text field that can also be filled as a look-up field).

During the input phase, the application performs a real-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, both in the 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, which 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 In case of 'Invalidated date', the 'Field is mandatory' will continue to appear until some further sections are completed.

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data-Entry Tool

(EVWEB) user manual
EMA/308954/2012

Page 46/203



WEB Traer || Create and Send Procuct Reports || Medicinal Products | MedDRa |

_I Reset Appﬂcatlnnl Reset Sectmnl Clear Repucatel \t’aJldatel Send Mﬂm Duplicate | Remaove ﬂﬂﬂ

=8 XEVPRM Message
& Products
£ Insert - Authorised
--Medicinal Product Types (-)
--Authorised Pharmaceutical Forms (-)
Pharmaceutical Products (-)
--Drug ATCs (-)
--Drug Indications (-)
-Previous EV Codes (-)
Product Attachments (-)
-Qrganisations
~-ATC Codes
Pharmaceutical Forms
-Routes Of Administration
-Aftachments
Master File Locations

Description | Name/Value

QPPV

Master File Location

PhV enquiry email

PhV enquiry 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 Mame
Product Form Name
Package Description
Comment

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 Optional

Field is Mandatory Optional

Field must have a specified value

Medicinal Product Types (-) Section is Mandatory
Authorised Pharmaceutical Forms (-) Section is Mandatory
Pharmaceutical Products (-) Section 1s Mandatory
Drug ATCs (-) Section 1s Mandatory
Drug Indications (-) Section is Mandatory
Previous EV Codes (-)

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

01| Reset Appiication | Reset Section | clear| vaigate | sena | L | ZIPlEI Dupiicate | Remowe | E| L| R|

= XEVPRM Message
|_—_| Products
& Insert - Development
...Pharmaceutical Products -)
Drug ATCs (-)
Drug Indications (-)
..Product Attachments (-)
- Qrganisations
~ATC Codes
- Pharmaceutical Forms
- Routes Of Administration
- Attachments
-Master File Locations

Descnpllonl Name/Value

Type BEYEE

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

Field is Mandatory
Field is Mandatory Optional
Field 1s Mandatory Optional

Pharmaceutical Products (-) Section is Mandatory
Drug ATCs (-)

Drug Indications {-)

Product Attachments (-)

3.5.1.1. Text field

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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WEE Trader || Create and Send Product Reports | _Medicnal Products | MedDRA |
0| Reset Appiication | Reset Section| Clear| Vaidate | send| xuL| zp | riF| | L R|

= XEVPRM Message |

Description | Name/Value

Message Number - Field is Mandatory
Products
Substances
Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Aftachments
Master File Locations

and then press 'Enter' on your keyboard:

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

a | Reset Application | Reset Section ‘ Clear Validaie| Send| L ‘ ZIF'| RTF| E| L‘ R‘

= XEVPRM Message

Description \ Name/Value

Message Number{ Field 1s Mandatory
Products
Substances
Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Aftachments
IMaster File Locations

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

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

[u] ‘ Reset Application | Reset Section | Clear Validate| Send‘ XML| ZIP| RTF L| R|

= XEVPRM Message I

Description \ Name/Value

Message Number| Field is Mandatory
Products
Substances
QOrganisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments
Master File Locations

A blank text box appears in the field for you to enter the necessary data. Press 'Enter' again when you
have finished. Press 'Esc' on your keyboard if you wish to cancel the input and press the '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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=-XEVPRM Message

Li‘_l--Ffroducts

& Insert (1) - Authorised (2) e
- . EV Code
Vedicinal Product Types (-) o
) : MAH Field is Mandatory
Authorised Pharmaceutical Forms (-) QPPV
F'harmaceut.lcal Products (-) Master File Location
Drug ATCs () ) PhV enguiry email Field must have a specified value
Drug Indications (-) PhV enquiry Phone Field must have a specified value
Previous EV Codes (-) Sender Local Code
i Product Attachments (-) Info Date
\M Authorisation Country Code Field is Mandatory
g rces Authorisation Procedure Field is Mandatory
--QOrganisations Autharisation Status
--ATC Codes Authorisation Number Field must have a specified value
Pharmaceutical Forms Authorisation/Renewal Date Field must have a specified value
- Routes Of Administration MRP/DCP/EMEA Number
.. Attachments EU Numbgr
--Master File Locations Legal Basis

Orphan Drug
Additional Manitaring

Invalidated Date Field must have a specified value
Full Presentation Name Field is Mandatory
Product Short Name Field is Mandatory Optional
Product INN/Common Name Field is Mandatory Optional
Product Company Name Field must have a specified value

Product Strength Name
Product Form Name
Package Description

Comment
Kdmdimimal Meadiint Tooman £4 Cmmtbimem im Almmdntnm .

Value v X

lYou can insert a long text in this field|

T

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

0| Reset Agpiication | Reset Section | Clear | Validate | XML | ZIP | RTF | Dupiicate | Remove | E| L| R |
= XEVPRM Message oral use
2 Products Description | Name/Value
=- I|_'|ser1 - Development Type Development
Pharmaceutical Products (-) Operation Type Insert
Drug ATCs (-) Sender Local Code o
Drug Indications (-) Sponsor F!eld is Mandatory ]
.. Product Attachments (-) Product Code F!eld 15 Mandatory Opl!ona\
~ Product Name: Field is Mandatory Optional
bst: S
Product Other Name
—oource Comment
~Organisations Pharmaceutical Products (-) Section is Mandatory
ATC Codes Drug ATCs (-)
- Pharmaceutical Forms Drug Indications (-)
--Routes Of Administration Product Attachments (-)
Attachments
--Master File Locations

In this special text area, you are also allowed to enter line breaks. You can do that by pressing, 'Shift'
+ 'Enter' on your keyboard (just pressing 'Enter' will end the editing process and confirm the text
entered).

On top of the text area, two buttons are visible. The first one (Green tick) ends the edit and confirms
the text entered. The second one cancels the edit (Red cross).

The large text field is the only one that has a special viewing mode when you are not in a data entry
session.

Since this field can contain a very large amount of text (also allowing for line breaks), it can be useful
to display the entire content of it. To do so, you can double click on it, and the same text area used for
the editing will be displayed. The difference is that in this case, you cannot edit the text.
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3.5.1.2. Date/time field

This type of field is used in EVWEB to enter the date information in different formats. The information

is entered using a graphical interface that recalls a calendar.

To enter information in a date field, you first need to select it by double clicking on the field or by
pressing 'Enter' on your keyboard after having selected it.

WEB Trader I Create and Send Product Reports.

ﬂ Reset Appl\calion‘ Reset Section | C\ear| Rep|icam| Validate| XML‘ ZIP‘ RTF‘ Duplicate ‘ Remnve| E ‘ H ﬂ

Medicinal Products | MedDRA |

/

= XEVPRM Message
= Products

£ Insert - Authorised
~Medicinal Product Types (-)

-Authorised Pharmaceutical Forms (-)

-Pharmaceutical Products (-)
-Drug ATCs (-)
-Drug Indications (-)
- Previous EV Codes (-)
-Product Attachments (-)
st

ource

--Organisations

--ATC Codes
--Pharmaceutical Forms
--Routes Of Administration

Attachments
Master File Locations

Pratus=

Description | Name/Value

Operation Type

MAH

QPPV

Master File Location

PhV enguiry email

PhV enquiry 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

[ e x|
wryymmdd
e
e
i 23 4546 7

8 910 111213 14
15 16 17 16 19 20 21
22 23 24 25 26 27 28
29 30 31

Authorisation/Renewal Dale (AP.12.5)

Type Authorised

Insert

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

|Authorisation/Renewal Date (AP.12.5)|

Field must have a specified value
Field is Mandatory

Field is Mandatory Optional

Field is Mandatory Optional

Many fields in EVWEB can accept the date/time information in different formats:

Year/month/day

Year/month/

The formats can be selected by clicking on the format button at the top of the calendar. The available
formats are based on the business rules.

P

Yyyymn
2014 b 4

Su Mo Tu We  yyyymm

4 5 & 7 & 910

11 12 12 14 15 16 17
18 19 20 21 22 23 24
25 26 27 28 29 30 21

yyyymmadd

e x]

Format

X

Depending on the format selected, the calendar interface will change accordingly:

If yyyymmdd is selected, the calendar will appear in the following format:
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yyyymmdd
4 2014 k4 May L3

Su Mo Tu We Th Fr Sa

1 2 3
4 5 & 7 B 910
i1 12 13 14 15 16 17
18 19 20 21 22 23 24
25 6 27 28 29 30 31

e If yyymm is selected, the calendar will appear in the following format:

W Calendar X
¥yyymm
4 2014 » 4 May b

If you wish to change the date, just click on a specific date. If you require a change of the month or
the year, use the side arrows flanking the month and year or click on the year and month to allow
faster navigation.

Please note that the day selection confirms and enters the date and closes the calendar
screen. Therefore, make sure that the year and the month are correct before you select the day.

To exit the calendar without selecting a date, click on the sign located on the top left corner
of the calendar screen.

v Calendar x

Yyyymm
4 2014 k 4 May *

By doing so, the date will reference only the month and year:

Authorisation/Renewal Date _ /05/2014 m

3.5.1.3. Look-up fields/tables

In this type of field, you are presented with a drop-down menu from where you can select the required
information.

By positioning your cursor on the selected field and pressing 'Enter' or by double clicking on the field, a
list of pre-defined values will be displayed:
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WEB Trader I Create and Send Product Reports | Medicinal Products | MedDRA |

ﬂ Reset Application | Reset Section | Clear | Validate | XML | ZIP| RTF | Dup\icale‘ Remove ﬂﬂﬂ

=- XEVPRM Message

--Products
it S
——8ources

= Organisations

--ATC Codes

--Aftachments

“.Insert - Sponsor

--Pharmaceutical Forms
--Routes Of Administration

--Master File Locations

foral use

Description | Name/Value

Coun
T

R

Tel E

Tel Coun
Fax

Fax E

Fax Coun
E-mail

C

Country Code (0.10)

Operation Type Insert

Type Sponsor

Sponsor Name
Sponsor Sender ID

Select option

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

F
afghanistan |1

[ALanD 1SLANDS

Albania

Algeria

American Samoa

Andorra

angols

Anguilla

Antarctica

Antigua And Barbuda

Argentina

Armenia

Aruba

Australia

Austria

Azerbaijan

Bzhamas

Bahrain

Bangladesh

Barbados

Belarus

Eelgium

Eclize

Benin

Bermuda

Bhutan

Bolivia

BOMAIRE, SINT EUSTATIUS AND
SABA

Eosnia And Herzegowina

Botswana

Field is Mandatory

Field is Mandatory
Field is Mandatory

Field is Mandatory
Field is Mandatory

3.5.1.4. Remote database look-up tables

This type of field requires data that needs to be selected from a predefined list, generated as a result

of a query.

A query is a search performed in the XEVMPD (for this reason, a query operation always requires an

active internet connection).

A 'query area' will appear in the lower section of the active area. This 'query area' always contains at
least one search field, one or more 'parameter’ fields (in this example the one labelled 'Query Mode")

and an area to display the results.

You can select the field with your cursor and press 'Enter' on the keyboard:
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WEB Trader | Create and Send Product Reports || Medicinal Products | MedDRA

o | Reset Appucanon| Reselsammn‘ Clear Replil:atel Validalal XMLl zuﬁ‘ RTF

Duplicate | Remove | E| L | R‘

= XEVPRM Message foral use

B Products

Description \ Name/Value

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

Type Authorised

Operation Type

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

[o]

Field is Mandatory

Fisld m(QPPY (AP.5)}ified 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

Name Il

Query Mode [Begins

You can also select the field with your cursor and press the 'R' (Remote Database Look-up) button:

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

O | Resst Application | Resst Section | Clear | Valldate | XL | ziP | RTF | Duplicate

Remove H Hﬂ

= XEVPRM Message

= Products
£ Insert - Development
.-Pharmaceutical Products (-)
..Drug ATCs (-)
.-Drug Indications (-)

*..Product Attachments (-)

—Substan
rce
--Organisations
-ATC Codes
--Pharmaceutical Forms
--Routes Of Administration

Pratuse

Description | Name/Value

Type Development
Operation Type Insert
Sender Local Code
sponsor
Product Code
Product Name
Product Other Name
Comment
Pharmaceutical Products (-)
Drug ATCs (-)
Drug Indications (-)
Product Attachments (-)

Field 1s Mandatory
Field 1s Mandatory Optional
Field is Mandatory Optional

Section is Mandatory

--Aftachments
--Master File Locations

In both cases, a search window will be displayed.

You need to search the correct information by typing keywords in the search field. In our example, we
are searching for a marketing authorisation holder name. We may know part of the hame or be unsure
about the correct spelling. Using the wildcards (e.g.? and *) we can search the system. In our

example, we typed 'Nobel' in the search field of the 'query area'.

The 'query mode' field allows us to perform a more restricted search by applying one condition in the

query.

You can choose to apply the following conditions in your search: 'Matches’, 'Begins’, 'Contains’,
'Sounds like' and 'Contains + sounds like' by pressing on the arrow on the right:
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=-XEVPRM Message | j

E-Products n
ZInsert (1) - Authorised (2) ) A
Operation Type Insert (1)
Medicinal Product Types (-)
. ) Type Authorised (2)
Authorised Pharmaceutical Forms (-) EV Code
F‘harmacem‘mal Products (- MAH Field is Mandatory
Drug ATFIS ) QPPV
Drug Indications (-} Master File Lacation
Previous EV Codes () PhV enquiry email Field must have a specified value
Product Attachments (-} PhV enquiry Phone Field must have a specified value
\ﬁ;ta{ Sender Local Code 3
——30urces Info Date
Organisations Authorisation Country Code Field is Mandatory
ATC Codes Authorisation Procedure Field is Mandatory
Pharmaceutical Forms Authorisation Status
Routes Of Administration Authorisation Number Field must have a specified value
Attachments Authorisation/Renewal Date Field must have a specified value
Master File Locations MRP/DCP/EMEA Number
EU Number L4
Legal Basis

Orphan Drug
Additional Monitoring

Invalidated Date Field must have a specified value
Full Presentation Name Field is Mandatory
Product Short Name Field is Mandatory Optional
Product INN/Common Name Field is Mandatory Optional
Product Company Name Field must have a specified value
Dradict Qtrannth hMama A
Organisation Name |
Query Mode [Begins =1

Select option ‘

Press A - Z to find initial l=tter
Press Enter to select, Escape to clear

Matches

|
Begins ‘
|
|

Contains

Sounds like

MAH (AP.4) Contains + Sounds like

Press 'Enter' on your keyboard to run the search. The search (or query) results will be displayed in the
result screen below the search field.

® When clicking on this arrow and it does not work, it is a sign that EVWEB is about to crash. Save
your work, reset the application, and delete the temporary internet files from the internet options in
the "Tools' menu of the browser. Then reload your file to continue data entry.

You now must select one of the items displayed in this list by either pressing 'Enter' or by double-
clicking on the selected value:

= ¥EVPRM Message [brugvero
- Products

=-Insert (1) - Authorised (2)

--Madicinal Product Types (-)
Authorised Pharmaceutical Forms (-)

Descriptmn' Name/Value
Operation Type Insert (1)
Type Authorised (2)

EV Code
-Eharmaceutlcal Products (-) MAH Field is Mandatory
-Drug ATCs (-) QPPV
Drug Indications () Master File Location
-Previous EV Codes () PhV enquiry email Field must have a specified value
-Product Attachments (-} PhV enquiry Phone Field must have a specified value
W Sender Local Code
ources Info Date
-~ Organisations Authorisation Country Code Field is Mandatory
ATC Codes Authorisation Procedure Field is Mandatory
--Pharmaceutical Forms Authorisation Status
- Routes Of Administration Authorisation Number Field must have a specified value
Attachments Authorisation/Renewal Date Field must have a specified value
Master File Locations MRP/DCP/EMEA Number
EU Number
Legal Basis

QOrphan Drug
Additional Manitoring

Invalidated Date Field must have a specified value
Full Presentation Name Field is Mandatory
Product Short Mame Field is Mandatory Optional
Product INN/Commaon Name Field is Mandatory Optional
Product Company Name Field must have a specified value

Product Strength Mame

Organisation Name IThe medicines

Query Mode |Begins

Num | Name Checked Sender HQ Name Sender Name
01 THE MEDICINES COMP; 0 EudraVigilance Human European Medicines Agency
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The selected value will be automatically inserted in the relevant (in this case MAH) field:

E-#EVPRM Message

=-Products

=-Insert (1) - Authorised (2)

Vedicinal Product Types (-)

uthorised Pharmaceutical Forms (-)

harmaceutical Products (-)

rug ATCs (-)

rug Indications (-)

revious EV Codes (-)

roduct Attachments (-)
starces

ource

- Organisations

- ATC Codes

--Pharmaceutical Forms

- Routes Of Administration

-- Attachments

--Master File Locations

|prugvero

Description | Name/Value |

Operation Type

Type

EV Code

MAH

QPPV

Master File Location

PhV enguiry 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

Insert (1)
Authorised (2)

THE MEDICINES COMPANY UK LTD

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

Field is Mandatary
Field is Mandatary

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

Field must have a specified value
Field is Mandatary

Field is Mandatory Optional
Field is Mandatory Optional
Field must have a specified value

Medicinal Product Types (-} Section is Mandatary
Authorised Pharmaceutical Forms (-)  Section is Mandatory
Pharmaceutical Products (-) Section is Mandatory
Drug ATCs () Section is Mandatory
Drug Indications (-} Section is Mandatary
Previous EV Codes (-)

Product Attachments (- Section is Mandatary

3.5.1.5. Local database look-up tables

When an entity that you need to reference in your product report is not included in the look-up tables,
you must add this new information in the same XEVPRM.

You may add information regarding new organisations, refererece-seurces, ATC codes (proposed-or
development), routes of administration (prepesed-er development), pharmaceutical forms (prepesed
er-development), MFLs and attachments.

To reference an entity not yet present in the XEVMPD (i.e., an EV Code is not assigned to the entity
and the entity is not available in the remote look-up table), you must add the entity in the relevant

section of the XEVPRM.

Once this entity is added, you can retrieve it from the Local ('L') look-up table:
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WEB Trader | Create and Send Product Reperts | Medicinal Products | MedDRA |

ﬂ Reset Application | Reset Section | Clear| Validale‘ Send | XML‘ ZIP| RTF ‘ E R|

=2 XEVPRM Message|

- Organisations

- ATC Codes

- Pharmaceutical Forms
_-Routes Of Administration
Attachments

i..Master File Locations

Description | Name/Value

Message Number
Products
Substances
Sources
Organisations
ATC Codes

Pharmaceutical Forms
Routes Of Administration

Attachments

Field is Mandatory

Master File Locations

As an example, we wish to enter a DMP entity in an XEVPRM and reference the sponsor 'SponsorX' in
the data field 'Sponsor'. However, the sponsor does not seem to be available in the Sponsor look-up
table:

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

00 | Reset Application | Resst Section | Clear | Validate \ XML‘ 2P| RTF| Dup\icale‘ Remove E| L R‘

=-XEVPRM Message fprat use
& Products Description \ Name/Value
= Insert - Development Type Development

i-Pharmaceutical Products (-) Operation Type Insert
i--Drug ATCs (-) Sender Local Code
---Drug Indications (-) Sponsor
*-Product Atachments (-) Product Code

\}bsla{ Product Name
_——Source

Product Other Name
QOrganisations

Comment
Pharmaceutical Products (-) Section is Mandatory
--ATC Codes Drug ATGs (-)
Pharmaceutical Forms Drug Indications (-)
Routes Of Administration Product Attachments (-)
--Attachments
Master File Locations

Field is Mandatory
Field is Mandatory Optional
Field is Mandatory Optional

Message from webpage X

Organisation Name [SponsorX
Query Mode [Begns | |\ Lookup returned no results

Sponsor (DP.5)

We should therefore add the sponsor information in the same XEVPRM and reference the newly added
sponsor 'SponsorX' in the DMP using the 'L' (Local Data Look-up) feature.

You will therefore need to create a new sponsor entity in the same XEVPRM. Please refer to section
4.2.6. Insert of a Sponsor organisation for related information.

Once you have created the new sponsor organisation, go to the DMP entity section that you started to

create, click in the area next to the field 'Sponsor' and then on the button H (Local data look-up):
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WEB Trader | Create and Send Product Reports

Medicinal Products | MedDRA |

O | Resst Application | Reset Section | Clear | Validate | %L | zip | RTE | Duplll:alel Remove \_.J

For

= XEVPRM Message
= Products
B Insert - Development
...Pharmaceutical Products (-)
Drug ATCs (-)
:.Drug Indications (-)
" Product Attachments (-)
3 bst s
ources
=-Organisations
“Insert - Sponsor - SponsorxX
ATC Codes
--Pharmaceutical Forms
Routes Of Administration
--Attachments
Master File Locations

Description | Name/Value

Type Development
Operation Type Insert
Sender Local Code
Sponsor [N
Product Code
Product Name
Product Other Name
Comment
Pharmaceutical Products (-)
Drug ATCs (-)
Drug Indications (-)
Product Attachments (-)

Field is Mandatory
Field is Mandatory Optional
Field is Mandatory Optional

Section is Mandatory

From the pop-up menu, select the new sponsor present in your XEVPRM:

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

J Reset Application | Reset Section ‘ Clear | Validate |4L|£IEI Dupllcalel Remove ‘HHH

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

Description | Name/Value

Type Development
Operation Type Insert

Sender Lot —=
Select option |
Prodt Press A - Z to find initial letter
Produ Press Enter to select, Escape to clear
Product Oth
(IInsert - Sponsor - Spensor I |

Pharmaceutical Products (-)
Drug ATCs (-)

Drug Indications (-)
Product Attachments (-)

Field is Mandatory
Field is Mandatary Optional
Field i1s Mandatory Optional

Section is Mandatory

The sponsor will then be referenced in your DMP entity:

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

0| Reset Application | Reset Section | Clear | Validate | x0aL| zip | RTE | Dupllcalel Remove | ﬂ HJ

2 XEVPRM Message

& Products
£ Insert - Development
- Pharmaceutical Products (-)
...Drug ATCs (-)
Drug Indications (-)
“--Product Attachments (-)

bsta
—Sources

=-Organisations
. Insert - Sponsor - SponsorX
-ATC Codes
--Pharmaceutical Forms
Routes Of Administration
--Attachments
--Master File Locations

Description | Name/Value

Type Development
Operation Type Insert
Sender Local Code
Sponsor| Insert - Sponsar - SponsorX |
Product Code
Product Name
Product Other Name
Comment
Pharmaceutical Products (-)
Drug ATCs (-)
Drug Indications (-)
Product Attachments (-)

Field is Mandatory Optional
Field is Mandatory Optional

Section is Mandatory

The same process can be used to add information regarding new organisations, referenrce-seurees; ATC

codes (prepesed-er-development), routes of administration (prepesed-er-development),
pharmaceutical forms (prepesed-er development), MFLs and attachments.
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3.5.2. Adding and removing items

During the data entry process, you may be required to add a new section to the tree-view.

This can be done in two different ways:

e in a checklist (see section 3.5.3. Checklists) by clicking on the special item called 'New ...", or

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

_| Reset Application | Reset Section | Clearl Validate |_| 2P| EI E| ﬂ ﬂ H

=- XEVPRM Message
--Products

Substances
e
-.Organisations
--ATC Codes
--Pharmaceutical Forms

Routes Of Administration
- Aftachments
-.Master File Locations

Num
H New Authorised Product
[“INew Development Product

Operation Type

e by double clicking on the item in the list view in the active area.

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

_I Reset Apphcatunl Reset Sectlon| Clearl Validate |_|£IEIHHJ J

=-XEVPRM Message

----- Products

..... ?ﬁla&s

..... urces

----- Organisations

----- ATC Codes

----- Pharmaceutical Forms
----- Routes Of Administration

----- Attachments
----- Master File Locations

Num
M New Authorised Product
__|New Development Product

Operation Type

Some of the sections that you can add are repeatable, which means that you can add several of them.
item more than once. You can also duplicate an already

To do that, you can click on the 'New ...

existing item.

i To do this, in the tree-view, you must select the section you wish to duplicate and then
4IDUFJ Jeald click on the 'Duplicate button' that becomes available only in these situations:
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|:|| Reset Applicalionl Reset Sectionl Clearl Validatel Sendl J(MLl ZIPl RTF

Duplicate | Remove |ﬂﬂﬂ

B-*EVPRM Message
- Products
w

- SUUTCEsS

- Crganisations

- ATC Codes

- Pharmaceutical Forms

- Routes Of Administration
- Attachments

-Master File Locations

L. Insert (1) - MAH (1) - PharmaX Ltd.

[ Duplicate the Element selected in the Tree View }—

Description | Namervarre T

Operation Type
EV Code
Type MAH (1)
MAH Name Pharmal Ltd.
SME Status Medium (4)
SME Number
MAH Sender ID
Address 22 Berry Street
City London
Region
Postcode E22 4HC
Country Code United Kingdom (GB)
Tel Number
Tel Extension
Tel Country Code
Fax Number
Fax Extension
Fax Country Code
E-mail Address
Comment

The duplicated entity will appear in the tree-view area:

i Reset Applicalionl Reset Sectionl Clearl Validatel Sendl KMLl El RTFl Duplicatel Removelﬂﬂﬂ

B-XEVPRM Message
- Products
sta
-~Sources
£ Organisations
i--Insert (1) - MAH (1) - PharmaX Ltd.
insert (1) - MAH (1) - PharmaX Ltd |
- ATC Codes
- Pharmaceutical Forms
- Routes Of Administration
- Attachments
--Master File Locations

Description | MName/\Value |

Operation Type
EV Code

Type

MAH MName
SME Status
SME Mumber
MAH Sender ID
Address

City

Region

Postcode
Country Code
Tel Number

Tel Extension
Tel Country Code
Fax Mumber

Fax Extension
Fax Country Code
E-mail Address
Comment

MAH (1)
PharmaX Ltd.
Medium (4)

22 Berry Street
Londaon

E22 4HC
United Kingdom (GB)

The sections you added can also be removed; to do this, you have two different options:

e you can select in the tree-view area the section you want to remove and click on the 'Remove’
button that becomes available only in these situations:
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0 | Reset Application | Reset Section | Clear | Validate | sena | x| zip | RTF | Dupiicate [ Remove | | H ﬂ I

=-XEVPREM Message

- Products

iﬁ%

—Sources
=-Organisations

iInsert (1) - MAH (1) - PharmaX Ltd.
~ATC Codes

- Pharmaceutical Forms

- Routes Of Administration
- Attachments

-Master File Locations

[ Remove the Element selected in the Tree View kl

Description | MName/Value

Operation Type
EV Code

Type

MAH Name

SME Status
SME Mumber
MAH Sender ID
Address

City

Region

Postcode
Country Code
Tel Mumber

Tel Extension
Tel Country Code
Fax Number

Fax Extension
Fax Country Code
E-mail Address
Lacocoant

1

MAH (1)
PharmaX Ltd.
Medium (4)

22 Berry Street
London

E22 4HC

United Kingdom (GB)

e or, in case of multiple sections, un-check the section you want to remove (see section 3.5.3.
Checklists) and press the 'Clear' button:

(m| | Reset Application | Reset Sectionl CIearl Validate| Send | XML| ZIP‘ RTF| E |Hﬂ ﬂ

- XEVPEM Message
--Products
OUrCes
E-Organisations
i Insert (1) - MAH (1) - PharmaX Ltd.
(-) Insert (1) - MAH (1) - PharmaX Ltd.
--ATC Codes
Pharmaceutical Forms
--Routes Of Administration
- Attachments
--Master File Locations

Num

| Operation Type

| Type

[ Mew Sponsor

3.5.3. Checklists

A checklist is a specific type of list view (see section 3.3. The active area for related information)
displayed in the active area, allowing the user to perform specific actions on the displayed items.

A checklist always displays a list of items with a white check box beside it. You can check/uncheck one
or more items by clicking on the checkboxes with your mouse, or by pressing the 'Space' key on your
keyboard when the item is selected (dark background).

When dealing with a checklist, you may see two standard buttons in the dynamic buttons area on the

main menu:

o g|
o

Deselect all: The button on the left is used to automatically uncheck all the checked items in

the checklist. You can use this button instead of manually unchecking all the single items.

Ll

Select all: The button on the right (which is not always displayed) has different functions

depending on the operations allowed in each section. These functions will be explained in detail
when the EVWEB-sections will be described in the following sessions of the manual (load/unload
checklists, fields of a query search, message receivers).
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There are three types of checklists, depending on the actions you can perform on the list of items:
e Select/Deselect
e Load/Delete

e Add/Delete
3.5.4. Select/Deselect checklist

This type of checklist allows you to select and deselect one or more items from the list displayed on the
screen in the active area. It is used for the 'Fields', 'Conditions' and 'Results' sections of a query
search.

- Authorised Medicinal Products = |

- Development Medicinal Products — |

....gpprwed Substances Dl Type Default selaction
--Development Substances [ Local Number

~Sources
~MAHs [ validated Default selection
-~ Sponsors [ Deprecated Default selection
~ATC Codes [J Last Update

--Routes of Administration 1 Nullified Default selection
--Pharmaceutical Forms [ Source Name Default selection
--Master File Locations [JVersion Date Default selection
- Attachments [1 Sender Identifier

- Abstract Compositions [ Sender Name
=-Queries [J1s Updatable

Owned EVMPD Entities

Owned Authorised Products
Authorised Products (Walid Version)
Owned Development Products
Substance Mames

Approved Substance Names
Development Substance Names
Approved Substances

Development Substances

Sources

m

ATC Codes

Routes of Administration
. Fields

-Conditions (AND)

=-Results
Pharmaceutical Forms

Abstract Compositions

Attachments

In this type of checklist, the selected items are displayed only in the active area; nothing changes in
the tree-view area when you select or deselect an item.

For the 'Results' sections, the purpose of the selection is to mark the entities on which to perform
commands.

3.5.5. Load/Delete checklist

This type of checklist allows the user to load one or more of the items displayed on the list from the
remote system. This type of checklist is used to display the results of a simple query and an
advanced query (see section 3.6. Search methods).
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By marking one or more of the checkboxes, EVWEB will load the data from the remote system. This
operation may take a few moments to be performed. This means that the result of the operation is not

immediate.

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

O | Resst Application | Reset Section | Ciear | XML | RTF| oOther ~ | o[ O @]

Authorised Medicinal Products [ablet |}
-Development Medicinal Products Num Type Pl Form Name EV Code Deprecated Validated ‘ Nulllﬁel
Approved Substances [-1oco1 Standard TABLET PHF00245MIG  No 18/01/2017 10:47:21
Development Substances 10002 Proposed TABLETS PHF2478 No 26/10/2015 11:28:09

Sources 10003 Proposed TABLETTEN PHF2420 No 08/06/2015 14:30:33

MAHs 4 Standard TABLET WITH SENSOR PHF3170 20/11/2019 11:27:09
Sponsors 10005 Proposed TABLET FOR SOLUTION PHF717 Yes 03/12/2014 12:23:25

ALC Codas [ 10006 £roposed JABLET EILN_COATED PHE1249 e} 11104

The loaded data will appear in the appropriate section of the tree-view area :

WEB Trader | Create and Send Product Reporis | Medicinal Products || MedDRA
o Resemppncaﬁon| Reset Section | Clear | XML ﬂ Other ~ ‘ ﬂi

Authorised Medicinal Products
Development Medicinal Products
Approved Substances
Development Substances
Sources
MAHs
Sponsors
ATC Codes
-Routes of Administration
- Pharmaceutical Forms
- Standard - PHF00245MIG - TABLET
-Standard - PHF3170 - TABLET WITH SENSOR

i

FOT TS O S oM T 1202 T EU T
[e=blet

Num | Type | Pharmaceutical Form Name | EV Code

[v] 0001 Standard TABLET PHF00245MIG
[Jooo2 Proposed TABLETS PHF2478
[]oo03 Proposed TABLETTEN PHF2420
0004 Standard TABLET WITH SENSOR PHF3170
10005 Proposed TABLET FOR SOLUTION PHF717
10006 Proposed TABLET, FILM-COATED PHF1219
[Jooo7 Proposed TABLETKI DO ZEBODOLU PHF 1257
[Jooos Proposed TABLET, FOR SUSPENSION PHF2569
[Jooog Development TABLET, EXTENDED RELEASE PHF2590
[Joo10 Standard TABLET FOR ORAL SUSPENSION PHF960

The section currently selected in the tree-view area may not be related to the section where the loaded

items will be added.

As an example, when you are positioned on the results of an advanced query, the selected item in the
tree-view area is the result of the query itself. The loaded items will be loaded to a different section,
depending on the main subject of the query (see section 3.4. Interaction between the tree-view area
and active area and section 3.7. Loading data).

In case of failure of the loading process, an error message box will be displayed.

The opposite action is to remove one or more of the loaded items. If you unmark one of the items
displayed in the list, a negative (-) sign will be displayed in both, the tree-view area and in the active
area. This indicates that that specific item has been marked for deletion and therefore will be no longer

considered in the active data.

As an example, we unmark 'capsule, soft':

WEB Trader | Create and Send Product Reporis " Medicinal Products | MedDRA |
0| Reset Application | Reset Section | Clear| XML | RTF | other ~ | @ | 0| &|

----- Authorised Medicinal Products Je=blet
----- Development Medicinal Products Num Type Pharmaceutical Form Name
----- Approved Substances [#]0001 Standard TABLET
----- Development Substances [T]oo02 Proposed TABLETS
----- Sources [TJooo3 Proposed TABLETTEN
----- MAHs Standard TABLET WITH SENSOR
----- Sponsors Proposed TABLET FOR SOLUTION
----- ATC Codes Proposed TABLET, FILM-COATED
..... Routes of Administration [T]ooo7 Proposed TABLETKI DO ZEBODOLU
&-Pharmaceutical Forms []ooos Proposed TABLET, FOR SUSPENSIO
__ Standard - PHF00245MIG - TABLET DOOOQ DEVB|DDI’T]EI'II TABLET, EXTENDED RELE
= (-) Standard - PHF3170 - TABLET WITH SENSOR | |]0010 Standard TABLET FOR ORAL SUSPE
_____ Masier Elle Locations [T]10011 Proposed TABLET, CONTROLLED R
1aai9 Dreonocad AL D
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To permanently delete an unmarked item, click on the 'Clear' button on the main menu dynamic
section.

The 'Clear' button will remove all the items unmarked this way:

WEB Trader I Create and Send Produci Reporis " Medicinal Products | MedDRA |
E Reset Application ReselSecnonI Clearl XML | RTF | Other - ﬂ E
Authorised Medicinal Products [=blet
Development Medicinal Products Num \ Type Pharmaceutical Form Name
Approved Substances | 0001 g-g| Standard TABLET
Development Substances EOODQ Proposed TABLETS
Sources 0003 Proposed TABLETTEN
MAHs IEM Standard TABLET WITH SENSOR
Sponsors 0005 Proposed TABLET FOR SOLUTION
ATC Codes []0006 Proposed TABLET, FILM-COATED
Routes of Administration [Jooo7 Proposed TABLETKI DO ZEBODOLU
& Pharmaceutical Forms [1ooo8 Proposed TARI FT_FOR SUSPENSION
ti- (-) Standard - PHFO0245MIG - TABLET [Jooog Development Message from webpage X
{5 (-) Standard - PHF3170 - TABLET WITH SENSOR | L]0010 Standard
—Master File Locations Cloots Proposed .
_Attachments Egg}g gtr:r{?gas:%; You will remove all the Elements marked as Deleted (-).
--XEVPRM Messages Cloota Proposed Are You sure ?
--Product Status
Product Hist [Joo15 Standard
'“‘L’° uc y 'i ory 10016 Standard
~Legacy Lin 10017 Standard -
Cancel
~Product Index 0018 Standard m anee
L—Abstract Compasitiong —

When using EVWEB, keep in mind that there is no way to directly delete or modify the data
present in the EVDBMS. All actions performed here only affect the current data present in your
personal EVWEB session.

ﬂ In this particular type of checklist, this button allows you to load all items displayed in the active

area with a single click. The loading operation may take some time since the result of a query
could be very long. For this reason, when you click on this button, the system will ask you to confirm
your choice, and will also give you the possibility to stop the loading sequence.

3.5.6. Add/Delete checklist

This type of checklist allows the user to add one or more new items during a data entry procedure
(e.g., creating a new Authorised Product).

This can be used to display the content of a multiple section. A multiple section is a container of one or
more items of the same category. This means that whenever it is possible to insert one or more items
of the same category, there is always a section container. As an example, an XEVPRM can contain one
or more Authorised Products; to handle this situation in EVWEB, there is a section container called
'Products' that contains all the Product Report items.
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WEB Trader ” Create and Send Product Reports | Medicinal Products | MedDRA |

EI Reset Application | Reset Section | Clear | Validate | Send | xwL | ﬂ RTF | ﬂ ﬂ ﬂ 3

----- st S

----- urce:

----- Organisations

----- ATC Codes

----- Pharmaceutical Forms
----- Routes Of Administration
----- Attachmenis

----- Master File Locations

= XEVPRM Message Jrablet

[CINew Development Product

[l New Authorised Product

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

EI ReselApplicaﬁunl Reset Section | Clear | Validate | Sendl &l EI EI H H ﬂ ﬂ

Pharmaceutical Products (-)

--Drug ATCs (-)

--Drug Indications (-)

- Previous EV Codes (-)

- Product Attachments (-)

=- Insert - Authorised

- Medicinal Product Types (-)

- Authorised Pharmaceutical Forms (-)

- Pharmaceutical Products (-)

-Drug ATCs (-)

- Drug Indications (-)

- Previous EV Codes (-)

- Product Attachments (-)

=- Insert - Authorised

--Medicinal Product Types (-)

- Authorised Pharmaceutical Forms (-)
Pharmaceutical Products (-)
Drug ATCs (-)

--Drug Indications (-)

P -

[l|New Authorised Product
[“]New Development Product

= XEVPRM Message ~  [t=blet
& Products Num | Operation Type | Type
& Insert - Authorised 0001 Insert Authorised
--Medicinal Product Types (-) 0002 Insert Authorised
Authorised Pharmaceutical Forms (-) 0003 Insert Authorised

e—————

The delete function of this type of checklist works exactly as the one for the Load/delete checklist:
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WEB Trader l Create and Send Product Reports | Medicinal Products | MedDRA |

o Reset Application | Reset Section | Ciear | validate | Send | xwL | ziP | RTF| ﬂ 1| ﬂ o

--Pharmaceutical Products (-)

--Drug ATCs (-)

-.Drug Indications (-)

- Previous EV Codes (-)

-.Product Attachments (-)

|= () Insert - Authorised |

--Medicinal Product Types (-)
-.Authorised Pharmaceutical Forms (-)
- Pharmaceutical Products (-)

-..Drug ATCs (-)

--Drug Indications (-)

- Previous EV Codes (-)

-.Product Attachments (-)

=- Insert - Authorised

..Medicinal Product Types (-)

- Authorised Pharmaceutical Forms (-)
--Pharmaceutical Products (-)

-.Drug ATCs (-)

- XEVPRM Message A Jeblet
= Products  Num | Operation Type [ Type
|- (=) Insert - Authorised | [Jooo1 () Insert Authorised
~Hedicinal Product Types ()
-.Authorised Pharmaceutical Forms (-) 0003 Insert Authorised

[“INew Authorised Product
[“INew Development Product

Once you deselect your items and click on 'Clear’, the deselected entities will be removed from your

tree-view area:

WEB Trader { Create and Send Product Reporis

Medicinal Products | MedDRA |

EI Reset Application | Reset Sedlonl C\earl Validate | Send Mﬂl Eﬂﬂﬂ 5

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

Drug ATCs (-)

--Drug Indications (-)

--Previous EV Codes (-)

--Product Attachments (-)

= Insert - Authorised

Medicinal Product Types (-)
-.Authorised Pharmaceutical Forms (-)
--Pharmaceutical Products (-)

--Drug ATCs (-)

- XEVPRM Message ~ [rblet
=-Products Num | operation Type [ Type | Authorisation
=+ (-) Insert - Authorised 0001 (-) Insert Authorised
Medicinal Product Types (-) HOOO2 -) Insert Authorised
Authorised Pharmaceutical Forms (-) 0003 Insert Authorised
--Pharmaceutical Products (-) [CINew Authorised Product
--Drug ATCs (-) [[]New Development Product
--Drug Indications (-)
Previous EV Codes (-)
Product Attachments (-)
=+ (-) Insert - Authorised Message from webpage X

YYou will remove all the Elements marked as Deleted (-).

