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Summary of changes

The below sections were amended following the publication of version 5.5 in September 2019. The
changes are highlighted in red:

e 1.1. About this User Manual

e 1.5. EVWEB

e 1.7.1.2. Sponsors

e 1.7.5. Data quality

e 3.9. Batch Commands

The document was restructured, and all screenshots were updated throughout the document.

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

1.1. About this User Manual

This user manual is part of the official 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, related documents to be read in conjunction with this user
manual include:

e Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance of the
Detailed guidance on the electronic submission of information on medicinal products for human use
by marketing authorisation holders to the European to the European Medicines Agency in
accordance with Article 57(2) of Regulation (EC) No. 726/2004;

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 of the Agency's website.

For sponsors of clinical trials, 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): eXtended
EudraVigilance Medicinal Product Report (XEVPRM) user guidance;

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

(FAQSs).

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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1.2. About EudraVigilance

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

It supports the:

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;

signal detection, evaluation and management;

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

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

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

Main components are:

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

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;

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;

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. For more information, see the
EudraVigilance change management webpage.
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1.3. EudraVigilance system overview

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

download (*EVPM) rerouting

EudraVigilance database
management system

EudraVigilance data

warehouse and analysis
system European database of

EVDAS suspected adverse drug
EudraVigilance post-

reaction reports
authorisation module (EVPM)

Signal Data Adrreports.eu
EudraVigilance clinical trials detection analysis
module (EVCTM)
- Duplicate

Medicinal products (Art 57 database /XEVMPD)

EudraVigilance EVDBMS

gateway
EV gateway

MedDRA and standard terminology

EV organisation and user management

For further information related to the EudraVigilance system overview please refer to the dedicated
EMA webpage.

1.4. EudraVigilance ESTRI gateway

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

The EudraVigilance gateway supports two transmission modes:

e the gateway transmission mode;
e 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.
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® Only registered organisations are permitted to exchange safety, product, and acknowledgement
messages by means of the EudraVigilance gateway. Please see the EudraVigilance registration
webpages for information on how to register.

1.5. EVWEB

In addition to the 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.

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 (Setup ZIP Package available in Production and in XCOMP).
For versions of IE 9 and above, users also need to set their IE browser to compatibility view.

For further technical information, please refer to the 'User support' section in the EV restricted area or
the information available on the 'How to submit information' webpage.

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

The electronic submission of information on medicinal products is secure. Security is achieved in a first
instance by a username/password combination to access the registered user restricted area of the
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.

The main functionalities of EVWEB are to:

¢ Create and send eXtended EudraVigilance Product Report Messages (XEVPRMs) 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
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various fields as necessary. The application displays mandatory fields and allows detecting errors in
complying with business rules before sending the message.

e Receive XEVPRM Acknowledgment messages (XEVPRM ACKs)

XEVPRM acknowledgement messages are used to inform a marketing authorisation holder or a
sponsor of a clinical trial that the XEVPRM has been received and processed by the EMA and of the
outcome of validation of an authorised medicinal product entity performed by the Agency. See
Chapter 5: eXtended EudraVigilance Product Report Acknowledgement Message for further
information.

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

e 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.

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.

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

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

e 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 substance?;

e source(s);

e organisation(s): MAH or sponsor;

! Substance information is inserted and maintained in the XEVMPD by the EMA.
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e ATC Code(s);

o 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 only have to specify the 'Message Number', since the system will automatically
complete the other message header information which is not displayed (i.e. sender ID, receiver ID,
etc.).

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

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

The 'Substances' section allows users to create substance reports for substances that need to be
added, updated, or deleted in the substance lookup table.

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

® MAHSs and/or sponsor users can no longer insert or maintain substance information in the XEVMPD.
Substance information is inserted and maintained in the XEVMPD by the EMA. Please refer to the
changes related to submission of approved substance information described in the document Changes
to some business rules of the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD):
Submission of substance information or see section 1.7.2.3. Approved substance (AS) for further
information.

The 'Sources' section allows users to create reference sources that need to be added, updated, or
deleted in the Source lookup table.

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

The 'Organisations’ section allows users to create organisations for marketing authorisation holders
and sponsors that need to be added, updated or deleted in the MAH and sponsor lookup tables.

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

Marketing authorisation holders/sponsors are not allowed to send medicinal 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 users can specify must be registered in
the EudraVigilance system; their 'Organisation Sender ID' must be reported in the 'Sender ID' field.
Please refer to the Registration with EudraVigilance webpages for further information.
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The 'ATC Codes' section allows users to create ATC Codes for proposed or development ATC Codes
that need to be added, updated or deleted in the ATC Code lookup table. Standard ATC Codes are
entered and maintained in the XEVMPD by the EMA.

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

The 'Pharmaceutical Forms' section allows users to create pharmaceutical forms for proposed or
development pharmaceutical forms that need to be added, updated, or deleted in the pharmaceutical
dose form lookup table. Standard ATC Codes are entered and maintained in the XEVMPD by the EMA.
Users can add more than one pharmaceutical dose form in the same XEVPRM, but for each
pharmaceutical dose form the operation type and the term type (‘Proposed' or 'Development') must be
specified. Development terms can only be referenced in development medicinal products.

The 'Administration Routes' section allows users to create administration routes for proposed or
development routes of administration that need to be added, updated, or deleted in the administration
route lookup table. Standard routes of administration are entered and maintained in the XEVMPD by
the EMA. Users can add more than one administration route in the same XEVPRM but for each
administration route the operation type and the term type ('Proposed' or 'Development') must be
specified. Development terms can only be referenced in development medicinal products.

The 'Attachments’' section allows users to create 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.

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
webpage:

e Extended EudraVigilance product report message (XEVPRM) schema;

e Chapter 3.I: 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
COLILECTION
DATA
ANALYSIS
PRODUCT REPOET
INDEX POSEIBITITIES

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 lookup 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 3.11: 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'.

1.7.1. Data submission in the XEVMPD

The XEVMPD contains information provided by sponsors and marketing authorisation holders.

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data-Entry Tool
(EVWEB) user manual
EMA/308954/2012 Page 13/196


http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/03/WC500123681.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/03/WC500123681.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/06/WC500168583.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/06/WC500168583.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/06/WC500168583.pdf

1.7.1.1. Marketing authorisation holders (MAHs)

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);

e 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 - Electronic
Submission of Information on Medicinal Products for Human Use by Marketing Authorisation Holders to
the European Medicines Agency.

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

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

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

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 your organisation is a headquarter organisation, you have the option to send all medicinal products
for which you and your affiliates hold the marketing authorisation. Alternatively, you may delegate the
sending of the medicinal product information to your affiliates, i.e. for those medicinal products for
which they hold the local marketing authorisation. For information how to register, please see the
EudraVigilance registration webpage.
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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.'

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

event/reaction reports arising from clinical trials on medicinal products for human use (‘CT-3") (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')".

To simplify the process of IMP information submissions in the XEVMPD for sponsors, the following
guidance should be used:

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

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

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

Iél--lrjsert - Development - Product One
E--tharmaceutical Products (1)
=-CAPSULE
=-Drug Routes (1)

él--D_rug Ingredients (1)
. * substance Z - Active Ingredient (in concentration 200 mg/capsule)
~-Old Drug Ingredients (-)
i.-Medical Devices (-)
--Drug ATCs (-)
--Drug Indications {-)
-Product Attachments (-)

Example 2: Sponsor B runs two clinical trials. In one trial, 400 mg of substance Y is given to
the subjects orally in coated tablets. In the other trial, 500 mg of substance Y is given to the
subjects orally in coated tablets. The sponsor submits two DMPs, each referencing one
pharmaceutical product, in the XEVMPD:
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&-Products
=-Insert 4Deve|0pment - Product One|
E--Fharmaceutical Products (1)
- COATED TABLET
=-Drug Routes (1)

Iél--D_rug Ingredients (1)

- 0ld Drug Ingredients (-}
i.-Medical Devices (-)
--Drug ATCs (-)
--Drug Indications {-)
-Product Attachments (-)
E-Insert {Development - Product Two |
E--Fharmaceutical Products (1)
- COATED TABLET
=-Drug Routes (1)

Iél--D_rug Ingredients (1)

Old Drug Ingredients (-}
i.-Medical Devices (-)
--Drug ATCs (-)

--Drug Indications {-)

-Product Attachments (-)

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

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

Example 3: Sponsor C studies in two separate clinical trials:

- 175 ml of substance X in a solution for injection, which is administered subcutaneously; and

- 150 mg of the same substance in a modified-release tablet administered orally.

The sponsor submits two DMPs in the XEVMPD, each referencing one pharmaceutical product:

E-Products
é--lnsert {Development - Product One|
&1-Pharmaceutical Products (1)
=-SOLUTION FOR INJECTION
é--Drug Routes (1)
. L.SUBCUTANEOQUS USE
é--Drug Ingredients (1)

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

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

- Drug ATCs ()

- Drug Indications (-}

- Product Attachments (-}

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

substance X - Active Ingredient (in concentration 150 mg/tablet)
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If a medicinal product authorised in the EEA is used in a clinical trial in its authorised form (i.e. the
pharmaceutical dose form, active ingredient and its concentration remain unchanged) for
authorised or unauthorised indications and/or route of administration(s) different to those
described in the SmPC, no DMP needs to be submitted in the XEVMPD by the sponsor.

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

If a medicinal product not yet authorised in the EEA is used in a clinical trial for new authorised
or unauthorised indications and/or route of administration(s), the sponsor can update the
existing DMP with the new indication/route of administration.

— In the Clinical Trial Application (CTA) form, the sponsor makes a reference to the existing DMP
entered in the XEVMPD by the sponsor.

Example 4: As described in Example 3, Sponsor C submitted a development 'Product One' in
the XEVMPD referencing a solution for injection containing 175 ml of substance X, which is
administered subcutaneously. Sponsor C conducted another trial using the same
pharmaceutical product that was now administered intravenously. New DMP should therefore
be entered by the sponsor; the sponsor can update the existing DMP entity to add a new route
of administration:

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

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

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

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

If various sponsors are testing the same development product in their clinical trials, multiple
development products must be entered in the XEVMPD; each DMP will reference the respective
sponsor organisation.

Furthermore, regarding the submission of comparators and placebos, as stated 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") (0] 2011/C 172/01): 'Comparators and

placebos are IMPs. Therefore, SUSARs associated with a comparator product follow the same reporting
requirements as for the test IMP. Events associated with placebo will usually not satisfy the criteria for
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a SUSAR and therefore for expedited reporting. However, where SUSARs are associated with placebo
(e.g. reaction due to an excipient or impurity), the sponsor should report such cases'.