Are You sure 7

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

O Reset Application | Reset Section | Clear | Validate | Send | xuL | ZIP| RTF| ﬂ 1] ﬂ oj

= XEVPRM Message Jt=blet
= Products Num Operation Type Type
= Insert - Authorised [»]0003 Insert Authorised
..Medicinal Product Types (-) [“INew Authorised Product

Authorised Pharmaceutical Forms (-) [“INew Development Product
Pharmaceutical Products (-)
Drug ATCs (-)

Drug Indications (-)
Previous EV Codes (-)
..Product Attachments (-)

..... zﬁtags
ources
----- Organisations
----- ATC Codes
----- Pharmaceutical Forms
----- Routes Of Administration
----- Attachments
----- Master File Locations

3.6. Search methods

To navigate through the information available in the Product Report Database and in the Scientific
Product Database, you need to load the product data in EVWEB.

The starting point to load data in EVWEB is always a query (simple or advanced).

3.6.1. Simple query

The simple query field is located at the top of the active area as shown below. Here you can enter key
words and activate the search by pressing 'Enter' on the keyboard. A pull-down menu on the right of
the search field allows you to see a list of previous searches.

The simple query is available for specific items displayed in the tree-view area. Selecting one of these
items will activate the simple query field.

To search for an AMP, you must click on the 'Authorised Medicinal Products' section in the tree-view
area:

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

ﬂ Reset Application | Reset Sax:ﬁun‘ Clear | o]

--huthorised Medicinal Productsl I

--Development Medicinal Products Empty

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

To search for a DMP, you must click on the 'Development Medicinal Products' section in the tree-view
area:
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WEB Trader | Create and Send Product Reports || Medicinal Products. | MedDRA |
0| Reset Appiicafion | Reset Seclion | Clear &l

-~ Authorised Medicinal Products

---Evelopmenl Medicinal Products
Approved Substances
Development Substances

- Sources

~MAHs
Sponsors

- ATC Codes

- Routes of Administration
Pharmaceutical Forms
Master File Locations

- Attachments

- Abstract Compositions

- Queries

Empty

Clicking inside the simple query field will display the description of the simple query (on which fields

the query will be executed):

WEB Trader | Greate and Send Product Reports || Medicinal Prosucts | medDRa

0| Resat Application | Reset Section | Clear | o]

TOTTE UK, 3% TOr T-T-20ZT, EU AW 2000es o

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

Empty

Lookup the Authorised Products on: EV Code, Full Presentation Name, Short Name, Generic Name, Gompany Name, Reporting Names
Wikdcards (*' o ') 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.
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WEB Trader | Create and Send Product Repors || Medicinal Products | MedDRA

0| Reset appication | Reset Section | Ciear | |

T U S TONT T T 20T, T TAW apPrES Oy R

Authorised Medicinal Products |

Development Medicinal Products Empty [

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

|_ookup the Development Products on: EV Code, Name, Code, Reporting Names
fidcards (* or 7) can be used in the Query Term. Please note, though, that faster results can be achieved if the Term doesn't BEGIN vith a Wildcard.

A simple query is carried out with the simple 'contains' clause. You can also use the following wildcards
to extend your queries:

e A question mark (?) is a special character that matches any character (but only one): T?ST will
match: TEST, TAST, but not TEEST

e Asterix (*) is a special character that matches any set of characters of any length: T*ST will
match: TEST, TAST, TST, TEEST

Combined examples for the use of both wildcards: T?ST*TERM will return: TEST TERM, TEST of the
TERM, TAST - TEARM, TESTTERM

To perform a search in the simple query filed, you can enter the EV Code of the entity you are
searching for or part of the name of the entity.

In the below example, the search is performed for an AMP with part of the name 'Paracetamol 500'. To
Widen our search, * is also added at the end of the text:
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WEB Trader | Create and Send Product Reports ||m MedDRA |
0| Reset Appiication | Reset Section | Clear | ¢ | i
----- Authorised Medicinal Products |[Paracetamol 5007 |
----- Development Medicinal Products Empty
----- Approved Substances
----- Development Substances
----- Sources

----- Sponsors

----- ATC Codes

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

----- Attachments

----- Abstract Compositions
- Queries

Once you press 'Enter' on your keyboard to execute the search, the result(s) of your simple query will
be displayed:

WEB Trader | Greate and Send Product Reports || Medicinal Products | MedDRA
01| Reset Appication | Reset Section | Clear| @ | 11| &|
~Authorised Medicinal Products [paracetamol 500%
Development Medicinal Products Num
-Approved Substances [ 0001
- Development Substances
Sources
MAHs
Sponsors
~ATC Codes
~Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions
- Queries

Full Presentation Name
Paracetamol 500 mg Film Coated Tablets

PRD126060

The result(s) of the query will be displayed in the active area, as a Select/Deselect checklist (see
section 3.5.3. Checklists). Once you select the entity in the active area, in the tree-view area, a new
element will appear under the relevant section, containing the results of the query:

T U T AppES O T TTE T

WEB Trader | Greate and Send Product Reporls || Medicinal Products | MedDRA
0| Reset Appication | Reset section | Glear| © | B 2|

E-Authorised Medicinal Products [paracetamol 5007
Authorised - PRD126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets I Num EV Code Version Full Presentation Name
evelopmen Tcinal Products PRD 126060 Paracetamol 500 mg Film Coated Tablets

Approved Substances

Development Substances

Sources

MAHs

Sponsors

ATC Codes

Routes of Administration

Pharmaceutical Forms

Master File Locations
-Altachments

Abstract Compositions
- Queries
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3.6.2. Advanced Query

EVWEB allows you to perform elaborate queries in the EVDBMS (e.g. Medicinal Products, MedDRA,

terms etc.).

The query items in the 'Medicinal product' section of EVWEB are available as selectable items in the

tree-view area under 'Queries':

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

H Reset Application | Reset Secﬁon| Clear| i

----- Authorised Medicinal Products
----- Development Medicinal Products
----- Approved Substances

----- Development Substances

----- Sources

----- Sponsors
----- ATC Codes

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

----- Attachments

----- Abstract Compositions
#H-Queries

You can perform queries on the following entities:

= Queries
& Owned EVMPD Entities
-- Owned Authorised Products
--Authnrised Products (Valid Version)
-- Owned Development Products
--Substance MNames
--Appmved Substance Mames
--Development Substance Names
--Appmved Substances
--Development Substances
--SDurces
i MAHs
--Sponsors
m-ATC Codes
-- Routes of Administration
--Pharmaceulical Forms
--Abstract Compositions
--Attachments
@ Master File Locations

Every query is divided in 3 different sections:
. Fields
e Conditions (AND)
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e Results

ﬂ Reset Application | Reset Sectionl Clear | M Run to Excel |

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

----- Authorised Medicinal Products
----- Development Medicinal Products
----- Approved Substances

----- Development Substances

----- Sources

----- Sponsors
----- ATC Codes
----- Routes of Administration
----- Pharmaceutical Forms
----- Master File Locations
----- Attachments
----- Abstract Compositions
- Queries
- Owned EVMPD Entities
-- Owned Authorised Products
- Authorised Products (Valid Version)
*Fields
~-Conditions (AND)

= Owned Development Products
- Substance Names
=-Approved Substance Names
= Development Substance Names
= Approved Substances

- Development Substances
- Sources

- MAHs

- Sponsors

#-ATC Codes

= Routes of Administration

o Mharmnoaser #imml Coarmne

~ |PRD126007

Description

[ NamerValue

Fields

Conditions (AND)
Results

3.6.2.1. Fields section

The 'Fields' section is used to define the output of an advanced query. That means that the items
displayed in the result checklist will contain only the fields selected in this section.

Usually, some of the items displayed in the 'Fields' section are marked as 'Default selection'. This

means that if you run the query without selecting any of the items in the 'Fields' section, the default

ones will be considered as selected.
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WEB Trader | Create and Send Product Reports " Medicinal Products || MedDRA |

Eﬂ Reset Appllcatmnl Reset Section | Clearl JJ Run | Run to Excell J

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

----- Sponsors

----- ATC Codes

----- Routes of Administration

----- Pharmaceutical Forms

----- Master File Locations

----- Aftachments

----- Abstract Compositions

- Queries

& Owned EVMPD Entities

-- Owned Authorised Products
é--Authorised Products (Valid Version)

. Owned Development Products
- Substance Names

--Appm\.red Substance Names

-- Development Substance Names
--Approved Substances

-- Development Substances
--Scurces

= MAHSs

0. Snonsars

Description | Name/Value
Article 57 Format Aﬂiu::le 57 Format

Interim Format []

Local Number (Matches) []

EV Code (Matches) []

Has Been Updated []

Owner HQ ID (Matches) []
Product Validity []

Product Pending []

Product Nullified []

Product Last Rejected []

Last Update []

Last Update (From) []

Last Update (Up to) []

Full Presentation Name (Match... []
Product Short Name (Matches) []

Product INN/Common Name (... []
Product Strength Name (Matc... []
Product Company Name (Mat... []

Product Form Name (Matches) []
Authorisation Country []
Authorisation Procedure []
Authorisation Status []
Authorisation/Renewal Date (F... []
Authorisation/Renewal Date (U... []
MA Validity EValid
Authorisation Numher (Matehag) [

To select all items marked as 'Default selection' (or 'Last selection') by the application, select the below

highlighted button in the main area:

WEB Trader | Create and Send Product Reports |[ Medicinal Products | MedDRA
EI Reset Applicationl Reset Secﬁunl Clearl Runl Run to Exoell

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
- Owned EVMPD Entities
-- Owned Authorised Products
é--Authnrised Products (Valid Version)
¢ | Fields
- Conditions (AND)
. [#-Results

All fields marked as 'default’ will become selected:
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WEB Trader | Create and Send Product Reports |[ Medicinal Products | MedDRA |
ﬂ ReselApplicationl Reset Secﬁonl Clearl ﬂl Run to Exoell ﬂﬂ

- Authorised Medicinal Products

- Development Medicinal Products
-.Approved Substances
--Development Substances

- S0urces

.MAHs

- Sponsors

-.ATC Codes

- Routes of Administration
--Pharmaceutical Forms

- Master File Locations

- Aftachments

Abstract Compositions
=-Queries

- Owned EVMPD Entities

-- Owned Authorised Products
& Authorised Products (Valid Version)

Conditions (AND)
-Results

~ F’arauetamol 500%

Description

" |Local Number

EV Code

Version

|| Version Date

| Article 57 Format

| |Interim Format

Owner HQ ID

[ | Owner Name

Full Presentation Name
Product Short Name

Default selection
Default selection

Default selection

Default selection
Default selection

__|Product INN/Common Name
[[]Product Strength Name
[1Product Company Name
[“1Product Form Name
[[]Authorisation Country
[C]Authorisation Procedure
[C]Authorisation Status

[CIMA Validity

[1Authorisation Number

To deselect all items marked as 'Default selection' (or 'Last selection') by the application, select the

below highlighted button in the main area:

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

El ResetApplicatinnl Reset Secﬁonl Clearl ﬂl Run to Excel | Fl B |

----- Authorised Medicinal Products
----- Development Medicinal Products
----- Approved Substances

----- Development Substances

----- Sources

----- Sponsors

----- ATC Codes

----- Routes of Administration

----- Pharmaceutical Forms

----- Master File Locations

----- Aftachments

----- Abstract Compositions
=-Queries

- Owned EVMPD Entities

-- Owned Authorised Products
é--Authorised Products (Valid Version)

Conditions (AND)
= Results

All fields marked as 'default' will become deselected:
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WEB Trader | Create and Send Product Reports || Medicinal Products | MedDRA
ﬂ Reset Applicationl Reset Secﬁonl Clearl ﬂl Run to Exoell ﬂﬂ

Authonsed Medicinal Products
Development Medicinal Products
Approved Substances
Development Substances
Sources

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms

Master File Locations
Afttachments

Abstract Compositions
E-Queries

& Owned EVMPD Entities
Owned Authorised Products
- Authorised Products (Valid Version)
.Fields

Conditions (AND)

s Ir’araoetamnl 500

Description |

["]Local Number
'D EV Code Default selection
[[]Vversion Default selection

[[]Version Date
[[JArticle 57 Format
[]Interim Format
[[]Owner HQ ID
[[]Owner Name

[C]Full Presentation Name
[[]Product Short Name

Default selection

Default selection
Default selection

'T_JProduct INN/Common Name
[]Product Strength Name
[[1Product Company Name
[]Product Form Name
[[]Authorisation Country
[[]Authorisation Procedure
[]Authorisation Status

C]MA Validity

[]Authorisation Number

Aside from the fields selected by default, you can m
fields:

ake your own selection by ticking the required

WEB Trader | Greate and Send Product Reparts |[ Medicinal Products | MedDRA
EI Re&etApplil:aliunl Reset Seu:tiunl Clear M Run to Excell ﬂﬂ

~Authorised Medicinal Products ~

- Routes of Administration
Pharmaceutical Forms

--Master File Locations

--Attachments

Abstract Compositions

-Queries

& Owned EVMPD Entities

= Owned Authonised Products

=-Authorised Products (Valid Version)
. Fields

...Conditions (AND)

f-Results

i-Owned Development Products

i Substance Names

i-Approved Substance Names

i- Development Substance Names

i- Approved Substances

i- Development Substances

i Sources

i-MAHs

i- Sponsors

m

Development Medicinal Products Description |
-.Approved Substances []Local Number
--Development Substances [JEV Code Default selection
Sources []Version Default selection
- MAHS [[1Version Date
Sponsors [[]Article 57 Format
.ATC Codes [“]Interim Format

[]Owner HQ ID

[]1Owner Name

[C1Full Presentation Name
[C1Product Short Name
[1Product INN/Common Name
[“1Product Strength Name
[C]Product Company Name
[“]Product Form Name
Authorisation Country
Authorisation Procedure
Authorisation Status
_IMA Validity
Authorisation Number

Default selection

Default selection
Default selection

[_|MRP/DCP/EMEA Number
[_|EU Number

Legal Basis

[_|Invalidated Date

MAH Name Default selection
MAH Code Default selection
QPPV

Mastsr File Location
[_|Pharmaceutical Form

- ATC Codes

[1Route of Administration

NOTE: When performing a query on authorised medicinal products, whilst it is possible to select all the
'Fields', not all of them will be displayed in the results of your query.

If you use your own selection, after having run the query at least once, the 'Default selection' will be

no longer visible. Instead, the last selection used to
labelled as 'Last selection'.

run the query will be visible. These items will be
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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
-Queries

- Owned EVMPD Entities
- Owned Authorised Products
=-Authorised Products (Valid Version)
- Fields
.- Conditions (AND)
é-ResuIts
é----ResuIt 07 September 2015 16:16:29
...Ready to Run
H-Owned Development Products
- Substance Mames
H-Approved Substance Mames
=-Development Substance Mames
=-Approved Substances
H-Development Substances
- Sources
=H-MAHs
- Sponsors
H-ATC Codes
H-Routes of Administration
#-Pharmaceutical Forms
+-Abstract Compositions
=-Attachments
H-Master File Locations

CJEV Code

[ Version

[JVersion Date

[ Article 57 Format

I iInterim Farmat

[ Owner Identifier

[ Owner Name

I Full Presentation Name
[ Product Short Mame

[ Product INN/Comman Name
[J Product Strength Name
[ Product Company Name
I Product Form Mame

[J Authorisation Country
[ Authorisation Procedure
[J Authorisation Status
CIMA Validity

[] Authorisation Number
[ MRP/DCP/EMEA Number
[ EU Number

[JLegal Basis

[ Invalidated Date

CIMAH Name

CIMAH Code

] Pharmaceutical Form

[ Route of Administration
[J Substance names

[is Updatable

[J1s Nullifiable

[ Sender Identifier

[ Sender Name

[ Product Validity

[ Product Pending

[ Product Mullified
[JProduct Last Rejected

[ Substance Amount Value Types

Last selection
Last selection
Last selection

Last selection

Last selection
Last selection

Last selection
Last selection

Last selection
Last selection

Last selection
Last selection
Last selection
Last selection

Description
(M| ocal Number

It is not possible to select all the fields, the system will display an error message if you try to do that.

3.6.2.2. Conditions (AND) section

The 'Conditions' section is used to define the criteria of an advanced query. This section allows you to
select one or more items and define their value. These items are then used as criteria to filter the
results of the advanced query.

The conditions section works exactly as a data entry section. The only difference is the checkbox
beside the field name. This is because you can define the value of the criteria, as well as which criteria
you want to use (selecting it with the checkbox).

Each item will become active and editable only if it is selected (marked checkbox):

Some fields have their values available as a pre-defined list, e.g.:
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AL E—
| Authorisation Procedure

Authorisation Status
Authorisation/Renewal Date (From)
Authorisation/Renewal Date (Up to)

MA Validity

Select option

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

EU authorisation procedures - Centralised Procedure

Authorisation Number (Matches)
MRP/DCP/EMEA Number (Matches)

EU authorisation procedures - Mutual Recogniticn Procedure

EU Number (Matches)

EU authorisation procedures - Decentralised Procedure

Legal Basis
Invalidated Date

EU authorisation procedures - Mational Procedure

Invalidated Date (From)

MNon EU authorisation procedure

MAH (Name) (Matches)
MAH (Code) (Matches)

EU authorisation procedures - Simplified registration procedure for homeopathic medicinal products

QPPV

EU other approval/autherisation procedure

Master File Location (Code) (Matches)

Invalidated Date (UD tD) EEU authorisation procedures - Traditional use registration for herbal medicinal products
L

e Others are free-text fields, e.g.:

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

EI ResetAppIil:atiunl Reset Semiunl Clear Hﬂﬂl Run to Excel ﬂ

~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
B Owned EVMPD Entities
g Owned Authorised Products
= Authorised Products (Valid Version)
Fields
«-Conditions (AND)
Results
7 Owned Development Products
# Substance Names
i Approved Substance Names
7 Development Substance Names
i Approved Substances
g Development Substances
i Sources
i MAHs
7 Sponsors
i ATC Codes
H- Routes of Administration
i Pharmaceutical Forms
i Abstract Compositions

]

e B O O O O e O O O s O = B e O

~
|
Desnriplinn| Name/Value
Product Nullified []
Product Last Rejected []
Last Update []
Last Update (From) []
Last Update (Up to) [
| Full Presentation Name (Matches) |
Product Short Name (Matches) []
Product INN/Common Name (Matches) []
Product Strength Name (Matches) []
Product Company Name (Matches) []
Product Form Name (Matches) []
Authorisation Country []
Authorisation Procedure []
Authorisation Status []
Authorisation/Renewal Date (From) []
Authorisation/Renewal Date (Up to) []
MA Validity [+]Valid
Authorisation Number (Matches) []
MRP/DCP/EMEA Number (Matches) []
EU Number (Matches) []
Legal Basis []
Value » X
W

e You can also search for the required value using the remote look-up tables:
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WEB Trader | Create and Send Product Reports |[ Medicinal Products | MedDRA

E Reset Application | Reset Section ‘ Clear ‘ E ‘ R ‘ Run | Run to Excel | ﬂ

Authorised Medicinal Products
Development Medicinal Products
Approved Substances
Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms

Master File Locations
Aftachments

Abstract Compositions

Queries

Owned EVMPD Entities
Owned Authorised Products
E Authorised Products (Valid Version)

Conditions (AND)

Results
Owned Development Products
Substance Names
Approved Substance Names
Development Substance Names
Approved Substances
Development Substances
Sources
MAHs
Sponsors
ATC Codes
w1 Routes of Adminisirafion

Description ‘ Name/Value

Product Short Name (Matches) []
Product INN/Common Name (Matches) []
Product Strength Name (Matches) []
Product Company Name (Matches) []
Product Form Name (Matches) []
Authorisation Country []
Authorisation Procedure []
Authorisation Status [ ]
Authorisation/Renewal Date (From) []
Authorisation/Renewal Date (Up to) []
MA Validity [#] Valid

Authorisation Number (Matches) []
MRP/DCP/EMEA Number (Matches) []
EU Number (Matches) []
Legal Basis []
Invalidated Date []
Invalidated Date (From) []
Invalidated Date (Up to) []
MAH (Name) (Matches) [ ]

[MAH (Code) (Matches) |
QPPV ]

Organisation Name I

Query Mode [Begins

If a criterion contains a value, but it is not selected (checkbox not marked), then it will not be

considered when running the query.

For details about the possibilities in dealing with different kind of fields, please refer to section 3.5.
Data entry).

3.6.2.3. Results section

To launch a query after specifying the fields and conditions:

area; or

press 'Run to Excel' to view the results in an Excel file>.

5 For AMPs, this only works if the condition "Owned” is selected.

press the 'Run' button in the dynamic section of the main menu to view the results in the active
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WEB Trader | Greate and Send Product Reports || Medicinal Products | MedDRA |
EI ResetApplicalionl Reset Secﬁnnl Clearl ﬂ Rl Runl Run to Excell ﬂ

-Authorised Medicinal Products
--Development Medicinal Products

Approved Substances
--Development Substances

Sources
--MAHs

Sponsars
-ATC Codes

Routes of Administration
--Pharmaceutical Forms

Master File Locations
--Aftachments

Abstract Compositions
=-Queries
M- Owned EVMPD Entities
- Owned Authorised Products
=-Authorised Products (Valid Version)
-Fields

«Conditions (AND)
=-Results

‘. Result 30 September 2021 19:07:41

- Owned Development Products
- Substance Names
- Approved Substance Names
- Development Substance Names
- Approved Substances
- Development Substances
m-Sources
[E
£
B
£
B

i-MAHs

i Sponsors

H-ATC Codes

H-Routes of Administration
i-Pharmaceutical Forms

~

Description | Name/Value

Product Short Name (Matches) []
Product INN/Common Name (Matches) []
Product Strength Name (Matches) []
Product Company Name (Matches) []
Product Form Name (Matches) []
Authorisation Country []

Authorisation Procedure []

Authorisation Status []
Authorisation/Renewal Date (From) []
Authorisation/Renewal Date (Up to) []

MA Validity [#]Any

Authorisation Number (Matches) []
MRP/DCP/EMEA Number (Matches) []
EU Number (Matches) []

Legal Basis []

Invalidated Date []

Invalidated Date (From) []

Invalidated Date (Up to) []

MAH (Name) (Matches) []

MAH (Code) (Matches) []

QPPV []

Master File Location (Code) (Matches) []
Pharmaceutical Form (Matches) []
Route of Administration (Matches) []
ATC Code []

Substance (Code) (Matches) [+][FAGTNeS VT[N

Substance (Name) (Matches) []
Is Updatable []

Is Nullifiable []

Owned []

Sender Identifier (Matches) []
Sender Name (Matches) []

3.6.2.3.1. 'Run’' functionality

Once you select the fields that you wish to see as the results of your query and specify the conditions
of your advanced query, if you click on the "Run’ button, the results of the query will be displayed in

the active area, as a Select/Deselect checklist (see section 3.5.3. Checklists):

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

EI Reset Application | Reset Section | Clear LI;I ReRun | Modify Deletel Excel | Export ~

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

Owned EVMPD Entities

Owned Authorised Products

- Authorised Products (Valid Version)

~-Conditions (AND)
i E-Results
' Result 30 September 2021 19:07:41
-Result 30 September 2021 19:09:29

~

| Reload ~ | Load ~ |ﬂﬂ
I

EV Code Version

PRD21690 2/2 Valid
PRD21689 2/2 Valid
PRD21718 1/1 Valid
PRD109028 4/4 Valid
PRD109027 4/4 Valid
PRD109030 3/3 Valid
PRD109029 3/3 Valid
PRD125457 1/1 Valid
PRD41521 1/1 Valid
PRD21863 3/3 Valid
PRD21864 3/3 Valid
PRD21862 3/3 Valid
PRD71465 1/1 Valid
PRD05060MIG 1/1 Valid
PRD05058MIG 1/1 Valid
PRD05059MIG 1/1 Valid
PRDG69474 2/2 Valid
PRDB59494 1/1 Valid
PRDB59493 1/1 Valid
PRDB69492 1/1 Valid
PRD69491 1/1 Valid

Version Date

2021/07/26 11:16.08
2021/07/26 11:16.08
2005/05/17 15:36.55
2021/07/26 11:08.06
2021/07/26 11:08.05
2012/11/06 10:47.29
2012/11/06 10:47.29
2021/05/04 12:12.27
2006/09/19 09:10.16
2006/08/02 12:39.00
2006/08/02 12:39.00
2006/08/02 12:38.59
2008/02/08 09:14.55
2004/10/14 12:06.11
2004/10/14 12:06.11
2004/10/14 12:06.11
2008/09/17 11:13.34
2008/01/30 14:46.33
2008/01/30 14:46.33
2008/01/30 14:46.33
2008/01/30 14:46.33
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When a result set is selected in the tree-view area, the lower part of the left side of the EVWEB screen
will display a summary of the conditions used to obtain this result set. This way, when you have
different result sets, you can easily understand how the query has been run:

WEB Trader | Create and Send Product Reporis " Medicinal Products | MedDRA |
_I ReselApphcatunl ResetSecﬂon| Clear _I_I ReRunl Modmrl Deletel Exr.ell Export | Reload - | Load = |ﬂﬂ

----- Authorised Medicinal Products
----- Development Medicinal Products
----- Approved Substances

----- Development Substances

----- Sources

----- Sponsors

----- ATC Codes

----- Routes of Administration

----- Pharmaceutical Forms

----- Master File Locations

----- Aftachments

----- Abstract Compositions

- Queries

7-Owned EVMPD Entities
Owned Authorised Products
=-Authorised Products (Valid Version)

_ -Conditions (AND)
=-Results

=-Owned Development Products
- Substance Names

=-Approved Substance Names
- Development Substance Names
- Approved Substances
- Development Substances
- Sources
#-MAHs
- Sponsors

P ==
Article 57 Format IN Article 57 Format
MA Validity IN Any

Substance (Code) LIKE PARACETAMOL

----- Result 30 September 2021 19:07:41
" Result 30 September 2021 19:09:29

Num

[l 0001
[[]oo02
[T10003
[C10004
[10005
[10006
[]o007
[TJooo8
[[]0009
[Joo10
[]o011
[Joo12
[Jo013
10014
10015
[C]oo16
[]o017
[Joo18
[C]o019
[[]0020
[[]0021
[[]o022
[]0023
[[]0024
[[10025
[[10026
[C1o027
[T1o028
[C10029

710030
v | <€

EV Code
PRD21690
PRD21689
PRD21718
PRD109028
PRD109027
PRD109030
PRD109029
PRD125457
PRD41521
PRD21863
PRD21864
PRD21862
PRD71465
PRDOS060MIG
PRDO5058MIG
PRDOS059MIG
PRD69474
PRD69494
PRDG9493
PRD69492
PRDG9491
PRD89490
PRDE9478
PRD69477
PRDG69476
PRDG69475
PRDE9470
PRDG69469
PRDE9468
PRDG69467

Version
2/2 Valid
2/2 Valid
1/1 Valid
4/4 Valid
4/4 Valid
3/3 Valid
3/3 Valid
1/1 Vald
1/1 Valid
3/3 Valid
3/3 Valid
3/3 Valid
1/1 Valid
1/1 Valid
1/1 Valid
1/1 Valid
2/2 Valid
1/1 Valid
1/1 Vald
1/1 Valid
1/1 Valid
1/1 Valid
1/1 Valid
1/1 Valid
1/1 Valid
1/1 Valid
1/1 Valid
1/1 Valid
1/1 Valid
1/1 Valid

In the tree-view area, a new element will appear under the 'Results' section, containing the
information on the date and time when the query was launched:

WEB Trader | Create and Send Product Reporis | Medicinal Products MedDRA
EI ReselAppI\cannnl ReselSectlon‘ CIearI _IJ ReRun| Modify | Delete | Excel | Export « | Reload ~ | Load « Iﬂﬂ

Authorised Medicinal Products

Development Medicinal Products Num EV Code Version Version Date 0
Approved Substances PRD21690 2/2 Valid 2021/07/26 11:16.08 =
Development Substances 10002 PRD21689 2/2 Valid 2021/07/26 11:16.08 E
Sources []ooo3 PRD21718 1/1 Valid 2005/05/17 15:36.55  E
MAHs []ooo4 PRD109028 4/4 Valid 2021/07/26 11:08.06  E
Sponsors []0005 PRD109027 4/4 Valid 2021/07/26 11:08.05  E
ATC Codes []0006 PRD109030 3/3 Valid 2012/11/06 10:47.29  E
Routes of Administration []ooo7 PRD109029 3/3 Valid 2012/11/06 10:47.29  E
Pharmaceutical Forms []ooos PRD125457 1/1 Valid 2021/05/04 12:12.27  E
Master File Locations []oo09 PRD41521 1/1 Valid 2006/09/19 09:10.16  E
Aftachments [Joo1o PRD21863 3/3 Valid 2006/08/02 12:39.00 E
Abstract Gompositions []oo11 PRD21864 3/3 Valid 2006/08/02 12:39.00 E
& Queries [Jooi2 PRD21862 3/3 Valid 2006/08/02 123850  E
Owned EVMPD Enities []0013 PRD71465 1/1 Valid 2008/02/08 09:14.55 S
Qo T RS-
= Authorised Products (Valid Version) Eomﬁ PRDO05059MIG 1 vaid 2004/10/14 120611 E
Fields o017 PRD69474 2/2 Valid 2008/09117 111334  E
Conditions (AND) o018 PRDB9494 1/1 Valid 2008/01/30 14:46.33  E

= Resuits [Joo19 PRD69493 1/1 Valid 2008/01/30 14:46.33 E
Result 30 September 2021 19:07:41 [Jooz0 PRD69492 1/1 Valid 2008/01/30 14:46.33  E

-Result 30 September 2021 19:09:29 o021 PRD69491 171 Valid 2008/01/30 14.46.33  E

= Owned Development Products []oo22 PRD69490 1/1 Valid 2008/01/30 14:46.33  E
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If you then want to modify one of these results without having to set all the fields and conditions
again, you can create a new query based on the result set that you want to modify.

Modify |

To modify a result set, you must select it from the tree-view area and click on the 'Modify'

button. Then you will be brought directly to the fields screen already compiled with the
previous query criteria so that you can modify them and run a new query. Alternatively, you can select
fields or conditions from the tree-view with your mouse.

WEB Trader ‘ Create and Send Product Reports | Medicinal Products =~ MedDRA
EI ReselAppllmﬁnnl Resel&‘peclmn‘ Clear LI;I ReRun

~Authorised Medicinal Products

lMcdlinDeletal Excel | Export ~ | Reload ~ | Load + |3E
~

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

----- Attachments

----- Abstract Compositions
=-Queries

#-Owned EVMPD Entities

- Owned Authorised Products
-.Fields

Conditions (AND)

= Results

~Ready to Run
& Owned Development Products
@ Suhstance Name

[ij--Authorised Products (Valid Version)

--Result 30 September 2021 19:07:41
esult 30 September 2021 19:09:29

[C]Owner HQ ID

[[1Owner Name

[C]Full Presentation Name
[“]Product Short Name
[C]1Product INN/Common Name
[“]Product Strength Name
[1Product Company Name
[“]Product Form Name
[C]Authorisation Country
[C]Authorisation Procedure
[C]Authorisation Status
[IMA Validity
[C]Authorisation Number
[CIJMRP/DCP/EMEA Number
[C1EU Number

[]Legal Basis

[“Jnvalidated Date
[1MAH Name

~Development Medicinal Products Num EV Code Version Version Date Owng
--Approved Substances PRD21690 2/2 Valid 2021/07/26 11:16.08
-Development Substances 10002 PRD21689 2/2 Valid 2021/07/26 11:16.08  EVTH
-Sources 10003 PRD21718 1/1 Valid 2005/05/17 15:36.55  EVTH
~MAHs 10004 PRD109028 4/4 Valid 2021/07/26 11:08.06  EVTH
.-Sponsors []0005 PRD109027 4/4 Valid 2021/07/26 11:08.05  EVTH
_ATC Codes 10006 PRD109030 3/3 Valid 2012/11/06 10:47.29  EVTH
~Routes of Administration 10007 PRD109029 3/3 Valid 2012/11/06 10:4729  EVTH
_Pharmaceutical Forms 10008 PRD125457 111 Velid 2021/05/04 12:12.27  EVTH
_Master File Locations 10009 PRD41521 111 Valid 2006/09/19 09:1016  EVTH
_ Attachments 10010 PRD21863 3/3 Valid 2006/08/02 12:39.00  EVTH
_ Abstract Gompositions 10011 PRD21864 3/3 Valid 2006/08/02 12:39.00  EVTH
& Queries 10012 PRD21862 3/3 Valid 2006/08/02 12:3859  EVTH
Owned EVMPD Entitios 10013 PRD71465 111 Velid 2008/02/08 09:14.55  SAA
- Owned Authorised Produsts 10014 PRDO5060MIG 1/1 Valid 2004/10/14 12:06. 11 EVTH
Amhonsed Products (Valid Version) 10015 PRDO5058MIG 1/1 Valid 2004/10/14 12:06.11  EVTH
- ) 10016 PRDO5059MIG 1/1 Valid 2004/10/14 12:06. 11 EVTH
Fields CJo017 PRD69474 2/2 Valid 2008/09/17 11:13.34  EVTH
Conditions (AND) [Joo1s PRDB2494 111 Valid 2008/01/30 14:46.33  EVTH
=-Results [Joo19 PRD69493 1/1 Valid 2008/01/30 14:46.33 EVTH
Result 30 September 2021 19:07:41 10020 PRD69492 1/1 Valid 2008/01/30 14:46.33  EVTH
Result 30 September 2021 19:09:29 [J0021 PRD69491 1/1 Valid 2008/01/30 14:46.33 EVTE
Owned Development Products 10022 PRDG9490 1/1 Valid 2008/01/30 14:46 33 EVTI
WEB Trader | Create and Send Product Reporis " Medicinal Products || MedDRA |
EI Reset Application | Reset Section | Clear | Runl Run to Excel | ﬂ ﬂ
----- Authorised Medicinal Products |
----- Development Medicinal Products Description
----- Approved Substances O
Development Substances [C]EV Code Last selection
----- Sources [Jversion Last selection
----- MAHs [[]version Date Last selection
Sponsors [[]Article 57 Format
..... ATC Codes [“]interim Format

Last selection

Last selection
Last selection

| ast soloctinn
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All the results of the different executions of the query in an active session will be stored until you
delete them.

Delete I To delete a result set, select it in the tree-view area and then click the 'Delete' button on the
main menu in the dynamic section.

WEB Trader | Create and Send Product Reporis " Medicinal Products =~ MedDRA
o | Reset Appl\cationl Reset Sectianl Clearl jj ReRun | Modify IDeIehe | B(r.e\| Export ~ | Reload « | Load ~ | Dl EI‘
Authorised Medicinal Products ~ |
Development Medicinal Products Num | EV Code Version Version Date Owng
Approved Substances 001 PRD21690 2/2 Valid 2021/07/26 11:16.08  EVTH
Development Substances PRD21689 2/2 Valid 2021/07/26 11:16.08  EVTH
Sources PRD 8 alid 005/0
MAHs PRD109028 4/4 Valid 2021/07/26 11:08.06  EVTH
Sponsors PRD109027 4/4 Valid 2021/07/26 11:08.05  EVTH
ATC Codes PRD109030 3/3 Valid 2012/11/06 10:47.29  EVTH
Routes of Administration PRD109029 3/3 Valid 2012/11/06 10:47.29  EVTH
Pharmaceutical Forms PRD125457 1/1 Valid 2021/05/04 12:12.27  EVTH
Master Fie Locatons PRD21263 3 Vald 20060802 123000 EVTH
all
:gztcrggegfmposmons PRD21864 33 Valid 2006/08/02 12:39.00  EVTH
& Queries PRD21862 3/3 Valid 2006/08/02 12:38.58  EVTH
Owned EVMPD Entites PRDT71465 1/1 Valid 2008/02/08 09:14.55  SAA
Owned Authorised Praducts PRDO5060MIG 1/1 Valid 2004/10/14 12:06.11  EVTH
. - ) PRDO05058MIG 1/1 Valid 2004/10/14 12:06.11  EVTH
& Authorised Products (Valid Version) PRD05050MIG 111 Valid 2004/10/14 12.06.11  EVTE
Fields PRD69474 2/2 Valid 2008/0917 11:13.34  EVTH
Conditions (AND) PRDG9494 1/1 Valid 2008/01/30 14:46.33  EVTH
E-Results PRD69493 1/1 Valid 2008/01/30 14:46.33 EVTE
Result 30 September 2021 19:09:29 PRD69492 1/1 Valid 2008/01/30 14:46.33 __ EVTH

ReRun| Another option available within the result set is to launch the same query again. To do that,
click on the 'ReRun' button after selecting the result set.

WEB Trader ‘ Create and Send Product Reports | Medicinal Products  MedDRA
H Reset Appl\cation‘ Reset Secnonl Clear‘ 3 | vI ReRunI Mod\iy‘ Delehe‘ Exr.e\| Export « | Reload - | Load ~ | ‘
----- Authorised Medicinal Products |
Development Medicinal Products Num | EV Code | Version | Version Date | Ow
..... Approved Substances [Jooo01 PRD21690 2/2 Valid 2021/07/26 11:16.08  EV]
..... Development Substances [Jooo2 PRD21689 2/2 Valid 2021/07/26 11:16.08  EV]
Sources [Jooo3 PRD21718 1/1 Valid 2005/05/17 15:36.56  EV]
..... MAHs [Jooo4 PRD109028 4/4 Valid 2021/07/26 11:08.06  EV]
Sponsors []ooos PRD109027 4/4 Valid 2021/07/26 11:08.05  EV]
p
..... ATC Codes 10006 PRD109030 3/3 Valid 2012/11/06 10:47.29  EV]
..... Routes of Adminisiration [Jooo7 PRD109029 3/3 Valid 2012/11/06 10:47.29  EV]
Pharmaceutical Forms [Jooos PRD125457 1/1 Valid 2021/05/04 12:12.27  EV]
_____ Master File Locations [Jooo9 PRD41521 1/1 Valid 2006/09/19 09:10.16  EV]|
Attachments [Joo10 PRD21863 3/3 Valid 2006/08/02 12:39.00  EV]|
_____ Abstract Compositions [Joo11 PRD21864 33 Valid 2006/08/02 12:39.00  EV]|
4 Queries [Joo12 PRD21862 3/3 Valid 2006/08/02 12:38.59  EV]|
Owned EVHIPD Eriies Dot PROosseomis 111 Vaid 20041014 120611 £V]
; gwt';Ed.ALc';rl'f"ZEd lPr[i?u\%SV ] 10015 PRD05058MIG 1/1 Valid 2004110114 12:06. 11  EV]|
2 Authorised Products (Valid Version) []oo16 PRD05059MIG 1/1 Valid 2004/10/14 12:06.11  EV|
| ~Fields [Joo17 PRDG9474 2/2 Valid 2008/09/17 11:13.34  EV]
~Conditions (AND) o018 PRD69494 171 Valid 2008/01/30 144633 EV]|
- B Results [Joo19 PRD69493 1/1 Valid 2008/01/30 14:46.33 EV|
Result 30 September 2021 19:09:29 []0020 PRD69492 1/1 Valid 2008/01/30 14:46.33 __ EV]

When running a query, the system will always return a maximum of 50 rows as a result.

When the number of results exceeds that limit, a message box is displayed.
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WEB Trader | Create and Send Product Reports ” Medicinal Products | MedDRA

0| Reset Appiication | Reset Section | Clear | » | + | ReRun| Maodity | Detete | Excel | Export ~ | Reload ~ | Load ~ |JJ

~Authorised Medicinal Products

Development Medicinal Products Num | EV Code Version Version Date
- Approved Substances []0o001 PRD21690 2/2 Valid 2021/07/26 11
- Development Substances [Joooz PRD21689 2/2 Valid 2021/07/26 11
- Sources []0003 PRD21718 1/1 Valid 2005/05/17 15;
MAHs [C1oo04 PRD109028 4/4 Vald 2021/07/26 11
- Sponsors [[10005 PRD108027 4/4 Valid 2021/07/26 111
-ATC Codes []oo06 PRD109030 3/3 Valid 2012!1 1/06 10|
-Routes of Administration [Jooo7 PRD10802 — 6 10
Pharmaceutical Forms [“]ooos PRD12544 Message from webpage X 04 12]
-Master File Locations [Zooo9 PRD41521 19 09:
~Altachments . Egg:]]? Eaggl gg; Only 50 Results per page are retrieved. gs 1;
gbsu_ad Compositions []0oo12 PRD?18649 I Please make a more specific query. 02 12
£ Queries ] ]
= Owned EVMPD Entities []oo13 PRD71464 0 09
Owned Authorised Products LJoo14 PRDO506¢ 1412]
-~ ) ) ) [Joo15 PRD05058 14 121
] P?uth_orlsed Products (Valid Version) [J0016 PRDO5054 14 121

- Fields Cloot7 PRD6947 T ST 1 7 11
i~ Conditions (AND) lo01a PRDAG494 1/1 Valid 2008/01/30 141

L|_,,| « | When making a more general query, where many results are displayed, this set of

buttons is available to navigate among the complete results of an advanced query. They
take you 'backwards' and 'forwards' on the results already displayed in your screen. The first two
buttons replace the 50 rows displayed with the Previous/Next 50. The third button, with the arrow
facing down, adds a new page of results to the results already displayed in your screen without

removing them.

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

J Reset Application | Reset Section | Clear I IReRun| Modify ‘ Delete | Excel | Expont ~ | Reload | Load ~ |JJ

-~ Authorised Medicinal Products
--Development Medicinal Products
--Approved Substances
--Dewvelopment Substances
Sources
MAHs
--3ponsors
- ATC Codes

Num ‘ EV Code Version Versig
[[10001 PRD21690 2/2 Valid 2021/
[‘Jooo2 PRD21689 2/2 Valid 2021/
[Jooo3 PRD21718 1/1 Valid 2005/
[[]oo04 PRD109028 4/4 Valid 2021/
[]ooos PRD109027 4/4 Valid 202111
[‘]oooe PRD109030 3/3 Valid 20121

3.6.2.3.2. 'Run to Excel' functionality

Once you select the fields that you wish to see as the results of your query and specify the conditions
of your advanced query, if you click on the 'Run to Excel' button, a new window will open:

Summary

= https://evtest.ema.europa.eu/x/x.asp7xi=6 - Internet Explorer

O

>

Temporary (for |Click here for the file
Export)

HName: Authorised Products (Valid WVersion)

(30-09-2021 19-36-54).xl=

By clicking on 'here', another window will pop-up, allowing you to open or save the file.

Before the Excel file opens, you might be prompted to re-enter your login credentials.
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Export - Read-Only - Excel 2 Search _

File Home Insert Page Layout Formulas Data Review View Help  Acrobat
v | B — Text - Conditional Formatting ~
D & Verdana v 6 « AT A === ab @ = ¢
IL o &g~ % 9 | [ZromatasTable v
Paste BIU-V|Ev| ovAY | B==== B |>® |
- S = — ===== K= v &9 0 i Cell Styles ~
Clipboard [ Font N Alignment [Nl Sensitivity Number (5] Styles
- = =

AutoSave '4) v =
A3 v Jv || 8033643
0 Internal \ All EMA Staff and Contractors /' Private Public Internal > Confidential ~ Restricted

A B C D E F G H
;1 |Authorised Products (Valid Version) (30-09-2021 19-43-13)
2 |PK Type EV Code Version Number Version Version Date Version Sender ID Entity Type Owne
3 [3033543| y | FROGOTISTT %5 3t ald 0710512020 14:56:26 EVHUMANWT PRODUCT SARVPE
4 Fr3eaTa %2 PROZ306T1 M1 111 valid 201042020 07: 1442 EVHUMANWT PRODUCT ITABA
5 [r33Es00 2 PRO330614  Fi0 10110 alid 2010412020 07:15:42  EVHUMANWT PRODUCT ITABA
¢ [r99Es0 2 PROS30612 P 1010 alid 201042020 07:15:47 EVHUMANWT PRODUCT WITABA
7 338503 2 PRO330615  Fi0 10110 alid 2010412020 07:16:42 EVHUMANWT PRODUCT ITABA
g (7398504 72 PRO330613 M1 11Vl 200042020 07:16:48  EVHUMART PRODLCT ITABA!
g [assE B PRO7I54163 P2 202 Wald 03104/2020 03: 1022 EVHUMANWT PRODLCT B513E
1 [Fa4a62 12 PRO336ET M2 12412 Ualid 17042020 08:58:40 EVHUMART PRODLCT ITABA!
11 [FaMaTa 2 PRO336TEE M4 1414 Ualid TT042020 03:06:44  EVHUMANWT PRODUCT WITABAI

013460 PRO2013670 310 Valid 2710412020 10:40:13  POOLPHARMA PRODUCT POOLPI
12 K L] L]

025338 PROET3062 MO 10H10 Walid 05/05/2020 16:28:43  EIOMEOPHAR PRODUCT BIOMED
13 K ] A

EE—= " P TR e e
| Recovered Sheet1 | () 4

3.6.3. Immediate Query

An immediate query is a simple query performed automatically by EVWEB without the user's input
when needed.

As any other query in the system, this will require EVWEB to connect to the remote system to retrieve
the data. The difference is that in this situation, the query will be launched simply by selecting the item
(no 'Run' buttons or specific user input).

This type of query is used for example in the 'Inbox' and 'Outbox’ folders in the Web Trader section:

U U, S BT AL T, LU L Sppe Ur T e e

JWES Trager | Create and Send Product Reports | Mediinal Products | MedDRA |

Ejgom Application | Reset Section | Clear | Remote Import| Create Ack | @ |

Imported Messages (-) [
Num | Name | Num/Count Date Size
Outbox 0001 ack_userhb03044u40-Send-OTORGHBO3.._ 1/2 2021/09/15 13:47.33 00000016,
Run to Excel Files 0002 ack_userhb03044u40-Send-OTORGHBO3 .. 2/2 2021/09/15 12:44.30 00000016
Bulk Update
# Archive

This type of query is loaded by EVWEB only once and then it is retained in the system's memory. If
you believe that any change may have occurred in this section, you can tell EVWEB to reload the
content of the list by clicking the refresh button.

" | The refresh button will be available on the dynamic section of the main menu.

3.7. Loading data

Loading data is the action of transferring information from different sources into EVWEB.
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There are 4 different loading processes available:
e load from the EVDBMS;

e load from a remote file;

e load from a local file;

e load from inside the EVWEB.

3.7.1. Load from the EVDBMS

The load from the EVDBMS is available from the Load/Delete and the Select/Deselect checklists (see
section 3.5.3. Checklists).

3.7.1.1. Load/Delete checklist

As an example, you will see the checklist result of a simple query for a DMP with part of the name
'ProductY":

WWEB Trader | Create and Send Product Repods || Medicinal Froducts | MedDRA

0| Reset Appication | Resat Secton | Clear| 0| 11| @]

Authorised Medicinal Products [produar

Development Medicinal Products Num EV Code Varsion Full Presentation Name Product Code Validated Nullified
Approved Substances {0001 PRD126024 1/1 Valid ProducfY 20mi solution for injection PRX-100 2021/09/17 13.54....
Development Substances
Sources
MAHSs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compasitions
# Queries

By selecting one or more of the checkboxes, the EVWEB will load the data from the remote system.
This operation may take a while to be performed. This means that the result of the operation is not
immediate. The data loaded will appear in the appropriate section of the tree-view area:

T OT T O e O T T 20 T e T ST Oy o e
WEB Trader | Create and Send Product Reports. | Medicinal Products =~ MedDRA
0 | Reset Application | Reset Section | Clear| o | 0| |
Authorised Medicinal Products [Producty=
- Development Medicinal Products Num EV Code Version | Full Presentation Name Product Code Validated
[ Development - PRD126024 - 171 Valid - ProductY 20mi solution for inection] PRD126024 1/1 Valid ProductY 20ml solution for injection PRX-100 2021/09/17

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

The section currently selected in the tree-view area may not be related to the section where the loaded
items will be added.

As an example, when you have the results of an advanced query, the selected item in the tree-view
area is the query result set itself. The loaded items will be loaded to a different section, depending on
the main subject of the query (see section 3.4. Interaction between the tree-view area and active
area).

In case of failure of the load process, an error message box will be displayed.
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3.7.1.2. Select/Deselect checklist

As an example, you will see the checklist result of an advanced query for AMPs authorised via the
centralise procedure:

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

n| ReselApplica(iunl ReselSectinnl Clear E| R| Run| Run to Exn:eII H

Approved Substances A [fasmar
-Development Substances Descriplion| Name/Value
~Sources Article 57 Format [“]Article 57 Format
MAHSs Interim Format []
Sponsors Local Number (Matches) []
-ATC Codes EV Code (Matches) []
-Routes of Administration Has Been Updated []
Pharmaceutical Forms Owner HQ ID (Matches) []
Master File Locations Product Validity []
Aftachments Product Pending []
- Abstract Compositions Product Nullified []
= Quenesl Product Last Rejected []
Owned EVMPD Entities Last Update []

Owned Authorised Products Last Update (From) []

‘ i i i Last Update (Up to) []
E“Au?;:(ljsfd Froduets (vald Verston) Full Presentation Name (Matches) []
Product Short Name (Matches) []
Results Product INN/Common Name (Matches) []
Product Strength Name (Matches) []

= Owned Development Products Product Gompany Name (Matchesy L]
|

[

& Substance Names Product Form Name (Matches
Approved Substance Names A icali

Development Substance Names

reiielRGNORSAREGS

U authorisation procedures - Centralised Procedure

Once you select your condition(s), 'RUN' the query:

WEB Trader || Create and Send Product Reports || Medicinal Products | MedDRA
[m] | Reset Applicatienl Reset Seminnl Clearl El R Run to ExceII ﬂ

Approved Substances A  [fasmar
- Development Substances Descriplion| Name/Value
~Sources Article 57 Format [] Article 57 Format
MAHs Interim Format []
Sponsors Local Number (Matches) []
- ATC Codes EV Code (Matches) []
Routes of Administration Has Been Updated []
Pharmaceutical Forms Owner HQ ID (Matches) []
--Master File Locations Product Validity []
~Attachments Product Pending []
Abstract Compositions Product Nulified []
=-Queries Product Last Rejected [ ]
= Owned EVMPD Entities Last Update []

Last Update (From) []
Last Update (Up to) []
Full Presentation Name (Matches) []

Owned Authorised Products
=+ Authorised Products (Valid Version)

--Fields
- Product Short Name (Matches) []
] 'g:';:;llsmns EAND) Product INN/Common Name (Matches) []

Product Strength Name (Matches) []

Owned Development Products Product Company Name (Matches) [

- Substance Names Product Form Name (Matches) []

pproved Substance Names Authorisation Country []

Development Substance Names Authorisation Procedure [#][SUEN N e e e T e e
—_——

The results of your query will be displayed.

By selecting one or more of the checkboxes, you are indicating for which entries you want to perform a
specific command. In this case, we wish to load the products in the tree-view area. We therefore need
to use the 'Load' button:

WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA
Eﬂ Reset Applicatinnl Reset Sectionl Clear LI;I ReRunl Madil'yl Deletel Excell Export ~ | Reload ~ II Load - Iﬂﬂ

--Approved Substances ~  [rasmar

--Development Substances Num [EV Code | version Full Presentation Name

--Sources D001 PRD17002 4/4 Vald CAELYX 2 mg/ml con...
MAHs D002 PRD17003 3/3 Valid CAELYX 2 mg/ml con...

--Sponsors PRD17004 3/3 Vald CAELYX 2 mg/ml con...
--ATC Codes PRD 17005 3/3 Valid CAELYX 2 mg/ml con...
Routes of Administration 10005 PRD17006 2/2 Vahd HYCAMTIN 1 mg pow..

A [ FaTaTaT= Wni?ﬂﬂ? 202 \Iw = 2

A pop-up menu will be displayed allowing you to choose which entries to load:
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WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA

m] | Reset Applicalion‘ Reset Section ‘ Clear‘ 3 | - ‘ ReRun | Modify| Delete | Ex(:el| Export « ‘ Reload « | Load

Choose one of the available

--Approved Substances

~ rrasma r

Commands

e All the Marked Entities (the ones marked with the checkbox)

- Development Substances Num E Press A - Z to find initial letter Presentation Name
SDUTCES 0001 F Press Enter to select, Escape to clear m
MAHs 0002 | [The Selected Entity ELYX 2 mg/ml con..
Sponsors 0003 F |all the Marked Entities ELYX 2 mg/ml con..
ATC Codes 0004 FRUTOUS 313 vana CAELYX 2 mg/ml con
Routes of Administration []0005 PRD17006 2/2 Valid HYCAMTIN 1 mg pow...
Pharmaceutical Forms []Joooe PRD17007 2/2 Vald HYCAMTIN 1 mg pow...
..Master File Locations [1ooo7 PRD17008 2/2 Valid HYCAMTIN 4 mg pow...
——tiiaabsanio 10008 PRD170] j

e The Selected Entity (the last one selected before pressing the button, which is highlighted with a

darker background colour)

In this case, we chose to load 'All the Marked Entities':

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

o | Reset Applicatiun| Reset Section | Clear| 3 | - ‘ ReRun | Mndify| Delete | Excel‘ Export - ‘ Reload - | Load « | m] | Ei‘

After selecting the two options, EVWEB will load the data from the remote system in exactly the same

way as for the Load/Delete checklist (see section 3.5.5. Load/Delete checklist).

--Approved Substances A [rasmar
Development Substances Num [EV Code | version Full Presentation Name | Product
~Sources 0001 PRD17002 4/4 Valid CAELYX 2 mg/ml con... CAELY’
MAHs 0002 PRD17003 3/3 Valid CAELYX 2 mg/ml con... CAELY’
- Sponsors 0003 PRD17004 3/3 Valid CAELYX 2 mg/ml con... CAELY’
-ATC Codes 0004 PRD17005 3/3 Valid CAELYX 2 mg/ml con... CAELYX
Routes of Administration [J0005 PRD 17006 2/2 Valid HYCAMTIN 1 mg pow.. HYCAM]
..Pharmaceutical Forms 10006 pRN47007 249 \/alid HYCAMTIN 4 ma now— HYCAMT
Master File Locations [Jooo7 Message from webpage x [CAMT]
.. Attachments EDDOB CAM
- Abstract Compositions 0009 RAMU
£ Queries P D 0010 The Loading operation of 4 Entities can be long }AMUI
. it [Joo11 smar
" Ouned EVMPI_:) Entities D 0012 Are You sure You want to Load ALL the Marked Entities ? kmar
Owned Authorised Products 0013 Cmar
Authorised Products (Valid Version) oot Lmar
[Joo15 -m Cancel smar
[Jo016 : smar
=
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WEB Trader | Create and Send Product Reports || Medicinal Products = MedDRA |

m} | Reset Application ‘ Reset Section | Clear‘ XML | RTF| Other Operations « |

- Authorised Medicinal Products

N I‘I’asm ar

| &-Authorised - PRD17002 - 4/4 Valid - CAELYX 2 mg/ml concentrate for solution for inﬁl

Description | Name/Valu

--MAH: ORG1011 - SP EUROPE
-.Medicinal Product Types (-)
_.Authorised Pharmaceutical Forms (-)
o Pharmaceutical Products (1)

#-Drug ATCs (1)

- Drug Indications (3)

--Previous EV Codes (-)

-.Product Attachments (-)

- Previous Versions (...)

- Subsequent Versions (...)
#-Reporting Names - Presentations (...)
- Reporting Names - Scientific (...)

||:—:|--Authnrised - PRD17003 - 3/3 Valid - CAELYX 2 mg/ml concentrate for solution for inful

-.MAH: ORG1011 - SP EUROPE
Medicinal Product Types (-)
--Authorised Pharmaceutical Forms (-)
- Pharmaceutical Products (1)
@-Drug ATCs (1)
- Drug Indications (3)
--Previous EV Codes (-)
Product Attachments (-)
- Previous Versions (...)
- Subsequent Versions (_..)
#-Reporting Names - Presentations ()
- Reporting Names - Scientific (...)

B Authorised - PRD17004 - 3/3 Valid - CAELYX 2 mg/ml concentrate for solution for infu|

-MAHD ORGTOTT - 5P EUROPE
...Medicinal Praoduct Tvnes (-)

EV Code

Version

Type

Version Status

Version Validity

Version Description
Product Validity

Product Pending

Product Nullified

Current vs Previous
Version Date

Version by

New Version ?

New Version by

Nullified

PhV enquiry email

PhV enquiry 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

w Invalidated Date
Full Presentation Name

PRD17005
3/3 Valid
Authorised
Accepted
Valid
Current Val
Valid
Assessed
Mo

Double Cli
30/01/2008
EVHUMAN
No

No

RF_20
26/06/1996)
European |
EU authorid

EU/1/96/01

EU/1/96/01

Mo
Mo

CAELYX 2

3.7.2. Load from a local file

This loading process is used to import data from an XML file available locally (your computer or your
local network) into the EVWEB application. It is possible to load any kind of message (product or

acknowledgement) handled by the EVWEB from a remote file.

Load from a local file is available in different sections.

As an example, we wish to upload an XML file of an XEVPRM previously saved on our desktop.

In the '"WEB Trader', click on 'Imported Messages' and then 'Local Import':

| Display Settings v| Import a Message File from the Local Computer

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

O | Reset Application | Reset Section | Clear |I Local Impnrtl

~|Imported Messages (-
Inbox

Qutbox

Run to Excel Files

Bulk Update

- Archive

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

Page 87/203



Local Impnrtl Clicking this button will open a pop-up new window that will allow you to browse and
select a local file.

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

m] | Reset Applicationl Reset Sectionl Clearl Local Import

Imported Messages (-) |

Inbox Empty

Qutbox

Run to Excel Files
Bulk Update .@ https://evtestema.europa.eu/?FA=0&MNF=1 - Select File - Int... — >
@=- Archive

.2: The Maximum Size allowed for the Posted File is 60 MegaBytes ::.

Browse.

Upload File |

Once you have browsed and selected the file you want to import, click on the 'Upload File' button to
activate the import process:

@ https://evtestema.europa.eu/7FA=0&NF=1 - Select File - Int... — *
.:: The Maximum Size allowed for the Posted File is 60 MegaBytes ::.

L:\ProductX_DMP .xml Browse. ..

Upload File |

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

ﬂ Reset Applicationl Reset Sectionl Clearl Locallmporll

. Imported Messages (-) |

...Inbox Empty

Qutbox

Run to Excel Files
;----Bulk Update Message from webpage ped
- Archive

File Successfully Processed.

Press OK to Import the Data.

At the end of the import process, you will be prompted with a pop-up window allowing you to view the
original file that has been imported.

In case that some of the information in your XML file has not been decoded properly (for example the
information referenced in the product entity could not be found in the environment where the XML file
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is uploaded), a pop-up message will be displayed. In our case, the sponsor organisation EV code
referenced in the product entity in our XML file does not exist:

Message from webpage X

Some Fields may not have been decoded:

Development Product
Sponsor = ORG4862

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

You will be presented with the below message:

Message from webpage X
o Click OK to view the Uploaded File
oK Cancel

By clicking on 'OK', you will be able to view the file in the XML format:

= https://evtestema.europa.eu/x/Export.asp?88552928-9E35-4C3E-AE.., - O X

%X convert v ESelect

<?xml version="1.0" encoding="UTF-16" ?> )
- <evprm xmlns="http:/ feudravigilance.ema.europa.eu/schema/emaxevmpd"
xmins:ssi="http: [ /eudravigilance.ema.europa.eu/schema/emaxevmpd_ssi"
xmins:xsi="http:/ /www.w3.0rg/2001/XMLSchema-instance”
xsi:schemalocation="http:/ feudravigilance.ema.europa.eu/schema/emaxevmpd
http:/ /eudravigilance.ema.europa.eu/schema/emaxevmpd.xsd” >
- <ichicsrmessageheaders
<messagetype>XEVPRM < /messagetype>
<messageformatversion=2</messageformatversions>
<messageformatrelease=>0</messageformatreleases
<messagenumb>Insert_ProductY</messagenumb:>
<messagesenderidentifier>OTORGHB03044 </messagesenderidentifiers
<messagereceiveridentifier=EVTEST </messageraceiveridentifiers
<messagedateformat> 204 </messagedateformat=
<messagedate=>20210917135259 < /messagedate>
= fichicsrmessageheader>
- =developmentproducts=
- <developmentproduct operationtype="1">
zlocalnumber=1</localnumber:
=sponsorcode resolutionmode="2">0RGB814 </sponsorcode:
- <developmentpresentationname:
<productcode=PRX-100</productcode=
<productname>ProductY 20ml solution for injection</productname:
< [developmentpresentationname:
- <productindications
- <productindication=
<meddraversion=23</meddraversion:
<meddralevel =LLT </meddralevel=
<meddracode>10024891 </meddracode:
</productindication>
< fproductindications>
- <pharmaceuticalproducts= v

— ~nharmaranticslneadost-
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The imported data are displayed in a specific section of the tree-view area.

In our example, the data are displayed under 'Imported Message (s)':

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

O | Reset Application | Reset Section Local Import | Reload

Bl Imported Messages (1)

2 XEVPRM - EVTESTWT - 10/09/2021 12:05.28
i Development Products (1)
||'|b[)-)(
-.Qutbox
--Run to Excel Files
--Bulk Update
- Archive

Description

Message Type
Message Number
Original Sender EVTESTW

Message Date

Name/Value

10/09/2021 12:05.28
Development Products (1)

See section 3.4. Interaction between the tree-view area and active area and 3.10.1.1. Reloading an

XEVPRM for reloading an imported XEVPRM.

3.7.3. Load from a remote file

This loading process is used to import data from an XML file from a remote system into the EVWEB
application. It is possible to load any kind of message (product or acknowledgement) handled by the

EVWEB from a remote file.

Loading from a remote file does not have a standard procedure to be performed. This depends on the

section where this function is available.

As an example, the below screenshots demonstrate the import function available in the 'Outbox’
section. This functionality will allow us to retrieve an XEVPRM already submitted.

In the '"WEB Trader' section, click on 'Outbox’; the list of XEVPRMs submitted from your organisation ID

will be displayed:

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

o ‘ Reset Applicatiun‘ Reset Section ‘ Clear‘ Remole |mpurl| ::J

Num/Count

~Imported Messages (-)
Inbox Num | Name
J0001  userhb03042u34-Send-OTORGHBO3042-XEVP__ 1/1
~Run to Excel Files
-Bulk Update
Archive

D,

2021/09/10 12:33 44

ate Size
00000057 ...

By selecting one of the file items in the list view of the active area, you will be able to import it in
EVWEB by pressing the 'Remote Import' button available on the dynamic section of the main menu:

WEE Trader | Create and Send Product Reperis | Medicinal Products | MedDRA |

a | Reset Application ‘ Reset Section | Clear ‘ IRemnte \mporll HJ

Forthe UK, as Trom 1.1.2021, FUL:

~Imported Messages (-)

- Inbox

Outbox

un to Excel Files
Bulk Update
Archive

Num | Name
| [oo0 b0 d RGHBO

Num/Count

Date

Size

The imported data is displayed in the relevant section of the tree-view area:

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

Page 90/203



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

[m| | Reset Applicationl Reset Section | Clearl Local Importl Reload |

El-Imported Messages (1)

2 XEVPRM - OTORGHB03042 - 10/09/2021 12:33.40 Description | Name/Value
- Development Products (1) Message Type
& Sponsors (1) Message Number ProductX_100ml solution_insert
--Aﬂachments (1) Original Sender OTORGHB03042
..... Inbox Message Date 10/09/2021 12:33.40
..... Outbox Development Products (1)

Sponsors (1)

..... Bulk Update Attachments (1)

- Archive

3.7.4. Load from inside the EVWEB

This operation does not actually load any external data. It creates new items in a data entry section
(i.e., 'Create and Send Products') and eventually completes the newly created items with data taken
from others section (i.e., 'Medicinal Products' - Update operation).

As an example of this loading process, we will see the creation of a New Authorised Product in the
'Create and Send Products' section.

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

0| Resel Application | Resel Section | Clear | Validate | Send ﬂl 2z | RTF| H ] ﬂ i

B XEVPRM Message |

Products Num Operation Type
--Substances [l New Authorised Product
-.Sources [I1New Development Product
-.Qrganisations

ATC Codes

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

Clicking on the checkbox will create the Authorised Product in the section currently selected in the
tree-view area:

TOT IS UR, a5 WOm T.1.202T, U LaW appies om

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

ﬂ Resempplmﬁnn| Reset Section | Clear | Replicate | Va\idalel Send | XMLl 2P | RTFl Duplica(el Remove | H H ﬂ
=-XEVPRM Message

=-Products Descriplmn| Name/Value
2 Insert - Authorised Type Authorised
Medicinal Product Types (-) Operation Type Insert
--Authorised Pharmaceutical Forms (-) MAH Field is Mandatory
Pharmaceutical Products (-) QPPV
..Drug ATCs (-) Mgﬂsr File !_Dcallur}‘ Feid . vl
enquiry emai ield must have a specified value
Drug_ Indications (-) PhV enquiry Phone Field must have a specified value
--Previous EV Codes (-)
Sender Local Code
Product Attachments (-) Info Date
Substances Authorisation Country Code Field is Mandatory
Sources Authorisation Procedure Field is Mandatory
Organisations Authorisation Status
- ATC Codes Authorisation Number Field must have a specified value
Pharmaceutical Forms Authorisation/Renewal Date Field must have a specified value
- Routes Of Administration MRP/DCP/EMEA Number
Attachments EU Number
~Master File Locations Legal Basis

Orphan Drug
Additional Monitoring
Ll
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As you can see, all the fields are empty because in this case, the newly created section is a new
Authorised Product (which is supposed to be completed by the user).

In other situations (e.g., when using the 'Update'(2)' operation type), you may find that some fields
are already completed.

3.8. Pop-up Commands

In certain sections, commands are grouped together as a single pop-up menu.

In these cases, the command, which triggers the pop-up has a small arrow to the right of the button
description name.

By clicking on the button, the pop-up appears, and displays the commands available.

After selecting one of the commands available, the behaviour of the application is the same as any
other normal command.

The pop-up can be closed by clicking the escape (ESC) key or by clicking anywhere outside the pop-up.

As an example, some of the commands available on the result of the products queries are grouped in
three pop-up menus:

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

H Reset Application | Reset Section| Clear| ReRun | Mudify| Delete | Excel | Export » | Reload » | Load « IHE

3.9. Batch Commands

When a Select/Deselect checklist is displayed (for example as a result of a query), the commands
available to interact with the entities displayed in the checklist have a special behaviour.

The underlying action, instead of being performed on a single entity (the selected one), is performed
as a 'batch' on all the entities marked with the checkbox.

As an example, the commands available on the result of the products query are grouped in three pop-
up menus:
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WEE Trader | Create and Send Product Reports " Medicinal Products || MedDRA |

H Reset Application | Reset Secti0n| Clear| ReRun | Mudify| Delete| Excel | Export ~ | Reload « | Load ~ | I:I| ] |

----- Development Medicinal Products ~

----- Approved Substances Num | EV Code Version

----- Development Substances [Joo01 PRD126017 1/2 Valid Nullified
----- Sources 0002 PRD126023 1/1 Valid

----- MAHSs 0003 PRD126024 1/1 Valid

----- Sponsors

----- ATC Codes

----- Routes of Administration
----- Pharmaceutical Forms
----- Master File Locations
----- Attachments
----- Abstract Compositions
=-Queries
- Owned EVMPD Entities
-- Owned Authorised Products
--Authorised Products (Valid Version)
[—j Owned Development Products
.Fields
Conditions (AND)
Results
.Result 17 September 2021 14:06:09

After the required product entities, clicking on the 'Reload’ button will show the possible commands.

The following commands are available for owned development product entities:

Reload Choose one of the available

Commands

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

Mullify J

Reinsert ‘

The following commands are available for owned authorised product entities:

Reload

Choose one of the available
Commands

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

|U pdate

Inulify

Invalidate MA

Reinsert

If some of these commands are not available for the products selected as a result of your advanced
query, this may be due to the fact that you are not logged on to EVWEB under the ID of the
organisation that owns the product entries. You cannot update/nullify DMPs and
update/nullify/invalidate AMPs that your organisation does not own in the XEVMPD. In such case,
usually only the 'Reinsert' command will be available.
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By clicking on the selected command/operation type, the application will load all the selected (marked
with the checkbox) entities and then create an XEVPRM for each one of them in the 'Create and Send
Products' section. The operation type assigned to the entities will correspond to the command selected.

In the below example, the command 'Update (2)' was used for the selected development medicinal

products:

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

ﬂ Reset Applicalion| Reset Section | Clear | Validate | Send | XMLl ZIP | RTF | Remove | ﬂ H ﬂ

= XEVPRM Message
&1 Products
EI Uédatel— Development - PRD126023 - VaretineX
- @ Pharmaceutical Products (2)
----- Drug ATCs (-)
- Drug Indications (1)
- Product Aftachments (1)

----- Pharmaceutical Forms
----- Routes Of Administration
----- Attachments

----- Master File Locations

Update]- Development - PRD126024 - ProductY 20m

Description| N

EV Code
Type D
Operation Type U
Sender Local Code
Sponsor P
Product Code S
Product Name
Product Other Name
Comment

<

el =Rwiys]

3.9.1. Create an XEVPRM with various commands - practical example

In this example, we performed an advanced query on all AMP entries referencing MAH 'PharmaX' as

the MAH with the following result:

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

ﬂ Reset Applicaliun| Reset Section| Clear| ReRun | Modify| Delete | Excel | Export + | Reload « | Load - | | EI|

- Authorised Medicinal Products |

- Development Medicinal Products

Article 57 Format

| Checked Full Presentation Name | MA Validity|

--Routes of Administration

- Pharmaceutical Forms
--Master File Locations

- Attachments

- Abstract Compositions
=-Queries

Owned EVMPD Entities
E-Authorised Products

Num | Nullified | EV Cods

- Ay d Subst
----szer-loovemenj ;uabnsct:ces [CJooo1 Mo PRD111036

Sourceps CJoooz No PRD111058
0003 M PRD111081
- MAHs O 0
- Sponsors
--ATC Codes

Article 57 Format (1) Mo
Article 57 Format (1) MNo
Anricle 57 Format (1) Mo

Goshi 25 Capsules Valid (1)
DrugVero lbuprofen F... Valid (1)
ProductX comprimido...  Valid (1)

Two of the AMP entries need to be amended using the command/operation type 'Update (2)' and one
will need to be invalidated using command/operation type 'Invalidate MA (6)'.
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We select the two AMP entries which need to be updated and select the applicable command under
'Reload":

j Reset Application | Reset Sectionl Clearl ReRunl Modifyl Deletel Excell Export + IRe'OaC | ch fth iiabl
oose one of the available

- Authorised Medicinal Products | Commands

:i:;erx?g]:htﬂtﬁ:;al Products Wm | Nullified | EV Code | Aticle 57 Format S VA Validity
Development Substances 0001 No PRD111035  Article 57 Format (1 brece Enter to solect, Entape 1o dlear valid (1)

- Sources 10002 No PRD111058  Article 57 Format (1 Valid (1)

- MAHs | [+]p003 No PRD111081 Article 57 Format (1Jupdate I Valid (1)

- Sponsors Nullify

- ATC Codes

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

--Attachments

Reinsert

Those two AMPs are now available in the 'Create and Send Product Reports' with the
command/operation type 'Update (2)":

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

EI Reset Appication | Reset Section | Clear | Valigate  Send &l il EI Remove ﬂ H ﬂ

E-XEVPRM Message |Productx

=-Products

Description | Name/Value

- Update (2} - Authorised (2) - PRD111036 - Goshi 25 Capsules|
Medicinal Product Types (-}

Authorised Pharmaceutical Forms (-}

#- Pharmaceutical Products (1)

Operation Type
Type Authorised (2)
EV Code PRD111036
MAH PHARMAX LIMITED

- Drug ATCs (1)

- Drug Indications (1)
Previous EV Codes (-)

7 Product Attachments (1)

é Update (2) - Authorised (2) - PRD111081 - ProductX comprimido revestido 4 mgl

- Medicinal Product Types (-)

- Drug ATCs (1)

- Drug Indications (1)

Previous EV Codes (-)

- Product Attachments (1)
stal

-Sources

- Organisations

--ATC Codes

--Pharmaceutical Forms

--Routes Of Administration

--Attachments

--Master File Locations

Authorised Pharmaceutical Forms (-}
[-Pharmaceutical Products (1)

QPRPV

Master File Location

PhV enguiry email

PhV enquiry 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

QOrphan Drug

Additional Monitoring
Invalidated Date

Full Presentation Name
Product Short Mame
Product INMN/Comman Mame
Product Company Mame
Product Strength Name
Product Form Mame
Package Description
Comment

John Smith (DCMTESTMAH)

MFL7562 - United Kingdom (GB) - London
pharmacovig@pharmax.co.uk

+44 207 2222222

United Kingdom (GB)

EU authorisation procedures - National Procedure (4)
Valid (1)

PLO000/00/01

01/05/2014

Full application (Article 8(3) of Directive No 2001/83/EC)
No (2)
No (2)

Goshi 25 Capsules
Goshi 25

CAPSULES

25 capsules per pack

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

To add the AMP to be invalidated in the same XEVPRM, we must go back to the 'Medicinal Products'

section and select the product to be invalidated:

1 5
Full Presentation Name | MA Validity I
Goshi 25 Capsules
Drug\Vero Ibuprofen F...  Valid (1
ProductX comprimido_..  Valid (1)

| Articte 57 Format | checked
Article 57 Format (1
Article 57 Format (1)

Article 57 Format (1) No

Num | Nuliified | EV Code

No PRD111036

PRD111058

L 10003 No PRD111081

Then select the applicable command under 'Reload':
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WEE Trader | Create and Send Product Reports " Medicinal Products | MedDRA |

E Reset Applicaliun| Reset Secti{:n| Clear| ReRun| Mndify| Delete | Excel | Expori ~ | Reload -

Choose one of the available

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

- Attachments

- Authorised Medicinal Products | Commands
--Development Medicinal Products Num | Nullified EV Code o n 2 oo g et e
""AppmVEd Substances D 0001 Mo PRD11103 Press Enter to select, Ezcape to clear
--Development Substances
- Sources |nnnz No PRD11105[} pdare

o003 Mo PRD11108
—MAHs Mullify
- Sponsors -
ATC Codes Invalidate MA I

Reinsert

This AMPs is now available in the 'Create and Send Product Reports' with the command/operation type
'Invalidate MA (6)', together with the two AMPs with the assigned command/operation type 'Update

(2)":

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

ﬂ Reset Applicalion| Reset Section | Clear | Validate | Send | XML| zP | E Remove | H H ﬂ

E-XEVPRM Message

L%I--Ffroducts

E-Update (2) - Authorised (2) - PRD111036 - Goshi 25 Capsules
--Medicinal Product Types (-)

- Authorised Pharmaceutical Forms (-)

- Pharmaceutical Products (1)

=-Drug ATCs (1)

[-Drug Indications (1)

- Previous EV Codes (-}

=-Product Attachments (1)

[i--UEate (2] - Authorised (2) - PRD111081 - ProductX comprimido revestido 4 mg

Invalidate MA (6) - Authorised (2) - PRD111058 - DrugWero Ibuprofen Forte 400 mg Liquid Capsules |

--Medicinal Product Types (-)
- Authorised Pharmaceutical Forms (-)
- Pharmaceutical Products (1)
=-Drug ATCs (1)
[-Drug Indications (1)
- Previous EV Codes (-}

[+-Product Attachments (1)

|Productx

Operation Type

Type

EV Code

MAH

QPPV

Master File Location

PhV enquiry email

PhV enquiry Phone

Sender Local Code

Info Date

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

Description | Name/Value

Invalidate MA (6)
Authaorised (2)
PRD111058
PHARMAX LIMITH
John Smith (DCM

pharmacovig@ph3
+44 207 2222222

United Kingdom (!
EU authorisation
1(1)
1234/5678/111
07/02/2013
SE/HM111/222

We can now amend all the AMP entries as applicable, validate and send the XEVPRM.

3.10. WEB Trader Functions

Please note that some of these functions will only be available to WEB Trader users.

The WEB Trader section of the application will allow WEB Trader users to keep track of sent product
messages and received acknowledgement messages and also to retrieve XML files created as a result
of changes performed via the XEVMPD Bulk Update Manager tool (see section 3.10.4. Bulk Update).

The WEB Trader section of the application will also allow any user to import in the EVWEB product and

acknowledgement messages from his/her local computer.
The tree-view area displays three different sections:
e Imported Message (s)

e Inbox
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e Outbox
e Run to Excel Files
e Bulk Update

e Archive

| Display Settings v

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

E Reset Application | Resei Section | Clear | Local Import |

~.Inbox Empty
- Qutbox

~-Run to Excel Files
~-Bulk Update

& Archive

3.10.1. Imported messages

The section 'Imported Messages' will display the message(s) that you imported from your local
computer or from EVWEB.

For information how to import messages, see sections and 3.7.2. Load from a local file and 3.7.3. Load
from a remote file.

When you click on the imported file, the 'Reload' button becomes available in the dynamic area of the
main menu:

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

E Reset Applicaliun| Reset Secti{:n| Clear| Local Import § Reload

= Imported Messages (1)
E--XEVPRM - OTORGHBO03044 - 17/09/2021 13:52.59
- Development Products (1)

----- Qutbox

----- Run to Excel Files
----- Bulk Update

- Archive

3.10.1.1. Reloading an XEVPRM in the 'Create and Send product reports' section

Reload | This button will enable you to reload the content of an XEVPRM in the 'Create and Send
Products' section, allowing you to continue and/or complete, validate and send the XEVPRM.

When you click on the 'Reload' button a new window will open informing you that performing this
action will replace any content you may have in the 'Create and Send Product Reports' section:
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WEB Trader = Create and Send Product Reporis | Medicinal Products | MedDRA |

ﬂ Reset Application | Reset Section | Clear | Local Import I Reload I

= Imported Messages (1)

{2 XEVPRM - EVHUMANWT - 17/09/2021 14:23.53
. @-Authorised Produets (15)

- Inbox

+-Outbox

~-Temporary Folder

i--Run to Excel Files

-.Bulk Update

Archive

[EVHUMAN sunnyevhp_EVHUMAN rkg_2021-05-17_14-23-50-01\New

Description | Name/Value

Message Type XEVPRM
Message NMumber 0001
Original Sender EVHUMANWT
Message Date 17/09/2021 14:23.53
Authorised Products (15)

Message from webpage X

section
with the selected message.

o This action will replace any content in the Create and Send Products

Do you wish to continue ?

Cancel

Once you confirm that you wish to continue by clicking on 'OK’, the products with the applied changes
will be displayed in the 'Create and Send Product Reports' section for your review:

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

0 Reset Application | Reset Section | Clear | Replicate | Validate | Send | XML | ZIP | RTF | Remove | L

Pharmaceutical Products (1)
Drug ATCs (1)

Drug Indications (3)
Previous EV Codes (-)
Product Attachments (1)

- Update - Authorised - PRD623815 -
- Update - Authorised - PRD623813 -
- Update - Authorised - PRD623814 -
- Update - Authorised - PRDG23812 -
- Update - Authorised - PRD623811 -
- Update - Authorised - PRD623816 -
- Update - Authorised - PRDG23824 -
- Update - Authorised - PRDG23825 -
- Update - Authorised - PRDG23823 -
- Update - Authorised - PRDG23822 -
- Update - Authorised - PRDG23818 -
- Update - Authorised - PRD623821 -
- Update - Authonised - PRD623820 -
- Update - Authonised - PRD623819 -

=-XEVPRM Message A IEVHUMAN\sunnyevhp_E\l'HUMAN_rlog_ZOZL-OS
= Products Description

= Update - Authorised - PRD623817 - EV Code

& Medicinal Product Types (1) Type

- Authorised Pharmaceutical Form: Is EMA Owned

Operation Type

New Owner 1D

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

® Please note that any products that you may have had in this section prior to re-uploading the

imported file will be deleted!

You will be able to review the information in your XEVPRM, assign the XEVPRM Message number (it is
not reloaded from the original file), validate, and send the XEVPRM.

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data-Entry Tool

(EVWEB) user manual
EMA/308954/2012

Page 98/203




3.10.2. Inbox and Outbox

The Inbox and Outbox sections are two immediate query items that will display respectively the
content of the Inbox and Outbox folder associated to the Web Trader.

These folders work in a similar way to the Inbox and Outbox folder of almost every email software
(such as Microsoft Outlook®).

In the Inbox, you will find:

e Acknowledgement messages sent to your organisation's ID specified as a receiver. All messages
received, regardless of the type, will be displayed in your Inbox.

¢ Acknowledgement messages that the XEVMPD has sent to you after submitting an XEVPRM.
The Outbox will display the XEVPRMs sent by your organisation to the XEVMPD.

Please note that you are not able to modify the content of your Inbox/Outbox.

® The system automatically archives messages in your Inbox and Outbox on daily basis.