Also, as stated in section D.8 Reporting of the 'Placebo of the Note for guidance — EudraVigilance
Human - Processing of safety messages and individual case safety reports (ICSRs)' document:

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

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

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

Placebos reported in ICSRs are recoded against the entry 'PLACEBO’ in the Product Index Database.
Placebos do not need to be entered in EVMPD. However, when a placebo is reported in the data
element medicinalproduct (ICH E2B(R2) B.4.k.2.1) as 'SUSPECT’ or 'INTERACTING’, the suspected
ingredient(s) of the placebo has/have to be specified in the data element activesubstancename (ICH
E2B(R2) B.4.k.2.2).

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

Historically, substances could be entered in the XEVMPD as 'approved' or 'development' by MAHs and
sponsors. This is no longer applicable; all new substances are entered in the dictionary by the EMA as
'‘approved substances' following requests received via the EMA Service Desk portal. The 'development
substance' section continues to exist and store legacy information, but it is not updated with any new
entries. For further information please refer to the 'Changes to some business rules of the eXtended
EudraVigilance Medicinal Product Dictionary (XEVMPD): Submission of substance information'
document.

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

Sponsors may delegate the sending of medicinal product information to clinical research organisations
(CROs) or IT vendors. CROs and IT vendors may be registered by a marketing authorisation holder,
applicant, commercial or non-commercial sponsor as a third-party service provider acting on behalf
of these organisations by providing services related to EudraVigilance. See the EudraVigilance
registration webpage for further information.

1.7.2. Data collected in the XEVMPD

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

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

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

The lookup tables present in the XEVMPD are:
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Lookup Maintained by

MAH organisation list User
SME status list EMA
QPPV list User (via EV Registration process)
MFL list User
Country code list EMA
Authorisation procedures EMA
Authorisation status EMA
Legal basis list EMA
Orphan drug designation EMA
Additional monitoring designation EMA
Medicinal product type EMA
Standard pharmaceutical form list EMA
Proposed pharmaceutical form list User
Development pharmaceutical form list User
Standard administration route list EMA
Proposed administration route list User
Development administration route list User
Approved substance list EMA
Development substance list EMA
Substance class list EMA
Reference source list EMA and User
Role of the Ingredient list EMA

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

Concentration unit list EMA
Unit or presentation list EMA
Unit of measure list EMA
Numerator/Denominator prefix list EMA
Medical Device list EMA
Standard ATC Code list EMA
Proposed ATC Code list User
Development ATC Code list User
MedDRA version EMA
MedDRA level EMA
MedDRA term EMA
Attachments list User
Attachment type list EMA
Attachment file type list EMA
EEA Language list EMA

Reference

ISO

EDQM

EDQM

ISO

UCuM
UCuM

UCUM
UCuM

WHO

MSSO
MSSO
MSSO

ISO

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.

For list of data fields collected for entities in the XEVMPD and business rules on the information that

needs to be provided for these fields and under which condition please refer to:
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e Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance of the
Detailed guidance on the electronic submission of information on medicinal products for human use
by marketing authorisation holders to the European to the European Medicines Agency in
accordance with Article 57(2) of Regulation (EC) No. 726/2004; and

e 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.

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 and Phone number

o Sender Local Code

e (M Info Date - the date of lifting of suspension (as applicable per the relevant business rules)
e () Authorisation Country Code

e (" Authorisation Procedure

e (" Authorisation Status

e (" Authorisation Number

e () Authorisation/Renewal Date

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

e () Legal basis

e (M Orphan drug designation

e () Additional Monitoring

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

o Package description

e () Pharmaceutical Dose Form(s)

e (" Route of Administration(s)

e Ingredients:

- ™ Active Ingredient(s)
- ™ Strength of the Active Ingredient(s)
- ™M Excipient(s)
- Strength of the Excipient(s)
- ™ Adjuvant(s)
- ™ Strength of the Adjuvant(s)
o Old Drug Ingredient(s)
o Medical Devices

e () Product ATC Code(s)
e () Product Indication(s) (using MedDRA coding)
e (M Previous EV Code(s) (as applicable per the relevant business rules)
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e (M Product Attachment(s) including validity declaration (as applicable per the relevant business
rules)

e () Legal Basis

e (" Medicinal Product Type

e () Authorised Pharmaceutical Form

For details on which information should be provided in the individual fields of an authorised medicinal
product (AMP) entity please refer to Chapter 3.11: 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 may be provided if available.

@ If no Product Name is included Product code must be provided as mandatory information as
per relevant business rules.

e () Sponsor's Product Name may be provided if available.

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

o Product's Other Name, if applicable
o Comment
e (" Pharmaceutical Dose Form(s)
e (" Route of Administration(s)
e Ingredients:
- ™ Active Ingredient(s)
- ™ Strength of the Active Ingredient(s)
- Excipient(s)
- Strength of the Excipient(s)

- ™ Adjuvant(s)
- ™ Strength of the Adjuvant(s)
o Old Drug Ingredient(s)
o Medical Devices
o Product ATC Code(s)
o Product Indication(s) (using MedDRA coding)
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 please 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): eXtended EudraVigilance Medicinal Product Report (XEVPRM) user guidance
document.
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1.7.2.3. Approved substance (AS)

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

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

o CAS?2 Number / CBD3 / Molecular Formula

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)

® Please note that substance information can be inserted and/or updated by the EMA only. Please refer
to the information available in the 'Changes to some business rules of the eXtended EudraVigilance
Medicinal Product Dictionary (XEVMPD): Submission of substance information' document.

1.7.2.4. Source

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

e () Source Name
° Comment

For details on what information should be provided in the individual fields of a reference source entity
please refer to Chapter 3.11: Extended EudraVigilance product report message (XEVPRM) user guidance
or Guidance on the electronic submission of information on investigational medicinal products for
human use in the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): eXtended
EudraVigilance Medicinal Product Report (XEVPRM) user guidance.

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 (") Address

e () City

2 CAS = Chemical Abstract Service
3 CBD = Chemical/Biological Description
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o Region
e () Post Code
e () Country Code

. Tel Number

. Tel Extension

o Tel Country Code
. E-mail Address

o Comment

For details on what information should be provided in the individual fields of MAH entity please 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

e () City

. Region

e () Postcode
e () Country Code

o Tel Number

o Tel Extension

o Fax Number

° Fax Extension

o Fax Country Code
o E-mail Address

o Comment

1.7.2.7. Development/proposed ATC Code

The information collected regarding a development/proposed ATC Code includes the below information
[the symbol (") means mandatory]:

e () ATC Code

e () ATC Code Description
o Version Date

o Comment

For details on what information should be provided in the individual fields of a proposed ATC Code
entity please refer to Chapter 3.11: Extended EudraVigilance product report message (XEVPRM) user
guidance or Guidance on the electronic submission of information on investigational medicinal products
for human use in the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): eXtended
EudraVigilance Medicinal Product Report (XEVPRM) user guidance.
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The same rules are applicable to a development ATC Code entry - the type of the term is however to
be specified as 'Development Term (1)'.

1.7.2.8. Development/proposed pharmaceutical form

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

e () Pharmaceutical dose form

° Version Date
° Previous EVCODE
° Comment

For details on what information should be provided in the individual fields of a proposed
pharmaceutical form entity please refer to Chapter 3.11: Extended EudraVigilance product report
message (XEVPRM) user guidance or Guidance on the electronic submission of information on
investigational medicinal products for human use in the eXtended EudraVigilance Medicinal Product
Dictionary (XEVMPD): eXtended EudraVigilance Medicinal Product Report (XEVPRM) user guidance.

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

1.7.2.9. Development/proposed route of administration

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

. Version Date
o Previous EVCODE
. Comment

For details on what information should be provided in the individual fields of a proposed route of
administration entry, please refer to Chapter 3.II: Extended EudraVigilance product report message
(XEVPRM) user guidance or Guidance on the electronic submission of information on investigational
medicinal products for human use in the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD): eXtended EudraVigilance Medicinal Product Report (XEVPRM) user guidance.

The same rules are applicable to a development route of administration entry - the type of the term is
however to be specified as 'Development Term (1)'.

Pharmaceutical forms, routes of administration and ATC Codes will be referred to as 'Term' in this
session. The reference to 'Development Term' indicates either 'Development ATC Code' or
'Development Pharmaceutical Form' or 'Development Route of Administration'.
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1.7.2.10. Printed product 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 () Name

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

e () Version Number
e () Version Date

For details on what information should be provided in the individual fields of a Printed Product
Information (PPI) entity please refer to Chapter 3.I1: Extended EudraVigilance product report message
(XEVPRM) user guidance or Guidance on the electronic submission of information on investigational
medicinal products for human use in the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD): eXtended EudraVigilance Medicinal Product Report (XEVPRM) user guidance.

The same rules are applicable to a printed substance information (PSI) - the attachment type is
however to be specified as 'PSI' (2). Please note that currently, 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

° Department
o Building

e () Street

o () City

o Region

e () Post Code
e () Country
e (" Comment (as per applicable business rules)

For details on what information should be provided in the individual fields of a PSMFL entity, please
refer to Chapter 3.1I1: Extended EudraVigilance product report message (XEVPRM) user guidance or
Guidance on the electronic submission of information on investigational medicinal products for human
use in the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): eXtended EudraVigilance
Medicinal Product Report (XEVPRM) user guidance.

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

e exchanging XML files through an ESTRI gateway or the EV Post function; or
e using EVWEB.

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

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

e data access policy.

1.7.3. XEVMPD terminologies

The following terminologies and definitions apply for the XEVMPD:

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

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

e 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).

¢ 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.

¢ 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.

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

e 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).
Standard terms can be used either in development medicinal products or authorised medicinal
products.

¢ 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.

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

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

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

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

® MAH or sponsors cannot perform maintenance related operation types on substances; these will lead
to a negative XEVPRM ACK. Please refer to the information available in Changes to some business rules
of the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): Submission of substance
information for further details.

The operation types that a sender organisation can perform by sending an XEVPRM are described in
Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance or Guidance
on the electronic submission of information on investigational medicinal products for human use in the
eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): eXtended EudraVigilance Medicinal
Product Report (XEVPRM) user guidance.

1.7.5. Data quality

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

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

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

1.7.6. Product status fields

Following a successful submission 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:

Wersion

WVersion Status
WVersion Validity
Wersion Description
Product Validity
Product Pending
Product MNullified
WVersion Date
Version by

Mew Version ?
Mew Version by
Mullified

e Version

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

e Version Status

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

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

e Version Validity

This field indicates whether the displayed version of the product:
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- 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).
e 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.

e Product Validity

This field indicates whether the product entity was flagged as:
— 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),

— 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").

e 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.
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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.