To see the content of your Inbox or Outbox, just select these items in the tree-view area. Their content
will be displayed in the Active area:

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

H Reset Appllcatlun| Reset Section | Clear | Remote Imporl| Create Ack| ﬂ

-~ Imported Messages (-) |

o]

- Qutbox

- Run to Excel Files 0002 acK:userhbO3044u40—Send—OTORGHBOB044— 2/3 2021/09/

-.Bulk Update 0003 ack_userhb03044u40-Send-OTORGHB03044- 3/3 2021/09/
=-Archive

- Archived Inbox (last 7 days)
Archived Outbox (last 7 days)
&-Archived Inbox (last 30 days)
Archived Outbox (last 30 days)
--Arohived Inbox

Archive Outbox

WEB Trader || Create and Send Produci Reporis | Medicinal Products | MedDRA |

H Reset Appllcatlon| Reset Section | Giear| Remote Imporl‘ o

- Imported Messages (-) I |
~Inbox Num/Count

L Rp—— v —
--Run to Excel Files 0002 userhb03044u40-Send-OTORGHB03044-XEVP 2/4 2021/09
--Bulk Update 0003 userhb03044u40-Send-OTORGHB0O3044-XEVP... 3/4 2021/09
=-Archive 0004 userhb03044u40-Send-OTORGHB03044-XEVP... 4/4 2021/09

=-Archived Inbox (last 7 days)
Archived Outbox (last 7 days)
Archived Inbox (last 30 days)
--Archived Qutbox (last 30 days)
& Archived Inbox

--Archive Outbox

To open the individual XEVPRM/XEVPRM ACK, just double click on each item. A new pop-up window will
be displayed showing the content of the XEVPRM/XEVPRM ACK:

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data-Entry Tool
(EVWEB) user manual
EMA/308954/2012 Page 99/203



[ Display Settings M

= https://evtest.ema.europa.eu/x/Export.asp?54F5F913-1B65-495F-... — O X
WEB Trader | Create and Send Product Repo
X ®cConvert v @ESelect
H Reset Appllcallon| ReselSect|0n| Clear|

<?xml version="1.0" encoding="UTF-8" 7> A

- Imported Messages (-) - <evprmack

- Inbox xsi:noNamespaceSchemalocation="http:/ feudravigilance.ema.europa.eu/schema/ackxev

. Outbox xmins:xsi="http: / fwww.w3.0rg/2001/XMLSchema-instance">
- <ichicsrmessageheader>

--Run to Excel Files <messagetype>EVPRACK </meassagetype=

.-Bulk Update <messageformatversion>1.0</messageformatversion>

) <messageformatrelease>1.0</messageformatrelease=
=-Archive <messagenumb>EU-EC-M-165174-ACK</messagenumb>
-Archived Inbox (last 7 days) <messagesenderidentifier>EVTEST</messagesenderidentifier:

! - <messagereceiveridentifier-0OTORGHB03044 < /messagereceiveridentifier=
E-Archived Outbox (last 7 days) <messagedateformat>204</messagedateformat>

--Arohived Inbox (last 30 days) <messagedate>20210917135413</messagedate>
m-Archived Outbox (last 30 days)l ~ </ichicsrmessageheader>

: . - <acknowledgment>
- Archived Inbox - <messageacknowledgment=

.. Archive Qutbox <evmessagenumb>EU-EC-M-165174</evmessagenumb:
<originalmessagenumb>Insert_ProductY</originalmessagenumb >

<originalmessagesenderidentifier>0TORGHB03044 < /originalmessagesenderidentifier>
<originalmessagereceiveridentifier> EVTEST </originalmessagereceiveridentifier>
<originalmessagedateformat=204</originalmessagedateformat =
<originalmessagedate>20210917135259</originalmessagedate=
<transmissionacknowledgmentcode=01 </transmissionacknowledgmentcode=
</messageacknowledgment>
- <reportacknowledgment=
<reportname=DEVELOPMENTPRODUCT </reportname:

< >

In some browsers, the XML file is displayed directly.

You can perform different actions on these files:

e show their content in Internet Explorer without any transformation, or
e import them into EVWEB and decode the content in a user-friendly way.

A Product Message (or Acknowledgement Message) in the XML format contains information in a coded
form (fields requiring MedDRA terms, pharmaceutical forms, look-up fields, etc.), therefore, when you
see the message in its original format, you see the coded information instead of the descriptions used
in EVWEB (i.e. 1/2 instead of 'Yes'/'No'):

For example, the values for 'Additional monitoring' field in EVWEB are displayed as Yes/No:

i Additional Monitoring I
Invalidated Date Field must have a specified value
Full Presentation Name Cinld in Moedgipny
Product Short Name ' atory Optional
Product INMN/Common Name Select option atory Optional
Product Company Name se a specified value
Prass A - Z to find initial lett
Product Strength Name Presgels:ter to 5:|El:t.- IIEI;::;ZEE.‘:DEETear
Product Form Name
Package Description
Comment I‘NO (2)
I'JI ndatory
Al iz ndatory

The values in an XML format are shown as 1 or 2, depending on which value is selected (in our case,
the value 'No' was selected in EVWEB:
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- <authorisedproduct operationtype="1">
<localnumber=9</localnumber>
- <authorisation>
| <intensivemonitoring >2</intensivemonitoring > |
<jauthorsaton>
<comments />
</authorisedproduct>
</authorisedproducts>
</evprm:=>

3.10.3. Run to Excel Files

When you export results in Excel using the 'Run to Excel' button during an advanced query, and the
condition selected as "owned", the result of the query will be displayed in this section:

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

| Reset Application | Reset Section | Clear | l‘
Imported Messages (-) [ |l
Inbox Num | Name Num/Count Date Size

Qutbox 0001 userhb03044u40-Query-[Owned Development Products (22-09-2021 17-39-47)]-2021-09-22 17-39-47-01.xs_1/9 2021/09/22 17:39.49 00000160
Run fo Excel Files|
Bulk Update

3.10.4. Bulk Update

EVWEB users can use the XEVMPD Bulk update Manager tool to perform bulk data operations on
multiple products owned in the XEVMPD by their organisation. The tool facilitates editing key data
fields and supports the re-submission of this data to the XEVMPD.

The tool, together with the corresponding XEVMPD bulk update manager user guide, is available in the
restricted area of the EudraVigilance website and should be accessed via an IE Tab extension.

User Support
P Help Desk

» EVWEB Troubleshooting

» EVWEB

» XEVMPD product export
P xEVMPD Export tool user manual

» XEVMPD Bulk update » XEVMPD Data-Entry
Tool (EVWEB) User

Manual
P EV Data Warehouse » XEVMPD Bulk Update

User Manual

» EV Post

» Change Password

Once a user has generated the updated product set using the Bulk Update Manager tool, a series of
files will then become available in the 'Bulk Update' sub-section of the Web Trader section of EVWEB:

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data-Entry Tool
(EVWEB) user manual
EMA/308954/2012 Page 101/203


https://eudravigilance.ema.europa.eu/evmpdex/bulkmanager.asp
https://www.ema.europa.eu/system/files/documents/other/wc500177131_en.pdf
https://eudravigilance.ema.europa.eu/evmpdex/bulkmanager.asp

I WEB Trader I Create and Send Product Reporis | Medicinal P

El Resempplimﬁon| Reset Section | Clear | Remote mport

----- Temporary Folder
----- Run to Excel Files

-1Bulk Update

=-Archive

To retrieve the files in the 'Bulk Update' section, click on 'Bulk Update'. The available files will become
visible in the active area:

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

EI ReselAppIicaiiunl ResetSecﬁonl Clearl Remote Impo | il

- |mported Messages (-) |

-Inbox Num | Name Num/Count Type
-Outbox -
-Temporary Folder 0002 sunnyevhp EVHUMAN_rkg_2021-09-17_14-23- .. FOLDER
-Run to Excel Files

Bulk Update

- Archive
.

Select the file you created so it is highlighted in blue:

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

EI Resempplicaﬁon| Reset Section | Clear | Remote Impo | il

-~ Imported Messages (-) |
-Inbox Num | Name | Num/Count | Type | Date

Outbox 000 OLDER

-Temporary Folder sunnyevhp FEVHUMAN rkg 2021-09-17_14-23- FOLDER 2021/09

Run to Excel Files

- Bulk Update

o Archive

Double-click on the file; two folders will be displayed in the active area:

e The new file ('"New'"), generated as a result of the bulk update operations/changes you applied to
the selected products;

e The original ('Org') file, containing the product set prior to performing the bulk update
operations/changes:

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

EI Reset Applicaiiunl ResetSect\onl Clear| Remote Impo '.| ﬂ

:---\mpoded Messages (_) |EVHUMAN\sunnyzvhprvuUMANJkgfzun—n‘;-l7714-23-50—01 Il
Inbox Num | Name Num/Count Type Date

- Outbox "

... Temporary Folder 0002 New FOLDER 2021/09/17
--Run to Excel Files 0003 Org FOLDER  2021/09/17
g---Bqu Update

M- Archive

Double-click on the 'New' folder and the XML file will be displayed:
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WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA

ﬂ ReselAppIicaﬁunl ResetSecﬁon' Clear| Remote Impo | ﬂ
- Imported Messages (-) |EVHUMAN\sunnyevhp_EVHUMAN_rkg_2021-05-17_14-23-50-01

Inbox Num | Name | Num/Count | Type

- Outbox 0001 FOLDER
- Temporary Folder 0002 New

~Run to Excel Files 0003 Org FOLDER
Bulk Update
- Archive

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

ﬂ ReselAppIicaiiunl ResetSecﬁon' Clear| Remote Impo | ﬂ

Imported Messages (-) |EVHUMAN\sunnyevhp_EVHUMAN_rkg_2021-03-17_14-23-50-01\New Il
Inbox

Outbox
Temporary Folder
Run to Excel Files
Bulk Update

- Archive

—

Click on the XML file (so it is highlighted in blue) and the 'Remote Import' functionality will become
available:

TOT TS U, &S OTT 1120
WEB Trader  Create and Send Product Reports | Medicinal Products | MedDRA |
EI ReselAppllc«m'nnl Reselsammnlﬂ”l!emm& Impurll ﬂ
Imported Messages (-) [EVAUMAN sunny=vhp_EVHUMAN rkg_2021-09-17_14-23-50-0L\Naw
Inbox |Num | Name Num/Count Type Date Size
Outbox 0001 .. FOLDER
Temporary Folder 0002 sunnyevhp EVHUMAN rkg 2021-09-17 14-23-... 1/1 2021/09/17 14:28.53 00001376...
Run to Excel Files
Bulk Update
m-Archive

Once you click on the 'Remote Import', the file will become available in the tree-view area:

WEB Trader || Create and Send Product Reports | Medicinal Products | MedDRA |
EI Reset Application | Reset Sectionl Clearl Local Import | Reload |
= Imported Messages (1) |EVHUMAN\sunny=vhp_EVHUMAN_rkg_2021-09-17_14-23-50-01\New
E--KEVPRM - EVHUMANWT - 17/09/2021 14:23.53 Description | Name/Value
- Authorised Products (15) Message Type | XEVPRM
----- Inbox Message Number 0001
..... Outhox Original Sender EVHUMANWT
..... Temporary Folder Message Date 17/09/2021 14:23.53
_____ Run to Excel Files Authorised Products (15)
----- Bulk Update
=-Archive

To import the products in the 'Create and Send Product Reports' section, click on 'Reload':
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WEE Trader = Create and Send Product Reports | Medicinal Products | MedDRA

EI Reset Application | Reset Sectionl Clearl Local Import |

= Imported Messages (1)
- Authorised Products (15)

----- Qutbox

..... Temporary Folder
----- Run to Excel Files
..... Bulk Update

- Archive

= XEVPRM - EVHUMANWT - 17/09/2021 14:23 53

A new window will pop-up asking for confirmation that you wish to re-load the content of the XEVPRM
in the 'Create and Send product reports' section:

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

EI Reset Application | Reset Sed\onl Clear | Local Import I Reload I

=+ Imported Messages (1)

| B XEVPRM - EVHUMANWT - 17/09/2021 14:23 53
: Authorised Produets (15)

i--Inbox

~.Outbox

i~ Temporary Folder

~-Run to Excel Files

' -Bulk Update

& Archive

[EvHUMAN sunnyevhp_EVHUMAN rkg_2021-03-17_14-23-50-01\New

Description | Name/Value

Message Type XEVPRM
Message Number 0001
Original Sender EVHUMANWT
Message Date 17/09/2021 14:23.53
Authorised Products (15)

Message from webpage

Do you wish to continue ?

This action will replace any content in the Create and Send Products
section

with the selected message.

Cancel

Once you confirm by clicking on 'OK', the products with the applied changes will be displayed in the
'Create and Send Product Reports' section for your review:
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WEB Trader |[ Create and Send Product Reports | Medicinal Products | MedDRA |

H Reset Appllcallun| FleselSectlon| Clear Rep\icaﬁe|

Vaiigate | Send

XML | ZIP | RTF | Remove| L

= XEVPRM Message

E| Products
|;:_| Update - Authorised - PRD623817 -
- Medicinal Product Types (1)
- Authorised Pharmaceutical Form:
& Pharmaceutical Products (1)
& Drug ATCs (1)
) Drug Indications (3)
é-----Previous EV Codes (-)
- Product Attachments (1)
0-Update - Authorised - PRD623815 -
f-Update - Authorised - PRD623813 -
i-Update - Authorised - PRD623814 -
f-Update - Authorised - PRD623812 -
i- Update - Authonsed - PRD623811 -
i-Update - Authonsed - PRD623816 -
i-Update - Authonsed - PRD623824 -
i-Update - Authonsed - PRD623825 -
i-Update - Authonsed - PRD623823 -
i-Update - Authonsed - PRD623822 -
i-Update - Authorised - PRD623818 -
+-Update - Authorised - PRD623821 -
i-Update - Authorised - PRD623820 -
#-Update - Authorised - PRD623819 -

A [EVHUMAN\sunnyevhp_EVHUMAN rkg_2021-05)

Description

EV Code

Type

Is EMA Owned

Operation Type

New Owner 1D

MAH

QPPV

Master File Location

PhV enquiry email

PhV enquiry 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

Review the product information to confirm that required change was performed.

Assign the XEVPRM Message number to your XEVPRM, then validate (using the 'Validate'
functionality) and send (using the 'Send' functionality) the XEVPRM. The submitted XEVPRM will be
available in your WebTrader Outbox/Archived Outbox.

3.10.5. Archive

To find messages that have been archived, you will need to run queries in the Archive section of
EVWEB.

You will need to select the applicable period for which you wish to retrieve your submission of
acknowledgement messages:

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

H Reset Application | F!eseiSectinn| Clear|

Imported Messages (-)

In
-Qutbox

box

Run to Excel Files
Bulk Update

E Archive

-Archived Inbox (last 7 days)
-Archived Qutbox (last 7 days)
-Archived Inbox (last 30 days)
-Archived Qutbox (last 30 days)
-Archived Inbox

-Archive Outbox

—
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Once you click on the required folder (it will become highlighted in light grey), either 'Run' and/or
'Run to Excel' buttons will become available in the dynamic button area, depending on the number of
messages in that folder:

WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA |
El ReselApplicaﬁunl Reset Section | C|ear|| Runl
Imported Messages (-) I
Inbox Description | Name/Value
Quthox Results
Run to Excel Files
Bulk Update
=-Archive
=+ Archived Inbox (last 7 days)
- -Results
= Archived Outbox (last 7 days)
.- Results
£ Archived Inbox (last 30 days)|
. —Resuffs
= Archived Outbox (last 30 days)
. -Results
Archived Inbox
- Archive Qutbox
If you select 'Run’, the results will be displayed in the active area:
[ WEB Trader || Create and Send Froduct Reports | Medicinal Products | MedDRA |
03 | Reset Appication | Reset Section | Clear | ReRun | Delete | Excel | Remote Import | Create Ack |
- Imported Messages (-) [
Inbox Num | File Name Message Number Receiver Sender Receive Date Document Ty
Qutbox ack_userhb03044u40-Send-OTORGHB0304... EU-EC-M-165174-ACK OTORGHB03044 2021/09/17 13:56.00 WebTrader |
Run to Excel Files 0002 ack_userhb03044u40-Send-OTORGHBO0304. EU-EC-M-165136-ACK QOTORGHB03044 EVTEST 2021/09/15 13:47 33 WebTrader
Bulk Update 0003 ack_userhb03044u40-Send-OTORGHBO0304... EU-EC-M-165125-ACK OTORGHB03044 EVTEST 2021/09/15 12:44.30 WebTrader
=+ Archi
ErcArlziived Inbox (last 7 days)
= Results

Result 17 September 2021 17:39:59

=1 Archived Outbox (last 7 days)
~ -Results
=1 Archived Inbox (last 30 days)

- Results
= Archived Outbox (last 30 days)

Results

Archived Inbox
Archive Outbox

If 'Run to Excel’ is available and you select this option, a new window will open:

. https://eudravigilance.ema.europa.eu/x/x.asp?xi=6 - Work - Microsoft Edge = O hd
¢ | @O aboutblank S}
Summary

Temporary (for Export)|Click here for the file

Name: Archived Inbox (last 7 days) (17-09-2021 17-42-04).xls

Once you click on 'here', you will retrieve the results in an Excel file.
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3.10.6. Data-export functionality

XEVMPD Export functionality is available to enable organisations to export their own data from EVWEB.

The export tool can be accessed directly via a browser with an IE Tab extension at the URL
https://eudravigilance.ema.europa.eu/evmpdex/ExportManager.asp.

Alternatively, the application may be accessed via the main EudraVigilance secure home page where a
link will be found in the 'EV Services' section.

EudraVy ngudnce._':

» EVWEB
P xEVMPD Export
P xEVMPD Bulk update

» EV Post

For all related information see the XEVMPD product export tool: user manual, which is available in the
EudraVigilance secure area, under 'User Support':

User Support

* EMA Service Desk
* EVWEER Troubleshooting

* XEVMPD product export
tool user manual

» XEVMPD Data—Entry Tool
(EVWER) User Manual -
product reporting

™ EVWEER User Manual -
ICSR reporting

* xEVMPD Bulk Update
User Manual

* xEVMPD support
» Log Out

» Troubleshoot User
Account
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3.11. Export functions and available formats

EVWEB allows several ways to export the loaded information. Each of these buttons will be available on
the dynamic section of the main menu, depending on the section, in which you are working in,
and on the item(s) selected.

Data can be exported in the following formats:

Excel |

XML |

RTF

ZIP

Once exported,

Every set of results of every advanced query available in EVWEB may be exported as
an Excel spread sheet. To do this, click on the 'Excel' button when a result set is
selected in the tree-view area.

This button allows you to generate an XML version of the message selected in EVWEB.

This button allows you to generate an RTF (which is a typical cross-platform document
format) version of the message selected in EVWEB.

Please note that Internet Explorer may handle the RTF format in different ways,
depending on the settings of your Windows system (e.g., opening this document inside
the browser, launching an external application, or asking you to save the document).

This button allows you to generate a ZIP file also containing the attachment (if
present).

the document in any of these formats (except for a ZIP file) can be printed or saved

like any other document on your computer.

See section 4.8. Save, Reload and Send an XEVPRM for information.
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4. Create and Send XEVPRMs

4.1. Commands/operation types to be used in an XEVPRM

You can create a single XEVPRM that contains more than one report for a product (approved or
development), a—seuree, an organisation (MAH or sponsor), an ATC code (prepesed-er-development), a
route of administration (prepesed-er-development) and for a pharmaceutical form (prepesed-er
development). Moreover, for each report, you can specify different operation types.

Via an XEVPRM, users can:

Add new information in the XEVMPD;

- Update information already present in the XEVMPD;

— Nullify information already present in the XEVMPD;

— Notify the EMA of extensions of marketing authorisations;

— Notify the EMA of variations to the terms of marketing authorisations;

— Notify the EMA of any changes to the name and the contact details of the qualified person
responsible for pharmacovigilance (QPPV);

— Notify the EMA of any changes in the location of the Pharmacovigilance system master file
(PSMF);

— Notify the EMA of any changes to the contact information for Pharmacovigilance enquiries;
— Notify the EMA of transfers of marketing authorisations;

— Notify the EMA of any suspension/lifting of the suspension, revocation or withdrawal of a
marketing authorisation granted in the Union;

— Notify the EMA of any suspension/lifting of the suspension, revocation or withdrawal of a
marketing authorisation granted in the Union;

— Notify the EMA of renewal of the marketing authorisation;

— Notify the EMA of the electronic copy of the latest approved Summary of Product
Characteristics (SmPC) where any variations lead to a significant revision of the content.

The below overview provides a description of the available operation types/commands to be used in an
XEVPRM:

e 'Insert' (1): allows the sender organisation to insert medicinal product information in the
XEVMPD.

For EVWEB users, a 'Reinsert' button is also available, allowing users to re-insert an existing
medicinal product in the XEVMPD whilst retaining the previous information. Following the
modification of the required data elements, the XEVPRM is then submitted in the XEVMPD with the
operation type 'Insert' (1).

¢ 'Update' (2): allows the sender organisation to correct erroneous information previously
submitted. Also, as per specific guidance provided in section 2. Maintenance of medicinal product
data of Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance,
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this operation type shall be used to maintain some of the authorised medicinal product
information.

e 'Nullification' (4): allows users to flag incorrectly submitted information (including duplicated
information) as 'non-current’.

¢ 'Invalidate MA' (6): This operation allows the sender organisation to submit a notification about
the withdrawal of an authorised medicinal product from the market via an XEVPRM. The 'Invalidate
MA' operation covers a humber of scenarios including the transfer of an authorised medicinal
product to a third party, and a renewal of the marketing authorisation by the marketing
authorisation holder if the marketing authorisation number changes.

See the relevant sections of Chapter 3.11: Extended EudraVigilance product report message
(XEVPRM) user guidance for further information and processes.

® Operation type 'Variation' (3): is no longer available in EVWEB as it should not be used to
notify the EMA of a variation procedure of an authorised medicinal product in the context of
maintenance of medicinal product data during the transition maintenance phase. Gateway users,
who will submit an XEVPRM containing an authorised medicinal product assigned with operation
type 'Variation' (3) will receive a negative XEVPRM acknowledgement as the entire XEVPRM will be
rejected.

The process to be followed to amend an authorised medicinal product entity following a variation
procedure is described in section 2.2.3.1. Variations of marketing authorisation of Chapter 3.1I:
Extended EudraVigilance product report message (XEVPRM) user guidance.

4.2. Create an XEVPRM with operation type Insert

To insert new information in the XEVMPD, you must create and send an XEVPRM.

To create an XEVPRM, open EVWEB and go to the 'Create and Send Product Reports' section:

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

EVWEB will display the sections present in the XEVPRM:

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

o | Reset Application| Reset Section| Clear| Validate| Send | XML| ZIP| RTF | E| |_| R|

Description | Name/Value

Message Number Field is Mandatory
Products

t
EDU[CES

Organisations

ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments

Master File Locations

The XEVPRM contains a mandatory section named 'message header' (shown in the below screenshot as
present in XML file of the XEVPRM):
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<?xml version="1.0" encoding="UTF-16" ?>
- <evprm xmins="http:/ feudravigilance.ema.europa.eu/schema/emaxevmpd"
xmins:ssi="http:/ /eudravigilance.ema.europa.eu/schema/emaxevmpd_ssi"
xmins:xsi="http:/ /www.w3.org/ 2001 /XMLSchema-instance"
Xsi: schemaLocatmn—"http [/ /eudravigilance.ema.europa.eu/schema/emaxevmpd

H ma.europa.eu/schema/emaxevmpd.xsd">
- <ichicsrmessageheader>

<fevprm>

<messagetype>XEVPRM</messagetype>
<messageformatversion>2</messageformatversion=
<messageformatrelease>0</messageformatrelease>
<messagenumb />
<messagesenderidentifier>0TORGHB03044 </ messagesenderidentifier=>
<messagereceiveridentifier>EVTEST</messagereceiveridentifier>
<messagedateformat>204</messagedateformat>
<messagedate>20210922181311</messagedate>
<fichicsrmessageheader>

EVWEB completes automatically the 'message header' section except from the 'Message number' field.
Therefore, you must type in the message number that you wish to assign to your message.

You can expand the tree-view area to display the sections of the XEVPRM by moving the separation

line to the right:

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

ﬂ Reset Application ‘ Reset Section | Clear| Validate‘ Send‘ XML| Z\P| RTF | E| L| R|

Description | Name/Value

—

Message Number

Products

ubstanc

TC

QOrganisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments
Master File Locations

Field is Mandatory

You must enter a message name of number in the 'Message Number! field, to do so, click on the
'XEVPRM Message' text in your tree-view area:

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

J Reset Application | Reset Section ‘ Clear| Valldate‘ Send| XML| ZIP| RTF | E |Hﬂ

e XEVPRM Message

Description | Name/Value

Message Number
Products

?gstgﬁ

ources
QOrganisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments
Master File Locations

Field is Mandatory

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

highlighted in blue:
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WEB Trader { Create and Send Product Reports | Medicinal Products | MedDRA |

_I Reset Application | Reset Seclmnl Clear Valldatel Send ﬂﬂlﬂlﬂﬂﬂ

= XEVPRM Message

Descript e

| Message Number | Field is Mandatory
Products

urces
Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Aftachments
Master File Locations

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

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

_I Reset Appllcatmnl Reset Secllunl Clearl Valldalel Send ﬂlﬂlﬂlﬂﬂﬂ

- XEVPRM Message

Description | Name/Value

| Message Number \ Field is Mandatory

Products

“Satien

urce

Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Aftachments
Master File Locations

Enter the required message number or name and press 'Enter’; the text that you entered will appear in
blue:

Descriptic-n| Name/Value
Message Number YIRS E R i e = E G
Products
ta
rces
Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments
Master File Locations

To add a new entity in the XEVMPD, you must add the required entity in the XEVPRM with the
operation type 'Insert (1)'.

To do so, you must select the relevant section of the XEVPRM. You can double click on the required
section in the active area, or expand the menu (by clicking on the + sign) in the tree-view area:
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WEB Trader l Create and Send Product Reports || Medicinal Products | MedDRA |

o | Reset Application| Reset Section | Clear | Validate | Send | XML| ZIP| RTF | E| L R|

Description | Name/Value

Message Numbe Field is Mandatory
Products
Subsignoes

ources
Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration

Attachments
Master File Locations

The active area allows you to create the required report by clicking in the check box next to the entity
that you wish to insert.

The principle of clicking in the checkbox to create a new element in the tree-view is the same in all
parts of the XEVPRM where applicable, e.g., administration route, pharmaceutical form, ATCs etc.

You can also insert rew—+reference-seurees, new organisations (MAH or Sponsor), new ATC codes
(prepoesed-er-development), routes of administration (prepesed-er-development), new pharmaceutical
forms (prepesed-er-development), attachments and Master File Locations when this information is not
present in the relevant look-up tables.

The below examples describe how to create and add a report with the operation type 'Insert' to the
XEVPRM.

Each report (Product Report, Master File Location Report, etc.) contains different fields, but the process
for inserting the information does not change.

Please refer to Chapter 3.1: Extended EudraVigilance product report message (XEVPRM) technical
specifications for a complete list of the fields present in each section and their definition and the
applicable technical rules.

For list of data fields collected for entities in the XEVMPD and the applicable business rules please
refer to:

e MAHSs: Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance;
and

e Sponsors: Guidance on the electronic submission of information on investigational medicinal
products for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

Once you create your report, you can validate, save, and send the XEVPRM:
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Validate

4 When you have entered all the necessary information, click on the 'Validate' button from
the dynamic button set. The system will check the data you have entered and inform you of any
missing mandatory information.

KML‘ ZIP‘ RTF‘ .
To save the XEVPRM you have created, either in 'XML' format, 'RTF' format, or as

a zip file, click on the buttons from the dynamic button set.

Send
J After validating the message click on the 'Send' button from the dynamic button set to
transmit the message to the XEVMPD.

4.2.1. Insert of an authorised medicinal product (AMP)

To create a 'Product Report', you must select 'Products' in the tree-view area or in the active area:

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

=] | Reset Application| ResetSectiun| Clear| Validate| Send | XML| ZII'—‘| RTF | E| |_| R|

Description | Name/\Value

--égtags Message Number Field is Mandatory
----- ources

----- Organisations bstan

----- ATC Codes rce

----- Pharmaceutical Forms Organisations
----- Routes Of Administration ATC Codes

Pharmaceutical Forms
Routes Of Administration
Aftachments

Master File Locations

----- Aftachments
----- Master File Locations

You must select the type of product you wish to create by ticking the relevant box in the active area;
to create a product report for an authorised product, you must select 'New Authorised Product' in
the active area:

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

J Reset Application ‘ Reset Section ‘ Clear‘ Valldate‘ Send‘ ){ML| ZIP| RTF ‘ﬂﬂﬂ J

=- XEVPRM Message

----- Products

----- ?1@8 & New Authorised Produc

----- ources [INew Development Product
----- Organisations

----- ATC Codes

----- Pharmaceutical Forms
----- Routes Of Administration
----- Attachments

----- Master File Locations

Once you have selected 'New Authorised Product’, the tree-view area and the active area will display
the fields that need to be completed for the relevant section of the XEVPRM:
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WEB Trader { Create and Send Product Reports | Medicinal Products | MedDRA |

[m} | Reset Application | Reset Section ‘ Claar| Replicate| Validale‘ Send| XML‘ ZIP | RTF‘ Duplirale‘ Remove ‘ E| L| R |

= XEVPRM Message
=- Products
=- Insert - Authorised
. Medicinal Product Types (-)
Authorised Pharmaceutical Forms (-)
- Pharmaceutical Products (-)
~.Drug ATCs (-)
- Drug Indications (-)
Previous EV Codes (-)
L. Product Attachments (-)
——3ource
Organisations
~-ATC Codes
~Pharmaceutical Forms
Routes Of Administration
~Aftachments
~Master File Locations

Description | Name/Value

Type RYUGIegE=n]

Operation Type

MAH

QPPV

Master File Location

PhV enquiry email

PhV enquiry 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

Insert

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

Drug ATCs (-)

Drug Indications (-)

Previous EV Codes (-)

Product Attachments (-)

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 Optional

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

Section is Mandatory

The "Type' field displays 'Authorised' as default.

The 'Operation Type' field displays 'Insert' as default.

Complete the fields as required as per information in Chapter 3.11: Extended EudraVigilance product
report message (XEVPRM) user guidance; section 1.1. Initial Submission of an Authorised Medicinal

Product (AMP).

Validate and send the XEVPRM.

The XEVPRM acknowledgement will be sent to the sender organisation ID; if the submission was
successful, the EV code assigned to the AMP will be provided:

- <reportacknowledgment>

</reportacknowledgment>
</acknowledgment:>
<fevprmack:>

<reportname>AUTHORISEDPRODUCT </reportname =
<localnumber>1</localnumber>
<ev_code>PRD371943</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>
<operationresultdesc: Entity inserted succesfully</operationresultdesc>

See also Extended EudraVigilance Medicinal Product Report Message step-by-step guide: Insert of an

authorised medicinal product step-by-step document available on the 'Extended EudraVigilance

medicinal product dictionary (XEVMPD) training' webpage for step by step instructions.
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4.2.2. Insert of a development medicinal product (DMP)

To create a 'Product Report’, you must select 'Products’ in the tree-view area or in the active area:

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

_I Reset Appllcatlonl Reset Sectlonl Clearl Valldatel Send |&IE|E|JJJ

=t XEVPRM Messa
..igtags

-‘Sources

--Qrganisations

..ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
. Attachments

--Master File Locations

Description | Name/Value

Message Number
ubstanc
rc
Organisations
ATC Codes

Pharmaceutical Forms
Routes Of Administration

Aftachments

IMaster File Locations

Field is Mandatory

To create a product report for a development product, you must select 'New Development Product’

in the active area:

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

_l Reset Application | Reset Section | Clearl Valldatel Send |ﬂlﬂlﬂlﬂﬂﬂ ﬂ

= XEVPRM Message

- Products

..Sources

- Qrganisations

--ATC Codes
-.Pharmaceutical Forms
--Routes Of Administration

- Aftachments
..Master File Locations

Num
M New Authorised Product
lew Development Product

Operation Type

Once you have selected 'New Development Product’, the tree-view area and the active area will display
the fields that need to be completed in the product report for the relevant section of the XEVPRM:

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

_I Reset Appllcauunl Reset Secllunl Clear Valldalel Send ﬂﬂ RTF | Dupllcalel Remove Elﬂﬂ

= XEVPRM Message
£ Products
= Insert - Development
-Pharmaceutical Products (-)
-Drug ATCs (-)
-Drug Indications (-)
-Product Attachments (-)
ubstanc
Tce
Organisations
ATC Codes
-Pharmaceutical Forms
- Routes Of Administration
--Attachments
-Master File Locations

Description | Name/Value

Type
Operation Type Insert
Sender Local Code
Sponsor
Product Code
Product Name
Product Other Name
Comment
Pharmaceutical Products (-)
Drug ATCs (-)
Drug Indications (-)
Product Attachments (-)

Field is Mandatory
Field is Mandatory Optional
Field is Mandatory Optional

Section is Mandatory

The 'Type' field displays 'Development' as default.
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The 'Operation Type' field displays 'Insert' as default.

Complete the fields as required, as per information in the 'Guidance on the electronic submission of
information on investigational medicinal products for human use in the Extended EudraVigilance
medicinal product dictionary (XEVMPD) document, section 1. Initial submission of a development
medicinal product.

Validate and send the XEVPRM.

The XEVPRM acknowledgement will be sent to the sender organisation ID; if the submission was
successful, the EV code assigned to the DMP will be provided:

- <reportacknowledgment>
<reportname>DEVELOPMENTPRODUCT </reportnamez
<localnumber=1</localnumber>
<ev_code>PRD126024</ev_code>
<operationtype>1-</operationtype>
<operationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully Version 1</operationresultdesc>

</reportacknowledgment>
<facknowledgment=>
</evprmack>

See also Extended EudraVigilance Medicinal Product Report Message step-by-step guide: Insert of a
development medicinal product step-by-step document available on the 'Extended EudraVigilance
medicinal product dictionary (XEVMPD) training' webpage for more details.

4.2.3. Insert of an approved substance

Only the EMA can insert, update, or nullify substance information in the XEVMPD. Therefore, this
section does not contain information on the insert of this entity in the XEVMPD.

4.2.4. Insert of a reference source

Only the EMA can insert, update, or nullify source information in the XEVMPD. Therefore, this section
does not contain information on the insert of this entity in the XEVMPD.

4.2.5. Insert of a marketing authorisation holder organisation

To create an 'Organisation Report', you must select 'Organisations' in the tree-view area or in the
active area:
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WEB Trader l Create and Send Product Reports | Medicinal Products | MedDRA |

J Reset Application | Reset Section | Clearl Validate | Send |ﬂlﬁlﬂljjj

= XEVPRM Message
--Products Description | Name/Value |
st S Message Mumber Field is Mandatory
-"S0urces Products
L Organisations| 2@@5
_.ATC Codes ources—
-.Pharmaceutical Forms
-.Routes Of Administration ’;;C Codest_ 'E
armaceutical Forms
----Atlachme_nls . Routes Of Administration
--Master File Locations Attachments
Master File Locations

To create an organisation report for an MAH organisation, you must select 'New MAH' in the active area
by ticking the relevant box:

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

_l Reset Application | Reset Section | Clearl Valldatel Send |ﬂﬂﬂﬂﬂﬂ J

=-XEVPRM Message

-.Products Wm Operation Type
stances New MAH
-“Sources [[]1New Sponsor
--ATC Codes

--Pharmaceutical Forms
Routes Of Administration

.. Attachments

-.Master File Locations

Once you have selected 'New MAH', the tree-view area and the active area will display the fields that
need to be completed for the relevant section of the XEVPRM:

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

Reset Appllcatmnl Reset Seclmnl Clear Valldatel Sendl XML | ZIP | RTF | Duplicate | Remove |ﬂﬂﬂ

= XEVPRM Message

--Products Descnptlon| Name/Value
i&bsia& Operation Type
—S0urces Type MAH
£ Organisations MAH Name Field is Mandatory
i..Insert - MAH SME Status
.ATC Codes SME Number
Pharmaceutical Forms MAH S{?:g;re‘s[s] Field is Mandatory
outes OF Sdministration City Field is Mandatory
’ . Region
Master File Locations Postcode Field is Mandatory
Country Code Field is Mandatory
Tel Number
Tel Extension
Tel Country Code
Fax Number
Fax Extension
Fax Country Code
E-mail Address
Comment

The 'Operation Type' field displays 'Insert' as default.
The "Type' field displays 'MAH' as default.

Complete the fields as required, as per information in Chapter 3.I1: Extended EudraVigilance product
report message (XEVPRM) user guidance; section 1.6. Initial submission of a marketing authorisation
holder (MAH) organisation.

Validate and send the XEVPRM.
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The XEVPRM acknowledgement will be sent to the sender organisation ID; if the submission was
successful, the EV code assigned to the organisation will be provided:

- <reportacknowledgment>
<reportname>0ORGANISATION </reportname:=
<localnumber>1</localnumber>
<ev_code>0RG40544</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully</operationresultdesc>

</reportacknowledgment>
<facknowledgment:>
<fevprmack:

See also Extended EudraVigilance Medicinal Product Report Message step-by-step guide: Insert of an
organisation step-by-step document available on the 'Extended EudraVigilance medicinal product
dictionary (XEVMPD) training' webpage for more details.

4.2.6. Insert of a Sponsor organisation

To create an 'Organisation Report', you must select 'Organisations' in the tree-view area or in the
active area:

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

m] | Reset Application| Reset Section | Clear | Validate | Send | XML| ZIP| RTF | E| L| R|

I
Products Description | Name/Value
stal Message Number Field is Mandatory
-.3ources Products
[Organisatons] Subsiarces
_ATC Codes ources
--Pharmaceutical Forms
--Routes Of Administration Sggrrﬁgszitical Forms
----Atlachmejnts . Routes Of Administration
-.Master File Locations Attachments
Master File Locations

To create a report for a sponsor organisation, you must select 'New Sponsor' in the active area by
ticking the relevant box:

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

ﬂ Reset Application ‘ Reset Section | Clear| Validale| Send| XML| ZIP| RTF | E| L| R | J
=-XEVPRM Message

--Products Num | Operation Type

Ws [[1New MAH
-“Sources [“INew Sponsor

--.ATC Codes

- Pharmaceutical Forms
-.Routes Of Administration
- Attachments

-.Master File Locations

Once you have selected 'New Sponsor’, the tree-view area and the active area will display the fields
that need to be completed for the relevant section of the XEVPRM:
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WEB Trader l Create and Send Product Reports | Medicinal Products | MedDRA |

ﬂ Reset Application | Reset Section ‘ C\ear| Validale| Send| XML| ZIP ‘ RTF | Duplicate | Remove‘ E ‘ L‘ R |

- XEVPRM Message

~Products Description | Name/Value
IW Operation Type [
—~S0Urces Type Sponsor
& Organisations Sponsor Name Field is Mandatory
_Insert - Sponsor Sponsor Sender ID
.ATC Codes Address Field is Mandatory
~Pharmaceutical Forms Re;g?‘: Field is Mandatory
“E:;lgsm%fnzdmlmslratlon Postcode Field is Mandatory
i} ) Couniry Code Field 1s Mandatory
--Master File Locations Tel Number
Tel Extension
Tel Country Code
Fax Number

Fax Extension
Fax Country Code
E-mail Address
Comment

The 'Operation Type' field displays 'Insert' as default.
The 'Type' field displays 'Sponsor' as default.

Complete the fields as required, as per information in the Guidance on the electronic submission of
information on investigational medicinal products for human use in the Extended EudraVigilance
medicinal product dictionary (XEVMPD) document, section 3. Initial submission of a sponsor
information.

Validate and send the XEVPRM.

The XEVPRM acknowledgement will be sent to the sender organisation ID; if the submission was
successful, the EV code assigned to the sponsor organisation will be provided:

- <reportacknowledgment>
<reportname>ORGANISATION </reportname>
<localnumber>1</localnumber:>
<ev_code>0ORG40544</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>
<operationresultdesc Entity inserted successfully</operationresultdesc>

</reportacknowledgment>
</acknowledgment:>
<fevprmack>

See also Extended EudraVigilance Medicinal Product Report Message step-by-step guide: Insert of an
organisation step-by-step document available on the 'Extended EudraVigilance medicinal product
dictionary (XEVMPD) training' webpage for more details.

4.2.7. Insert of a prepesed-oer-development ATC Code

To create an 'ATC Code Report', you must select 'ATC Codes' in the tree-view area or in the active
area:
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'WEB Trader " Create and Send Product Repork || Medicinal Products I MedDRA |

0| Res et Application | Reset Section| Clear| valisste | Send| sau| 2P| 7| £ L| R

E-XEVPRM Message

- Products Descriptionl Name/Value
- Organisations Message Number - Field is Mandatory
- ATC Codes Products
- Pharmaceutical Forms Organisations
- Routes Of Administration I ATC Codes
- Attachments Pharmaceutical Forms
..IMaster File Locations Routes Of Administration
Attachments

Master File Locations

Tick the box next to 'New Development ATC Code':

WEB Trager |[ Create and Send Product Reports || Medicinal Products | MedDRA |

0| Reset Appitcation | Reset section | Giear| vandate| sena | L | Z\P|Elﬂgﬂ 5]

=] XEVPRM Message

- Products Num Operation Type Type
-Organisations |M New Development ATC Code Development
-ATC Codes
-Pharmaceutical Forms
-Routes Of Administration
-Attachments

...Master File Locations

Once selected, the tree-view area and the active area will display the fields that need to be completed
for the relevant section of the XEVPRM:

WEB Trader || Create and Send Product Reports | Medicinal Procucts | WedDRA |

01| Reset Application | Reset Section| Clear| vaidate| Send | s | ZIPlEI Dupicate | Remove | E[ L[ R|

=-XEVPRM Message
--Products Descnptlon| Name/Value
-.Organisations Operation Type
=-ATC Codes Type Development
“..Insert - Development ATC Code Field is Mandatory
.Pharmaceutical Forms ATC Code Description Field is Mandatory
-.Routes Of Administration Version Date
--Aftachments Comment
--Master File Locations

The 'Operation Type' field displays 'Insert' as default.
The 'Type' field displays 'Development' by default.

Complete the fields as required, as per information in the Guidance on the electronic submission of
information on investigational medicinal products for human use in the Extended EudraVigilance
medicinal product dictionary (XEVMPD) document, section 4.2. Insert of a development ATC Code.

Validate and send the XEVPRM.

The XEVPRM acknowledgement will be sent to the sender organisation ID; if the submission was
successful, the EV code assigned to the ATC Code will be provided:
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- <reportacknowledgment>
<reportname>ATCCODE</reportname>
<localnumber>L04AA34</localnumber=>
<ev_code>L04AA34</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult >
<pperationresultdesc>Entity inserted successfully</operationresultdesc>
</reportacknowledgment>

4.2.8. Insert of a proposed-oer-development pharmaceutical form

To create a 'Pharmaceutical Form Report', you must select 'Pharmaceutical Forms' in the tree-view
area or in the active area:

'WEB Trader H Create and Send Product Repors || Medicinal Products I MedDRA |

0| Reset Appiication | Reset Seotion | Clear| validate | Send| 30| 2P| RTF| E| L R
=-XEVPEM Message

- Products Descriptionl Name/\Value
- Organisations Message Number - Field is Mandatory
- ATC Codes Products
~Pharmaceutical Formsl Organisations
--Houtes Of Administration ATC Code
- Attachments I Pharmaceutical Forms I
.Master File Locations Routes Of Administration
Attachments

Master File Locations

Tick the box next to 'New Development Pharmaceutical Form':

WEB Trager || Greate and Send Proauct Reports || Medicinal Procucts | MedRa |
00| Reset Appication | Reset Section| Giear| vandate| sena | L | ZIPlEIHHJ =1 I|
=-XEVPRM Message |l
- Products um Operation Type Type
--QOrganisations Hl New Development Pharmaceutical Form Development

- ATC Codes
Pharmaceutical Forms
--Routes Of Administration

- Attachments
--Master File Locations

Once you selected the required type of pharmaceutical form, the tree-view area and the active area
will display the fields that need to be completed for the relevant section of the XEVPRM:

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

00| Reset Appiication | Reset section | clear| vatoate | sena | L | Z\PlEI pupiicate | Remowe | E| L| R

B XEVPRM Message

Products Description | Name/Value |
- Organisations Operation Type
ATC Codes Type Development
&-Pharmaceutical Forms Pharmaceutical Form Name Field is Mandatory
“-Insert - Development Version Date
- Routes Of Administration Previous EV Code
- Attachments Comment
-.Master File Locations

The 'Operation Type' field displays 'Insert' as default.
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The 'Type' field displays 'Development' by default.

Complete the fields as required, as per information in the Guidance on the electronic submission of
information on investigational medicinal products for human use in the Extended EudraVigilance
medicinal product dictionary (XEVMPD) document, section 5.2. Insert of a development pharmaceutical
form.

Validate and send the XEVPRM.

The XEVPRM acknowledgement will be sent to the sender organisation ID; if the submission was
successful, the EV code assigned to the pharmaceutical form will be provided:

- <reportacknowledgment>
<reportname>PHARMACEUTICALFORM </reportname>
<localnumber>1</localnumber>
<ev_code>PHF3162</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult:>
<operationresultdesc>Entity inserted successfully</operationresultdesc>
</reportacknowledgment>

4.2.9. Insert of a propoesed-or-development route of administration

To create a 'Route of Administration Report', you must select 'Routes of Administration' in the tree-
view area or in the active area:

WEB Trader || Greste and Send Product Reports || Medicinsl Froducts || Medora |
D|H5Etﬂpplinaﬁm|REEtSec‘tinn|Claa Validste 5end|m 2P| ATF| E |_|R|
=-XEVPRM Message

- Products Description | Name/Value
--Organisations Message Number - Field is Mandatary
- ATC Codes Products
--Pharmaceutical Forms Organisations
|- Routes Of Administration | ATC Codes
- Attachments Pharmaceutical Forms
--Master File Locations
Attachments

Master File Locations

Tick the box next to 'New Development Route of Administration':

'WEB Trader “ Creste and Send Product Repork icinal Products I MedDRA I
Ell HEEtﬁpplir_‘,aﬁDn|REetSe:‘tim Clear | Validate SEncll){M_ ZIF'| RTF| E L|R| |

E-XEVPRM Message
-Products MNum Operation Type Type
‘Organisations I W New Development Route of Administration Development
-ATC Codes
-Pharmaceutical Forms
-Routes Of Administration
-~ Attachments
i..Master File Locations
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Once selected, the tree-view area and the active area will display the fields that need to be completed

for the relevant section of the XEVPRM:

'WEB Trader H Create and Send Product Repork || Medicinal Products I MedDRA |

] | Res et .&pplir.‘,sﬁan| Reset Sec‘hc:nl Clear | Validate: Sencl| HML

zP| RTF mpunate| Rame| E| |_| R|

=-XEVPRM Message

- Products

--Organisations

- ATC Codes

--Pharmaceutical Forms

=-Routes Of Administration
i Insert - Development

- Attachments

Description | MName/Value

Operation Type Insert
Type Development
Administration Route Name
Version Date
Previous EV Code
Comment

Field is Mandatory

--Master File Locations

The 'Operation Type' field displays 'Insert' as default.
The 'Type' field displays 'Development' by default.

Complete the fields as required, as per information the Guidance on the electronic submission of
information on investigational medicinal products for human use in the Extended EudraVigilance
medicinal product dictionary (XEVMPD) document, section 6.2. Insert of a development route of
administration.

Validate and send the XEVPRM.

The XEVPRM acknowledgement will be sent to the sender organisation ID; if the submission was
successful, the EV code assigned to the route of administration will be provided:

- <reportacknowledgment=>
<reportname>ADMINISTRATIONROUTE </reportname=
<localnumber>3</localnumber>
<ev_code>ADR775</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult:
<operationresultdesc>Entity inserted successfully</operationresultdesc>
{,-'reportacknowledg_,lment:»

4.2.10. Insert of an attachment

Printed Product Information (PPI) is an attachment to be referenced in a produt entity.

Printed Substance Information (PSI) is an attachment to be referenced in a substance entity; the
submission of PSI is currently not in use.

To create a PPI Attachment Report, you must select 'New PPI Attachment' in the active area:

To insert an attachment in the XEVMPD, you must follow the below described steps:
1. Provide the information of the file to be attached in the 'Attachments' section of the XEVPRM;
2. Reference the attachment information in the relevant product or substance entity;

3. Attach the file at the time of submission of the XEVPRM.
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4.2.10.1. Create an Attachment Report

To create an 'Attachment Report', you must select 'Attachments' in the tree-view area or in the active

area:

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

_l Reset Appllcatlonl Reset Section | Clearl Validate | Send |ﬂlﬁlﬂlﬂﬂj

=¢ XEVVPRM Message

----- Products
ta

----- ources

Organisations
----- ATC Codes

Pharmaceutical Forms
----- Routes Of Administration
[Aflachmens]

----- IMaster File Locations

Descrlpllon| Name/\Value

Message Number
Products

Substapces
ources

Organisations

ATC Codes
Pharmaceutical Forms
Routes Of Administration

Attachments

viaster File Locations

Field is Mandatory

You must select 'New PPI Attachment' in the active area:

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

_I Reset Application | Reset Section | Clear Valldalel Send ﬂlﬂﬂlﬂﬂﬂ ﬂ

=-XEVPRM Message
- Products

-~Sources
-~ Qrganisations
- ATC Codes
Pharmaceutical Forms
- Routes Of Administration
- Aftachments
Master File Locations

Operation Type

New PP Attachment

[INew PSI Attachment

Once you selected the required type of attachment, the tree-view area and the active area will display
the fields that need to be completed for the relevant section of the XEVPRM.

For a PPI:

o the 'Type' displays 'PPI' by default;

WEB Trader || Create and Send Product Reports || M edicinal Products | M edDR A |

_I Reset Apphcatlnnl Reset Sectmn| Clearl Valldatel Sendlﬂﬂﬂl Duplicate | Remowe JHH

= XEVPRM Message
--Products
sta

-Zources
-.Qrganisations
--ATC Codes
-.Pharmaceutical Forms
--Routes Of Administration
= Attachments

--Master File Locations

Description | Name/Value

File Type PDF
Name

Type PPI
Language
2nd Language
Version Number
Version Date

Field is Mandatory
Field is Mandatory

Field is Mandatory
Field is Mandatory

e the 'File Type' displays 'PDF' by default; you can change this predefined value by double-clicking on
the text in blue, or by using 'Enter' on your keyboard, to view the list of all values available for this

field:
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Description | Name/Value

2nd Language
Version Number
Version Date

File Type
MName Field is Mandatory
Type PPI

Language Field is Mandatory

Field is Mandatory
Field is Mandatory

The list of all values available for this field will be displayed:

Description | Name/Value

File~

Select option

Lang
Version Mt

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

Versior |DDC

DOCX

PDF

|)(LS

|XLSX

Field is Mandatory
Field is Mandatory

Field is Mandatory
Field is Mandatory
Field is Mandatory

You can select the required value by clicking on the required format:

Description | Name/Value

| Select option

Press A- Z to find initial letter
Press Enter to select, Es=pe to clear

2nd|pee |

ersi

Veleor

KLS

|XLEX |

Field is Mandatory
Field is Mandatory

Field is Mandatory
Field is Mandatory

Description | Name/Value

File Type DOCX
Name
Type PPI
Language
2nd Language
Version Number
Version Date

Field is Mandatory
Field is Mandatory

Field is Mandatory
Field is Mandatory
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With regards to PDF attachments, only 'genuine' PDF documents should be attached (not scanned
documents). PDF file version 1.4 or 1.7 should be used, as these are the only two versions that are
I1SO standards compliant. They are used for long term preservation of information and therefore the
EMA/MAHs will have the assurance that we will be able to open them for many years.

Once you selected the required format of your PPI, complete the fields as required and as per
information in the applicable guidance document:

MAH: Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance;
section 1.10. Submission of an attachment, or

— Sponsor: 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
document, section 7. Initial submission of an attachment.

4.2.10.2. Reference an attachment in a product entity

Once you enter all the required information for your attachment in the 'Attachment’ section of your
XEVPRM, you must reference the attachment in the product entity, for which the attachment is to be
used as a supporting document.

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

il ResetApplica|i0n| Reset Section| Clear Validale| Send XMLI ZIP |£l Duplicalel Remove |ﬂﬂﬂ

= XEVPRM Message I

& Products Description | Name/Value
4 Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets File Type
%bs%f Name SPC_Paracetamol 500 mg Film Coated Tablet:
urce: Type PPI
@ Organisations Lanquage English
ATC Codes . 2nd Labr:gue:)ge -
Pharmaceutical Forms ersion Number 1.
Routes Of Administration Version Date 01/09/2021

= Attachments

[Insen - English - SPC_Paracetamol 500 mg Film Coated Tablets]
# Master File Locations

To do so, go to the 'Attachment’ section of your AMP and click on 'Product Attachments' in the tree-
view area; 'New Product Attachment' will become available in the active area:

WEB Trader I Create and Send Product Reports || Medicinal Products | MedDRA |
o ‘ Reset Application ‘ Reset Section ‘ Clear | Validate | Send‘ XML‘ Z\P‘ RTF | E | L|Rr ‘ J
= XEVPRM Message |
= Products
£ Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets
Medicinal Product Types (1)
uthorised Pharmaceutical Forms (1)
Pharmaceutical Products (1)
Drug ATCs (1)
Drug Indications (14)
revious EV Codes (-)

sia

~Zources

G- Organisations

--ATC Codes

Pharmaceutical Forms

--Routes Of Administration

= Attachments

i i.nsert- English - SPC_Paracetamol 500 mg Film Coated Tablets
Master File Locations

Num Product Attachment
[l New Product Attachment

Tick the box next to 'New Product Attachment':
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WEB Trader || Create and Send Product Reports || Medicinal Products | MedDRA |

ﬂ Reset Applicatiunl Reset Sedinnl Clearl Validatel SendI XMLlﬂl RTF |ﬂﬂﬂ ﬂ
=-XEVPRM Message |
& Products Num

E| Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets New Product Attachment
#-Medicinal Product Types (1)

- Authorised Pharmaceutical Forms (1)
#- Pharmaceutical Products (1)
[
£

7-Drug ATCs (1)

H-Drug Indications (14)
----- Previous EV Codes (-)
{Product Attachments (-)|
..... ﬁgs

..... rce

#- Organisations

----- ATC Codes

----- Pharmaceutical Forms

----- Routes Of Administration

£ Attachments

i.Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
- Master File Locations

The active area will display the information that needs to be provided for the attachment that you wish
to reference in your AMP. Since you are referencing a new attachment, which was not yet submitted in
the XEVMPD and no attachment EV code is therefore available for the attachment, you must select the
attachment from the local look-up table (L).

Click on the button H (Local data look-up) in the dynamic buttons section:

TOTOTE UR, a5 OMT 1. T.20Z 1. CU Caw appnes

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

EI Reset Applicalinnl ResetSedinnl Clear Validalal SendI XML| Z\Pl RTFl Duplicalel Remnvel E I-LI Rl
= XEVPRM Message |

£ Products Descripl|0n| Name/Value
5 Insert - Authorised - 1 - Paracetamol 500 mg Film Coatsd Tablsts Product Attachment [N Field is Mandatory
Medicinal Product Types (1) Validity declaration

uthorised Pharmaceutical Forms (1)
harmaceutical Products (1)
rug ATCs (1)
Drug Indications (14)
Previous EV Codes (-)
£} Product Attachments (1)
Product Attachment
+=-30Urces
B Organisations
ATC Codes
Phamaceutical Forms
Routes Of Administration
= Attachments
. -Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
Master File Locations

The available options will be displayed in the local look-up list of the 'Product Attachment field":
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WEB Trader I Create and Send Product Reports || Medicinal Products | MedDRA |
o | Reset Applicatiunl Reset Sectiunl Clear Validatel SendI XMLl Z\Plﬂl Duplicatel Removelﬂﬂﬂ

E XEVPRM Message |
= Products Description| Name/Value

= Insert - Autherised - 1 - Paracetamol 500 mg Film Coated Tablets Product Attacl tory|
Medicinal Product Types (1) Validity dema| Select option
--Aulhurised Pharmaceutical Forms (1) s .
Pharmaceutical Products (1) PrEZerES:t:r-tuz ::Iecnt, ér:::peit\ir\ear
Drug ATCs (1
i 9 O |lnsert - English - SPC_Paracetamol 500 mg Film Coated Tablets

- Drug Indications (14)
Previous EV Codes (-)
21 Product Attachments (1)
Product Attachment
st:
ources
- Organisations
ATC Codes
Pharmaceutical Forms
----- Routes Of Administration
= Attachments
" Ulnsert - English - SPC_Paracetamol 500 mg Film Coated Tablets
Master File Locations

Using your mouse, select the required attachment:

Description | Name/Value

Product Aftacl
Validity decla Select option

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

Insert - English - SPC_Paracetamal 500 mg Film Coated Tablets

The attachment name will be displayed in the 'Product Attachment' field. The area next to 'Validity
declaration' will be highlighted in blue:

Descriptic-n| Name/Value
Product Attachment Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets

Validity declaration JEEG

When you double-click on the area or use 'Enter' on your keyboard, you will be able to view the value

applicable for this field:

Description| Name/Value
Product Attachment Insert - English - SPC_Paracet. ..
Validity decla

Select option

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

Valid

Using your mouse or 'Enter' on your keyboard, select 'Valid':
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Description | Name/Value
Product Attachment Insert - English - SPC_Paracet. ..
Validity decla

Select option

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

The value will be displayed in the 'Validity declaration' field:

Description| Name/Value ||
Product Attachment Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets |

Validity declaration

The validity declaration is only mandatory in case of maintenance operations, not for initial
submissions of an attachment.

Validate your XEVPRM before proceeding with sending the attachment file and the XEVPRM:

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

EI Reset Application | Reset Section | Clear IVaIidaleI Send |ﬂ|£| RTF | Duplicate | Remove |Hﬂﬂ

= XEVPRM Message |

[ij Products Descriplion| Name/Value
= Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets Product Attachment Insert - English - SPC_Paracet...
Medicinal Product Types (1) Validity declaration

Authorised Pharmaceutical Forms (1)
Phammaceutical Products (1)
Drug ATCs (1)
=-Drug Indications (14)
.- Previous EV Codes (-)
=-Product Attachments (2)
--Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
--Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
urce
- Organisations
-ATC Codes
- Pharmaceutical Forms
- Routes Of Administration
=-Aftachments
j --Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
[&-Master File Locations

New pop-up window will inform you of the validation status. If there are no errors in your XEVPRM, the
below message will be displayed:
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WEB Trader I Create and Send Product Reports | Medicinal Products | MedDRA

[m] ‘ Reset Application ‘ Reset Section | C\ear‘ Valiﬂata| Send‘ XML ‘ ZIP‘ RTF | Duplicate ‘ Remove ‘ E ‘ L ‘ R ‘
= XEVPRM Message [

é P_mducts Description | Name/Value
£l Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets Product Attachment Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets|
Medicinal Product Types (1) Validity declaration Valid

Authorised Pharmaceutical Forms (1)
Pharmaceutical Products (1)
Drug ATCs (1)
Drug Indications (14)
i~ Previous EV Codes (-) Message from webpage X
= Product Attachments (1)

Insert - English - SPC_Paracetamol 500 mg Fim Coated Tablets

% |\ Validate OK
T-oources :

B Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration “
B Attachments

: ‘.Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
Master File Locations

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

Message from webpage

| Validate OK

4.2.10.3. Submission of a file attachment at the time of XEVPRM submission

To send the XEVPRM, click on the 'Send' button:

T OT e U, S TONT T 1202 T, C0 oW appies Oy 10 e Ty
WEB Trader I Create and Send Product Reports || Medicinal Products | MedDRA
[m] | Reset Application | Reset Section ‘ C\ear‘ Validate | XML| Z\P| RTF ‘ Duplicate ‘ Remove ‘ E ‘ L| R|
= XEVPRM Message |
¥ Products =—h ?FA=1&NF=1 - Select File - | Expl O X
- i = httpsy//evtestema.europa.eu/7FA= =1 - Select File - Internet Explarer - -
2 Insert - Authorised - 1 - Paracg = NP 1/ pa.eu/ P aracetamol 500 mg Film Coated Tablets

Medicinal Product Types (1) X  @convert ~ @Select
Authorised Pharmaceutical

Pharmaceutical Products (1 .:: The Maximum Size allowed for one Attachment is 25 MegaBytes ::.
Drug ATCs (1)
Drug Indications (14) English - SPC_Paracetamol 500 mg Film Coated

- Previous EV Codes (-) Tablets (PDF)

- Product Attachments (1)
~Insert - English - SPC_P Upload File

——8ourc
@ Organisations
--ATC Codes
--Pharmaceutical Forms

Routes Of Administration
= Attachments

‘.Insert - English - SPC_Paracef
Master File Locafions

/

Sl

® The 'Send' button will only be available for users from organisations registered for product reporting
via Web Trader. Whilst users from organisations registered for product submissions via Gateway can
create XEVPRMs using EVWEB, the 'Send' button will not be available to them. Gateway organisation
users can submit XEVPRMs as 'ZIP' files using EV Post. See section 4.9. Use EV Post of this document
for further information.
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Once you click on the 'Send' button a new window will open, allowing you to browse your computer
and select the file that you wish to submit in the XEVMPD. Once you make the selection, click on
'Upload File':

= https://evtestema.europa.eu/?FA=1&NF=1 - Select File - Internet Explarer — O x

X ®Convert v @Select
.:: The Maximum Size allowed for one Attachment is 25 MegaBytes ::.

English - SPC_Paracetamol 500 mg Film Coated

Tablets ( PDF) LASPC_Paracetamol 500 mg Film Coated = Browse. ..

Upload File

If the attachment was successfully posted, a new window will open confirming the result of your
action:

T T
WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA
o ‘ Reset Application ‘ Reset Section ‘ C\aar‘ Validala| Send| XML‘ Z\P‘ RTF ‘ Duplicate ‘ Remﬂve‘ E ‘ L| R|
= XEVPRM Message
- Products Description | Name/Value
) Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets Product Attachment Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
Medicinal Product Types (1) Validity declaration Valid

& Authorised Pharmaceutical Forms (1)
& Pharmaceutical Products (1)
Drug ATCs (1)
Drug Indications (14)
- Previous EV Codes (-) Message from webpage X
= Product Attachments (1)

<.Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets

fa I Attachments Successfully Posted.
GUurC?S i Press OK to Continue with the Message.
(- Urganisations
ATC Codes

Pharmaceutical Forms
- Routes Of Administration
=-Attachments
| Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
Master File Locations

Click 'OK' to dismiss the message; another pop-up window will open informing you that your XEVPRM
was sent successfully:

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

[m] | Reset Application | Reset Section ‘ C\ear‘ Validala| Send| XML‘ Z\P‘ RTF | Duplicate | Remﬂva‘ E ‘ L‘ R ‘
= XEVPRM Message |

= Products Description | Name/Value
=-Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets Product Attachment Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
Medicinal Product Types (1) Validity declaration Valid

Authorised Pharmaceutical Forms (1)
Pharmaceutical Products (1)
Drug ATCs (1)
Drug Indications (14)
. Previous EV Codes (-) Message from webpage X
2-Product Attachments (1)

-Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets

.f;gtag e Message Sent Successfully
—-Solrces

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

--ATC Codes
Pharmaceutical Forms
Routes Of Administration Cancel

= Attachments

‘. Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
Master File Locations
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An XEVPRM acknowledgement will be sent to the sender organisation ID, and if the submission was
successful, it will include the EV Codes assigned to the attachment, as well as to the product entity:

- <reportacknowledgment>
<reportname>ATTACHMENT</reportname=>

< umber/>
<ev_code>ATT1234567</ev_code> |

<operationtype>1</operationtype:>
<operationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully</operationresultdesc>
</reportacknowledgment>
- <reportacknowledgment>
<reportname>AUTHORISEDPRODUCT </reportname:=>
<localnumber/>
|<ev_code)PRDS757963(fev_code> |
<operationtype>1</operationtype:>
<operationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully Version 1 The product will be validated by the
EMA in due course. When validated you will receive a further acknowledgement with the
message number: "Product Validated PRD8757963 Version [Version Number] / [Date and
Time]". </operationresultdesc>
</reportacknowledgment=>

4.2.11. Insert of a Master File Location

To create a 'Master File Location Report', you must select 'Master File Locations' in the tree-view area
or in the active area:

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

o | Reset Applicati0n| Reset Secti0n| Clear| Validate| Send | XML| ZIP| RTF | E| L| R|

I

- Products Description | Name/Value
.....ws Message Number Field is Mandatory
.’sources Products
-.Organisations W
ATC Codes ources
- Pharmaceutical Forms Organisations
--Routes Of Administration ‘;-I:grn(igsgﬁtioa\ Forms
~Altachments Routes Of Administration
| Master File Locations | Attachments

L B B B

You must select 'New Master File Location' in the active area by ticking the relevant box:
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WEB Trader H Create and Send Product Reports || Medicinal Products | MedDRA |

_I Reset Appllcatlonl Reset Section | Clearl Valldatel Send | XML |EI RTF |JJJ J

= XEVPRM Message
- Products Num Operation Type

gu#stgzes | New Master File Location
-..3OUrces

-.Organisations

--ATC Codes

- Pharmaceutical Forms
--Routes Of Administration
- Attachments

-.Master File Locations

Once you have selected 'New Master File Location', the tree-view area and the active area will display
the fields that need to be completed for the relevant section of the XEVPRM:

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

_I Reset Appllcatlonl Reset Sectlnnl Clearl Valldatel Send |&IE|EI Duphcatel Remove |Jﬂﬂ

=- XEVPREM Message

--Products Descnpllon| Name/Value

-Substa Operation Type

-Sources Company
-.Organisations Department
-ATC Codes Building

Pharmaceutical Forms Street Field is Mandatory
--Routes Of Administration Rec;:i'gz Field is Mandatory
-Attachments Post Code Field is Mandatory
=3 I‘v]aster File Locations Country Field is Mandatory

~Insert Comment

The 'Operation Type' field displays 'Insert' as default.
Information to be provided as mandatory is highlighted as 'Field is Mandatory'.
Complete the fields as required.

For the complete list of data fields collected for a Master File Location entity in the XEVMPD and the
applicable business rules please refer to Chapter 3.I1: Extended EudraVigilance product report
message (XEVPRM) user guidance; section 1.11. Initial submission of a Pharmacovigilance System
Master File (PSMF) information.

Validate and send the XEVPRM.

The XEVPRM acknowledgement will be sent to the sender organisation ID; if the submission was
successful, the EV code assigned to the MFL will be provided:
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- <reportacknowledgment>
<reportname>MFL</reporthname=
<localnumber>2</localnumber>
<ev_code>MFL17273</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>

</reportacknowledgment>

<operationresultdesc>Entity inserted successfully</operationresultdesc>

See also Extended EudraVigilance Medicinal Product Report Message step-by-step guide: Insert of a

pharmacovigilance master file location entity step-by-step document available on the 'Training'

webpage for more details.

4.3. Duplicate an entity in an XEVPRM

To accelerate the data entry process during the creation of an XEVPRM in EVWEB, it is possible to
duplicate any entity present in you XEVPRM and modify it as appropriate.

Once you have created an entity (e.g., a product, a source, an organisation, an ATC code, route of
administration, pharmaceutical form etc.) with operation type 'Insert' in your XEVPRM, and you select
the item in the tree-view area, the main menu will display the 'Duplicate' button:

4.3.1. Duplication of a product entity information in an XEVPRM

To duplicate a product entity in an XEVPRM, select the product entity in the tree-view area:

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

m} ‘ Reset Application | Reset Section | Clear| Validate| Send | XML| ZIP | RTF | Duplicate | Remaove | E | L| R |

E--XEVPRM Message
&= Products

Pharmaceutical Products (1)
Drug ATCs (-)
Drug Indications (1)
Product Attachments (-)
urces
-.Organisations
- ATC Codes
Pharmaceutical Forms
-.Routes Of Administration
- Attachments
Master File Locations

Description | Name/Value

Type Development
Operation Type Insert
Sender Local Code
Sponsor SPONSOR ABC LTD
Product Code PRX-100
Product Name ProductY 20ml solution for inje.
Product Other Name
Comment
Pharmaceutical Products (1)
Drug ATCs (-)
Drug Indications (1)
Product Attachments (-)

Click on the 'Duplicate' button:
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https://www.ema.europa.eu/en/documents/other/extended-eudravigilance-medicinal-product-report-message-step-step-guide-insert-pharmacovigilance_en.pdf
https://www.ema.europa.eu/en/documents/other/extended-eudravigilance-medicinal-product-report-message-step-step-guide-insert-pharmacovigilance_en.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training#step-by-step-guides-section
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training#step-by-step-guides-section

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

m} | Reset Application | Reset Section | Clear| Validate | Send ‘ XML | ZIP| RTF | Duplicate | Remove |ﬂﬂﬂ

= XEVPRM Message |

=-Products Description | Name/Value

=8 Insert - Development - ProductY 20ml solution for injection Type Development
Pharmaceutical Products (1) Operation Type Insert

Drug ATCs (-) Sender Local Code

Drug Indications (1) Sponsor SPONSOR ABC LTD

..Product Attachments (-) Product Code PRX-100 ) N
sta Product Name ProductY 20ml solution for inje...
&Burces Product Other Name
- Comment
Organisations

Pharmaceutical Products (1)

-ATC Codes ) Drug ATCs (-)
~Pharmaceutical Forms Drug Indications (1)
--Routes Of Administration Product Attachments (-)
- Aftachments

Master File Locations

EVWEB automatically adds a copy of the previously entered item in the tree-view area; a new entity is
displayed with the operation type assigned as 'Insert':

WEB Trader H Create and Send Product Reporis | Medicinal Preducts | MedDRA |

] ‘ Reset Application | Reset Section | Clear‘ Validate| Send ‘ XML| ZIP ‘ RTF | Dup\icale| Remove | E ‘ L | R |
= XEVPRM Message

&= Products Description | Name/Value
E|-|Inser1 - Development - ProductY 20ml solution for injection | Type
" [ Pharmaceutical Products (1) Operation Type Insert
Drug ATCs (-) Sender Local Code
- Drug Indications (1) Sponsor SPONSOR ABC LTD
. Product Attachments (-) Product Code PRX-100 ) )
=|Insert - Development - ProductY 20ml solution for injection | Product Name  ProductY 20m! solution for inje...
- Pharmaceutical Products (1) Product Other Name
.Drug ATCs (-) Comment )
- Pharmaceutical Products (1)
- Drug Indications (1) Drug ATCs (-)

- Product Attachments (-) Drug Indications (1)

w Product Attachments (-)
--30urces

--Organisations
ATC Codes
Pharmaceutical Forms
--Routes Of Administration
- Attachments
--Master File Locations

4.3.2. Duplication of a pharmaceutical product information of a product
entity in an XEVPRM

To duplicate pharmaceutical product information of a product entity in an XEVPRM, select the
pharmaceutical product information in the tree-view area:
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WEB Trader “ Create and Send Product Reports || Medicinal Products | MedDRA |

ﬂ Reset Applicationl Reset Sectionl Clearl Validatel Send | XML |E| RTFl Duplicatel Re
= XEVPRM Message |_
& Products [ |

A

& Insert - Development - ProductY 20ml solution for injection
= Pharmaceutical Products (1)
& SOLUTION FOR INJECTION

Drug ATCs (-)

Drug Indications (1)

“.Product Attachments (-)
----- ubstance

..... ce:!

----- QOrganisations

----- ATC Codes

----- Pharmaceutical Forms
----- Routes Of Administration
----- Attachments

----- Master File Locations

Click on the 'Duplicate' button:

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

EI Reset Applicationl Reset Section | Clearl Validatel Send |ﬂ|£| RTFI Duplicatel Remove |ﬂﬂﬂ
= XEVPRM Massage |
& Products Description | Name/Value
& Insert - Development - ProductY 20mi solution for injection Administrable Pharmaceutical ...
=+ Pharmaceutical Products (1) Drug Routes (2)
- m[SOLUTION FOR INJECTION] Drug Ingredients (1)
Drug ATCs (-) Old Drug Ingredients (-)
7 Drug Indications (1) Medical Devices (-)
... Product Attachments (-)

--Sources
--Organisations

-ATC Codes
Pharmaceutical Forms
--Routes Of Administration
- Aftachments

-Master File Locations

EVWEB automatically adds a copy of the previously entered item in the tree-view area; a new entity is
displayed with the operation type assigned as 'Insert'":
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E--XEVPRM Message
= Products

= Pharmaceutical Products (2)
- SOLUTION FOR INJECTION
& SOLUTION FOR INJECTION
- Drug Routes (2)

Drug Ingredients (1)

Old Drug Ingredients (-)
Medical Devices (-)

----- Drug ATCs (-)

=-Drug Indications (1)

----- Product Attachments (-)

..... st 5

----- ources

----- Organisations

----- ATC Codes

----- Pharmaceutical Forms

----- Routes Of Administration

----- Attachments

----- Master File Locations

= Insert - Development - ProductY 20ml solution for injection

You can expand the items and modify the information of each of the items as required:

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

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

=-XEVPRM Message

& Products
& Insert - Development - PraductY 20ml solution for injection
|_‘i] Pharmaceutical Products (2

EISDLUT\ON FOR INJECTIONl
‘ =-Drug Routes (2)
INTRAMUSCULAR USE
- INTRAVENOUS USE
=-Drug Ingredients (1)
| _PARACETAMOL - Active Ingredient
Old Drug Ingredients (-)
--Medical Devices (-
=SOLUTION FOR INJECTION
=-Drug Routes (2)
?---\NTRAMUSCULAR USE
_INTRAVENOUS USE
= Drug Ingredients (1)
...PARACETAMOL - Active Ingredient
--0ld Drug Ingredients (-)
--Medical Devices (-)
--Drug ATCs (-)
#-Drug Indications (1)
Product Attachments (-)
- rces
--Organisations
--ATC Codes
--Pharmaceutical Forms
Routes Of Administration

Attachments
..Master File | neatinns

~ |

Description | Name/Value

Administrable Pharmaceutical SOLUTION FOR INJECTION
Drug Routes (2)
Drug Ingredients (1)
Old Drug Ingredients (-)
Medical Devices (-)

Administrable Pharmaceutical Form (PP.1)

4.4. Remove an entity from an XEVPRM

To remove one or more items from your XEVPRM, you need to mark the item to be removed by
unmarking the item in the list displayed in the active area.

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data-Entry Tool

(EVWEB) user manual
EMA/308954/2012

Page 138/203




As an example, we wish to remove one of the DMP entities currently present in our XEVPRM:

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

El Reset Application | Reset Section | Clear | Validate | Send | XML | ZIP | RTF | H ﬂ ﬂ

=- XEVPRM Message
= Products
E Insert - Development - ProductY 20ml solution for injection
=- Pharmaceutical Products (2)
----- Drug ATCs (-)
H-Drug Indications (1)
P Product Attachments (-)
| = Insert - Development - ProductY 20ml solution for injecti[:nl
=- Pharmaceutical Products (2)
----- Drug ATCs (-)
- Drug Indications (1)
----- Product Attachments (-)
..... sf es
..... urce
----- Organisations
----- ATC Codes
----- Pharmaceutical Forms
----- Routes Of Administration
----- Attachments
----- Master File Locations

To do so, we must click on the 'Product’ section in the tree-view area:

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

J Reset Appllcatlnnl Reset Section | Clear Validate | Send |MEIE|JJJ

=-XEVPRM Message
[Products]

E| Insert - Development - ProductY 20ml solution for injection
. m-Pharmaceutical Products (2)
-.Drug ATCs (-)
- @ Drug Indications (1)
-.Product Attachments (-)
2 Insert - Development - ProductY 20ml solution for injection
=#-Pharmaceutical Products (2)
-.Drug ATCs (-)
#-Drug Indications (1)
-.Product Attachments (-)
. ta

.Sources
--Organisations
--ATC Codes

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

By doing so, the active area will display the list of entities present in our XEVPRM:
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WEB Trader || Create and Send Product Reports |~ Medicinal Products | MedDRA

EI ReselAppIicaliunl Reset Seclirml Clear | Validate | Send | XML| ZIP| RTFl E| L Rl ﬂ

=-XEVPRM Message
& Products
[=- Insert - Development - ProductY 20ml solution for injection
] Pharmaceutical Products (2)
Drug ATCs (-)
Drug Indications (1)
Product Attachments (-)
=- Insert - Development - ProductY 20ml solution for injection
Pharmaceutical Products (2)
Drug ATCs (-)
Drug Indications (1)
" Product Attachments )

‘guurces

Organisations

-ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments

Master File Locations

A
[_INew Development Product

Development

| solution for
ProductY 20ml solution for inj

pment

If you unmark one of the items displayed in the list, a negative (-) sign will be displayed in both, the
tree-view area and in the active area. This indicates that that specific item has been marked for

deletion and therefore will be no longer considered in the active data:

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

=-XEVPRM Message

- Pharmaceutical Products (2)
.Drug ATCs (-)

@ Drug Indications (1)
-.Product Atachments (-)

Pharmaceutical Products (2)
~.Drug ATCs (-)
Drug Indications (1)
- Product Attachments (-)
ta
ources
Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
--Aftachments
--Master File Locations

ﬂ Reset Applicationl Reset Sectiunl Clearl Validatel Send |ﬂﬂﬂlﬂﬂﬂ H
|

nsert - Development - ProductY 20ml solution for injection

| Operation Type | Type

= Products Num
= Insert - Development - ProductY 20ml solution for injection 0001 Insert Development
W0002 () Insert Development

[“INew Authorised Product
[“INew Development Product

Once you unmark the item you wish to remove from your XEPRM, click on 'CLEAR' in the main menu:
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WEB Trader I Create and Send Product Reporis | Medicinal Products | MedDRA |

_I Reset Application | Reset Section I CIEarI Validate | Send MEIEIJJJ J

= XEVPRM Message

=- Products Num | Operation Type | Type
El Insert - Development - ProductY 20ml solution for injection 0001 Insert Development
. =-Pharmaceutical Products (2) [W[0002 () Insert Development
--Drug ATCs (-) [INew Authorised Product
. @ Drug Indications (1) [[INew Development Product

: Product Attachments (-)
= (-) Insert - Development - ProductY 20ml solution for injection
= Pharmaceutical Products (2)
--Drug ATCs (-)
= Drug Indications (1)
Product Attachments (-)
gources —‘
Organisations
ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
Attachments
Master File Locations

The below message will be displayed:

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

[m] | Reset Appllcatlonl Reset Section | Clearl Valldalel Send XML| ZIP |E|JJH ﬂ

B XEVPRM Message

& Products Num [ Operation Type [ Type [ Author!
=8 Ir_lsen - Development - ProductY 20ml solution for injection 0001 Insert Development
7. Pharmaceutical Products (2) []ooo2 (-) Insert Development
Drug ATCs (-) [INew Authorised Product
Drug Indications (1) [INew Development Product

" Product Attachments (-)
=-{-) Insert - Development - ProductY 20ml solution for injection
1. Pharmaceutical Products (2)
Drug ATCs (-)

Drug Indications (1)
i e You will remove all the Elements marked as Deleted (-).

Message from webpage X

. Product Attachments (-)

W Are You sure 7
~oources

-QOrganisations

ATC Codes
Pharmaceutical Forms Cancel

~Routes Of Administration
-Attachments
-Master File Locations

By clicking on 'OK', you will confirm that you wish to remove the de-selected item(s); the item will be
removed from the tree-view area:

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

_I Reset Appllcatlonl Reset Section | Clearl Valldalel Send |ﬂ|EIEIJJﬂ H

=-XEVPRM Message
B Products Num Operation Type Type

= Insert - Development - ProductY 20ml solution for injection 0001 Insert Development

- Pharmaceutical Products (2) [I1New Authorised Product

[[INew Development Product

+- Drug Indications (1)
" Product Attachments -)
stal
-Sources
--Qrganisations
--ATC Codes
Pharmaceutical Forms
--Routes Of Administration
- Attachments
..Master File Locations
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The same process described above can be used remove other entities from your XEVPRM
(pharmaceutical products, organisations, attachments referenced in product entries etc.).

4.5. Reference information not yet present in the XEVMPD in a product
entity in an XEVPRM

To reference an entity not yet present in the XEVMPD (i.e., an EV Code is not assigned to the entity
and the entity is not available in the remote look-up table), you must add the entity in the relevant
section of the XEVPRM.

Once this entity is added, you can retrieve it from the Local ('L") look-up table:

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

H Reset Application | Reset Section | Clear | Validate | Send | XML‘ zuﬂ‘ RTF | E |T| R|

See section 3.5.1.5. Local database look-up tables of this document for related information.

As an example, we wish to reference in an AMP entity, which is a subject to an insert, a new Master
File location entity, which is not yet present in the XEVMPD.