1.7.7. Data access policy

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

authority (NCA) can read:

data for which they are the owners (product data, substance data etc.);

authorised medicinal products, approved substances and proposed terms that have been checked

by the EMA;

all standard terms present in the lookup tables and maintained by the EMA.

Some information collected in the XEVMPD is however strictly confidential.

Development substances, development products and development terms not owned by the
organisation, even if flagged as 'Valid' by the EMA, remain strictly confidential and cannot

be accessed by other applicants, MAHs or sponsors.

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

Sponsor, MAH
or APPLICANT

Entities Owned

Entities NOT Owned

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

Authorised or v v X v

Approved*

Development 4 v X X

CONFIDENTIAL

Proposed v v X v

Standard Not Not Not v
applicable applicable applicable

* Approved substances are visible whether or not they are flagged as "“Valid” by the EMA
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National competent authority registered with the EudraVigilance system can read every entity that has
been validated by the EMA. The general rules applicable to any national competent authority registered
with the EudraVigilance System are summarised in the following table:

NATIONAL —

COMPETENT Entities Owned Entities NOT Owned

AUTHORITIES

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

Authorised or Not Not X v

Approved® applicable applicable

Development Not Not X v

CONFIDENTIAL applicable applicable

Proposed Not Not X v
applicable applicable

Standard Not Not Not v
applicable applicable applicable

* Approved substances are visible whether or not they are flagged as “"Valid"” by the EMA

1.7.8. Controlled vocabularies and terminologies

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

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

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

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

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

e EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) organisations;

e EudraVigilance 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;
¢ EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) substance classes;

e FEudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) substances;

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

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

e EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) - Legal basis;
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000336.jsp&mid=WC0b01ac05804d8b2b&jsenabled=true

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

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

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

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

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

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

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

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

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
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

Enter your username and password:

- 9
Windows Security ® S ﬂ
LT 5 WAy W

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

Y | |IJ5&! name |
|
Password |

| Remember my credentials

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

Welcome to the restricted area of the EudraVigilance website

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

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

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

.Display Sefttings vl 40 (0T M4 -IUI' -uja Human XComp 7.31.0.0
For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/™I
[ WEB Trader | Create and Send Product Reports I Medicinal Products | MedDRA

ﬂ Reset Application | Reset Section | Clear | ﬂ R| | Ren| O

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

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

Display Settings 2
For the UK, as from 1.1.2021, EU Law applies ol

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

:|| Reset Apphuauonl Reset Secllcn‘ Clear \ |::>E|

ol

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

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

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

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

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

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

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

| Display Settings v|

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

ﬂ Reset Application | Resei Section | Clear |

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

3.1. The main menu

3.1.1. Sections navigator menu

Depending on your screen settings and EVWEB chosen font size, the menu is displayed in the 'full’
version:

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

or in the 'short' version:

WEB Trader | Send Products | Pr.o;ducts MedDRA |
E Reset App| Reset Sectiun| Clear| ﬂ

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

ml 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.

CEELE ZI SETD FIELLE . SENTTE Allows users to create and send an XEVPRM.

Medicinal Products
edicina’ Froduc IAIIows users to browse and perform searches at all levels of the XEVMPD.

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

Display Settings

¥ 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 Arial 9pt
Font Arial 10pt
Font Arial 11pt
Font Arial 12pt
Font Arial 14pt
Font Arial 16pt
Font Tahoma Spt
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 Werdana 10pt
Font Verdana 11pt
Font Verdana 12pt
Font WVerdana 14pt
Font WVerdana 16pt
Color Errors 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).

= 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 Resets only the specific section of the application currently in use. Data entered in
that section will be lost if you use the 'Reset Section' button.
Clear ) o . .
Removes all items marked for deletion in the section of EVWEB currently in use (also
unchecked items)
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The button corresponding to the currently active section of EVWEB will have the appearance of being
pressed in.

3.1.3. Dynamic buttons set

| Display Settings v|

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

a | 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:

XML‘ RTF ‘ Cther Operations « ‘ }{ML‘ RTF ‘ Update‘ Other Operations ‘ }(ML| RTF ‘ Reinsert ‘ Load ‘

ReRun‘ Mod'rfy| Delete| Excel | Export « | Reload - | Load = ‘Jﬂ

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|

WEB Trader | Create and Send Product Reports " Medicinal Products || MedDRA |
H Reset Application| Reset Sec’tion| Clear| ﬁ

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

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

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

----- Sponsars

----- ATC Codes

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

----- Aftachments

----- Abstract Compositions
- Queries

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

When the '+' sign 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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[Dtsplay Seftings ]

WEE Trader | Creale and Send Product Reponts || Medicnal Frocucts — MedDRA

5| Resst appication | Reset Sactan | Ciear| fun | Run to Bxcsl |

----- 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)

Results

- Owned Development Products
- Substance Names

#-Approved Substance Names

- Development Substance Names
- Approved Substances

- Development Substances

- Sources

- MAHs
A
[
[
A
A
[
E

H- Sponsors

7-ATC Codes

0-Routes of Administration
- Pharmaceutical Forms
0-Abstract Compositions
H- Aftachments

A-Master File Locations

Description | Name/Value

Fields
Conditions (AND)
Results

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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® Authorised Medicinal Products [N

--Development Medicinal Products

Empty

- Approved Substances
--Development Substances
- Sources

- MAHs

- Sponsors

- ATC Codes

- Administration Routes
- Pharmaceutical Forms
- Master File Locations
- Attachments
--Abstract Compositions
- Queries

The active area

The main difference between the tree-view area and the active area is that the active area is
interactive and displays information that can be edited and modified by the user 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:

| Display Settings v |

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

E Reset Application | Reset Section | Clear | Validate | XML |£| RTF |Hﬂﬂ

For the UK, as from 1.1.2

= XEVPRM Message
- Products
Substances
- 5ources
-.Organisations
--ATC Codes
--Pharmaceutical Forms
Routes Of Administration
- Attachments
Master File Locations

Description | Name/Value

Message Number

Products

Substances

Sources

Organisations

ATC Codes
Pharmaceutical Forms
Routes Of Administration
Aftachments

Master File Locations

Field 1s Mandatory

e 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

[m] ‘ Reset Application ‘ Reset Secllonl Clear| XML| RTFl ¢} ‘ ‘ |

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

~  [pharmacopoeia®

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):
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Num | Source Name | EV Code | Validated | Mullified |

o001 PHARMACOPOEIA HELVETICA SRCE70 14/09/2012 10:22:20
[Jooo2 PHARMACOPOEIA BOHEMOSLOVACA SRCEE64 23/11/2011 16:03:50

lpharmacopoeia*

Num Source Name | EV Code | Validated | Nullified
10002 PHARMACOPOEIA BOHEMOSLOVACA SRC664 23/11/2011 160350
[W]0001 PHARMACOPOEIA HELVETICA SRCB70 14/09/2012 10:22:20

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

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

(m] | Reset Application ‘ Reset Section ‘ Clear‘ ﬂ

~Authorised Medicinal Products I

- Development Medicinal Products Empty I

Approved Substances
- Development Substances
Sources
~MAHs

Sponsors
~ATC Codes

Routes of Administration
~Pharmaceutical Forms
Master File Locations
- Attachments

Abstract Compaositions
- Queries

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

This 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

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

B Substance Names

#-Approved Substance Mames
#-Development Substance Names
#-Approved Substances
£
[
[
[
£

- Development Substances
H-Sources

- MAHs

t-Sponsors

f-ATC Codes

|- Routes of Administration |
#-Pharmaceutical Forms

- Abstract Compositions
[
[

- Attachments
t-Master File Locations

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 Reports | Medicinal Products | MedDRA

ﬂ Reset Apphcallnnl Reset Sectmn‘ Clear‘ XMLl RTF‘ Other Operations ‘

TOT T UTS, &5 O -1

E- Authorised Medicinal Products
=B ised = = 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 (1)
Pharmaceutical Products (1)

Previous EV Codes (-)
Product Attachments (1)

&1 Reporting Names _ Scientific (...

Development Medicinal Products
Approved Substances

~ [Faracetamal 5007

Description | Name/Value

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

Legal Basis

Full Presentation Name
Product Short Name

Product Form Name
Package Description

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)

Orphan Drug No
gmg ;‘ﬂdm I(” . Additional Monitoring No
rug Indications (14) Invalidated Date 30/09/2021

Paracetamol 500 mg Film Coated Tablets

Previous Versions (...) Product INN/Common Name Paracetamol
Subsequent Versions (...) Product Company Name XYZ Pharma Ltd
Reporting Names - Presentations (...) Product Strength Name 500 MG

FILM COATED TABLETS

UPVC HARD TEMPERED ALUMINIUM FOIL BLISTER PACKS CONTAINING 6
Comment_tledicinalnoduct authorised focthe treatment b

--Development Substances mgger File Location
Sources QPPV
MAHs Medicinal Product Types (1)
--3ponsors Authorised Pharmaceutical Forms (1)
ATC Codes Pharmaceutical Products (1)

children

--Routes of Administration
Pharmaceutical Forms
Master File Locations

Drug ATCs (1)

Drug Indications (14)
Previous EV Codes (-)
Product Attachments (1)

--Attachments Previ Versi )
Abstract Compositions revious Versions (...

- Queries P Subsequent Versions (...)