First, we must enter the master file location information in the 'Master File Location' section of the
XEVPRM:

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

ﬂ Reset Applicati0n| Reset Secﬁon| Clear| Validale| Send | XML |ﬂﬂ Duplicate | Remove ﬂﬂﬂ

- XEVPRM Message |

= Products Description | Name/Value

2 Insert - Authorised - Paracetamol 500 mg Film Coated Tablets Operation Type Insert

@-Medicinal Product Types (1) Company
--Aulhorised Pharmaceutical Forms (1) Depart_mfant
- Pharmaceutical Products (1) Building
--Drug ATCs (1) Street Bonnstrasse 2
& Drug Indications (14) City Bonn
. Previous EV Codes (-) Region
. Product Attachments (1 Post Code 12345
- Product Attachments (1) Country
sta Comment

--Zources

-.Organisations

--ATC Codes

--Pharmaceutical Forms
-.Routes Of Administration

- Attachments

=-Master File Locations
..Insert - Germany - Bonn

When done, go to your AMP entity, click in the area next to the field 'Master file location' (so it

becomes highlighted in blue) and then on the button H (Local data look-up):
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WEB Trader { Create and Send Product Reports | Medicinal Products | MedDRA
_I ResetApplmatlnnl Reset 39|:I|0n| Clear Repllcalel Vallda|e| Send 4L| EIEI Dupll::alel Remove |ﬂHJ

= XEVPRM Message

=- Products Description | Name/Value

- Insert - Authorised - Paracetamol 500 mg Film Coated Tablets.
Medicinal Product Types (1)
Authorised Pharmaceutical Forms (1)
Pharmaceutical Products (1)

1 Drug ATCs (1)

Drug Indications (14)

- Previous EV Codes (-)

Product Attachments (1)

Type

QOperation Type
MAH

QPPV

Master File Location
PhV enquiry email
PhV enquiry Phone
Sender Local Code
Info Date

Authorised

Insert

XYZ PHARMA LTD

User HB03044 Num 01 (OTORGHB03044)

pharmacovigilance@xyzpharma.ie
+353 1234 5678

ta Authorisation Country Code Ireland
ources Authorisation Procedure EU authorisation procedures - National Procedure
Organisations Authorisation Status Valid
--ATC Codes Authorisation Number PA1234/567/001
Pharmaceutical Forms Authorisation/Renewal Date 30/10/2020
Routes Of Administration MRP/DCP/EMEA Number
Attachments. EU Number i . .
& Master File Locations Legal Basis Well use (Article 10a of Directive No 2001/83/EC)
Qrphan Drug No

i.Insert - Germany - Bonn

Additional Monitoring No

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

_I ResetAppIn:atmnl Reset Semmnl Clear Repllcalel Valldalel Send _LIEE Dupllcatel Removel E I_I Rl

= XEVPRM Message

& Products Description | Name/Value
= Insert - Authorised - Paracetamol 500 mg Film Coated Tablets Type Authorised
Medicinal Product Types (1) Operation Type Insert
Authorised Pharmaceutical Forms (1) MAH XYZ PHARMA LTD
Pharmaceutical Products (1) QPPV User HB03044 Num 01 (OTORGHBO03044)

Master File Location
PhV enguiry email pharmacovigilance@xyzpharma.ie
PhV enquiry Phone +353 1234 5678
Sender Local Code
Info Date
T—

Drug ATCs (1)

Drug Indications (14)
Previous EV Codes (-)
Product Attachments (1)

From the pop-up menu, select MFL location and click on the entity or press 'Enter' on your keyboard:

\WEB Trader {Create and Send Product Reports | Medicinal Products | MedDRA
J Resemppllcanunl Reset Secnunl Clear Repll::atel Valldatel Send _LIEEI Dupllcalel Remove |JJJ

= XEVPRM Message

B Products Description | Name/Value

= Insert - Authorised - Paracetamol 500 mg Film Coated Tablets
Medicinal Product Types (1)

5. Authorised Pharmaceutical Forms (1)

- Pharmaceutical Products (1)

Drug ATCs (1)

=-Drug Indications (14)

.Previous EV Codes (-)

Product Attachments (1)

: 2 : N
urces

Organisations

Type Authorised
Operation Type Insert
MAH XYZ PHARMA LTD
= e ——0TORGHB03044)
Master File L ‘ Select option
PhV enquir ) harma.ie
PV eNQUITY  proce eoter to ot totames o dear
Sender Locg
I|insert - Germany - Bonn | |
Authorisation Country Code Ireland
Authorisation Procedure EU authorisation procedures - National Procedure
Authorisation Status Valid
Authorisation Number PA1234/567/001
Authorisation/Renewal Date 30/10/2020
MRP/DCP/EMEA Number
EU Number
Legal Basis Well-established use application (Article 10a of Directive
Orphan Drug No
PR PR "

----- Pharmaceutical Forms
Routes Of Administration

----- Attachments

= Master File Locations

Insert - Gemanz - Bonn

The MFL entity will then be referenced in your AMP entity:
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WEB Trader I Create and Send Product Reports | Medicinal Products | MedDRA

o | Reset Application | Reset Section | Clear | Repicate | Vaidate | Send | XML | ZIP | RTF | Dupiicate | Remove | E| L| R|

B-XEVPRM Message
= Products
é Insert - Authorised - Paracetamol 500 mg Film Coated Tablets
Medicinal Product Types (1)
- Authorised Pharmaceutical Forms (1)
- Pharmaceutical Products (1)
- Drug ATCs (1)
Drug Indications (14)
. Previous EV Codes -)
Product Attachments (1)
fa
—~Sources
--Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments
= Master File Locations
- Insert - Germany - Bonn

Descriplinn‘ Name/Value

Type

Operation Type
MAH

QPPV

Authorised

Insert

XYZ PHARMA LTD

User HB03044 Num 01 (OTORGHB03044)

Master File Location [l Geltgu T alelyly}

PhV enquiry email

PhV enquiry 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

pharmacovigilance@xyzpharma.ie
+353 1234 5678

Ireland

EU authorisation procedures - National Procedure
Valid

PA1234/567/001

30/10/2020

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

Paracetamol 500 mg Film Coated Tablets

The same process can be used to add information regarding new organisations, reference sources, ATC
codes (proposed or development), routes of administration (proposed or development),
pharmaceutical forms (proposed or development), MFLs and attachments.

4.6. Create an XEVPRM with maintenance related operation

types/commands

4.6.1. Update of entities in the XEVMPD

The information concerning medicinal products (authorised or development), seurees, organisations
(MAH or sponsor), ATC codes (propesed-er development), routes of administration (prepesed-er
development), pharmaceutical forms (prepesed-er development), attachments and Master File
Locations, can be modified only by the owner of the entity in the XEVMPD (i.e., the organisation that
has provided the initial information and/or the HQ organisation under which the sender organisation is

registered in EV) and the EMA.

XEVMPD will check the ownership of the information before allowing any modification to the

information in the XEVMPD.

Information of substance entities can only be modified by the EMA.

Operation type 'Update (2)' shall be used cover several scenarios related to the maintenance of data

submitted in the XEVMPD, for example:

¢ To amend in an XEVMPD entity (e.g., medicinal products, organisations, MFLs, pharmaceutical
forms; routes of administration, ATC Codes, sources etc.) information submitted incorrectly or by
mistake (e.g., spelling mistake, incorrect information).

e To amend an AMP entry following a variation procedure, lifting of suspension of marketing
authorisation or a renewal or marketing authorisation, extension to the terms of marketing
authorisation changing the route of administration where the MA number doesn't change.

e To amend an AMP entry to reference a new QPPV, MAH organisation, SmPC, MFL etc.
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4.6.1.1. Create an XEVPRM with operation type 'Update (2)'

The update an entity, the entity:

e must be already present in the XEVMPD (i.e., an EV Code has been assigned); and

e must not be nullified;

¢ must not be an invalidated entity.

Retrieve the entity you need to update in the XEVMPD either using a simple or an advanced query and
select the entity so that it is displayed in your tree-view area:

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

0| Resst Appitcation | Resst Section | Ciear | @ | 1| &

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

[paracatamel 5007

Num
[ 0001

EV Code Version

PRD 126060

Full Presentation Name
Paracetamol 500 mg Film Coated Tablets

WEB Trader | Greate and Send Product Reports || Medicinal Products || MedDRA
0| Reset Appication | Resel Section | clear | 0| O 2

- 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

Authorised - PRD126060 - 1/1 - Paracetamol 500 mg Film Coated Tablets

[Parzcetamol 500~

Num EV Code
0001 PRD126060

Version

Full Presentation Name
Paracetamol 500 mg Film Coated Tablets

Click on the EV Code or name of the medicinal product entry in the tree-view area so the product

information is visible in the active area:

WEB Trader | Create and Send Product Reports || Medicinal Products || MedDRA
0| Reset Appiication | Reset Section | Clear| @ | O]

FOT T UK, a5 WO 112027, EU Caw ap;

|Paracetamel 5007

=-Authorised Medici
Authorised {PRD 126060 - 1/1 - Paracetamol 500 mg Film Coated Tablelsl

--Development Medicinal Products
Approved Substances
Development Substances

~-Sources

pIAL

Num EV Code
0001 PRD 126060

Version

Full Presentation Name
Paracetamol 500 mg Film Coated Tablets
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'WEB Trader | Create and Send Product Reports I Medicinal Products = MedDRA I
0| Reset Application | Resst Section | Clear | XML | RTF | Update | Other Operations ~ |

- Authorised Medicinal Products

--Development Medicinal Products
--Approved Substances
Development Substances
Sources
.MAHs
--Sponsors
~-ATC Codes
Routes of Administration
--Pharmaceutical Forms
--Master File Locations
-Aftachments
Abstract Compaositions
- Queries

- Authorised - PRD126060 - 1/1 - Paracetamol 500 mg Film Coated Tablets

[Paracatamal 500~

Description | Name/Value
EV Code PRD1 26060
Version 1/1
Type Authorised
Version Status Accepted
Version Validity Unassessed
Version Description Current Not Assessed Version
Product Validity Not Assessed
Product Pending Not Assessed
Product Nullified No
Current vs Previous No Previous Version
Version Date 30/09/2021 12:19:55
Version by OTORGHB03044
New Version ? No
Mew Version by
Mullified No
PhV enguiry email pharmacovigilance@xyzpharm..

To perform and update, click on operation type 'Update' in the main menu:

'WEB Trader | Create and Send Product Reports I Medicinal Products =~ MedDRA
H Reset Application | Reset Section | Giear xm | RTFI Updatell]mer[lpemlmns -

El Authonised 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

Authorised - PRD126060 - 1/1 - Paracetamol 500 mg Film Coated Tablets

[Parzcezamal 500°

Description | Name/Value
de |PRD 060
Version 1/1

Type Authorised
Version Status Accepted
Version Validity Unassessed
Version Description Current Not Assessed Version
Product Validity Not Assessed
Product Pending Not Assessed
Product Nullified No
Current vs Previous Mo Previous Version
Version Date 30/09/2021 12:19:55
Version by OTORGHB03044
New Version ? No
MNew Version by
Nullified No
PhV enquiry email pharmacovigilance@xyzpharm
PhV enquiry Phone +353 1234 5678

Your product entity is moved from the 'Medicinal product’ section to the 'Create and Send Product
Reports' section. The operation type displayed is 'Update':

WEB Trader I Creae and Send Product Reporis I Medicinal Products | MedDRA |

0| Reset Appication | Resst Section | Clear | Replicate | Vaidate | Send | xML| 2P | RTF| Remove | £ L| |

For the UK, as from 1.1.2021, EU Law|

= XEVPRM Message
= Prod

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

Drug ATCs (1)

Drug Indications (14)

«-Previous EV Codes (-)

Product Attachments (1)

ources

Organisations
-ATC Codes
Pharmaceutical Forms
-Routes Of Administration
Aitachments

Master File Locations

£| Update | Authorised - PRD126060 - Paracetamol 500 mg Film Coaled Tablets

[Paracetama 5007

Description | Name/Value

EV Code
pe Authorised

VA ARMA LTD
QPPV User HB03044 Num 01 (OTORGHB03044)

Master File Location MFL8780 - Ireland - Dublin

PhV enquiry email pharmacovigilance@xyzpharma.ie

PhV enquiry Phone +353 1234 5678

Sender Local Code

Info Date

Authorisation Country Code Ireland
Authorisation Procedure EU authorisation procedures - National Procedure

Authorisation Status Valid
Authorisation Number PA1234/567/001

Authorisation/Renewal Date 30/10/2020
MRP/DCP/EMEA Number

EU Number
Legal Basis Well-established use application (Article 10a of Directive No 2001/8.
Orphan Drug No

Modify the information within the entity as requested, enter the message number, validate, and send

the XEVPRM.
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The XEVPRM acknowledgement will be sent to the sender organisation ID and, if the update submission
was successful, will display a message similar to the following message:

- <reportacknowledgment:
<reportname>AUTHORISEDPRODUCT </reportnamez=
<localnumber /=
<ev_code>PRD126060</ev_code>
<operationtype>2</operationtype>
<operationresult>4-</operationresult>
<operationresultdesc>Entity updated successfully Version 2 The
product will be validated by the EMA in due course. When
validated you will receive a further acknowledgement with the
message number: "Product Validated PRD126060 Version
[Version Number] / [Date and Time]".</operationresultdesc>
</reportacknowledgment:
</acknowledgment>
</evprmack>

® Please note that not every version of a medicinal product entity is validated by the EMA in the Article
57 database.

See also the Extended EudraVigilance Medicinal Product Report Message step-by-step guide: Update
of an authorised medicinal product document available on the 'Training' webpage for more details.

4.6.2. Nullification of entities in the XEVMPD

Operation type 'Nullification (4)' should be used whenever an entity previously submitted, and for
which an EV Code exists, needs to be nullified.

Operation type 'Nullification (4)' should be used when:

e an entity was submitted by mistake;

e an entity was identified as a duplicate;

e an entity is obsolete and will not be used in any future submissions.

The information concerning medicinal products (authorised or development), sources, organisations
(MAH or sponsor), ATC codes (proposed or development), routes of administration (only
development), pharmaceutical forms (only development) and master file locations, can be nullified by
the owner organisation that has provided the initial information and the EMA. The XEVMPD will check
the ownership of the information before allowing any modification in the dictionary.

Nullification of validated entities can only be performed by the EMA upon request submitted via the
EMA Service Desk portal:

e Substance related requests:
https://support.ema.europa.eu/esc?id=sc_cat item&sys id=6fac4352c3195d10e68bf1f4e4013
1la5
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https://www.ema.europa.eu/en/documents/other/extended-eudravigilance-medicinal-product-report-message-step-step-guide-update-authorised-medicinal_en.pdf
https://www.ema.europa.eu/en/documents/other/extended-eudravigilance-medicinal-product-report-message-step-step-guide-update-authorised-medicinal_en.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training#step-by-step-guides-section
https://support.ema.europa.eu/esc
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=6fac4352c3195d10e68bf1f4e40131a5
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=6fac4352c3195d10e68bf1f4e40131a5

e XEVMPD product data related request:

https://support.ema.europa.eu/esc?id=sc cat item&sys id=5cd0ff1ec3995d10e68bf1f4e4013
1bb

The nullification of XEVMPD entities is not allowed in the XEVMPD if the entity is referenced in any
other entry (e.g., AMP).

Please note that entries are never deleted from the XEVMPD, they are flagged as 'nullified', which
means 'non-current'.

4.6.2.1. Create an XEVPRM with operation type 'Nullification (4)'

For an entity to be nullified by the MAH/Sponsor, the entity:

e must be already present in the XEVMPD (i.e., an EV Code has been assigned);
e must not be referenced in any other entity;

e must not be already nullified;

¢ must not be flagged as 'Valid' by the EMA. Nullification of validated entities can only be performed
by the EMA upon request submitted via the EMA Service Desk portal:

e Substance related requests:

https://support.ema.europa.eu/esc?id=sc_cat item&sys id=6fac4352c3195d10e68bf1f4e4013
1las5

e XEVMPD product data related request:
https://support.ema.europa.eu/esc?id=sc_cat item&sys id=5cd0ff1ec3995d10e68bf1f4e4013
1bb

and the reason for nullification must be provided.

e This rule is not applicable for development product entities; DMPs can be nullified by the owner
organisation even if flagged as 'Valid' by the system.

Retrieve the entity you need to nullify in the XEVMPD either using a simple or an advanced query and
select the entity so that it is displayed in your tree-view area:

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

D) Reset Application | Reset Section | Clear| @ | 0| B|

--Authorised Medicinal Products [Paracatamal 5007
Development Medicinal Products
Approved Substances
Development Substances
Sources
MAHs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

--Abstract Compositions

= Queries

Version

Al Ul esenlaiionli:me
2/2

~ Paracetamol 500 mg Film Coated Tablets
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https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=5cd0ff1ec3995d10e68bf1f4e40131bb
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=5cd0ff1ec3995d10e68bf1f4e40131bb
https://support.ema.europa.eu/esc
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=6fac4352c3195d10e68bf1f4e40131a5
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=6fac4352c3195d10e68bf1f4e40131a5
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=5cd0ff1ec3995d10e68bf1f4e40131bb
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=5cd0ff1ec3995d10e68bf1f4e40131bb

WEB Trader | Create and Send Product Reports || Medicinal Products | MedDRA
0| Reset Appication | Reset Section | clear| @ | O] 7|

[Faracesamol 500~

- Authorised Medicinal Products

EV Code

Authorised - PRD126060 - 2/2 - Paracetamol 500 mg Film Coated Tablets Num
Development Medicinal Products 0001
Approved Substances
Development Substances
--Sources
MAHs
--Sponsars
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
--Attachments
Abstract Compositions
- Queries

PRD 126060

Version

Full Presentation Name

Paracetamol 500 mg Film Coated Tablets

Click on the EV Code or name of the medicinal product entry in the tree-view area so the product

information is visible in the active area:

\EB Trader | Create and Send Product Reports ”m MedDRA
E[ Reset Application | Reset Secﬁonlﬂl XML | RTF | Update | Other Operations ~ |
- Authorised Medicinal Produets

- Authorised -|PRD126060 - 2/2 - Paracetamol 500 mg Film Coated Tablelsl

Development Medicinal Products
- Approved Substances
--Development Substances

Sources
..MAHs
--Sponsors
--ATC Codes
--Routes of Administration
- Pharmaceutical Forms
--Master File Locations

Aftachments
- Abstract Compositions
- Queries

'WEB Trader | Create and Send Product Reports | Medicinal Products =~ MedDRA
EI ResetAppllcatmnI Reset Secﬁonl Clearl ﬂlﬂ Update | Other Operations ~ ‘

- Authorised Medicinal Products

[Paracetamel 500%

Authorised - PRD126060 - 2/2 - Paracetamol 500 mg Film Coated Tablets
Development Medicinal Products
Approved Substances
Development Substances
Sources
MAHs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
--Aftachments
--Abstract Compositions
- Queries

Version

Type

Version Status
Version Validity
Version Description
Product Validity
Product Pending
Product Nullified
Current vs Previous
Version Date
Version by

New Version ?

MNew Version by
Nullified

PhV enquiry email

Db\ onanins Dhonao

Description | Name/Value
EV Code |PRD 126060

2/2

Authorised

Accepted

Unassessed

Current Not Assessed Version
Mot Assessed

Not Assessed

No

Double Click to Compare
30/09/2021 14:19:03
OTORGHB03044

No

No

pharmacovigilance@xyzpharm...
+2072 1924 ERA0

To perform the nullification, click on 'Other Operations' in the main menu and select 'Nullify':
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WEB Trader | Greate and Send Product Reparts || Medicinal Products || MedDRA |

H Reset Application | Reset Section | Clear| XML| RTF | Update I Other OEelatmnsI

= Authorised Medicinal Products

Choose one of the available
Commands

Jaracetamol 500*

Authorised - PRD126060 - 2/2 - Paracetamol 500 mg F
--Development Medicinal Products
-.Approved Substances

Fress A - 7 to find initial letter
Press Enler lo selecl, Escape Lo clear

Description | Name/Value

EV Code PRD126060
Version 2/2

Invalidate MA
-.Development Substances I veheae

Type Authorised

|Reinser[

--Sources

Version Status Accepted

MAHs
-.3paonsors
--ATC Codes
--Routes of Administration
--Pharmaceutical Forms
Master File Locations
- Attachments
.. Abstract Compositions
- Queries

Version Validity Unassessed
Version Description Current Not Assessed Version
Product Validity Not Assessed
Product Pending Not Assessed
Product Nullified No
Current vs Previous Double Click to Compare
Version Date 30/09/2021 14:19:03
Version by OTORGHB03044
New Version ? No
New Version by
Nullified
PhV enquiry email

No
pharmacovigilance@xyzpharm

Your product entity is moved from the 'Medicinal product' section to the 'Create and Send Product
Reports' section. The operation type displayed is 'Nullification':

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

H Reset Appication | Reset Secﬁon| Clear | Rep\i:ahe| Vaiidate | Send ‘XML| 2P | RTF | Remwe| E|L|r|

XEVPRM Message
=- Products
ei[Nullification] - Authorised - PRD126060 - Paracetamol 500 mg Film Coated Tablets
=-Medicinal Product Types (1)
Authorised Pharmaceutical Forms (1)
#- Pharmaceutical Products (1)
Drug ATCs (1)
Drug Indications (14)
Previous EV Codes (-)
#- Product Attachments (1)

-Substanc

ce

-~ Qrganisations
- ATC Codes
--Pharmaceutical Forms
- Routes Of Administration

Aftachments
--Master File Locations

[Paracatamal s00°

Description \ Name/Value
EV Code [33ib 060

I QOperation Type Nulliﬁcationl

MAH XYZ PHARMA LTD

QPPV User HB03044 Num 01 (OTOR...

Master File Location MFL8780 - Ireland - Dublin
PhV enquiry email pharmacovigilance@xyzpharm...

PhV enguiry Phone +353 1234 5689

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

Ireland

EU authorisation procedures - ...
Valid

PA1234/567/001

30/10/2020

Well-established use applicatio..

Enter the reason for nullification in the 'Comment’ field of the entity, enter the message number,

validate, and send the XEVPRM.

The XEVPRM acknowledgement will be sent to the sender organisation ID and, if the update submission
was successful, will display a message similar to the following message:

- <reportacknowledgment>

<localnumber/=
<ev_code>PRD126060</ev_code:
<operationtype>4</operationtype>
<operationresult>3</operationresult>

</reportacknowledgment>
<facknowledgment=>
<fevprmack>

<reportname>AUTHORISEDPRODUCT </reportname>

<operationresultdesc>Entity nullified successfully </operationresultdesc>
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See also Extended EudraVigilance Medicinal Product Report Message step-by-step guide: Maintenance
operations: Nullification of development medicinal product (DMP) entity in the XEVMPD
available on the 'Training' webpage for more details.

4.6.3. Invalidation of an AMP entity in the XEVMPD

Invalidation can only be performed on Authorised Medicinal Products.

This function should be used when a marketing authorisation of an authorised medicinal product was
revoked, withdrawn, transferred, or expired, and this change must be reflected in the Article 57
database. You can provide the information on the revocation/withdrawal/transfer/expiry of the AMP by
sending an XEVPRM with the operation type 'Invalidate MA (6)'.

AMPs can be invalidated by the owner organisation that has provided the initial information and the
EMA. The XEVMPD will check the ownership of the information before allowing any modification in the
dictionary.

Please note that invalidated AMP entities are never deleted from the XEVMPD; their authorisation
status is set as 'Not valid'.

4.6.3.1. Create an XEVPRM with Operation Type 'Invalidate MA (6)'

In the below example, we will modify an AMP to flag that the medicinal product was withdrawn from
the market by the marketing authorisation holder.

Retrieve the entity you need to flag as 'withdrawn' in the XEVMPD either using a simple or an advanced
query and select the entity so that it is displayed in your tree-view area:

WEB Trader | Creals and Send Product Reporis || Medicinal Products || MedDRA

D] Reset appication | Reset secton | ciear | @] 0| B

Authorised Medicinal Products [Paracesamal 5007
Development Medicinal Products Num EV Code Version Full Presentation Name
--Approved Substances [m}0001 PRD 126060 2/2 Paracetamol 500 mg Film Coated Tablets
--Development Substances
.- 3ources
MAHs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
--Master File Locations
-- Attachments
- Abstract Compositions
- Queries

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

O | Reset Application | Reset Section | Clear| o | &

= Authorised Medicinal Products [Paracetamel 5007
Authorised - PRD126060 - 2/2 - Paracetamol 500 mg Film Coated Tablets Num __|EVCode ___|Verson | Ful Presentation Neme ___________|
Development Medicinal Products [E2}0001 PRD 126060 Paracetamol 500 mg Film Coated Tablets

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

Click on the EV Code or name of the medicinal product entry in the tree-view area so the product
information is visible in the active area:
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https://www.ema.europa.eu/en/documents/other/extended-eudravigilance-medicinal-product-report-message-step-step-guide-maintenance-operations_en-1.pdf
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WEB Trader I Create and Send Product Reports | Medicinal Products | MedDRA
E[ Resel Application | Reset Secliunl Clear XMLIE Update | Other Operations ~ |

- Authorised Medicinal Products
- Authorised -|PRD126060 - 2/2 - Paracetamol 500 mg Film Coated Tablelsl
--Development Medicinal Products
Approved Substances
--Development Substances
--Sources
MAHs
- 3ponsors
--ATC Codes
Routes of Administration
- Pharmaceutical Forms
--Master File Locations
- Attachments
- Abstract Compositions
- Queries

'WEB Trader | Create and Send Product Reporis | Medicinal Products = MedDRA
5 ResetApplll:atmnI Reset Secﬁunl Clearl ﬂl@ Update | Other Operations ~ ‘

- Authorised Medicinal Products
- Authorised - PRD126060 - 2/2 - Paracetamol 500 mg Film Coated Tablets
--Development Medicinal Products
--Approved Substances
--Development Substances
--Sources
--MAHs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions
B Queries

|Parzcetamel 500%

Description | Name/Value
EV Code PRD12130i30
Version 2/2
Type Authorised
Version Status Accepted
Version Validity Unassessed
Version Description Current Not Assessed Version
Product Validity Mot Assessed
Product Pending Not Assessed
Product Nullified No
Current vs Previous Double Click to Compare
Version Date 30/09/2021 14:19:03
Version by OTORGHB03044
MNew Version ? No
MNew Version by
Nullified No

PhV enquiry email pharmacovigilance@xyzpharm
Ph\/ anmuuns Phonga  +36573 1234 ER20

To perform the invalidation, click on 'Other Operations' in the main menu and select 'Invalidate MA":

WEB Trader | Create and Send Product Reporis | Medicinal Preducts | MedDRA

01| Reset Application | Reset Section | Clear| XML | RTF| Update | [Other Operaiions
- Authorised Medicinal Products

Choose one of the available
Commands

Paracetamol 5007

Authorised - PRD126060 - 2/2 - Paracetamol 500 mg F
--Development Medicinal Products
--Approved Substances
-.Development Substances

Press A - 2 to find initial letter
Fress Enter to select, Escape Lo clear

Description| Name/Value
EV Code PRD126060

Nullify
ste MA

Version
Type
Version Status

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

-.Sources Ao
MAHs

-.Sponsors
ATC Codes

Version Validity
Version Description
Product Validity
Product Pending
Product Nullified
Current vs Previous
Version Date

2/2

Authorised

Accepted

Unassessed

Current Not Assessed Version
Mot Assessed

Mot Assessed

No

Double Click to Compare
30/09/2021 14:19:03

. Attachments Version by OTORGHB03044
-.Abstract Compositions New Version ? No
- Queries Mew Version by

Nullified No

Your product entity is moved from the 'Medicinal product' section to the 'Create and Send Product
Reports' section. The operation type displayed is 'Invalidate MA':
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WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA

2| Reset Aplcation | Reset Section | Giear | Replicate | Validate | Send | XML | 2IP | RTF | Remove | E| L| R|

EVPRM Message [rscemmal 50°
Products Descripti | Name/Value
a Authorised - PRD126060 - Paracetamol 500 mg Film Coated Tablets EV Code
- Medicinal Product Types (1) e Authorised
Authorised Pharmaceutical Forms (1)
Pharmaceutical Products (1) MAH XYZ PHARMA LTD
Drug ATCs (1) QPPV User HB03044 Num 01 (OTORGHB03044)

Master File Location MFL8780 - Ireland - Dublin

PhV enquiry email pharmacovigilance@xyzpharma.ie
PhV enquiry Phone +353 1234 5689
Sender Local Code

Drug Indications (14)
Previous EV Codes (-)
Product Attachments (1)

“Substa Info Date
+5Sources Authorisation Country Code Ireland
Organisations Authorisation Procedure EU authorisation procedures - National Procedure
ATC Codes Authorisation Status 1 Value not Acceptable
Pharmaceutical Forms Authorisation Number PA1234/567/001
Routes Of Administration Authorisation/Renewal Date 30/10/2020
Attachments MRP/DCP/EMEA Number

EU Number
Legal Basis Well-established use application (Article 10a of Directive No 2001/83/.
Orphan Drug No
Additional Monitoring No
Invalidated Date
Full Presentation Name Paracetamol 500 mg Film Coated Tablets

-Master File Locations

Enter the required authorisation status and the invalidated date, assign the message number, validate,
and send the XEVPRM.

The XEVPRM acknowledgement will be sent to the sender organisation ID and, if the update submission
was successful, will display a message similar to the following message:

- <reportacknowledgment=
<reportname>AUTHORISEDPRODUCT </reportname>
<localnumber /=
<ev_code>PRD126060</ev_code>
<operationtype>6</operationtype>
<operationresult>29</operationresult>
<opperationresultdesc>Entity withdrawn /Invalidate MA successfully
Version 3 The product will be validated by the EMA in due
course. When validated you will receive a further
acknowledgement with the message number: "Product
Validated PRD126060 Version [Version Number] / [Date and
Time]".</operationresultdesc>
</reportacknowledgment >
<facknowledgment>
<fevprmack>

@ Please note that no further validation is performed by the EMA on AMPs that are invalidated in the
Article 57 database.

See also Extended EudraVigilance Medicinal Product Report Message step-by-step guide: Maintenance
operations - Invalidation of an authorised medicinal product (AMP) entity in the XEVMPD
available on the 'Training' webpage for more details.

4.7. Validation of an XEVPRM

Once you have created an XEVPRM containing all the information that you wish to send, you should
validate the information.

Walidate | Click on the 'Validate' button from the dynamic button set. The system automatically
checks all the information in the message.
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https://www.ema.europa.eu/en/documents/other/extended-eudravigilance-medicinal-product-report-message-step-step-guide-maintenance-operations_en-0.pdf
https://www.ema.europa.eu/en/documents/other/extended-eudravigilance-medicinal-product-report-message-step-step-guide-maintenance-operations_en-0.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training#step-by-step-guides-section

'WEB Trader i Create and Send Product Reports ~ Medicinal Products I MedDRA
5 Reset Application | Reset Section | Giear neplic:mzl \"alidalel send | x| zip | RTF | Remove | E| L] R|

=- XEVPRM Message
= Products
= Update - Authorised - PRD 126060 - Paracetamol 500 mg Film Coated Tableis.
H-Medicinal Product Types (1)
Authorised Pharmaceutical Forms (1)
Pharmaceutical Products (1)
Drug ATCs (1)
Drug Indications (14)
Previous EV Codes (-)
#-Product Aftachments (1)
sta
~Sources
Organisations
ATC Codes
Pharmaceutical Forms
--Routes Of Administration
--Aftachments
--Master File Locations

|Paracetamel 500%

Description | Name/Value

IMaster File Location

PhV enquiry email
PhV enquiry Phone +353 1234 5689
Sender Local Code

EV Code PRD126060
Type Authorised
Operation Type Update
MAH XYZ PHARMA LTD

QPPV User HB03044 Mum 01 (OTOR..|
MFL8780 - Ireland - Dublin
pharmacovigilance@xyzpharm

Info Date

Authornisation Country Code Ireland
Authorisation Procedure
Authorisation Status Valid
Authorisation Number PA1234/567/001
Authorisation/Renewal Date 30/10/2020
MRP/DCP/EMEA Number

EU Number

| eqal Basis Well-established use annlicatio |

EU authorisation procedures - .

A pop-up window will confirm if the XEVPRM contains any error; if so, the errors or missing information

will be highlighted. The pop-up window will describe the total number of errors detected and the

description of the first error encountered:

WEB Trader | Create and Send Product Reports ~ Medicinal Products | MedDRA
O] Reset appiication | Reset Section | Clear| Repicate | Validate | Send | x| 2P | RTF| Remwelﬂﬂﬂ

=- XEVPRM Message
=-Products
=-Update - Authorised - PRD 126060 - Paracetamol 500 mg Film Coated Tablets
Medicinal Product Types (1)
Authorised Pharmaceutical Forms (1)
Pharmaceutical Products (1)
Drug ATCs (1)
Drug Indications (14)
~.Previous EV Codes (-)
=-Product Attachments (1)
EN - SPC_Paracetamol 500 mg Film Coated Tablets
-~Sources
--0Organisations
ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
--Aftachments
IMaster File Locations

[Paracetamal s00¥

Description | Name/Value

Auf

Au

EV Code PRD126060
Type Authorised

Message from webpage

o Validate Failed

2 Error(s) present

First errar(s):

XEVPRM Message / Message Number
Field is Mandatory

Product Attachment / Validity declaration
Field must have a spedified value

Press OK to go to the First error

G

TOR...

harm...

res -

catio

Coat

After the correction of the error(s), 'Validate' the XEVPRM again.

When the XEVPRM does not contain any errors and all the mandatory fields have been specified, the

validation will be declared successful:
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WEB Trader | Create and Send Product Reports ~ Medicinal Products | MedDRA I

0| Reset appication | Reset Section | Ciear | Replicate | validate | Send | xmL | zIP | RTF| Remove | €| L| B|

= XEVPRM Message [FE=REET
B Products Description | Name/Value
£ Update - Authorised - PRD126060 - Paracetamol 500 mg Film Coated Tablets EV Code PRD126060

Type Authorised
Operation Type Update
MAH XYZ PHARMA LTD
QPPV User HB03044 Num 01 (OTOR

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

g’”g "qu(.:S :_” » Master File Location MFL8780 - Ireland - Dublin
rug ndications (14) PhV enquiry email pharmacovigilance@xyzpharm
- Previous EV Codes (-) Phv i casnasrcgg
= Product Attachments (1) Sendd Message from webpage X
‘..EN - SPC_Paracetamol 500 mg Film Coated Tablets
= sta Authorisation
~8ources Authorisati |\ Validate OK n procedures -
Autho :

Organisations
ATC Codes Authori 1
Pharmaceutical Forms Authorisation,

Routes Of Administration MRP/DCP/E

Aﬂachmgnls ] d use applicatio
-Master File Locations Orphan Drug No

4.8. Save, Reload and Send an XEVPRM

Once you created and validated your XEVPRM, you have the possibility to save the XEVPRM as an XML
file, RTF file or a ZIP file.

e To save the XEVPRM as an XML file, click on 'XML' button from the dynamic button set:

WEE Trader | Create and Send Product Reporis | Medicinal Products |_MﬂAJ
En ziP | RTF | Remove | E| L| R|

0| Reset Appication | Reset Section | Clear | Replicate | Validate | Send | xm
Once you click on the 'XML' button a new window will open:

=

'Summary

l  Temporary (for Export)|Click here for the file

H Name: -Export-EVHUMANWT-XEVPEM-NN-2022-06-03+09.53.51-01. xm]]
i

After clicking on 'here’', the 'Save' options will become available to you.

If you are accessing EVWEB via Edge or Chrome using the IE Tab, once you click on 'here', a new
window will open, displaying the content of your XEVPRM.

G Address:|hﬂps:#eudrawg\\ance.ema_europa.eu#xFExporLasp'?FQEAQSSD-GTSE-4BOE-BSD8-D155586F0019 > é(@,-

<?xml version="1.0" encoding="UTF-16" ?>
- <evprm xmins="http:/ /eudravigilance.ema.europa.eu/schema/emaxevmpd"
xmins:ssi="http:/ feudravigilance.ema.europa.eu/schema/emaxevmpd_ssi" xmins:xsi="http:/ fwww.w3.org/2001/XMLSchema-instance"
xsi:schemalocation="http://eudravigilance.ema.europa.eu/schema/emaxevmpd
http://eudravigilance.ema.europa.eu/schema/emaxevmpd.xsd">
- <ichicsrmessageheaders>
<messagetype>XEVPRM</messagetype>
<messageformatversion>2</messageformatversion>
<messageformatrelease>0</messageformatrelease>

> X

To save the file, you must select 'Ctrl+S' on your keyboard, which will then allow you to save the
file on your computer:
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G Address: hitps://feudravigilance.ema.europa.eu/x/Export.asp?FIEASS5D-6TSE-4BOE-BSDS-D155586F0019

<?xml version="1.0" encoding="UTF-16" 7>
- <evprm xmins="http:/ feudravigilance.ema.europa.eu/schema/femaxevmpd"

xsi:schemalocation="http://eudravigilance.ema.europa.eu/schema/emaxevmpd
http://eudravigilance.ema.europa.eu/schema/emaxevmpd.xsd">
- <ichicsrmessageheader>
=messagetype=XEVPRM </messagetypes
<messageformatversion>2</messageformatversion:>
<messageformatrelease =0</messageformatrelease>

» Ko

xmins:ssi="http://eudravigilance.ema.europa.eu/schema/emaxevmpd_ssi" xmins:xsi="http:/ /www.w3.0org/ 2001 /XMLSchema-instance"

e Save As

&« ~ 1 B » ThisPC > Desktop » v D jel
<‘i
<& Organize ~ New folder

- Mame

~ 7 Quick access
I Desktop
@ Documents

¥ Downloads

B % 3 W

Pictures

L]

Search Desktop

Date modified

Ty

File pame: | Export

Save as type: |All Files (*#)

» Hide Folders

Cancel

>

e Alternatively, you can save the XEVPRM as an RTF file by clicking on the 'RTF' button from the

dynamic button set:

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

01| Reset Appiication | Resst Section | Clear | Replicats | Validate | Send | xuL | Remove | E| L| R|

Once you click on the 'RTF' button a new window will open:

'Summary

l  Temporary (for Export)|Click here for the file

H Hame: -Export-EVHUMANWT-XEVPRM-NN-2022-06-03+09.53.

51-01.xml

Once you click on 'here’, the 'Open' and 'Save' options will become available to you.

If you are accessing EVWEB via Edge or Chrome using the IE Tab, once you click on 'here', a new

window will open, prompting you to open or save the file:
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G Address: |hitps://feudravigilance.ema.europa.eu/x/Export. asp?7CEC38CF-970B-46A4-BC41-403BADEGBFES > x (7]

File Download X
Do you want to open or save this file?

m} Name: ‘RTF-NS-NT-NN-2022-06-03+11.15.35-01 rif
Type: Microsoft Word 87 - 2003 Document

From: dravigilance.ema pa.eu

[ While files from the Internet can be useful, some files can potentially harm
your computer. [f you do nottrustthe source, do not open or save this file.
What's the risk?

e To save the file as a ZIP file, click on the 'ZIP' button from the dynamic button set:

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

El ResetAppIicationl Reset Sectionl Clearl Validatel Sendl KMLm RTFlHHﬂ

Once you click on the 'ZIP' button a new window will open:

'Summary

l  Temporary (for Export)|Click here for the file

H Name: -Export-EVHUMANWNT-XEVPRM-NN-2022-06-03+09.53.51-01 . xm]]

Once you click on 'here', the 'Open' and 'Save' options will become available to you.

If you are accessing EVWEB via Edge or Chrome using the IE Tab, once you click on 'here’, a new
window will open, promting you to open or save the file:

G Address: |hﬂps:ffeudrawg|lance ema.europa.eu/x/Export. asp?60865BTA-6ES8-4976-9F57-FAFTEOBTDB1FA L4 % (7]
as from 1.1]
T
0% of Export.asp from eudravigilance.ema.europa.eu .. - X
File Download X
Do you want to open or save this file?
@ Name: ..-EVHUMANWT-XEVPRM-NN-2022-06-03+11.18.35-01.zip
Type: zip Archive
From: eudravigilance.ema.europa.eu
I While files from the Internet can be useful. some files can potentially harm
your computer. f you do nottrustthe source, do not open or save this file
What's the risk?
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If you created but not completed an XEVPRM and you have saved the XML file locally, you can reload
the incomplete XEVPRM and then continue with the completion of the data.

Please refer to 3.10.1.1. Reloading an XEVPRM, for a detailed description on how you can reload an
incomplete XEVPRM in the 'Send Product' section.

Once you have completed the XEVPRM you can submit it to the XEVMPD.

To send the XEVPRM in the XEVMPD, click on the 'Send' button from the dynamic button set:

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

ﬂ Reset Application | Reset Section | Clear | Replicate | Validate | Send | xwiL | ﬂ RTF | Remove | ﬂ H ﬂ

The below message will be displayed on your screen:

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

0| Reset appiication | Reset Section | Giear| Repiicate | Vaidate | Send | xML| ziP | RTF | Remove | E| L| R|

= XEVPRM Message [Parzcatamal 500%
- Products Description | Name/Value
£] Update - Authorised - PRD126060 - Paracetamol 500 mg Film Coated Tablets EV Code PRD126060
& Medicinal Product Types (1) Type Authorised
- Authorised Pharmaceutical Forms (1) Operation Type Update

MAH XYZ PHARMA LTD
QPPV User HB03044 Num 01 (OTO
Master File Location MFL8780 - Ireland - Dublin
PhV enquiry email pharmacovigilance@xyzphari

Pharmaceutical Products (1)

% Drug ATCs (1)

# Drug Indications (14)

Previous EV Codes (-)

= Product Attachments (1) Message from webpage X
--EN - SPC_Paracetamol 500 mg Film Coated Tablets

st Al
—Sources o Message Sent Successfully s

--Qrganisations If You want to View the File(s) Sent Click [OK]
ATC Codes

--Pharmaceutical Forms

--Routes Of Administration E
Attachments Cancel

--Master File Locations Orphan Orug No

® The 'Send' button will only be available for users from organisations registered for product reporting
via Web Trader. Whilst users from organisations registered for product submissions via Gateway can
create XEVPRMs using EVWEB, the 'Send' button will not be available to them. Gateway organisation
users can submit XEVPRMs as 'ZIP' files using EV Post. See section 4.9. Use EV Post functionality of
this document for further information.

4.9. Use EV Post functionality

e If you are a Web Trader user, you can send XEVPRMs either from the 'Create and Send Product
Reports' section of EVWEB, or by using the EV Post function.

e Gateway users can send XEVPRMs via their Gateway or by using the EV Post function.

— Gateway organisation users can also create XEVPRMs using EVWEB (you may need to check
that your organisation's profile in the EV registration system is set-up to allow this), however,
since no 'Send' button is available to them in the 'Create and Send Product Reports' section,
these XEVPRMs can only be submitted via EV Post.
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XEVPRMs must be submitted via EV Post as a ZIP file.

Create your XEVPRM in the 'Create and Send' product report section of EVWEB and click on 'ZIP' in the
main menu; a new window will open:

WEE Trader | Create and Send Product Reporis | Medicinal Products | MedDRA |
0| Reset Application | Reset Section | Clear| Replicate | Validate | Send | xuL | RTF| Remove | £ L| R|
- XEVPRM Message JParacetamol 5007
&= Products = https;//evtestema.europa.eu/x/x.asp?xi=6 - Internet Ex... — O X i
- Update - Authorised - PRD126060 -
=-Medicinal Product Types (1) Summary
Authorised Pharmaceutical FOrMS[T yporary| Click here for the file
Pharmaceutical Products (1) (for u
Export)|Name: usernboioddusl-Exporc-OTORGHEQ3044-XEVERM-PRO12E0E update-2021-05-30- P
3
n
=-Product Attachments (1)
..EN - SPC_Paracetamol 500 m D
~Sources i}
Organisations z
--ATC Codes
-.Pharmaceutical Forms D
--Routes Of Administration
- Attachments A
--Master File Locations
1l
D
< >

Click on 'here' and save your file on your computer:

= https://evtestema.europa.eu/x/x.asp?xi=6 - Internet Ex... — Oa *

Summary

Temporary|Click here for the file
(for
Export)|¥ame: userhb03cddud0-Export-0TORGHE0ID44-XEVERM-PRD12E06_update-2021-05-30

userhb03044u40-Export-0OT....zip evtest.ema.europa.eu
Open Cancel
< >
Save
Save as

Save and open

If you are accessing EVWEB via Edge or Chrome using the IE Tab, once you click on 'here’, a new
window will open, displaying the content of your XEVPRM.
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G Address: |hitps:/feudravigilance ema_ europa eu/x/Export. asp?F9EAS55D-675E-4BOE-BSDS-D155586F0019 L4 % (7]

<?xml version="1.0" encoding="UTF-16" ?> ~
- <evprm xmins="http://eudravigilance.ema.europa.eu/schema/emaxevmpd"
xmins:ssi="http:/ /eudravigilance.ema.europa.eu/schema/emaxevmpd_ssi" xmins:xsi="http:/ /www.w3.0rg/2001/XMLSchema-instance"
xsi:schemaLocation="http:/ feudravigilance.ema.europa.eu/schema/emaxevmpd
http://eudravigilance.ema.europa.eu/schema/emaxevmpd.xsd">
- <ichicsrmessageheader>
<messagetype =XEVPRM</messagetype:
<messageformatversion>2</messageformatversion=
<messageformatrelease=0</messageformatrelease>

To save the file, you must select 'Ctrl+S' on your keyboard, which will then allow you to save the file
on your computer:

@ Address: |htlps:.*feudrawg|Iance.ema.europa eu/x/Export.asp?FOEAS55D-675E-4BOE-BSD8-D155586F0019 » % (7]

<?xml version="1.0" encoding="UTF-16" ?> ~
- <evprm xmins="http:/ feudravigilance.ema.europa.eu/schema/emaxevmpd"
xmins:ssi="http:/ /eudravigilance.ema.europa.eu/schema/emaxevmpd_ssi" xmins:xsi="http://www.w3.org/2001/XMLSchema-instance"
xsi:schemalocation="http:/ /eudravigilance.ema.europa.eu/schema/ vmpd
http://eudravigilance.ema.europa.eu/schema/emaxevmpd.xsd">
- <ichicsrmessageheaders
<messagetype >XEVPRM</messagetype>
<messageformatversion=2</messageformatversion=
=messageformatrelease=0</messageformatrelease=

@ savens x
« ~ 4 Wl > ThisPC > Desktop > ~ O 2 Search Desktop
<)
- <§  Organize New folder = - (7]
~
~ Name Date modified Ty ~
v 3 Quick access
I Desktop »+
@ Documents o
¥ Downloads +
= Pictures S .
File name: | Export “
Save as type: |All Files (*%) ~

~ Hide Folders Cancel

In the secure area of the EudraVigilance website click on EV Post:

EudraVigilance:

» EVWEB

> xEVMPD Export

» xEVMPD Bulk update
M EV Data Warehouse

> EV Post

Select the ZIP file from your computer:
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..z Choose the file to send ::.

Browse...
> Send
Press 'Send":

.:: Choose the file to send :..

L:\emamahprod-Export-E Browse...

» Send

The below message will be displayed if the file was successfully posted:

.:: File Transfer Complete ::.

4.10. Export functions

4.10.1. Exporting results of a simple query

The result of your query may be exported as an Excel spread sheet, XML file(s) or RTF file(s).
There are two options how to export entities displayed as a result of a simple query:

e XML file

e RTF file

As an example, following a simple query, our AMP is displayed in the tree-view area:

WEE Trader | Create and Send Product Reports Il Medicinal Products || MedDRA |

H Reset Applir.aﬁon| Reset Ser.tion| Clear | XML | RTF| Other Operations -
B Authorised Medicinal Products [eezame ST

- Authorised - PRD126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets
--Development Medicinal Products

--Approved Substances . Version 3/3

--Development Substances Type Authorised

--Sources Version Status Accepted

--MAHs Version Validity Unassessed

.-Sponsors Version Description Current Not Assessed Version

Product Validity Not Assessed
Product Pending Not Assessed
Product Nullified No
Current vs Previous Daouble Click to Compare
Version Date 30/09/2021 15:02:07

--ATC Codes

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

Attachments Version by OTORGHB03044
Abstract Compositions New Version ? No
i Queries New Version by

Blareo g w
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To export the AMP as an XML file, select the 'XML' from the main menu:

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

5 Reset Application | Reset Section | Clearll XMLIRTFI Other Operations ~ |

= Authorised Medicinal Products |Paracetamol 500*

Authorised - PRD126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets Description | Name/Value

-~ Development Medicinal Products

--Approved Substances Version 3/3

--Development Substances Type Authorised

--Sources Version Status Accepted
MAHs Version Validity Unassessed

..Sponsors Version Description Current Not Assessed Version
ATC Codes Product Validity Not Assessed

o . Product Pending Not Assessed
--Routes of Administration Product Nullified No

--Pharmaceutical Forms Current vs Previous Double Click to Compare

Master File Locations Version Date 30/09/2021 15:02:07
--Attachments Version by OTORGHB03044
Abstract Compaositions New Version ? No
- Queries New Version by
Nullified No

PhV enquiry email pharmacovigilance@xyzpharm
PhV enquiry Phone +353 1234 5689

A pop-up window will be displayed:

Summary

Temporary (for Export)|Click here for the file

Hame: ugserhb(3cd44ud0-Export-0TORGHBO3044-XEVPEM-ProductMessage-2021-09-30+21.15.16-01.xml

Clicking on 'here' will enable you to view and save the file on your computer in an XML format.

If you are accessing EVWEB via Edge or Chrome using the IE Tab, once you click on 'here', a new
window will open, displaying the content of your XEVPRM. To save the file, you must select 'Ctrl+S' on
your keyboard, which will then allow you to save the file on your computer.

To export the AMP retrieved as a result of a simple query in an RTF format, select the 'RTF' from the
main menu.

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

ﬂ Reset Applicaﬁnnl ReselSed\unl Clear | XML l RTFI Other Operafions |

= Authorised Medicinal Products [paracetamol 500+
- Authorised - PRD126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets Description | Name/Value
Development Medicinal Products
--Approved Substances Version 3/3
--Development Substances Type Authorised
--Sources Version Status Accepted
MAHs Version Validity Unassessed
Sponsors Version Description Current Not Assessed Version

Product Validity Not Assessed

~ATC Codes Product Pending Not Assessed
--Routes of Administration Product Nullified No

Pharmaceutical Forms Current vs Previous Double Click to Compare

Master File Locations Version Date 30/09/2021 15:02:07
--Attachments Version by OTORGHB03044
--Abstract Compositions New Version 7 No

@ Queries New Version by
Nullified No

PhV enquiry email pharmacovigilance@xyzpharm..
PhV enquiry Phone +353 1234 5689
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A pop-up window will be displayed:

Summary

= https://evtest.ema.europa.eu/x/x.asp?xi=6 - Internet Explorer — O x>

Temporary (for |Click here for the file
Export)

Hame: userhb03c044ud40-RTF-N5-NI-HN-2021-09-30+21.09.36-01.rtf

After clicking on 'here', another window will open enabling you to open or save the file on your

computer.

If you choose to open the file, the file will be displayed in an RTF format. You can then save the file, if

required.
I
Authorised Product
EV Code PRD126060
Version 3/3
Type Authorised
Version Status Accepted
Version Validity Unassessed
Version Description Current Not Assessed Version
Product Validity Not Assessed
Product Pending Not Assessed
Product Nullified No

Current vs Previous

126061-126062

Version Date

30/09/2021 15:02:07

Version by OTORGHB03044
New Version ? No
Nullified No

PhV enquiry email

pharmacovigilance@xyzpharma.ie

PhV enquiry Phone

+353 1234 5689

Authorisation Country Code

Ireland

Authorisation Procedure

EU authorisation procedures - National Procedure

Anthorisation Status

Not Valid - Withdrawn by Marketing Authorisation
Holder

Authorisation Number

PA1234/567/001

Authorisation/Renewal Date

30/10/2020

1 agal BRagic

Wall_actahliched nee annlicatinn (A rficla 10a of

4.10.2. Exporting results of an advanced query

Results of an advanced query, which are available in the active area, may be exported as:

e an Excel spread sheet;

e one or multiple XML file(s);
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e one or multiple RTF file(s).

The results to be exported must be selected by ticking the check box next to the result. You can select

each product manually:

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

ﬂ Reset Application | Reset Sec.tian‘ Clear jj ReRun | Modify Delete Ext.el| Export + | Reload = Assessment | Load |HE

- Legacy Link

- Product Index

- Abstract Compositions

- Scientific Products
=-Manual Scientific Products
- Product Misspellings (-)

- Substance Misspellings (-)
=-Entity Reference Lookups
=-Queries
= Owned EVMPD Entities

~ |PRD3Z0712

‘ EV Code ‘ Version ‘ Version Date
PRD8017577 374 Valid 2020/05/07 14:56.28
PRD330611 11/11 Valid 2020/04/20 07:14 42
PRD330614 10/10 Valid 2020/04/20 07:15.42
PRD330612 10/10 Valid 2020/04/20 07:15.47
PRD330615 10/10 Valid 2020/04/20 07:16 42
PRD330613 11/11 Valid 2020/04/20 07:16.48
PRD7954169 2/2 Valid 2020/04/03 09:11.22

PRD336157

12/12 Valid

2020/04/17 08:58 .40

¢ Owned By EVMPD Entties PRD336156 14/14 Valid 2020/04/17 09:06 44

i Validation PRD2013670 9/10 Valid 2020/04/27 10.40.19

s s e mower  owlws i
£1- Authorised Produets (Valid Versi :

B ”Fi{;f: roducts (Valid Version) PRD359936 13/13 Valid 2020/04/17 12:01 37

Conttions (AND PRD8019113 1/1 Valid 2020/04/20 12:02.14

R“" r'l"’"s (AND) PRD330421 9/9 Valid 2020/04/17 12:10.44

= Results PRDS8008974 3/5 Valid 2020/04/30 08:41.28

~Result 30 September 2021 19:51:16 pRNannsaos 25 Valid 2020/04/30 0241 28

Or you can select all products by clicking on the checked box highlighted in the below screenshot in

red:

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

[m} | Reset Application ‘ Reseat Section‘ Clear jj Rele| Modify Dalete| Ext:el| Export - | Reload ~ | Assessment - | Load -

TOTTTE O, &S T

--Legacy Link
i.Product Index
- Abstract Compositions
.- Scientific Products
Manual Scientific Products
-Product Misspellings (-)
.-Substance Misspellings (-)
Entity Reference Lookups
= Queries
- Owned EVMPD Entities
#-Owned By EVMPD Entities
- Validation
- Authorised Products (Last Version)
=-Authorised Products (Valid Version)
. Fields
«.Conditions (AND)
£l Results
' Result 30 September 2021 19:51:16

A |PRD320712

Num | EV Code |Ver5iun Version Date

10001 PRD8017577 3/4 Valid 2020/05/07 14:56.28
[[]0002 PRD330611 11/11 Valid 2020/04/20 07:14.42
[]0003 PRD330614 10/10 Valid 2020/04/20 07:15.42
[[10004 PRD330612 10/10 Valid 2020/04/20 07:15.47
10005 PRD330615 10/10 Valid 2020/04/20 07:16.42
[]o006 PRD330613 11/11 Valid 2020/04/20 07:16.48
[[]ooo7 PRD7954169 2/2 Valid 2020/04/03 09:11.22
[C]ooos PRD336157 12/12 Valid 2020/04/17 08:58.40
[C10009 PRD336156 14/14 Valid 2020/04/17 09:06.44
[Joot1o0 PRD2013670 9/10 Valid 2020/04/27 10:40.19
10011 PRDE73062 10/10 Valid 2020/05/05 16:28.43
[Joo12 PRD2907651 4/6 Valid 2020/05/05 13:50.25
o013 PRD359936 13/13 Valid 2020/04/17 12:01.37
[Joo14 PRD8019113 11 Valid 2020/04/29 12:02.14
[]oo15 PRD330421 9/9 Valid 2020/04/17 12:10.44
[Joo16 PRD8008974 3/5 Valid 2020/04/30 08:41.28
10017 PRD8008935 3/5 Valid 2020/04/30 08:41.28

The required format in which you wish to export you results can be selected from the main menu by

clicking on the 'Excel' button or on 'Export':
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WEB Trader | Create and Send Product Reports " Medicinal Products | MedDRA

o | Reset Application | Reset Section |M jj ReRun ‘ Modify Delemel Excel | Export Choose one of the available jJﬂ
i.Legacy Link Commands
+~Product Index orems &~ 2 o0 el e e [ version Version Date
i-Abstract Compositions Press Enter to select, Escapeto clear |7 3/4 Valid 2020/05/07 14:56.28
- Scientific Products s XML Fies 11/11 Valid 2020/04/20 07:14.42
& Manual Scientific Products —— 10/10 Valid 2020/04/20 07:15.42
_ Product Misspellings (-) T 10/10 Valid 2020/04/20 07:15.47
- Substance Misspellings (-) —— 10710 Val!d 2020/04/20 07:16.42
Entity Reference Lookups 11/11 Valid 2020/04/20 07:16.48
& Queries []ooo7 PRD7954169 2/2 Valid 2020/04/03 09:11.22
. Owned EVMPD Entities []0008 PRD336157 12/12 Valid 2020/04/17 08:58.40
. Owned By EVMPD Entities []oooe PRD336156 14/14 Valid 2020/04/17 09:06.44
i Validation []o010 PRD2013670 9/10 Valid 2020/04/27 10:40.19
5 Auhorised Products (Last Version) %12 Prosestent v 2020106106 13:50.25
- - N all . 8
3 Aulhorised Products (Vald Version) o013 PRD359936 13/13 Valid 2020/04/17 12:01.37
| Conditions (AND) []oo14 PRD8019113 1/1 Valid 2020/04/29 12:02.14
[]0015 PRD330421 9/9 Valid 2020/04/17 12:10.44
&=-Results []0016 PRD8008974 3/5 Valid 2020/04/30 08:41.28
- Result 30 September 2021 19:51:16 Joo17 PRDS008995 3/5 Valid 2020/04/30 08:41.28
e+ Authorised Products (MAH Follow-Up Version) o018 PRDS008996 3/5 Valid 2020/04/30 08:41.28
i+ Development Products (Last Version) [Joote PRD7997682 2/2 Valid 2020/04/23 03:49.41
& Development Products (Valid Version) 10020 PRD&008997 3/5 Valid 2020/04/30 08:41 29

To export the selected results as an RTF file, select 'One RTF File' (one RTF file will be created for all
selected entities) or '"Multi RTF Files' (one RTF file will be created for each selected entity) from the

main menu, under 'Export':

| Display Settings v|

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

ﬂ Reset Applic.aﬁun| Reset Sediunl Clear| jj ReRunl Modify Delele| Excel I Expor

I'__'I..

Sponsors
ATC Codes

Routes of Administration
Pharmaceutical Forms

Master File Locations
Attachments
Abstract Compositions

Queries

7 Owned EVMPD Entities
Owned Authorised Products
Authorised Products (Valid Version)
- Owned Development Products
Substance Names
5. Anproved Substance Names

Choose one of the available
Commands

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

EV Code
MFL1

Multi XML Files

MFL2

One XML File

MFL3

Multi RTF Files

MFL238

|0ne RTF File

MFL258

[ p =i

0007
0008
0009
0010
[]0011
[]0012
10013

MFL170
MFL242
MFL243
MFL247
MFL248
MFL252
MFL253
MFL262

Depending on the selected option (we selected multiple RTF File), a pop-up window will be displayed:

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

Page 165/203




Summary

i

Temporary (for Export)|Click here for the file

Mame: userhbi3cddudd-Export-0TCRGHEBO3C044-XEVPRM-MFIMessage-2021-09-30+21.19.49-01.xml
Temporary (for Export)|Click here for the file

Hame: userhbl3cddnd-Export-0TCRGHE03C44-KEVPEM-MFIMessage-2021-09-30+21.19.49-02.xml
Temporary (for Export)|Click here for the file

Mame: userhbl3cddudl-Export-0TCRGHBO3044-¥EVPRM-MFIMessage-2021-09-30+21.19.49-03.xml
Temporary (for Export)|Click here for the file

Name: userhb03cddud0-Export-OTCRGHBOI044-KEVERM-MFIMessage-2021-09-30+21.19.49-04.xml
Temporary (for Export)|Click here for the file

Hame: userhbi3c44udi-Export-0TCRGHB03044-KEVPRM-MFIMessage-2021-09-30+21.19.49-05.xml
Temporary (for Export)|Click here for the file

e S S S S B BT S " — . —s

NMame: userhb03c44u40-Export-0TCRGHB03044-KEVPRM-MFIMessage-2021-09-30+21.19,49-06.xml
Temporary (for Export)|Click here for the file

Hame: userhbi3c44udi-Export-0TCRGHEO3044-KEVPEM-MFIMessage-2021-09-30+21.19.49-07.xml

After clicking on 'here', another window will open enabling you to open or save the file on your
computer, as required.

X %Econvert v EHSelect

< ?xml version="1.0" encoding="UTF-18" 7=
- zevprm xmins="http://eudravigilance.ema.europa.eu/schema/emaxevmpd"
xmins:ssi="http:/ feudravigilance.ema.europa.eu/schema/emaxevmpd_ssi"
xmins:xsi="http:/ /www.w3.org/2001/XMLSchema-instance”
xsi:schemalocation="http:/ feudravigilance.ema.europa.eu/schema/emaxevmpd
http:/ feudravigilance.ema.europa.eu/schema/emaxevmpd.xsd" =
- <ichicsrmessageheader=
zmessagetype>XEVPRM </messagetypes>
zmessageformatversion>2</messageformatversion=>
zmessageformatrelease>0</messageformatrelease=
<messagenumb>MFLMessage</massagenumb>
«messagesenderidentifier>0TORGHB03044 < /messagesenderidentifier:
<messageraceiveridentifier>EVTEST =/messageraceiveridentifiar=
zmessagedateformat=204</messagedateformat:=
zmessagedate>20210930211949 </messagedate:
< fichicsrmessageheader:
- <masterfilelocations>
- «masterfilelocation operationtype="1"=
<localnumber=MFL1</localnumber=

If you wish to view/save the file in an RTF format, select the 'RTF' from the main menu:
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WEE Trader | Create and Send Product Reports | Medicinal Products || MedDRA |

E Reset Applic.aﬁonl Reset Sectionl Clear| j j ReRun| Modify Delele| Excel | Exp

Choose one of the available

----- MAHs Commands

..... SDD"SDTS Press A - Z to find initial letter EV Code

..... ATC Codes Press Enter to select, Escape to clear MFL1

----- Routes of Administration Multi XML Files MFL2

----- Pharmaceutical Forms Ep—— MFL3

----- Master File Locations e MFL238

----- Attachments MFL258

----- Abstract Compaositions = — MFL170

- Queries [»]0007 MFL242

m- Owned EVMPD Entities [v]ooo8 MFL243
- Owned Authorised Products [+]0009 MFL247
--Authorised Products (Valid Version) [v]0010 MFL248
-- Owned Development Products L1001 MFL252
& Cubetanan Mam [TJoo12 MFL253

A pop-up window will be displayed:

Summary

Temporary (for
Export)

Click here for the file

Hame: userhb03c44ud0-RTF-N5-NI-HN-2021-09-30+21.26.25-01.rtf

After clicking on 'here', another window will open enabling you to open or save the file on your

computer.

If you choose to open the file, the file will be displayed in an RTF format. You can then save the file, if

required:

Master File Location

Validity No
Nullified No
EV Code MFL1

4.11. Export of owned entities

MAH or sponsor users can view and export the overview of the entities owned in the XEVMPD by their

HQ organisation profile using the 'Queries' section.
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4.11.1. Exporting an overview of all owned entities to an Excel spread

sheet

To view/save an overview of all owned entities in EVWEB, go to 'Queries' and click on 'Owned EVMPD

entities':

WEE Trader | Create and Send Product Reporis ” Medicinal Froducts MedDRA |

H Reset Applicaﬁon| Reset Sec.tion| Clear| ﬂ

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

----- Development Substances

----- Sources

----- Sponsors

----- ATC Codes

----- Routes of Administration

----- Pharmaceutical Forms

----- Master File Locations

----- Attachments

----- Abstract Compositions
=-Queries

| - Owned EVMPD Entities |
- Owned Authorised Products
#- Authorised Products (Valid Version)
#- Owned Development Products

#- Substance Names

- Approved Substance Names

#- Development Substance Names

#- Approved Substances

#- Development Substances

#- Sources
o
o
o
E
E
E
E
E

+- MAHs

+- Sponsors

+-ATC Codes

+- Routes of Administration
+- Pharmaceutical Forms
+- Abstract Compositions
+- Attachments

+-Master File Locations

An overview will be listed in the active area:
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WEB Trader | Create and Send Product Reports n Medicinal Products =~ MedDRA

o ‘ Reset Apphcaiinn‘ Reset Secmn‘ C\earl ReRunl [)eleie‘ Excel‘

Development Medicinal Products

Approved Substances Num | Entity Article 57 Format Status Number
Development Substances 0( Attachment
--Sources 0002 Master File Location Pre Article 57 Format Awaifing Assessment 2
MAHs 0003 Organisation Article 57 Format Sponsor Awaiting Assessment 1
Sponsors 0004 Organisation Article 57 Format MAH Awaiting Assessment 2
.ATC Codes 0005 Product Article 57 Format Authorised Awaiting Assessment 1
. " 0006 Product Article 57 Format Development Assessed 2
Route T Ad trafi
outes of Administration 0007 Product Article 57 Format Development  Nullified 1
--Pharmaceutical Forms
Master File Locations
Attachments
--Abstract Compositions
=t Q_ueries
=-Owned EVMPD Entities
E1-Results
: Result 01 October 2021 17:08:35
. . . . . f .
You can save this overview in Excel spread sheet by clicking on 'Excel':
WEB Trader | Creats and Send Product Reparts || Medicinal Froducts | MedDRA
O | Reset Application | Reset Section | Clear| ReRun | Delete ‘lExcell
Development Medicinal Products Al
Approved Substances Num | Entity Article 57 Format Type Status Number
Development Substances 0001 Attachment Pre Article 57 Format 2
- Sources 0002 Master File Location Pre Article 57 Format Awaiting Assessment 2
MAHs 0003 Organisation Article 57 Format Sponsor Awaiting Assessment 1
Sponsors 0004 Organisation Article 57 Format MAH Awaiting Assessment 2
_ATC Codes 0005 Product Article 57 Format Authorised Awaiting Assessment 1
. 0006 Product Article 57 Format Development Assessed 2
Routes of Ad frat
outes of Administration 0007 Product Article 57 Format Development  Nulified 1
Pharmaceutical Forms
Master File Locations
Lo Attachments

4.11.2. Exporting an overview of all owned AMP entities

To view all AMP entities owned in the XEVMPD by your HQ organisation ID or to create an Excel spread
sheet containing all AMP entities owned in the XEVMPD by your HQ organisation ID, you can perform

an advanced query and export the results in Excel.

Open the 'Queries' section in the tree-view area and select 'Owned Authorised Products':

o | Reset Application | Reset Section | C\ear‘ ﬂ

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

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

----- Sources

Sponsors
ATC Codes
Routes of Administration
----- Pharmaceutical Forms
----- Master File Locations
Attachments
Abstract Compositions
=-Queries
- Owned EVMPD Entities
- Owned Authorised Products |
r-Authorised Products (Valid Version)
r- Owned Development Products
H- Substance Names
A-Approved Substance Names
A Development Substance Names
- Approved Substances
A- Development Substances
H-Sources
A- MAHs
f- Sponsors
7 ATC Codes
#-Routes of Administration
#- Pharmaceutical Forms
A-Abstract Compositions
7 Attachments
#-Master File Locations

e B O O O e O e B O = e O e B O = = B e O
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Expand the section by clicking on the + sign:

El C_lueries

- Owned EVMPD Entities

Owned Authorised Products

#- Authorised Products (Valid Version)

l Owned Development Products
il Substance Names

#-Approved Substance Names

Development Substance Names

- Approved Substances

Development Substances
: Sources
MAHs

il Sponsors

ATC Codes
Routes of Administration

- Pharmaceutical Forms

- Abstract Compositions

rh Attarhmante

Click on 'Conditions' and tick the box next to the field 'Owned':

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

----- Routes of Administration
----- Pharmaceutical Forms
----- Master File Locations
----- Aftachments
----- Abstract Compositions
= Queries
& Owned EVMPD Entities

| & Owned Authorised Products |
¢ i.Fields
Results
-- Authorised Products (Valid Version)
-- Owned Development Products
7 Substance Names
-Approved Substance Names
- Development Substance Names
- Approved Substances
- Development Substances
-Sources
-MAHs
- Sponsors
-ATC Codes
- Routes of Administration
-Pharmaceutical Forms

Ahetract Camnneitinne

G = s = = e S

‘01| Reset Appiication | Reset Section| Clear| E| R| Run| RuntoExcel| O
----- Approved Substances ~
----- Development Substances Description| Name/Value
----- Sources Product Company Name (Mat... []
----- MAHs Product Form Name (Matches) []
----- Sponsors Authorisation Country []
..... ATC Codes Authorisation Procedure []

Authorisation Status []
Authorisation/Renewal Date (F... []
Authorisation/Renewal Date (U... []

MA Validity [+]Valid
Authorisation Number (Matches) []
MRP/DCP/EMEA Number (Ma... []
EU Number (Matches) []
Legal Basis []
Invalidated Date []
Invalidated Date (From) [_]
Invalidated Date (Up to) []
MAH (Name) (Matches) []
MAH (Code) (Matches) []
QPPV []
Master File Location (Code) (... []
Pharmaceutical Form (Matches) []
Route of Administration (Matc... []
ATC Code []
Substance (Code) (Matches) []
Substance (Name) (Matches) []
Is Updatable []

Is Nullifiable [ |
Sender Identifier (Matches) []
Sender Name (Matches) []
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@ Please note that for AMPs, the condition 'Valid' in 'MA validity' is selected by default. This means,

that the query will be run for all AMPs referencing a valid marketing authorisation status.

If you wish to also include AMPs with an invalid marketing authorisation status, you must change the

value to 'Any' in that field:

MA Validity
Authorisation Number (Matches) [

Select option

MRP/DCP/EMEA Number (Matches) [

EU Number (Matches) [

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

Legal Basis [ ‘Valid

Invalidated Date []
Invalidated Date (From) [

Invalidated Date (Up to) [] [Anv

‘Invalid

Define other filters for your query in the 'Conditions' section as required.

You can select which fields you wish to see as the result of your query in the 'Fields' section:

E Queries

5--[Fields
—Conditions (AND)

m- Owned EVMPD Entities
EI [_]wned Authorised Products

Once you select the conditions of your query, click on 'Run' to view the results of your query on the

screen or 'Run to Excel' to export the results of your query in an Excel file:

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

EI Reset Apphcationl Reset Sectiunl Clear H RIEI

|Rumu Excell ﬂ
~l

- Authorised Medicinal Products
-.Development Medicinal Producis
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
[—j Owned Authorised Products
Fields
Conditions (AND)
-.Results

[

@- Owned Development Products
- Substance Names

- Approved Substance Names
- Development Substance Names
- Approved Substances

- Development Substances

H- Sources

= MAHs

- Sponsors

= ATC Codes

H- Authorised Products (Valid Version)

Description | Name/Value

Product Company Name (Mat... []
Product Form Name (Matches) []
Authorisation Country []
Authorisation Procedure []
Authorisation Status []
Authorisation/Renewal Date (F... []
Authorisation/Renewal Date (U... []

MA Validity [v]Valid

Authorisation Number (Matches) []
MRP/DCP/EMEA Number (Ma... []
EU Number (Matches) []

Legal Basis []

Invalidated Date []

Invalidated Date (From) []
Invalidated Date (Up to) []

MAH (Name) (Matches) []

MAH (Code) (Matches) []

QPPV []

Master File Location (Code) ( O
Pharmaceutical Form (Matches) []
Route of Administration (Matc O
ATC Code []

Substance (Code) (Matches) []
Substance (Name) (Matches) []

Is Updatable []

Is Nullifiable []

owned [N

Sender Identifier (Matches) []
Sender Name (Matches) []
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If you opted to view the results of your query on the screen, the list of products will be displayed in the
active area:

WEB Trager | Create and Send Proauct Reports || Wedicinal Products | edDRa |
|01 | Reset Application | Reset Section | Ciear| » | + | ReRun | Modfy| De|e1e| Excel | Export v | Reload ~ | Load ~ | 01| @]

~Authorised Medicinal Products

- Development Medicinal Products Num EV Code Version Version Date
--Approved Substances PRD131811 / 2024/02/05 21:41.04
--Development Substances []o002 PRD131812 111 2024/02/05 22:34 .22
_Sources []0003 PRD131814 1/1 2024/02/06 12:39.05
MAHS []0004 PRD131203 2/ 2023/10/04 18:13.01
_Sponsors 10005 PRD131423 111 2023/10/24 13:25.35
_ATC Codes []0006 PRD131515 171 2023/11/14 11:22.35
Routes of Administration []ooo7 PRD131748 111 2024/01/24 10:47.33
 Pharmaceutical Forms []0008 PRD131753 1/1 2024/01/24 12:00.37
 Master Filo Locations []0009 PRD131754 111 2024/01/24 12:00.37
- Attachments Eomo PRD131770 1/1 2024/01/25 12-05.50
N 0011 PRD131776 171 2024/01/26 15:36.13
Que  peowm oo e o4
& Owned EVMPD Entities []oo14 PRD131791 1/1 2024/02/01 11:46.56
E OW”_EC' Authorised Products 10015 PRD131581 111 2023/12/01 17-27.01
[]oo16 PRD131651 171 2023/12/19 10:50.43
0017 PRD131652 111 2023/12/19 10:50.43
10018 F’Rn‘l?‘lﬂfﬂ 1/1 2023/12/28 03-41 18

If you opted to view the results of your query in an Excel file, a new window will open; you will be able
to retrieve the Excel file by clicking on the text 'here':

Summary

Temporary (for Export) (ﬂidwur the file

Name: Ruthorised Producta (Valid Veraion) (07-11-2023 09-46-27).x1la3

4.11.3. Exporting an overview of all owned DMP entities

To view all DMP entities owned in the XEVMPD by your HQ organisation ID or to create an Excel spread
sheet containing all DMP entities owned in the XEVMPD by your HQ organisation ID, you can perform
an advanced query and export the results in Excel.

Open the 'Queries' section in the tree-view area and select 'Owned Development Products':
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'WEE Trader | Create and Send Product Reports | Medicinal Products | MedDRA |

_DJ Reset Application | Reset Section | Clear ﬂl Run to Excel |

--Development Medicinal Products
Approved Substances
Development Substances
Sources

-MAHs

- Sponsors

- ATC Codes

--Routes of Administration

--Pharmaceutical Forms

--Master File Locations

- Aftachments

- Abstract Compositions

= Queries

- Owned EVMPD Entities

- Owned Authorised Products

5 Authorised Products (Valid Version)

- Owned Development Products |

f- Substance Names

H-Approved Substance Names

H- Development Substance Names

H-Approved Substances

H- Development Substances

[
[E
&
&
[
[
[
- Sources
[
[
[
£
£
&
&
&

A-MAHs

H-Sponsors

7-ATC Codes

1-Routes of Administration
1-Pharmaceutical Forms
1 Abstract Compositions

i Attachments

f-Master File Locations

Expand the section by clicking on the + sign:

= Queries
= Owned EVMPD Entities
-- Owned Authorised Products
& Authorised Products (Malid Version)
Owned Development Products
i Substance Names
--Appmved Substance Mames
-- Development Substance Names

Click on 'Conditions' and tick the box next to the field 'Owned':
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WEB Trader | Create and Send Procuct Reports || Medicinal Products | MecDRA |
‘01| Reset Application | Reset Section | Giear| E| R| Run| Runto Excell o|

----- Authorised Medicinal Products
----- Development Medicinal Products
----- Approved Substances

----- Development Substances

----- sources

----- Master File Locations

----- Attachments

----- Abstract Compositions

=- Queries

& Owned EVMPD Entities

& Owned Authorised Products

|.=-Owned Development Products |
Fields

[Conditions (AND)

& Results

- Substance Names

- Approved Substance Names

- Development Substance Names
E

E

+- Approved Substances
+1- Development Substances

Description| Name/Value

--Authorised Products (Valid Version)

Local Number (Matches) []

EV Code (Matches) []

Has Been Updated []

Owner HQ 1D (Matches) []
Product Validity []

Product Pending []

Product Nullified []

Last Update []

Last Update (From) []

Last Update (Up to) []

Product Code (Matches) []
Product Name (Matches) []
Product Other Name (Matches) []
Spansor (Name) (Matches) []
Sponsor (Code) (Matches) []
Pharmaceutical Form (Matches) []
Route of Administration (Matches) []
Substance (Code) (Matches) []
Substance (Name) (Matches) []
ATC Code [

Is Updatable []

Is Nullifiable []

Sender ldentifier (Matches) []
Sender Name (Matches) []

Define other filters for your query in the 'Conditions' section as required.

You can select which fields you wish to see as the result of your query in the 'Fields' section; some

fields are already selected by default:
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WEB Trader | Create and Send Product Reports ” Medicinal Products | MedDRA |

‘01| Reset Application | Reset Section | Clear| Run| RuntoExcel| O| @]

----- Authorised Medicinal Products
----- Development Medicinal Products
----- Approved Substances

----- Development Substances

----- Sources

----- Master File Locations
----- Attachments
----- Abstract Compositions
- Queries
@ Owned EVMPD Entities
m Owned Authorised Products
-- Authorised Products (Valid Version)
E Owned Development Products
’ :[Fields
-Conditions (AND)
¢ mResults
i Substance Names
-- Approved Substance Names
-- Development Substance Names
-- Approved Substances
-- Development Substances
--Sources
i MAHs
———aotooocorc

~ |

Description

]

EV Code

Version

[¥]version Date

Owner HQ ID

Product Code

Full Presentation Name
[[]Product Other Name
Sponsor Name
Sponsor Code
[C]Pharmaceutical Form
[[]Route of Administration
[[]Substance names
[C]Substance Concentration Ty...
Is Updatable

Is Nullifiable

[[]Owner Name
[C1Sender Identifier
[[IMessage Number
[[IMessage Receive Date
[[]1Sender Name

Product Validity
Product Pending
Product Nullified

Default selection
Default selection
Default selection
Default selection
Default selection
Default selection

Default selection
Default selection

Once you select the conditions of your query, click on "Run’ to view the results of your query on the
screen or 'Run to Excel' to export the results of your query in an Excel file:
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----- Authorised Medicinal Products
----- Development Medicinal Products
----- Approved Substances

----- Development Substances

----- Sources

----- Sponsors
----- ATC Codes
----- Routes of Administration
----- Pharmaceutical Forms
----- Master File Locations
----- Attachments
----- Abstract Compositions
=- Queries
& Owned EVMPD Entities
= Owned Authorised Products
. Authorised Products (Valid Version)
[j Owned Development Products

WEB Trader | Create and Send Product Reports || Medicinal Products M edDiRA |
J Reset Apr:dlcailml Reset Sectmnl Clear| H Rll RunI_Runto ExceIIJ

Description | Name/Value

Local Number {(Matches) []

EV Code (Matches) []

Has Been Updated []

Owner HQ ID (Matches) []
Product Validity []

Product Pending []

Product Nullified []

Last Update []

Last Update (From) []

Last Update (Up to) []

Product Code (Matches) []
Product Name (Matches) []
Product Other Name (Matches) []
Sponsor (Name) (Matches) [
Sponsor (Code) (Matches) []
Pharmaceutical Form (Matches) []
Route of Administration (Matc... []

~Fields Substance (Code) (Matches) []
- Conditions (AND) Substance (Name) (Matches) [
- Results ATC Code []
- Substance Names Is Updatable []
- Approved Substance Names Is Nullifiable []
= Development Substance Names Owned -
- Approved Substances Sender Identifier (Matches) []
- Development Substances Sender Name (Matches) []
#-Sources
#=-MAHs
#H- Sponsors
D ATC Cadeg

If you opted to view the results of your query on the screen, the list of products will be displayed in the

active area:
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WEB Trader | Create and Send Product Reports " Medicinal Products = MedDRA

0| Reset Application | Reset Section| Ciear| » | v | ReRun | todfy | Delete | Excel | Export + | Reload v | Load » | 0| &|
~Authorised Medicinal Products ~

Development Medicinal Products Num EV Code Version Version Date
Approved Substances PRD131268 1/1 Valid 2023/10/09 14:56 .45
Development Substances 0002 PRD131818 1/1 Valid 2024/02/07 09-26.10
_Sources 10003 PRD131210 1/1 Valid 2023/09/28 11-50.57
_MAHs []0004 PRD131681 1/1 Valid 2024/01/03 00°48 46
_Sponsors 10005 PRD131704 1/1 Valid 2024/01/11 13:30.52
_ATC Codes 10006 PRD131422 1/1 Valid 2023/10/24 13:25.35
_Routes of Administration 10007 PRD131519 1/1 Valid 2023/11/16 17-22.18
- Pharmaceutical Forms []0008 PRD131743 1/1 Valid 2024/01/23 1634 37
Master File Locafions 10009 PRD131751 1/1 Valid 2024/01/24 11:25.35
 Atachments Eoom PRD131760 1/1 Valid 2024/01/24 12:26 38
. 0011 PRD131769 1/1 Valid 2024/01/25 11-38.48
agﬁsetrru?a? compostions 10012 PRD131772 1/1 Valid 2024/01/26 0717 49
N 10013 PRD131773 1/1 Valid 2024/01/26 08:27 52
g Owned EVMPD Enfities 10014 PRD131774 1/1 Valid 2024/01/26 09°14 54
7 Owned Authorised Products 10015 PRD131787 1/1 Valid 2024/01/30 16-40 10
&-Authorised Products (Valid Version) C]0016 PRD131788 1/1 Valid 2024/01/31 08:59.35
=-Owned Development Products o017 PRD131790 1/1 Valid 2024/02/01 1018 52
--Fields [Joo1s PRD131580 11 Valid 2023/12/01 17:27.01
. ~Conditions (AND) 10019 PRD131653 1/1 Valid 2023/12/20 10:09.55
O Results 10020 PRD131655 1/1 Valid 2023/12/21 10:37.08

If you opted to view the results of your query in an Excel file, a new window will open; you will be able
to retrieve the Excel file by clicking on the text 'here':

Summary

Temporary (for Export)|Clicl] here ffor the file

Name: Cwned Development Products (07-11-2023 09-47-55) .xls

4.12. Displaying/printing and saving information from XEVMPD

The information available in the XEVMPD can be displayed, saved, and printed in various formats.
Depending on the section, in which you are working in and on the item(s) selected, individual
entities and/or results of queries can be saved as an Excel spread sheet, XML file, RTF file or a ZIP file
(in 'Create and Send Product Reports' section only).