= ) Reporting Names - Presentations (...)
E'EWSEG ﬁVMPD Entities Reporting Names - Scientific (...)
: esults

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

=} | ResetAppI\calan‘ Resat Sal:ﬂunl Cleal‘ Replicate ‘ \ranme| XML‘ 2P| RTF | Duplll:amel Remove| E| L| R

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

[oral use

Description | Name/Value

Type

Qperation Type

MAH

QPPV

Master File Location

PhV enquiry email

PhV enguiry Phone
Sender Local Code

Info Date

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

Legal Basis

Orphan Drug

Additional Monitoring
Invalidated Date

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

Authorised
Insert

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

Drug Indications (-)

Previous EV Codes (-)

Field is Mandatory

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

Field is Mandatory
Field is Mandatory

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

Field must have a specified value
Field i1s 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

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

o | Rasemppncaunn| Rasst Semmnl Claarl Valldme‘ XML | Z\P‘ RTF‘ Duplicats | Rsmcwel E ‘ L| Rl

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

[oral use

DescupionilEmeEIlE

Typ

P3 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 is Mandatory
Field is Mandatory Optional
Field is Mandatory Optional

Section is Mandatory

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

o | Reset Application | Reset Semiunl Cleall \.l'alidavel XMLlZIF‘ | RTF| E| L Rl

=- XEVPRM Message joral use

--Products Description | Name/Value

_.Substances Message Number w Field 1s Mandatory
Sources Products

--Organisations Substances

_.ATC Codes Sources
Pharmaceutical Forms Organisations

L ) ATC Codes

--Routes Of Administration Pharmaceutical Forms

- Alfachments Routes Of Administration
Master File Locations Attachments

Master File Locations

and then press 'Enter' on your keyboard:

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

o ‘ Resat Application | Reset Section | Cleall Validamal XMLl 7P | HTFl El L Rl

= XEVPRM Message oral use
- Products Description | Name/Value
..Substances Message Numbed_ Field is Mandatory
--Sources Products

--Orgamsations Substances
ATC Codes g[r)u;ﬁ?ssations
--Pharmaceutical Forms :

- . ATC Codes
Routes Of Administration Pharmaceutical Forms

--Aftachments Routes Of Administration
Master File Locations Attachments

Master File Locations

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

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

H Reset Application | Reset Section | Clear | Validate | XML | 2P| RTF| E|L R|
- XEVPRM Message foral use
~Products Description | Name/Value
Substances Message Number [N Field is Mandatory
--Sources Products
--Organisations Substances
ATC Codes Sources
-.Pharmaceutical Forms Organisations
--Routes Of Administration ATC Codes .
Pharmaceutical Forms
Attachments L .
. . Routes Of Administration
--Master File Locations

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

E-Products

& Insert (1) - Authorised (2) Description | Name/Value
~Medicinal Product Types (- EV Code S
ypes ()
. ) ] MAH Field is Mandatory
Authorised Pharmaceutical Forms (-) QPPV
F'harmaceut.lcal Products (-) Master File Location
Drug ATCs () PhV enquiry email Field 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 Autharisation 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/DCR/EMEA Number
.. Attachments EU Number
--Master File Locations 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

Product Strength Name
Product Form Name
Package Description

Comment D

Ml cdimimel Deadint Toonan 4 Cmrtiom in Mandatan.

Value » X

l‘(ou can insert a long text in this field|

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

ﬂ Reset Application | Reset Section ‘ Clear | Validate ‘ XML | Z\P‘ RTF | Duplicale| Remove ﬂﬂﬂ

= XEVPRM Message praf use
= Products Description | Name/Value
= Insert - Development Type Development
--Pharmaceutical Products (-) Operation Type Insert
--Drug ATCs (-) Sender Local Code
Drug Indications (-) Sponsor F!e\d !5 Mandatory )
.-Product Attachments (-) Product Code F!e\d is Mandatory Opt!onal
..Substances Product NameIZI Field is Mandatory Optional
Product Other Name
Sourc:_as . Comment
--Organisations Pharmaceutical Products (-) Section is Mandatory
--ATC Codes Drug ATCs (-)
Pharmaceutical Forms Drug Indications (-)
--Routes Of Administration Product Attachments (-)
--Altachments
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 Medicinal Products | MedDRA I

a | Reset Application ‘ Reset Section ‘ Clear Replicale‘ Validate ‘Mﬂﬂ Duphcale| Remove ‘ E |Hﬂ

B XEVPRM Message
& Products
E- Insert - Authorised
\.-Medicinal Product Types (-)
i..Authorised Pharmaceutical Forms (-)
‘.-Pharmaceutical Products (-)
‘-Drug ATCs (-)
{.-Drug Indications (-)
.-Previous EV Codes (-)
- Product Attachments (-)
Substances
Sources
Organisations
ATC Codes
Pharmaceutical Forms
~-Routes Of Administration
~Attachments
-Master File Locations

Pratese

Description \ Name/Value

Type Authorised
Operation Type Insert
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 JIIGE
MRP/DCR/EMEA Number

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

EU Number [Authorisation/Renewal Date (AP.12 5)|

Legal Basis

Orphan Drug

Additional Monitoring
Invalidated Date

Full Presentation Name
Product Short Name
Product INN/Common Name

yyyymmad
4 2021 b 4 August b
Su Mz Tu We Th Fr Sa
123 4567
8 910 11121314
15 16 17 1619 2021
222324 352627 28
29 30 31

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.

Calends S |

Gl Format X |

4 2014 + 4 yyyymmadd
Su Mo Tu We  yyyymm

4 5 &6 7 8 910
11 12 13 14 15 16 17
i8 19 20 21 22 23 24
23 26 27 28 29 30 31

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

o If yyyymmdd is selected, the calendar will appear in the following format:
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vy mmdd
4 2014 + 4 Mlay k

Su Mo Tu We Th Fr Sa

1 2 3
4 5 & 7 B 910
11 12 13 14 15 16 17
18 19 20 21 22 23 24
25 26 27 28 20 30 31

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

Calendar

4 2014 » 4

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 b 4 May |

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

Authorisation/Renewal Date _ /05/2014

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 Applicalion‘ ReselSectinn| Clear| Validate ‘ XML | Z\P‘ RTF| Duplil:ale| Remove ﬂ H ﬂ

B-XEVPRM Message
--Products
--Substances
--Sources

=- Organisations

--ATC Codes

- Attachments

_.Insert - Sponsor

--Pharmaceutical Forms
--Routes Of Administration

Master File Locations

=y

Description | Name/Value

Operation Type Insert
Type Sponsor
Sponsor Name
Sponsor Sender ID

| Select option

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

F

Afghanistan
: -~
Coun |ALAND 1SLANDS

Albania
Tel E [aigeria

Tel Coun [american Samoa
Fax |Anderra
Fax E |Angela
Fax Coun [Arguila
E_maj| [Anterctica

@

Antigua And Barbuda

Argentina

Armenia

Aruba

Australia

Austria

Azerbaijan

Bzhamas

Eahrain

Bangladesh
Barbados

Belarus

Belgium

Eelize

Benin

Bermuda

Bhutan

Eolivia

BONAIRE, SINT EUSTATIUS AND
Country Code (0.10) SABA

Bosnia And Herzegowina

Botswana

Field is Mandatory

Field 1s 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 I Create and Send Product Reporis Medicinal Products | MedDRA

O | Reset Application | Reset Section | Clear | Replicate | Validate | XML | ZIP | RTF | Duplicate | Remove | E| L| R|

=-XE
o

VPRM Message

Products

=- Insert - Authorised

Medicinal Product Types (-)

Authorised Pharmaceutical Forms (-)

~Pharmaceutical Products (-)

~-Drug ATCs (-)

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

Substances

Sources

Organisations

ATC Codes

Pharmaceutical Forms

Routes Of Administration

Attachments

Master File Locations

Fratus=

Description ‘ Name/Value

Type Authorised

Operation Type

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

Field is Mandatory

Field mQPPY (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

(Organisation Name |

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 | Validate | L | zIP | RTF | Duplicate | Remove ﬂ Hﬂ

TOTT

=-XEVPRM Message

Fral ==

|_‘i] Products
21 Insert - Development
Pharmaceutical Products (-)
--Drug ATCs (-)
Drug Indications (-)
--Product Attachments (-)
Substances
-Sources
Organisations
~-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 i1s Mandatory
Field is Mandatory Optional
Field is Mandatory Optional

Section 1s Mandatory

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 name 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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E-XEVPRM Message

=-Products

= Insert (1) - Authorised (2)
~Medicinal Product Types (-}

Pharmaceutical Products (-}
~Drug ATCs (-)
Drug Indications {-)
~-Previous EV Codes ()
Product Attachments (-)
Substances
Sources
Qrganisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments
Master File Locations

Description ‘ Name/Value

Authorised Pharmaceutical Forms (-)

Operation Type Insert (1)

Type Authorised (2)
EV Code
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
WMRP/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
Dradiet Strannth Nama

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

m

Organisation Name \

Query Mode [Begins

MAH (AP.4)

Select option

Press A - Z to find initial letter
Press Enter to selsct, Escaps to clear

Matches

Begins

Contains

Sounds like

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.
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You now must select one of the items displayed in this list by either pressing 'Enter' or by double-

clicking on the selected value:

E-XEVPRM Message
E-Products
=-Insert (1) - Authorised (2)

DrugVero

Description | Name/Value

Operation Type Insert (1)

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

Type Authorised (2)

EV Code
MAH

Drug ATCs (-}
Drug Indications (-)
~Previous EV Codes (-)

Substances

-Sources

~Organisations

ATC Codes
~Pharmaceutical Forms
~Routes Of Administration
Attachments

~Master File Locations

-~ Product Attachments {-)

Full

QPPV

Master File Location

PhV enquiry email
PhV enquiry Phone
Sender Local Code

Info Date

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

EU Number
Legal Basis
Orphan Drug

Additional Manitoring

Invalidated Date
Presentation Name

Product Short Name
Praduct INN/Common MName
Product Company MName
Product Strength Name

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

Organisation Name [The medicines
Query Mode [Begins

MNum | Name
0001 THE MEDICINES COMPANY ...

Checkad
07/02/200¢

Sender HQ Name

Sender Name

The selected value will be automatically inserted in the relevant (in this case MAH) field:

E-XEVPRM Message
E--Pruducts

[prugvera

Description | Name/Value

B-Insert (1) - Authorised (2)

--Medicinal Product Types (-}

-~ Authorised Pharmaceutical Forms (-)

Pharmaceutical Products (-)

--Drug ATCs (-)
- Drug Indications (-}
Previous EV Codes ()
--Product Attachments (-}
--Substances
Sources
--Organisations
- ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
- Attachments
--Master File Locations

Operation Type

Type

EV Code

MaH

QPPV

Master File Location

PhV enguiry email

PhV enquiry Phone

Sender Local Code

Info Date

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

Legal Basis

Qrphan 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

Medicinal Product Types (-}

Authorised Pharmaceutical Forms {-)

Pharmaceutical Products (-
Drug ATCs (-)

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

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

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 lookup tables,
you must add this new information in the same XEVPRM.
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You may 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.

@® Technically, you can also add approved and development substance in your XEVPRM and reference it
in your product entry in the same XEVPRM. However, if you do so, upon submission, your XEVPRM
will be rejected. The submission of substance information can only be performed in the XEVMPD by
the EMA. If you require new substance information to be entered in the XEVMPD, you should follow the
process described in the document Changes to some business rules of the eXtended EudraVigilance
Medicinal Product Dictionary (XEVMPD): Submission of substance information

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 Preduct Reports || Medicinal Products | MedDRA |

ﬂ Reset Application | Reset Section | Clear| Validale‘ Send | XML| Z\P| RTF ‘ E R‘

|
~Products Description | Name/Value
- Substances Message Number Field is Mandatory
--Sources Products
-Qrganisations Substances
ATC Codes Sources
Pharmaceutical Forms Organisations
Routes Of Administration J;;;:m?gs:jtical Forms
----‘:flt;as?:rmFei\rgsLocatiuns Routes Of Administration
Attachments
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 Trader || Create and Send Product Reports || Medicinal Products | MedDRA

03 | Reset Applcation | Reset Section | Clear | Validate \ XML \ 7P| RTFl anlicate‘ Remove. El L R‘

= XEVPRM Message foral use
- Products Description \ Name/Value
= Insert - Development Type Development
--Pharmaceutical Products (-) Operation Type Insert
Drug ATCs (-) Sender Local Code
Drug Indications (-) Sponsor Field is Mandatory
Product Attachments (-) Product Code Field is Mandatory Opfional
Substances Product Name Field is Mandatory Optional
Product Other Name
~Sources
o isati Comment
rganisations Pharmaceutical Products (-) Section is Mandatory
ATC Codes Drug ATCs (-)
~Pharmaceutical Forms Drug Indicafions (-)
Routes Of Administration Product Attachments (-)
Aftachments
Master File Locations
Message from webpage X
Organisation Name SponsorXk |
Query Mode Begins | Lookup returned no results

Sponsor (DP.5)
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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 Lookup) 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 lookup):

WEB Trader | Create and Send Product Reports

Medicinal Products | MedDRA |

0| Reset Application | Reset Section | Clear | Validate | xmaL | ziP | RTF | Dupicate | Remove ﬂ

For i}

g2 XEVPRM Message
=-Products
= Insert - Development
Pharmaceutical Products (-)
- Drug ATCs ()
.- Drug Indications (-)
. Product Attachments (-)
-Substances
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 [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 | Create and Send Product Reports

Medicinal Products | MedDRA |

0| Resst Applicaion | Reset Section | Clear | Validate | xmL | ziP | RTF | Duplicate | Remove H L ﬂ

= XEVPRM Message
= Products
£ Insert - Development
Pharmaceutical Products (-)
..Drug ATCs (-)
i-Drug Indications (-)
...Product Attachments (-)
--Substances
Sources
= Organisations
“Insert - Sponsor - SponsorxX
ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
Attachments
--Master File Locations

Description \ Name/Value

Type Development
Operation Type Insert

Sender Lo(—=
‘ Select option ‘
Prodt Press A - Z o find initial letter
Produ Press Enter to select, Escape to dlear
Product Oth
(IInsert - Sponsor - SponsarX I ‘

Pharmaceutical Products (-)
Drug ATCs (-)

Drug Indications (-)
Product Attachments (-)

Field is Mandatory
Field is Mandatary Optional
Field is Mandatory Optional

Section is Mandatory

The sponsor will then be referenced in your DMP entity:
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WEB Trader I Create and Send Product Reports | Medicinal Products | MedDRA |

| Reset Application | Reset Section | Clear | Validate | xmL | ziP | RTF | Dupiicate | Remove ﬂ L ﬂ

=-XEVPRM Message

o Products Description | Name/Value |
=- I|_'|ser1 - Development Type Development
§---Pharmaceutica\ Products (-) Operation Type Insert
.. Drug ATCs (-) Sender Local Code
.. Drug Indications () Sponsor]| Insert - Sponsor - SponsorX_ | o ]
.. Product Attachments ) Product Code F!eld 15 Mandatory Opl!ona\
Substances Product Name Field is Mandatory Optional
Product Other Name
—Sources
0 isafi Comment
2 :rganlsa lons Pharmaceutical Products (-) Section is Mandatory
.. Insert - Sponsor - SponsorX Drug ATCs ()
~ATC Codes Drug Indications (-)
Pharmaceutical Forms Product Attachments (-)
--Routes Of Administration
- Aftachments

Master File Locations

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.

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 |

01 | Reset Application | Reset Section | Clear | Validate | x| zip | RTF| E| H ﬂ J
I

= XEVPRM Message

Products MNum Operation Type
- Substances
- Sources [1New Development Product
- Qrganisations
.ATC Codes

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

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

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

0| Reset Application | Reset Section | Clear | Validate | xmL| zie | RTF | E| L|R| J

= XEVPRM Message |

----- Products Num Operation Type
----- Substances W New Authorised Product

----- Sources __|New Development Product

----- Organisations

----- ATC Codes

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

----- Master File Locations

Some of the sections that you can add are repeatable, which means that you can add several of them.
To do that, you can click on the 'New ..." item more than once. You can also duplicate an already
existing item.
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Duplicate

To do this, in the tree-view, you must select the section you wish to duplicate and then
click on the 'Duplicate button' that becomes available only in these situations:

0O | Reset Application | Reset Section‘ Clear| Validate‘ Send | XML| ZIP‘ RTFI Duplicatel Remove|ﬂ L| R‘

=-XEVPRM Message
- Products

- Substances

- Sources
=1-Organisations

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

--Master File Locations

‘.Insert (1) - MAH (1) - PharmaX Ltd.

[ Duplicate the Element selected in the Tree View }—

Description | Namervarne 1

Operation Type
EV Code

Type

MAH MName
SME Status
SME Number
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
London

E22 4HC
United Kingdom (GB)

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

0 | Reset Application | Reset Section | Clear ‘ Validale‘ Send ‘ XML ‘ ZIP ‘ RTF‘ Duplicate‘ Remove ‘ﬂﬂﬂ

2-XEVPRM Message
--Products
--Substances
--Sources
=I-Organisations
§----Insert (1) - MAH (1) - PharmaX Ltd.
‘Linsert (1) - MAH (1) - PharmaX Ltd |
--ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
--Attachments
--Master File Locations

Description | Mame/Value |

Operation Type
EV Code

Type MAH (1)
MAH Name PharmaX Ltd.
SME Status Medium (4)

SME MNumber
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 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 | send | xL | ziP | RTF | Dupicate | Remove | E| LI ﬂ

E-XEVPRM Message

[ Remove the Element selected in the Tree View ll

Fax Extension
Fax Country Code
E-mail Address
Cammont

::g[lobdsut::wsces Description | Mame/Value |
s Operation Type
- Sources
=-Organisations EV Code
: Type MAH (1)
. MAH Name PharmaX Ltd.
SME Status Medium (4)
~ATC Codes SME Number
--Pharmaceutical Forms MAH Sender ID
- Routes Of Administration Address 22 Berry Street
- Attachments City London
--Master File Locations Region
Postcode E22 4HC
Country Code United Kingdom (GB)
Tel Mumber
Tel Extension
Tel Country Code
Fax Number

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 Appllcal|0n| Reset Sectlonl Clearl Val|date| Send| XML| ZIP| RTF‘ E|Hﬂ ﬂ

E-*EVPREM Message

::gﬁ)dsut;:;eg Mum ‘ Operation Type | Type | Organisation Name
..Sources [ 0001 Insert (1 MAH (1 PharmakX Ltd.
h |mj0002 () Insert (1) MAH (1 PharmaX Ltd.
E-Organisations ™ New MAH
é---lnsert (1) - MAH (1} - PharmaX Ltd. CINew Sponsor

‘(=) Insert (1) - MAH (1) - PharmaX Ltd.

- ATC Codes

--Pharmaceutical Forms
Routes Of Administration

--Attachments

--Master File Locations

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:

ojel

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.

El 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 o |

- Development Medicinal Products e |
e e

ocal Number

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

- Routes of Administration I Mullified Default selection
- Pharmaceutical Forms [ Source Mame Default selection
--Master File Locations [JVersion Date Default selection
- Attachments [ Sender Identifier

- Abstract Compositions [J Sender Mame
=-Queries [1ls Updatable

=- Cwned EVMPD Entities

#- Owned Authorised Products
#-Authorised Products (Valid Version)
- Owned Development Products
- Substance Names

- Approved Substance Names

- Development Substance Names
[

[

[

[

[

[

m

- Approved Substances
H-Development Substances
H- Sources

H-MAHs

H-Sponsors

#-ATC Codes

=-Routes of Administration
‘- Fields

-Conditions (AND)
#-Results

- Pharmaceutical Forms
- Abstract Compaositions
- 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 Reports || Medicinal Products || MedDRA

0| Reset Appiication | Reset Section | Clear| x| RTF| otwer ~ | @[ o] =

Authorised Medicinal Products [reEiet
Development Medicinal Products Num [Type [ Phar Form Name [EV Code [D [ Validated [ Nulifie
- Approved Substances “]0001 Standard TABLET PHFO0245MIG  No 18/01/2017 10:47-21
Development Substances (10002 Proposed TABLETS PHF2478 No 26/10/2015 11:28:09
Sources []0003 Proposed TABLETTEN PHF2420 No 08/06/2015 14:30:33
MAHs ® 0004 Standard TABLET WITH SENSOR PHF3170 No 20/11/2019 11:27-09
Sponsors (10005 Proposed TABLET FOR SOLUTION PHF717 Yes 03/12/2014 12:23:25
I valary:) 10006 PW TABLET EILMV_COATED DHE1910 Mo 11/10/]
The loaded data will appear in the appropriate section of the tree-view area :
TOT T O ES O T T 20T BT
WER Trader || Create and Send Froduct Reports || Medicinal Products || MedDRA
0| Reset Application | Resat Section | Clear | XML | RTF| other ~ | ¢ | O
-Authorised Medicinal Products [rbt=t
~Development Medicinal Products Num | Type | Phar tical Form Name | EV Code
Approved Substances [¥]0001 Standard TABLET PHF00245MIG
Development Substances ["10002 Proposed TABLETS PHF2478
Sources 10003 Proposed TABLETTEN PHF2420
MAHs 0004 Standard TABLET WITH SENSOR PHF3170
--Sponsors [10005 Proposed TABLET FOR SOLUTION PHF717
-ATC Codes 10006 Proposed TABLET, FILM-COATED PHF1219
~Routes of Administration [Jooo7 Proposed TABLETKI DO ZEBODOLU PHF 1257
BV e e 10008 Proposed TABLET, FOR SUSPENSION PHF2569
" 4 Standard - PHFO0245MIG - TABLET []0009 Development TABLET, EXTENDED RELEASE PHF2590
Standard - PHF3170 - TABLET WITH SENSOR [Joo10 Standard TABLET FOR ORAL SUSPENSION PHF960
10011 Dmn aval JTaRLET COMIDALLED DELEACE DUEE20)