See section 3.11. Export functions and available formats of this document for related information.

Excel |This button allows you to save the result of your queries as a spread sheet in an Excel format.

— |This button allows you to generate an XML version of the XEVPRM message selected in EVWEB.

RTF ‘ . ) .
This button allows you to generate an RTF file (a typical cross-platform document format)

version of the message selected in EVWEB.

P
J This button in the 'Create and Send Product Reports' section allows you to generate a ZIP file
also containing the attachment (if present) and save it on your computer.

See section 4.8. Save, Reload and Send an XEVPRM for information.
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4.13. Retrieving previous version(s) of medicinal product entity

In EVWEB, users can view each individual version available for the EV Code of their AMP/DMP entity in

the sections 'Previous Versions'/'Subsequent Versions' within the AMP/DMP entity.

To achieve this, load the product in the tree-view area, then click on 'Previous Versions' or 'Subsequent
Versions' as required:

VWEE Trader | Create and Send Product Reports ” Medicinal Products  MedDRA |

ﬂ Reset Applicaﬁon| Reset Sec.tion| Clear| XML | RTF| Other Operations - |

L:_l..

Authnrised Medicinal Products

= Authorised - PRD 126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets

----- MAH: ORG8828 - XYZ PHARMA LTD
----- MFL: MFL8780 - IE - Dublin

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

#=-Drug ATCs (1)

#-Drug Indications (14)

----- Previous EV Codes (-)

7- Product Attachments (1)
i- Previous Versions (...)

i- Subsequent Versions (...)
r- Reporting Names - Presentations (...)
#- Reporting Names - Scientific (...)
Development Medicinal Products

Approved Substances

Development Substances

Sources

[l Arn i EaE A

Sponsors
ATC Codes

P

----- QPPV: User HB03044 Num 01 (OTORGHB03044) - 211696

To view the versions in each section, click on the '+' sign:
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VWEE Trader | Create and Send Product Reports ” Medicinal Products | MedDRA |

EI Reset ﬂpplicaﬁunl Reset Sectinnl Clearl XMLl RTFl Other Operations « |

= Authorised Medicinal Products
= Authorised - PRD126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets
----- MAH: ORG8828 - XYZ PHARMA LTD
----- MFL: MFL8780 - IE - Dublin
----- QPPV: User HB03044 Num 01 (OTORGHBO03044) - 211696
-- Medicinal Product Types (1)
--Authorised Pharmaceutical Forms (1)
--F’harmaceutical Products (1)
- Drug ATCs (1)
= Drug Indications (14)
----- Previous EV Codes (-)
= Product Attachments (1)
revious Versions (...)
- Subsequent Versions (...)

- Reporting Names - Presentations (...)

#- Reporting Names - Scientific (...)

The individual versions of your product entry will be displayed:

VWEE Trader | Create and Send Product Reports ” Medicinal Products = MedDRA |

EI Reset Applic.aﬁunl Reset Sectinnl Clearl

=I-Authorised Medicinal Products

= Authorised - PRD126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets
----- MAH: ORG8823 - 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 Attachments (1)

= Previous Versions (2)

----- 1/3 - Paracetamol 500 mg Film Coated Tablets

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

To view the required version, click on the version you wish to view so it becomes available in the active

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

EI Reset App\ic.aﬁnnl ReselSed\onI Clearl Luadl

E--Authnrised Medicinal Products
=-Authorised - PRD126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets
--MAH: ORG8828 - XYZ PHARMA LTD

~MFL: MFL8780 - IE - Dublin

H-Medicinal Product Types (1)

7-Drug ATCs (1)

7-Drug Indications (14)
--Previous EV Codes (-)
- Product Attachments (1)
B- Previous Versions (2)

B
[
- Pharmaceutical Products (1)
£
B

QPPV: User HB03044 Num 01 (OTORGHB03044) - 211696

H-Authorised Pharmaceutical Forms (1)

| 1/3 - Paracetamol 500 mg Film Coated Tablets |

--Subsequent Versions (-)

- Reporting Names - Scientific ()

:..2/3 - Paracetamol 500 mg Film Coated Tablets

- Reporting Names - Presentations (. )

Paracetamal 500%

Description

a
Version
Type
Version Status
Version Validity
Version Description
Product Validity
Product Pending
Product Nullified
Current vs Previous
Version Date
Version by
New Version ?
New Version by
Nullified
PhV enquiry email
PhV enquiry Phone

CSondar | acal Cada

Name/Value

PRD 060

1/3

Authorised

Accepted

Unassessed

Updated Nof Assessed Version
Not Assessed

Not Assessed

No

No Previous Version
30/09/2021 12:19:55
OTORGHB03044

Yes (30/09/2021 14:19:03,000)
OTORGHB03044

No
pharmacovigilance@xyzpharm
+353 1234 5678

Click on 'Load' in the main menu and the version will be displayed in the tree-view area and in the
active area of EVWEB:

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

EI Reset Application | Reset Section | C|ear|

E--Authorised Medicinal Products
=-Authorised - PRD126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets
--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 Attachments (1)

E| Previous Versions (2)

--1/3 - Paracetamol 500 mg Film Coated Tablets
--2/3 - Paracetamol 500 mg Fiim Coated Tablets

--Subsequent Versions (-)

#1Reporting Names - Presentations (...)

= Reporting Names - Scientific (...)

Paracetamol 500%

Description

a
Version
Type
Version Status
Version Vahdity
Version Description
Product Validity
Product Pending
Product Mullified
Current vs Previous
Version Date
Version by
New Version ?
New Version by
Nullified
PhV enquiry email
PhV enquiry Phone
Sender | ocal Code

Name/Value

PRD 060

1/3

Authorised

Accepted

Unassessed

Updated Not Assessed Version
Not Assessed

Not Assessed

No

No Previous Version
30/09/2021 12:19:55
OTORGHB03044

Yes (30/09/2021 14:19.03,000)
OTORGHB03044

No
pharmacovigilance@xyzpharm...
+353 1234 5678
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WEB Trader I Create and Send Product Reporis " Medicinal Products = MedDRA |
H ReselAppI\caﬁun‘ Reselsaction| Clear| XML | RTF| Update | Other Operations ~

Forthe

= Authorised Medicinal Products A [paracetamal s00%

= Authorised - PRD126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets
MAH: ORG8828 - XYZ PHARMA LTD
MFL: MFL8780 - IE - Dublin
QPPV: User HB03044 Mum 01 (OTORGHB03044) - 211696
#-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 (2)
+-1/3 - Paracetamol 500 mg Film Coated Tablets
...2/3 - Paracetamol 500 mg Film Coated Tablets
Subsequent Versions (-)
- Reporting Names - Presentations ()
- Reporting Names - Scienfific (...)
| & Authorised - PRD126060 - 1/3 - Paracetamol 500 mg Film Coated Tablets |
-MAH: ORG8828 - XYZ PHARMA LTD
~MFL: MFL8780 - |IE - Dublin
QPPV: User HB03044 Num 01 (OTORGHB03044) - 211696
- Medicinal Product Types (1)

Description | Name/Value
de |PRD 060
Version 1/3
Type Authorised
Version Status Accepted
Version Validity Unassessed

Version Description Updated Not Assessed Version

Product Validity Not Assessed
Product Pending Mot Assessed
Product Nullified No

Current vs Previous No Previous Version
Version Date 30/09/2021 12:19:55

Version by OTORGHB03044
New Version ? Yes (30/09/2021
New Version by OTORGHB03044

Nullified No

14:19:03,000)

PhV enguiry email pharmacovigilance@xyzpharm..

PhV enquiry Phone +353 1234 5678
Sender Local Code
Info Date
Authorisation Country Code Ireland

Authorisation Procedure EU authorisation procedures - ...

Authorisation Status Valid
Authorisation Number PA1234/567/001

4.14. Retrieving 'Valid' versions of medicinal product entities

In EVWEB, you can perform an advanced query to retrieve only valid versions of your AMP entities.

Go to 'Advanced Queries' and select 'Authorised Products (Valid version)'.

In the 'Conditions (AND)', select 'Owned' and run the query (using 'Run’ or 'Run to Excel'):

WEB Trader | Create and Send Product Reports " Medicinal Products || MedDRA |
H ReselApplicaiion| ResetSecticn| Clear ﬂﬂm Run to Excel ﬂ

Development Medicinal Products
- Approved Substances
--Development Substances
-Sources

MAHs
- SpoNsors
--ATC Codes
--Routes of Administration
--Pharmaceutical Forms
-—-Master File Locations
--Attachments
--Abstract Compositions
| = Queries |
(- Owned EVMPD Entities
- Owned Authorised Products
| = Authorised Products (Valid Version) |
Fields
Conditions (AND)
i..Results
- Owned Development Products
- Substance Names
o1 Approved Substance Names
- Development Substance Names
- Approved Substances
@- Development Substances
&
&
A
A
&

+- Sources

+- MAHs

+- Sponsors

+-ATC Codes

+- Routes of Administration
+- Pharmaceutical Forms

S Pa racetamol 500%

Description |

Name/Value

Product Strength Name (Matc...
Product Company Name (Mat...
Product Form Name (Matches)
Authorisation Country
Authorisation Procedure
Authorisation Status
Authorisation/Renewal Date (F. ..
Authorisation/Renewal Date (U. ..
MA Validity
Authorisation Number (Matches)
MRP/DCP/EMEA Number (Ma...
EU Number (Matches)
Legal Basis
Invalidated Date
Invalidated Date (From)
Invalidated Date (Up to)
MAH (Name) (Matches)
MAH (Code) (Matches)
QPPV
Master File Location (Code) (...
Pharmaceutical Form (Matches)
Route of Administration (Matc. ..
ATC Code
Substance (Code) (Matches)
Substance (Name) (Matches)
Is Updatable
Is I

Sender Identifier (Matches)
Sender Name (Matches)

g
d
d

v|Valid

OOOO0O0O0O0O00O0O0O00O0000RO0000O

|
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A list of AMPs which have a product validity set to 'Valid' will become available either in the active area
or in an Excel file, depending on how you run the query:

|:|| ResetApphcatlun‘ Reset Sect\un‘ C\ear| ReRun‘ Mud\fy‘ De\ete‘ Exce\‘ Export ~ ‘ Reload v| Load ~ ‘ ‘ ‘

Authorised Medicinal Products
Development Medicinal Products
Approved Substances

- Development Substances
Sources

-~ MAHSs
Sponsors
ATC Codes

~~Routes of Administration
Pharmaceutical Forms
Master File Locations

- Attachments
Abstract Compositions

Num [ EV Code [ version [ Version Date [ Owner Identifier Full Presentation Name | Product Short Name | MAH Name

CI0001 PRD99739 474 Valid 2012A0/31 150115 DCMTESTMAH 999 o EUROPEAN MEDICI |
Clo002 PRD101581 313 Valid 2012110/31 150144 DCMTESTMAH aaa aza EUROPEAN MEDICI,
Clooos PRD108743 313 Valid 2012/10/31 150115 DCMTESTMAH HGFFJYGKJHKI FGXDT EUROPEAN MEDICI,
Clooo4 PRD111036 212 Valid 2015/06/05 125740 DCMTESTMAH Goshi 25 Capsules Goshi 25 PHARMAX LIMITED
10005 PRD111058 313 Valid 2014/10/03 14:05.23  DCMTESTMAH DrugVero lbuprofen F... DrugVero Forte PHARMAX LIMITED
10006 PRD111059 11 Valid 2014/07/02 100523 DCMTESTMAH Nikko tablets Nikko NEWPHARMA LTD
Clooo? PRD111081 206 Vialid 2015/07/02 12.55.02  DCMTESTMAH ProductX comprimido...  ProductX PHARMAX LIMITED
10008 PRD112205 313 Valid 201500225 17:28.16  DCMTESTMAH Luna 21 Pharmal co...  Luna 21 PHARMAL LTD
Clooos PRD114960 113 Valid 2015/04/23 130317 DCMTESTMAH TabletsX TabletsX PHARMAL LTD
Clooto PRD114962 272 Valid 2015/04/24 114741 DCMTESTMAH Product ¥ lbuprofen  DrugVero Forte PHARMAX LIMITED

e To identify AMPs, which were not updated (i.e. operation type 'Update' was not applied for that
AMP) by the MAH following a validation by the Agency:

— In EVWEB, go to 'Advanced Queries' and select 'Owned Authorised Products';

— In the 'Conditions (AND)', select the field 'Product Validity' and set the value to 'Valid'. Also,

select the field 'Product Pending' and set the value to 'Assessed’;

— Then run the query (using 'Run' or 'Run to Excel').

e To identify AMPs, which were updated (i.e., operation type 'Update' was applied for that AMP) by

the MAH following a validation by the Agency:

— In EVWEB, go to 'Advanced Queries' and select 'Owned Authorised Products';

— In the 'Conditions (AND)', select the field 'Product Validity' and set the value to 'Valid'. Also,
select the field 'Product Pending' and set the value to 'Pending Update';

— Then run the query (using 'Run' or 'Run to Excel').

4.15. Comparing individual versions of a medicinal product entity

To compare individual versions of the medicinal product entity, retrieve the AMP entity so that it is

available in the active area of EVWEB:
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WEE Trader I Create and Send Product Reports " Medicinal Products || MedDRA |

£| Reset Application | Reset Section | Clear | XML | RTF | Other Operations + |

£

E-Authorised Medicinal Products
E-Authorised - PRD4334370 - 3/3 Valid - Ibuprofen 400 tablety
--Development Medicinal Products
- Approved Substances
--Development Substances
--Sources

- MAHs

- Sponsors

- ATC Codes

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

- Attachments

--Abstract Compositions
H-Cueries

Description | Name/Value
EV Code |PRD4334370
Version 3/3 Valid
Type Authorised (2)
Wersion Status Accepted (1)
Wersion Validity Valid (1)
Wersion Description Current Valid Version
Product Walidity Walid (1)
Product Pending Assessed (2)
Product Mullified Mo (0)
Current vs Previous Double Click to Compare
Wersion Date 01/09/2016 14:59:24
Version by EMAMAHP
Mew Version ? Mo
MNew Version by
Mullified Mo

In this specific product entity, there are 3 versions.

Description | Name/Value

EV Code

Version

Type

Version Status
Version Validity
Wersion Description
Product Walidity
Product Pending

PRD4334370

3/3 Valid

Autharised (2)
Accepted (1)

Walid (1)

Current Valid Version
Walid (1)

Assessed (2)

o (0}

ified
Current vs Previous

Double Click to Compare

Version Date
Version by
MNew Version ?
New Version by
MNullified

01/09/2016 14:69:24
EMAMAHP
MNo

MNo

the latest) and the previous versions:

Double-click on the 'Double Click to Compare' text in the 'Current vs Previous' field:

A new window will open, providing a short description of the changes made between the current (i.e.
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2 hitps/eudravigilance ema.curopa.£u/T7CCDFL84 2303 4978 BBFE 94C662254EF0 - Product Versions C - Internet Explorer s s e e

File Edit View Favorites Tools Help % EHConvert v [iSelect

Product Versions Changes

PRD4334370

From Version 2 Valid (2016/09/01 13:10:51) to 3 Valid
(2016/09/01 14:59:24)

Section Changes

Authorised Product [1Changed PhV enquiry email |

In this specific example, a change was made in the 'PhV enquiry email' field. The square box next to
the field(s) is there to help the end user keep on track of the reviewed changes in case that multiple
changes were made within one AMP entity. By ticking off the box(es), the user can see which changes
were reviewed and which are yet to be done.

@ https://eudravigilance.ema.europa.eu/?7CCDF184-2303-4978-88FE-94C662254EF0 - Product Versions C - Internet Explorer (= El] ﬂ

File Edit View Favorites Tools Help % &Convert ~ iSelect
Product Versions Changes
PRD4334370

From Version 2 Valid (2016/09/01 13:10:51) to 3 Valid
(2016/09/01 14:59:24)

Section Changes

Authorised Product FlEhanged P enquirermi

Selecting/not selecting the relevant boxes has no impact on the changes made in the AMP or indeed

the EVWEB.
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5. MedDRA

MedDRA is the Medicinal Dictionary for Regulatory Activities. It has been developed as a clinically
validated international medical terminology for regulatory authorities and the pharmaceutical industry.
MedDRA is intended to be used throughout the entire regulatory processes, from pre- marketing to
post- marketing phases, for data entry, retrieval, evaluation and presentation.

This section describes the principal aspects of MedDRA, its structure and how to access and use
MedDRA in EVWEB. This section also explains the process necessary to perform both simple and
advanced queries on MedDRA through EVWEB.

Every user of EVWEB should hold a valid MedDRA license. The license details should be provided as
part of the registration process with EudraVigilance.

For further details about the MedDRA license policies, please refer to the official Website of the
MedDRA MSSO and the specific EudraVigilance license policy for Small and Medium Size Enterprises
(SMEs) published at the EudraVigilance Website.

5.1. Introduction

MedDRA has been developed as a clinically validated international medical terminology for regulatory
authorities and the pharmaceutical industry for use in data entry, retrieval, evaluation and
presentation during all phases of the regulatory processes, from pre- to post- marketing phases. These
processes include:

e Clinical studies
e Reports of spontaneous adverse reactions and events
e Regulatory submissions

e Regulated product information.

The dictionary provides terminology intended to be used in the following areas:
e Diseases

o Diagnosis

e Signs

e Symptoms

e Therapeutic indications

e Investigations names and qualitative results

e Medical, social, family history.

Nevertheless, there are some areas excluded from MedDRA terminology:

e Population level qualifiers (e.g., 'rare' and 'frequent' fail to focus on the individual patient)
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e Numerical values for results (numeric representations cannot be universalized, especially in terms
of the measurement parameter)

e Severity descriptors (typically, terms such as 'severe' or 'mild' are not found in the terminology,
with some exception when their presence is medically relevant, e.g., aggravated conditions are

different than the condition itself)

e Patient demographics (aside from very few occasions where sex is a pertinent descriptor, terms
like age, race and religion are not included in the terminology)

e Equipment, device and diagnostic product terms (e.g., the term 'catheter' would not be included in
the terminology whereas the failure and its health effects would be)

e Drug product terms

e Device failure terms

e Clinical trial study designs terms.

5.2. MedDRA Structure

MedDRA is organized in a hierarchical structure. MedDRA terms are grouped at different levels thus
allowing searches to be performed with several degrees of specificity.

The hierarchical structure provides vertical links between superordinate terms (broad grouping) and
subordinate descriptors (higher level of specificity):

System Organ Class (SOC)
High Level Group Term (HLGT)
High Level Term (HLT)
Preferred Term (PT)

Lowest Level Term (LLT)
System Organ Class (SOC)

The System Organ Class (SOC) is the highest level of the hierarchy and provides the broadest concepts
for data retrieval.

There are SOCs, and they represent parallel axes, which are not mutually exclusive. This allows terms
to be represented in more than one SOC, and therefore grouped by different classifications.

High Level Group Term (HLGT)

A High Level Group Term (HLGT) is subordinate only to System Organ Classes (SOCs) and
superordinate for one or more High Level Terms.

High Level Term (HLT)

A High Level Term (HLT) is subordinate to High Level Group Terms and is superordinate for the
Preferred Terms (PTs) linked to it.

The specificity of HLTs is not uniform. HLT groupings reflect the relative importance of terms
dependent on the individual SOC.
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Preferred Term (PT)

A Preferred Term (PT) is subordinate to High Level Terms and groups together the Lowest Level Terms
(LLTs).

There is no limit to the number of LLTs that can be linked to a single PT. For every new PT, an identical
LLT is created for data entry purposes. A PT contained in a particular SOC can only be linked to that
individual SOC via one route. PTs represent a single medical concept and are internationally agreed.

Although a PT can be linked to more than one SOC, each PT is assigned to a Primary System Organ
Class. The purpose for the Primary SOC is to determine which SOC will represent a PT during
cumulative data output. This will prevent a PT from being represented more than once during data
retrieval from all SOCs.

Lowest Level Term (LLT)
A Lowest Level Term (LLT) constitutes the bottom level of the hierarchy and is linked to a PT.

Culturally unique terms that have been internationally agreed upon are found at this level. LLTs
facilitate the transfer of historical data; terms from other terminologies are also stored here.

LLTs have one of the following three relationships to PTs:
Synonyms - different term for the same descriptor
Lexical variant - different word forms for same expression

Quasi-synonyms - terms with meanings generally regarded as different, but which in practice are
treated as equivalent

Special Search Categories (SPEC CAT(s))

Special Search Categories (SPEC CAT(s)) allow linkage of terms that are neither equivalent nor
hierarchically related, but share clinical concepts that cross SOC hierarchies. This is accomplished by
grouping terms at the PT level that are all relevant to the same, singular issue. This is usually a
disease or syndrome.

5.3. MedDRA in EVWEB

You can access the MedDRA section of EVWEB by clicking on the 'MedDRA' button on the main menu.

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

H Reset Application ‘ Reset Section| Clear| }(ML| RTF| Other Operations

The MedDRA section allows you to perform searches among SOC Terms, HLGT Terms, HLT Terms,
Preferred Terms and Low-Level Terms.

As in other sections of EVWEB, searches can be performed in two different ways:
e Simple query

e Advanced query.
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To perform an advanced query, expand the 'Queries' section in the tree-view area:

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

El Reset Applicationl Reset Sectionl Clearl Versionl

----- SOC Terms |
----- HLGT Terms

----- HLT Terms

----- Preferred Terms
----- Low Level Terms
7] Queries

[ em |

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

El Reset Applicationl Reset Sectionl Clearl ‘v'ersionl

~S0C Terms |
HLGT Terms
HLT Terms
Preferred Terms
Low Level Terms
Sl auerios|

- SOC Terms
& HLGT Terms

- HLT Terms

#- Preferred Terms

- Low Level Terms

Each query term has its own sub-menu, allowing to choose between 'Fields' and 'Conditions' to perform

a query.

Fields for SOC Terms:
SOC Code
SOC Name

SOC Abbreviation

Conditions for SOC Terms:
SOC Code

SOC Name

HLGT Code

HLGT Name
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HLT Code
HLT Name
PT Code
PT Name
LLT Code

LLT Name

Fields for HLGT Terms:
HLGT Code

HLGT Name

Conditions for HLGT Terms:
SOC Code

S0C Name

HLGT Code

HLGT Name

HLT Code

HLT Name

PT Code

PT Name

LLT Code

LLT Name

Fields for HLT Terms:
HLT Code

HLT Name

Conditions for HLT Terms:
SOC Code

S0C Name

HLGT Code

HLGT Name

HLT Code
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HLT Name
PT Code
PT Name
LLT Code

LLT Name

Fields for Preferred Terms:
PT Code

PT Name

Conditions for Preferred Terms:
SOC Code

SOC Name

HLGT Code

HLGT Name

HLT Code

HLT Name

PT Code

PT Name

LLT Code

LLT Name

Fields for Low Level Terms:
LLT Code
LLT Name

LLT is current?

Conditions for Low Level Terms:
SOC Code

S0C Name

HLGT Code

HLGT Name

HLT Code
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HLT Name
PT Code
PT Name
LLT Code

LLT Name

In all cases, query search allows you to select one or more 'Fields' and one or more 'Conditions' to

restrict the results of the search.

MedDRA version

EVWEB allows you to select a specific version of MedDRA to perform your simple and advanced
queries.

Click on the button 'Version' that will be displayed in the dynamic button set on the main
ersion

menu.

A drop-down menu will be displayed allowing you to select a MedDRA version as required:

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

O | Reset Application ‘ Reset Section | Clear || Vershl

Choose an option |

-~ 50C Terms Press A - Z to find initial letter
_____ HLGT Terms Press Enter to select, Escape to clear Des
HLT Terms
----- Preferred Terms 3.1 | (]
----- Low Level Terms [23.0 |
E-Queries 221 |
e SOC Terms [22.0 |
--HLGT Terms L1 |
--HLT Terms bio |
--Preferred Terms [20.1 |
- Low Level Terms [20.0 |
[19.1 |
[19.0 |
[18.1 [

Once a version is selected, you can start performing simple and advanced queries for that specific
MedDRA version.
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WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA

ﬂ Reset Application ‘ Reset Section | Clear| Version (24.0) | Run ‘

;-----SOC Terms |

~HLGT Terms Description | Name/Value
HLT Terms

g----Preferred Terms Conditions (AND)
-Low Level Terms Results

= Queries

- SOC Terms

& HLGT Terms

-- HLT Terms

-- Preferred Terms

E| Low Level Terms
~.Fields
~.Conditions (AND)
" Results

If you do not specify any version, the simple and advanced queries are performed with the current
MedDRA version.

5.4. How to perform a Simple query

You can start a simple query from any MedDRA level listed in the tree-view area:
SOC (System Organ Class Terms)

HLGT (High Level Group Terms)

HLT (High Level Terms)

PT (Preferred Terms)

LLT (Low Level Terms)

'SOC Terms' is the default selection presented by the system.

As an example, we will perform a simple query starting from the Low Level Term 'Glaucoma associated
with ocular trauma'.

Select 'Low Level Terms' in the tree-view area:
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WEB Trader | Create and Send Product Reports || Med

El Reset Applicationl Reset Sectionl Clearl Version (

- 80C Terms
HLGT Terms
- HLT Terms
- Preferred Terms
; Low Level Tennsl
= Queries
& SOC Terms
1 HLGT Terms
-HLT Terms
-- Preferred Terms
E Low Level Terms
Fields
Conditions (AND)
Results

Type: "*glaucoma associated with ocular trauma*" in the simple query field on the top of the active

area and press 'Enter' on your keyboard to perform the query. The results are displayed in the active
area:

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

_l Reset Appllcallonl Reset Secnonl Clear Versmnl iIJJ

SOC Terms |“g|auc0ma associated with ocular trauma™
CHLGT Temms Num LLT Code LLT Name Is Deprecated
-HLT Terms [W]000 0018 d

-Preferred Terms
Low Level Terms
#- Queries

The columns' heading in the active area will provide the following information: 'Num' (number of items
found), 'LLT Code' and 'LLT Name".

To see further details of the result of your query, select the result in the active area and the result of
our search will be displayed under 'Low Level Terms' in the tree-view:

WEB Trader || Greate and Send Product Reports || Medicinal Products |[ MedDRA

El Reset Applicationl Reset SectionI C\earl VersionI ilﬂﬂ

- 850C Terms |*g|auc0ma associated with ocular trauma®
HLGT Terms LLT Code
--HLT Terms 10018313
--Preferred Terms

£l Low Level Terms

| m Glaucoma associated with ocular frauma
- Queries

Num

LLT Name
Glaucoma associated with ocular trauma

Is Deprecated
No

Click on '+' at the left side of 'Glaucoma associated ..."' in the tree-view area to move from 'Low Level
Term' up to 'Preferred Terms'. Follow the same principle to view the SOC, HLT and SPEC CAT(s):
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WEB Trader || Create and Send Product Reports || Medicinal Products |[ MedDRA

ﬂ Reset Application| Reset Sectionl Clear| Versionl 4] | a |J

--S0C Terms I*glaucﬂma associated with ocular trauma™
~HLGT Terms Num | LLT Code LLT Name Is Deprecated
~HLT Terms [v]0001 10018313 Glaucoma associated with ocular trauma  No
Preferred Terms
=8 Low Level Terms

[E] Glaucoma associated with ocular trauma
Preferred Terms (1)
[E] Glaucoma traumatic
&-HLT Terms (2)
Primary System Organ Class (es)
--AH Linked System Organ Class (es)

=-Queries

WEB Trader || Greate and Send Product Reports || Medicinal Products |[ MedDRA

ﬂ ResetAplecation| Reset Sectlonl C\ear| Versmnl Q ‘ m] ‘J

--S0C Terms |‘g|aucoma associated with ocular trauma™
~-HLGT Terms Num LLT Code LLT Name Is Deprecated
~-HLT Terms [¥]0001 10018313 Glaucoma associated with ocular trauma  No
--Preferred Terms

=8| ow Level Terms;

= Glaucoma associated with ocular trauma
=-Preferred Terms (1)
2 Glaucoma traumatic
£-HLT Terms (2)
Glaucomas (excl congenital)
Eye injuries NEC
=-Primary System Organ Class (es)
Injury, poisoning and procedural complications
=-All Linked System Organ Class (es)
- Eye disorders

Injury, poisoning and procedural complications

= Queries

To delete the queries performed in the MedDRA section, you can either deselect all items in your active
area and use the 'Clear' functionality in the main menu, or click on the 'Reset Section' button:

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

O | Reset Application || Reset Sectionl Clearl Versionl ) Jﬂ

5.5. How to perform an Advanced Query

You can perform advanced queries through the query function, located in the tree-view area. An
advanced query performs a more customized and structured search than the generic one.

Click on '+' next to 'Queries' in the tree-view area. The MedDRA hierarchical terminology levels will be
displayed:

SOC (System Organ Class Terms)
HLGT (High Level Group Terms)
HLT (High Level Terms)

PT (Preferred Terms)
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LLT (Low Level Terms)

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

El Reset Applicationl Reset Sectionl Clearl Versionl Runl

&

S50C Terms
HLGT Terms

Preferred Terms
...Low Level Terms

Queries

& SOC Terms

@ HLGT Terms

@ HLT Terms

-- Preferred Terms
= Low Level Terms

You can now expand each item by clicking on '+' at the left side of each single item.

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

El Reset Applicationl Reset Sectionl Clearl Versionl Runl

~80C Terms

.HLGT Terms

HLT Terms

;----F’referred Terms
g----L[:-w Level Terms
=-Queries

[—j S0C Terms

..... Conditions (AND)
----- Results
=-HLT Terms

..... Conditions (AND)
----- Results
=-Low Level Terms

..... Conditions (AND)
----- Results
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At each level, 'Fields', 'Conditions' and 'Results' will be displayed.

'Fields' and 'Conditions' are the two variables that you will have to choose in order to carry out an
advanced query. The 'Results' sub-section will display the results of your query. For more details about
how to perform an advanced query see section 3.6.2. Advanced Query.

The following example describes how to perform an advanced query. We will search all Preferred
Terms (with their relevant codes) linked to the High Level Terms containing the word 'glaucoma’.

Fields: Preferred Terms

Conditions: High Level Terms containing 'glaucoma’

Click on '+' at the left side of the 'Queries' in the tree-view area. Then, click on '+' at the left side of
'Preferred Terms' that appears under the 'Query' item in the tree-view area.

Now click on 'Fields'. 'PT Code' and 'PT Name' are now displayed in the active area.

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

ﬂ Reset Application ‘ Reset Sectionl Clear‘ Versionl Run | J

~80C Terms |
HLGT Terms
~HLT Terms
- Preferred Terms []PT Name
~Low Level Terms
5 Queries

i SOC Terms

& HLGT Terms
--HLT Terms
é--Preferred Terms

Description

Default selection
Default selection

& Low Level Terms

To see both the codes and the names of the 'Preferred terms', select 'PT Code' and 'PT Name' in the
active area.

Both 'PT Code' and 'PT Name' items appear now as checked.
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WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA

El Reset Applicationl Reset Sectionl Clearl Versionl Runl ﬂﬂ

- Low Level Terms
=-Queries
& SOC Terms
& HLGT Terms

#-HLT Terms

E| Preferred Terms

- Fields

Conditions (AND)
-Results

& Low Level Terms

- 30C Terms |

i~HLGT Terms Description |

HLT Terms PT Code Default selection
~Preferred Terms EE Default selection

Now select 'Conditions' in the tree-view area, to define the conditions of the search.

The two columns in the active area will provide the following information: 'Description' and

'Name/Value'.

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

El Reset Applicationl Reset SectionI Clearl VersionI Hﬂﬂl 5
|

~S0C Terms

~HLGT Terms Description | Name/Value

HLT Terms SOC Code []
Preferred Terms SOC Name (Matches) []

~Low Level Terms HLGT Code []

E--Queries HLGT Name (Matches) []
@ SOC Terms HLT Code []
& HLGT Terms HLT Name (Matches) []
& HLT Terms PT Code []
= Preferred Terms PT Name (Matches) []
" Fields LLT Code []

Conditions (AND) LLT Name (Matches) []

- - Results
@ Low Level Terms

To find the Preferred Terms related to the HLT terms containing the word 'Glaucoma', we need to
specify as a condition for this query 'HLT Name' contains 'Glaucoma'.

Click on the white square displayed in the active area next to 'HLT Name', Press 'Enter' on the
keyboard and type '"*glaucoma*' in the text field just on the right side of the selected item. Then press
'Enter' on the keyboard in order to have the information available in the active area
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WEB Trader || Create and Send Product Reports || Medicinal Products || MedDRA
El Reset Applicationl Reset Se::tionI Clearl VersionI ﬂﬂ Runl 5
-~ 50C Terms |
----- HLGT Terms Description| Name/Value
~HLT Terms SOC Code []
- Preferred Terms S0C Name (Matches) []
--Low Level Terms HLGT Code []
= Queries HLGT Name (Matches)
- SOC Terms HLT Code []
@ HLGT Terms HLT Name (Matches) []
@ HLT Terms PT Code []
& Preferred Terms PT Name (Matches) []
. Fields LLT Code []
- Conditions (AND) LLT Name (Matches) []
- Results
&= Low Level Terms

To extend the search to all High Level Terms containing the word glaucoma, you should enter an
asterisk (*) at the beginning and at the end of the word that you are entering:

Description| Name/Value

S0C Code

50C Name (Matches)
HLGT Code

HLGT Name (Matches) [+
HLT Code

HLT Name (Matches)
PT Code

PT Name (Matches)
LLT Code

LLT Name (Matches)

OO0O0O000O0”O0O0

A new dynamic button (‘Run') has appeared on the main menu. Click on 'Run’ to perform the
query.

Run

You may have to wait a few seconds before the results of your query are displayed.

The result will appear in the active area.
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WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA

ﬂ Reset Application ‘ Reset Sectionl Clear‘ Versionl ﬂ R ‘Im E
|

~30C Terms
HLGT Terms Description | Name/Value
HLT Terms S0OC Code []
Preferred Terms S0OC Name (Matches) []
-Low Level Terms HLGT Code []
= Queries HLGT Name (Matches)
&-SOC Terms HLT Code []
& HLGT Terms HLT Name (Matches) []
& HLT Terms PT Code []
= Preferred Terms PT Name (Matches) []
. Fields LLT Code []
‘Conditions (AND) LLT Name (Matches) []
Results
- Low Level Terms

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

ﬂ Reset Appl\cali0n| Reset Sectmnl Clear| Versmnl 4 ‘ - | ReRun | Modi‘fy‘ Delete| Excel ‘ ‘ ‘
-~ S0C Terms
- HLGT Terms T
-~HLT Terms 0C 10002532 Aniridia
-~ Preferred Terms []0002 10009934 Coloboma
--Low Level Terms [Jooo3 10026829 Marfan's syndrome
B Queries []oo04 10002640 Anophthalmos
& S0C Terms [Joo0s 10044686 Trisomy 13
& HLGT Terms [10006 10048734 Phakomatosis
= HLT Terms [Jooo7 10049066 Cohen syndrome
£} Preferred Terms []ooos 10061528 Congenital optic nerve anomaly
--Fields [1ooo9 10062766 Stargardt's disease
Conditions (AND) [Jooto 10062940 Neuropathy, ataxia, retinitis pigmentosa syndrome
= Results [Joo11 10067159 Septo-optic dysplasia
...Result 01 October 2021 19-:02-39 [Joo12 10018330 Glaucoma traumatic
& Low Level Terms [Joo13 10035015 Pigmentary glaucoma
[Joo14 10078211 Pseudophakic glaucoma
[Joo1s 10011005 Corneal dystrophy
[Joo16 10083306 Galactosialidosis
[Joo17 10024202 Lens abnormality, congenital
[Joo1s 10041513 Spherophakia
[Joo19 10052642 Iris coloboma
[Joozo 10057411 Congenital iris anomaly

The results are displayed in the form of a list of Preferred Terms that are linked to the High Level Term
containing the word 'glaucoma’. The two columns in the active area will provide the information
concerning 'PT Code' and 'PT Name' as we had selected these two fields in the advanced query.

The results will be recorded in the tree-view under 'Results'. You can now select and analyse one or
more of the Preferred Terms displayed in the list by clicking on the little white square under the 'Num'
column.

Please see 3.5.3. Checklists for details on how to manage and navigate a checklist in EVWEB.

5.6. Current status for LLT

EVWEB provides information whether a Low Level Term is current or not in the selected version.
When you browse information on LLTs, the active area displays information on the current status of
LLT.
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The information on the 'current status' of the LLT is based on the MedDRA version selected.
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6. List of Abbreviations and Acronyms

AMP Authorised Medicinal Product

AS Approved Substances

ATC Anatomic Therapeutic Chemical (details at www.whocc.no)
CAS Chemical Abstract Service (Number)

CAP Centrally Approved Product

CBD Chemical Biological Description

cv Controlled Vocabulary

DBMS Database Management System

DCP Decentralised Procedure

DMP Development Medicinal Product

DS Development Substances

EEA European Economic Area

EDI Electronic Data Interchange

EDQM European Directorate for the Quality of Medicines
EMA European Medicines Agency

ESTRI Electronic Standards for Transmission of Regulated

Information (gateway technical specification)

EU European Union

EVDBMS EudraVigilance Database Management System

EVHUMAN Unique Identifier of the EMA (for XEVMPD transmissions)
EVWEB EudraVigilance web-based reporting application (XEVMPD

Data Entry Tool)

EWG Expert Working Group (in ICH or at the EMA)
FDIS Final Draft International Standard (in ISO)
https Hypertext Transfer Protocol Secure

ICSR Individual Case Safety Report

ISO International Standardization Organization
M Implementation Measure

IMP Investigational Medicinal Product

INN International Non-Proprietary Name
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MAH
MDN
MedDRA
MFL
MRP

MS
MSSO
NAP
NCA

PF

PIL

PL

PPI

PSI
QPPV
SME
SmPC or SPC
SSI

SSL
UCUM

XCOMP

XHTML
XEVMPD
XEVPRM
WHO
XSD

ZIP file

Marketing Authorization Holder

Message Disposition Notification

Medical Dictionary for Regulatory Activities
[Pharmacovigilance] Master File Location
Mutual Recognition Procedure

Member State (in the EU)

MedDRA Services and Support Organisation
Nationally Authorised Product

National Competent Authority
Pharmaceutical Form

Product Information Leaflet

Package Leaflet

Printed Product Information

Printed Substance Information

Qualified Person responsible for Pharmacovigilance Activities

Small and Medium Size Enterprise

Summary of Product Characteristics

Structured Substance Information

Secure Socket Layer

Unified Code for Units of Measure

EudraVigilance External Compliance Testing Environment
(aka Test or Pre-Production Environment)

eXtensible HyperText Markup Language

eXtended EudraVigilance Medicinal Product Dictionary
eXtended EudraVigilance Product Report Message
World Health Organisation

XML Schema Definition

Zipped compressed file
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