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 Reports ||m MedDRA |
H Reset Applicalion| Reset Section| Clear| wﬂ Other « ﬂi
----- Authorised Medicinal Products [e=bl=t
----- Development Medicinal Products Num | Type | Pharmaceutical Form Name
----- Approved Substances [»] 0001 Standard TABLET
----- Development Substances [T]oo002 Proposed TABLETS
----- Sources [T]0003 Proposed TABLETTEN
..... MAHs WI0004 (-) Standard TABLET WITH SENSOR
..... Sponsors [ooos Proposed TABLET FOR SOLUTION
..... ATC Codes [T]oo06 Proposed TABLET, FILM-COATED
..... Routes of Administration []ooo7 Proposed TABLETKI DO ZEBODOLU
= Pharmaceutical Forms [T1oo08 Proposed TABLET, FOR SUSPENSION
__ Standard - PHE00245MIG - TABLET DOOOQ Development TABLET EXTENDED RELE;
& (-) Standard - PHF3170 - TABLET WITH SENSOR | |10010 Standard TABLET FOR ORAL SUSPE
_____ Waster File Locations QOO‘H Proposed TABLET, CONTROLLED RE
049 Diromocod TAD CT LoD DAl ClIcDE
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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 | Create and Send Product Reports | Medicinal Products | MedDRA
ﬂ Reset Application | Reset Sect\unl C\earl XML | RTF | Other « ﬂ

--Authorised Medicinal Products [eblet

--Development Medicinal Products Num |Type Pharmaceutical Form Name

--Approved Substances | 0001 g—!| Standard TABLET

--Development Substances [10002 Proposed TABLETS

--Sources []o003 Proposed TABLETTEN

--MAHs [ = Standard TABLET WITH SENSOR

--Sponsors 0005 Proposed TABLET FOR SOLUTION

..ATC Codes [10006 Proposed TABLET, FILM-COATED

..Routes of Administration [Jooor Proposed TABLETKI DO ZEBODOLU

= Pharmaceutical Forms [Jooos Proposed TABLFT FOR SUSPENSION
() Standard - PHFO0245MIG - TABLET 10009 Development Message from webpage =
() Standard - PHF3170 - TABLET WITH SENSOR | /0010 Standard
Master File Locations Dggl; Emposeg
Attachments D ropose You will remove all the Elements marked as Deleted (-).
XEVPRM M [Joo13 Standard

essages [Joo14 Proposed Are You sure 7
Product Status Joots Standard
E;‘;:z;t:i:im” CJoo16 Standard
[Joot7 Standard oK Cancel

Product Index CJoo1s Standard ' ance
Abctract Comoagifion —

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.

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data-Entry Tool
(EVWEB) user manual
EMA/308954/2012 Page 60/196



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

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

----- Substances

----- Sources

----- Organisations

----- ATC Codes

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

----- Master File Locations

= XEVPRM Message [reblet

[l New Authorised Product

[[INew Development Product

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

El Reset Application | Reset Section | Clear | validate | Sendl &I zp| El ﬂ ﬂ ﬂ H

-.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 (-)

=-XEVPRM Message ~  [r=blet
& Products Num | Operation Type | Type
= Insert - Authorised 0001 Insert Authorised
- Medicinal Product Types (-) 0002 Insert Authorised
--Authorised Pharmaceutical Forms (-) [+10003 Insert Authorised

[l New Authorised Product
[[1New Development Product

o F=) o

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

ﬂ Resempplmﬁun| ReselSeclionI Clearl validate | Send | XML| zp | E ﬂ H ﬂ oj

= XEVPRM Message A [tblet
& Products _Num | Operation Type | Type
| £ (=) Insert - Authorised | 10001 (-) | Insert Authorised
--Medicinal Product Types (-) 0002 (-) Insert Authorised
-.Authorised Pharmaceutical Forms (-) [»]0003 Insert Authorised
-.Pharmaceutical Products (-) [[1New Authorised Product
--Drug ATCs (-) [[]1New Development Product

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

Once you deselect your items and click on 'Clear', the deselected entities will be removed from your
tree-view area:

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

0| Reset Application | Resel Section [ Clear | validate = Send ﬁ 2P| RTF| ﬂ ] ﬂ =l

= XEVPRM Message A [EBlet
& Products Num Operation Type Type Authorisation
B-(-) Insert - Authorised 0001 (-) Insert Authorised
Medicinal Product Types (-) HOOOZ ) Insert Authorised
--Authorised Pharmaceutical Forms (-) [»] 0003 Insert Authorised
- Pharmaceutical Products (-) [CINew Authorised Product
--Drug ATCs (-) [[1New Development Product

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

B-(-) Insert - Authorised Message from webpage X

--Medicinal Product Types (-)

“ 2::}hr::§§u5::|rgzj[;eulﬂza(l_)meS © fou will remove all the Elements marked as Deleted (-).
Drug ATCs (-)

--Drug Indications (-)

--Previous EV Codes (-)

--Product Attachments (-)

nsert - Authorised
Medicinal Product Types (-)

--Authorised Pharmaceutical Forms (-)

--Pharmaceutical Products (-)

--Drug ATCs {-)

Are You sure ?

Cancel

(=]
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WEB Trader " Create and Send Froduct Reporis Medicinal Products | MedDRA |

ﬂ Reset Applicaliun| Reset Section | Clear | Validate | Send | XML \ zip | E E| L ﬂ oj

= XEVPRM Message

2 Products
& Insert - Authorised

~.Medicinal Product Types ()
Authorised Pharmaceutical Forms (-)
Pharmaceutical Products (-)
Drug ATCs (-)
Drug Indications (-)
Previous EV Codes (-)

“.Product Attachments (-)

--Substances
-.Sources
-.Qrganisations
--ATC Codes
- Pharmaceutical Forms
--Routes Of Administration
- Attachments
-.Master File Locations

I'lahlet
Num Operation Type Type
[»10003 Insert Authorised

[“1New Authorised Product
[C1New Development Product

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 I Create and Send Product Reporis I Medicinal Products = MedDRA

H Resat Appiication | Ress! Section | Clear | o]

--hulhorised Medicinal Produclsl

- Development Medicinal Products
Approved Substances
Development Substances

--Sources

- MAHs

--Sponsors

- ATC Codes
Routes of Administration
Pharmaceutical Forms

--Master File Locations

--Attachments

- Abstract Compositions

- Queries

Empty

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 I

0| Reset Appiication | Reset Section | Clear | El

-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

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 | Create and Send Proauct Reports || Medicinal Proucts | medDRa

0| Reset Applcation | Reset Section | Ciear| ©|

TOT I U, 35 TTOmT T T-2UZT, EU AW ApoEs om

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

Empty

Lookup the Authorised Produts on: EV Code, Full Presentation Name, Short Name, Generic Name, Company Name, Reporting N
Widcarda (* or 7) oan bz used n the Query Torm. Ploase note, iough, hal fastar esults oan be achieved f i Term dogsnt BEGI with a Widcard
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WEB Trader | Create and Send Product Reports || Medicinal Products | MedDRA

0| Reset Application | Reset Section | Clear K|

O OGS MO T T-202 T, T0 TaW appies oy T

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 Gode, Name, Code, Reporling 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 viith 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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\WEE Trader | Create and Send Product Reports ||m MedDRA |
0| Reset Appiication | Reset Section | Clear | ¢ |

----- Authorised Medicinal Products [Paracezamal 5007 |
----- Development Medicinal Products Empty

----- Approved Substances

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

----- Sponsors

----- ATC Codes

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

----- Aftachmenis

----- 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 | Create and Send Product Reports || Medicinal Products || MeaDRA
O Reset Application | Reset Section | Ciear| @ | 0| &
Authorised Medicinal Products [Paracetamal 300
--Development Medicinal Products Num EV Code Version Full Presentation Name
Approved Substances [mjoo01 PRD 126060 3 Paracetamol 500 mg Film Coated Tablets
Development Substances
Sources
--MAHs
--Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
--Master File Locations
Aftachments
Abstract Compositions
- Queries

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 I O A O T T2 U2 T U T AP Oy T e

WE Trader | Greate and Send Product Repors || Mediinal Products | MedDRA
0| Resst Applicafion | Reset Section | Clear| @ O i1

& Authorised Medicinal Products Jparacetama 500
Authorised - PRD126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets I Num EV Code Version Full Presentation Name
-Development Medicinal 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
Attachments
--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':

ﬂ Reset Application | Reset Section | Clearl i

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

You can perform queries on the following entities:

= Queries
= Owned EVMPD Entities
-- Owned Authorised Products
--Authorised Products (Valid Version)
-- Owned Development Products
--Substance Names
--Appmved Substance Names
--Develnpment Substance Names
--Appmved Substances
--Development Substances
--Sources
& MAHs
--Spnnsnrs
@ ATC Codes
-- Routes of Administration
--Pharmaceutical Forms
--Abstract Compositions
--Aﬂachments
@ Master File Locations

Every query is divided in 3 different sections:
e Fields

¢ Conditions (AND)

e Results
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H Reset Application | Reset Section | 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
----- Aftachments
----- Abstract Compositions
= Queries
- Owned EVMPD Entities
-- Owned Authorised Products
= Authorised Products (Malid Version)

- Conditions (AND)
..Results

7- Owned Development Products

7- Substance Names

7- Approved Substance Names

7- Development Substance Names

- Approved Substances

7- Development Substances

i- Sources

- MAHs

1- Sponsors

i1-ATC Codes

i- Routes of Administration

S Mharsaaa e tinml Coarmae

o Y e O e O OO e O O e OO e Y e O OO OO

~ |PRD126007

Descriptionm

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 |

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

----- 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
[ij--Auth[Jrised Products (Valid Version)
-Fields
-|Conditions (AND)|
--Results
- Owned Development Products
f- Substance Names
H-Approved Substance Names
0 Development Substance Names
H- Approved Substances
H- Development Substances
F- Sources
i MAHS

L Snonears

b [ T e [ -

A

Description | Name/\alue

Avrticle 57 Format [T TARIES

Interim Format

Local Number (Matches)

EV Code (Matches)

Has Been Updated

Owner HQ ID (Matches)

Product Validity

Product Pending

Product Mullified

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
Autharisation Mumber (Matches) [

OO0O00000O0O00

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
ﬂ Reset Applicatiun‘ Reset Sedion| Clear | Run | Run to Excel

~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
E| Authonised Products (Valid Version)
© L.Fields

--Conditions (AND)

| @-Resulis

All fields marked as 'default' will become selected:
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WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA |

ﬂ Reset Application | Reset Section | Clear | M Run to Excel | o | |

- Authorised Medicinal Products ~ [Paracetamol 500*

--Development Medicinal Products Description |

--Approved Substances | Local Number

--Development Substances Ude Default selection
-.3ources V] Version Default selection
..MAHs | |Version Date

-.3ponsors [ 1Article 57 Format

..ATC Codes | |Interim Format

..Routes of Administration iv] Owner HQ ID Default selection
- Pharmaceutical Forms || Owner Name

_.Master File Locations iv] Full Presentation Name Default selection
_.Attachments Product Short Name Default selection
.Abstract Compositions __|Product INN/Common Name
B Queries [[]Product Strength Name

[1Product Company Name

#-Owned EVMPD Entities [ Product Form Name

--Owned_ Authorised Produ_ots _ []Authorisation Country
E|--Auth_or|sed Products (Valid Version) [[]Authorisation Procedure
--FleldsT _ [[]Authorisation Status
-Conditions (AND) [CIMA Validity

- Results [ Authorisation 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 |
ﬂ Reset Applicati0n| Reset Section | Clear| Run | Run to Excel |EJ

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

-Results

All fields marked as 'default' will become deselected:
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WEB Trader | Create and Send Product Reports || Medicinal Products | MedDRA |

H Reset Application | Reset Section | Clear| M Run fo Excel |

- Authorised Medicinal Products

Routes of Administration

- Pharmaceutical Forms
--Master File Locations
- Aftachments

- Abstract Compositions
|'__‘|.

Queries

& Owned EVMPD Entities

Owned Authorised Products

& Authorised Products (Valid Version)
..Fields

Conditions (AND)

A Il-’aracetamol 500=

--Development Medicinal Products Description

- Approved Substances [ Local Number

.. Development Substances [TTEV Code Default selection
..Sources [Jversion Default selection
-MAHs [[]Version Date

. 3ponsors [[] Article 57 Format

.ATC Codes []interim Format

[[]Owner HQ ID
[[]Oowner Name

[]Full Presentation Name
[C]Product Short Name

Default selection

Default selection
Default selection

[ JProduct INN/Common Name
[]Product Strength Name
[[]Product Company Name
[]Product Form Name
[]Authorisation Country

[C] Authorisation Procedure
[]Authorisation Status

[CIMA validity

[]Authorisation Number

Aside from the fields selected by default, you can make your own selection by ticking the required
fields:

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

[m] | Reset Application | Reset Section ‘ Clear | Run | Run to Excel ‘ ﬂﬂ

-Abstract Compositions

Queries

Owned EVMPD Entities

Owned Authorised Products

E Authorised Products (Valid Version)

~Authorised Medicinal Products ~ |

-Development Medicinal Products Description

Approved Substances []Local Number

-Development Substances []EV Code Default selection
-Sources []Version Default selection
MAHSs [Jversion Date
-Sponsors [l Article 57 Format

ATC Codes []interim Format

Routes of Administration [JOwner HQ ID Default selection
~-Pharmaceutical Forms []Owner Name

Master File Locations []Full Presentation Name Default selection
- Attachments []Product Short Name Default selection

[“]Product INN/Common Name

[]Product Strength Name
[]Product Company Name
[“1Product Form Name
Authorisation Country
Authorisation Procedure

FiE|dS_ ) Authorisation Status
Conditions (AND) [ |MA Validity
=-Results

Owned Development Products
Substance Names

Approved Substance Names
Development Substance Names

Authorisation Number

_IMRP/DCP/EMEA Number
[_|EU Number

Legal Basis

[_|Invalidated Date

Approved Substances MAH Name Default selection
Development Substances MAH Code Default selection
Sources QPPV

MAHs Master File Location

Sponsors [ | 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 run the query will be visible. These items will be
labelled as 'Last selection'.

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data-Entry Tool
(EVWEB) user manual
EMA/308954/2012 Page 71/196




- Authorised Medicinal Products

- Development Medicinal Products
- Approved Substances

- Development Substances

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

- Attachments

- Abstract Compositions

Queries

&-Owned EVMPD Entities

--Owned Authorised Products
E--Authnrised Products (Valid Version)

l

[Jinterim Format

[ Owner Identifier

[ Owner Name

[ Full Presentation Mame

[ Product Short Name

[ Product INN/Comman Name
[ Product Strength Name

[ Product Company Name

[ Product Form Mame

[ Authorisation Country

Description
M| ocal Number

.. Sources Oev C_Dde Last select?nn

- MAHs CIVersion Last selection
[JVersion Date Last selection

- Sponsors [ Article 57 Format

- ATC Codes

Last selection

Last selection
Last selection

..... Fields [ Authorisation Procedure
Conditions (AND) I:IAuthnrigaltiun Status
2-Results I MA Validity
. [ Authorisation Number
Result 07 September 2015 16:16:29 [ MRP/DCP/EMEA Number
- Ready to Run
[ EU Number
- Owned Development Products [ Legal Basis
- Substance Names [ Invalidated Date
- Approved Substance Names [JMAH Name Last selection
#-Development Substance Mames CIMAH Code Last selection
&-Approved Substances [JPharmaceutical Form
- Development Substances [JRoute of Administration
B-Sources [ Substance names
#-MAHs [ Substance Amount Value Types
#- Sponsors [J1s Updatable Last selection
H-ATC Codes s Nullifiable Last selection
#-Routes of Administration [ Sender Identifier
H-Pharmaceutical Forms ] Sender Name
- Abstract Compositions [ Product Validity Last selection
m-Attachments [ Product Pending Last selection
&-Master File Locations [ Product Mullified Last selection

[ Product Last Rejected Last selection

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):

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

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

MA Validity

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)

IMAH (Code) (Matches)

QPPV

Master File Location (Code) (Matches)

Select option

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

EU authonisation procedures - Centralised Procedure

EU authorisation procedures

- Mutual Recognition Procedure

EU authorisation procedures

- Decentralised Procedure

EU authorisation procedures

- National Procedure

Non EU authorisation procedure

EU authorisation procedures - Traditional use registration for herbal medicinal products

EU authorisation procedures - Simplified registration procedure for homeopathic medicinal products

EU other approval/authorization procedure

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

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

EI ResetAppIil:atiunl Reset Seu:liunl 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
-Aftachments
Abstract Compositions
= Queries
& Owned EVMPD Entities
g Owned Authorised Products
B Authorised Products (Valid Version)
-Flelds
Conditions (AND)

=-Results
A1 Owned Development Producis
B Substance Names
& Approved Substance Names
@1 Development Substance Names
B Approved Substances
g Development Substances
B Sources
B
&
&
[:
&
B

i MAHs

i Sponsors

i- ATC Codes

i Routes of Administration
i} Pharmaceutical Forms
i Abstract Compositions

~

Description | Name/Value

Product Nullified

Product Last Rejected

Last Update

Last Update (From)

Last Update (Up t0)

| Full Presentation Name (Matches)
Product Short Name (Matches)
Product INN/Common Mame (Matches)
Product Strength Name (Matches)
Product Company Name (Matches)
Product Form Name (IMatches)
Authorisation Country
Authorisation Procedure
Authorisation Status
Authorisation/Renewal Date (From)
Authorisation/Renewal Date (Up to)
MA Validity [v]Valid

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

Legal Basis

IO000EOO0O00000000OFA0O0O0O0O

Value v X

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

[m] ‘ 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
Attachments

Abstract Compositions

Queries

= Owned EVMPD Entities

@ Owned Authorised Products
=] Authorised Products (Valid Version)

- Conditions (AND)

Results
+- Owned Development Products
i Substance Names
#-Approved Substance Names
1 Development Substance Names
i Approved Substances
#- Development Substances
i-Sources
H- MAHs
i Sponsors
H-ATC Codes
t- Routes of Administration

et e oo (b e b b b

Description ‘ Name/Value

O

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 io)
MA Validity

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)

]
O
O
O
O
O
O
O
|
O

[¥]Valid

o oo o |

| MAH (Code) (Matches)

[=]

QPPV [ ]

Name [T

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:

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

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

press the 'Run' button in the dynamic section of the main menu to view the results in the active
area; or
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WEB Trader | Create and Send Product Repors |[ Medicinal Products | MedDRA
ﬂ ReselApplicatinn| Reset Secﬁon| Clear| ﬂ Rl Run‘ Run to Excell 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)
. .-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
Sources
& MAHs
Sponsors
- ATC Codes
Routes of Administration
- 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) []FGRESyNN

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

[m) | ResalAppllmlinn‘ Resel&‘pecl\cnl C\earl jj ReRun Mud\fv‘ Deletel Exn:e\| Export « ‘ Reload ~ | Load - | ‘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
B Queries
- Owned EVMPD Entities
&+ Owned Authorised Products
E Authorised Products (Valid Version)
 Fields

Conditions (AND)

B Results
Result 30 September 2021 19:07:41
Result 30 September 2021 19:09:29

~ |

Num

Version Date

[]o002
[J0003
[Jooo4
[J0005
[]0006
[Jooo7
[Jooos
[Jooos
[Jooto
[Joot1
[Joo12
[Joo13
[Joo14
[Joo15
[Joo16
[Joo17
[Joo1s
[Joo1g
[]0020
[]0021

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
PRD0O5060MIG 1/1 Valid
PRD05058MIG 1/1 Valid
PRD05059MIG 1/1 Valid
PRDB9474 2/2 Valid
PRDB9494 1/1 Valid
PRD69493 1/1 Valid
PRD69492 1/1 Valid
PRD69491 1/1 Valid

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 09:14.595
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

ﬂ Reset Applic.alion| Reset Section| Clear| Jj ReRun| Modify | DeIeIB| Exc.el| Export + | Reload | Load + |JE

- Authorised Medicinal Products ~

--Dewvelopment Medicinal Products Num EV Code Version
- Approved Substances PRD21690 2/2 Valid
- Development Substances [[]o002 PRD21689 2/2 Valid
--Sources []oo03 PRD21718 1/1 Valid
-MAHs [[10004 PRD109028 4/4 Valid
Sponsors []o005 PRD109027 4/4 Valid
_ATC Codes [T1ooos PRD109030 3/3 Valid
..Routes of Administration DOOO? PRD109029 3/3 Valid
..Pharmaceutical Forms [“1ooos PRD125457 1/1 Valid
..Master File Locations [T]ooo9 PRD41521 1/1 Valid
_Attachments [Joo10 PRD21863 3/3 Valid
. Abstract Compositions []o011 PRD21864 3/3 Vald
7 Quores Dloots Py 146 v

; . all
& Owned EVMPD Entities []0014 PRDO5060MIG 1/1 Valid
& Owned Authorised Products 10015 PRDO5058MIG 1/1 Valid
[—j--l'?utllg_o%sed Products (Valid Version) []0016 PRDO5059MIG 1/1 Valid
rieas []0017 PRD69474 2/2 Valid
E gﬁndr'l"ﬂns (AND) [Joo18 PRD69494 1/1 Valid
-Results 0019 PRDE69493 1/1 Valid
_Result 30 September 2021 19:07:41 EOOQO PRD69492 1/1 Valid
.Result 30 September 2021 19:09:29 []o021 PRD69491 1/1 Valid
- Owned Development Products [TJooz22 PRDG9490 1/1 Valid
- Substance Names [[10023 PRD69473 1/1 Valid
- Approved Substance Names [[10024 PRDG9477 1/1 Valid
& Development Substance Names [[10025 PRDG69476 1/1 Valid
= Approved Substances [[1o026 PRDE9475 1/1 Valid
== Devempment Substances DOOQ? PRDE9470 1/1 Valid
- Sources D0028 PRDEG9469 1/1 Valid
@ MAHs [T]oo29 PRDE946G8 1/1 Valid
- Sponsor . I(_|0030 PRDG9467 1/1 Valid

Arlicle 57 Format IN Aricle 57 Format
MA Validity IN Any
Substance (Code) LIKE PARACETAMOL

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 PmdudRepnﬂsl Medicinal Products =~ MedDRA

ﬂ Reset ADD\ICalIDH‘ Reset Secl\unl C\earl dj ReRun | Modify | Deleml Excel‘ Export ~ ‘ Reload ~ | Load ~ | ‘ﬂ
----- Authorised Medicinal Products ~ |

""" Developmant Medicinal Products o C0dE _____| version Date 0
Approved Substances PRD21690 2/2 Valid 4 E
----- Development Substances 10002 PRD21689 2/2 Valid 2021/07/26 11:16.08 E
..... Sources []o003 PRD21718 1/1 Valid 2005/05/17 153655  E
MAHs []0004 PRD109028 4/4 Valid 2021/07/26 11:0806 E
Sponsors []0005 PRD109027 4/4 Valid 2021/07/26 11:0805  E
..... ATC Codes []0006 PRD109030 3/3 Valid 2012/11/06 10:4729  E
Routes of Administration [Jooo7 PRD109029 3/3 Valid 2012/11/06 10:4729  E
Pharmaceutical Forms []oo0s PRD125457 1/1 Valid 2021/05/04 1211227  E
----- Master il Locations oot prostes /3 vald 20000802 123900 E
----- Attachments al
Abstract Compositions [Joo11 PRD21864 33 Valid 2006/08/02 12:33.00 E
& Queries []0012 PRD21862 3/3 Valid 2006/08/02 12:3859  E
. [Joo13 PRD71465 1/1 Valid 2008/02/08 09:14.55 S
- Owned EVMPD Entities )
Owned Authorised Products [Joo14 PRDO5060MIG 1/1 Valid 2004/10/14 12:06 11  E
5 Auithorised Products (Vaikd Version) [Joo15 PRD05058MIG 1/1 Valid 2004/10/14 12:06 11  E
= AU [Joo16 PRD05059MIG 1/1 Valid 2004/10/14 1206 11 E
""" Fields [J0017 PRD69474 2/2 Valid 2008/09/17 11:13.34  E
-~ Conditions (AND) []oots PRD69494 1/1 Valid 2008/01/30 14:46.33  E
=-Results [Joo19 PRD69493 1/1 Valid 2008/01/30 14:46.33 E
~Result 30 September 2021 19:07°41 []oozo PRD69492 1/1 Valid 2008/01/30 14:4633  E
- Result 30 September 2021 19:09:29 10021 PRD69491 1/1 Valid 2008/01/30 14:46 33 E|
@ Owned Development Products []0022 PRD69490 1/1 Valid 2008/01/30 1414633 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.

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 Reporis | Medicinal Products =~ MedDRA

Mndifj,rl

o | Resempplmn'nn| ReselSec'tlcnl (:lear| » | - | ReRunIMumfy IDEI&?&‘ Exn:e\| Export + ‘ Reload + ‘ Load ~ ‘JE

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

[]Owner HQ ID
[C]Owner Name

[C]Full Presentation Name
[1Product Short Name

----- Aftachments
_____ Abstract Compositions [C1Product INN/Common Name
= Queries [[]Product Strength Name

- Owned EVMPD Entities

-- Owned Authorised Products

& Authorised Products (Valid Version)
-.Fields

-Owned Development Products
L Suhstance Mames

il
s}

-
[t

[[1Product Company Name
[[]Product Form Name

[C] Authorisation Country
[C] Authorisation Procedure
[]Authorisation Status

Conditions (AND) [CIMA Validity
& Results [[JAuthorisation Number
~Result 30 September 2021 19:07:41 [CJMRP/DCP/EMEA Number
~Result 30 September 2021 19:09:29 [C]EU Number
*.Ready to Run ["]Legal Basis

[[]Invalidated Date
1MAH NMame

----- Authorised Medicinal Products ~
----- Development Medicinal Products Num EV Code Version Version Date Owng
----- Approved Substances O 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 []o003 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 []ooo5 PRD109027 4/4 Valid 2021/07/26 11:08.05  EVTH
..... ATC Codes []0006 PRD109030 3/3 Valid 2012/11/06 10:47.29  EVTH
..... Routes of Administration [Jooo7 PRD109029 3/3 Valid 2012/11/06 10:47.29  EVTH
Pharmaceutical Forms [Jooos PRD125457 1/1 Valid 2021/05/04 12:12.27  EVTH
Master File Locations []0009 PRD41521 1/1 Valid 2006/09/19 09:10.16  EVTH
Aftachments [Joo1o PRD21863 3/3 Valid 2006/08/02 12:39.00  EVTH
Abstract Compositions [J0011 PRD21864 3/3 Valid 2006/08/02 12:38.00  EVTH
& Queries [Joo12 PRD21862 3/3 Valid 2006/08/02 12:3859  EVTH
Owned EVMPD Entities [Jo013 PRD71465 1/1 Valid 2008/02/08 09:14.55  SAA
: ) [Joo14 PRDO5060MIG 1/1 Valid 2004/10/14 12:06 11 EVTH
Owned Authorised Products []0015 PRD05058MIG 1/1 Valid 2004/10/14 12:06.11  EVTH
- Authorised Products (Valid Version) CJoo16 PRD05059MIG 11 Valid 2004/10/14 12:06 11 EVTH
Fields 0017 PRD69474 2/2 Valid 2008/09/17 11:13.34  EVTH
Conditions (AND) o018 PRDG2494 1/1 Valid 2008/01/30 14:46.33  EVTH
= Resuits [Joo19 PRDG9493 1/1 Valid 2008/01/30 14:46.33  EVTH
Result 30 September 2021 19:07-41 [Jooz20 PRD69492 1/1 Valid 2008/01/30 14:46.33  EVTH
i-Result 30 September 2021 19:09:29 10021 PRDG9491 1/1 Valid 2008/01/30 14:46 33 EVTH
&1-Owned Development Products [0022 PRDG9490 1/1 Valid 2008/01/30 14:46.33 EVTI
WEB Trader | Create and Send Product Reporis ” Medicinal Products | MedDRA |
E Reset Application | Reset Section| Clear| Run | Run to Excel | Jﬂ
----- Authorised Medicinal Products ~ |
----- Development Medicinal Products Description
----- Approved Substances O
----- Development Substances [C]EV Code Last selection
----- Sources [1Version Last selection
..... MAHs [[1Vversion Date Last selection
----- Sponsors [C] Article 57 Format
..... ATC Codes [“]Interim Format

Last selection

Last selection
Last selection

| act ealactinn
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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 | 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

E Reset Appl\cationl Reset Secnon‘ Clear J hd | ReRunl Modify IDeIehe | B(r.e\| Export ~

Authorised Medicinal Products

~

| Reload ~ | Load - | O] &
I

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 002 PRD21689 2/2 Valid 2021/07/26 11:16.08  EVTH
Sources PRD 8 alid 005/0
MAHs 0004 PRD109028 4/4 Valid 2021/07/26 11.08.06  EVTH
Sponsors 0005 PRD109027 474 Valid 2021/07/26 11:08.058  EVTH
ATC Codes 10006 PRD109030 3/3 Valid 2012/11/06 10:47.29  EVTH
Routes of Administration []ooo7 PRD 109029 3/3 Valid 2012/11/06 104729  EVTH
Pharmaceutical Forms [Jooos PRD125457 1/1 Valid 2021/05/04 12:12.27  EVTH
Master File Locations []0009 PRD41521 1/1 Valid 2006/09/19 09:10.16  EVTH
Aftachments o010 PRD21863 3/3 Valid 2006/08/02 12:39.00  EVTH
Abstract Compositions []0011 PRD21864 3/3 Valid 2006/08/02 12:39.00  EVTH
& Querics o012 PRD21862 3/3 Valid 2006/08/02 12:38.59  EVTH
wmed EVMPD Enfitios 0013 PRD71465 171 Valid 2008/02/08 09:14.55  SAA
. Qwned Authorised Products o014 PRDO5060MIG 111 Valid 2004/10/14 12:06.11  EVTH
) ‘ ) o015 PRDO5058MIG 1/1 Valid 2004/10/14 12:06.11  EVTH
& Authorised Products (Valid Version) 10016 PRDO5059MIG 1/1 Valid 2004/10/14 12:06.11  EVTH
Fields o017 PRDB9474 2/2 Valid 2008/00/17 11:13.34  EVTH
Conditions (AND) CJoo1s PRD69494 111 Valid 2008/01/30 14:46.33  EVTE
= Results [Joo19 PRD69493 1/1 Valid 2008/01/30 14:46 33 EVTH
Result 30 September 2021 19:09:29 []0020 PRDE9492 1/1 Valid 2008/01/30 14:46.33 __ EVTH

FeRun | Another option available within the result
click on the 'ReRun' button after selecting the result set.

set is to launch the same query again. To do that,

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

a | Reset App\ication| Reset Sect\on‘ Clear| » | vI ReRunI Mod\fy‘ Delehe‘ Exr.el| Export - | Reload - | Load ~ | ‘

~Authorised Medicinal Products

~ |

Development Medicinal Products Num | EV Code Version Version Date Ow
~Approved Substances [Jooo1 PRD21690 2/2 Valid 2021/07/26 11-16.08 EV]
Development Substances [1ooo2 PRD21689 2/2 Valid 2021/07/26 11:16.08 EV|
-Sources 10003 PRD21718 1/1 Valid 2005/05/17 15:36.55  EV]
MAHs 10004 PRD108028 4/4 Valid 2021/07/26 11:08.06  EV]
-Sponsors 10005 PRD109027 4/4 Valid 2021/07/26 11:08.05  EV]
ATC Codes 10006 PRD109030 3/3 Valid 2012/11/06 10:4729  EV]
Routes of Administration [CJooo7 PRD109029 3/3 Valid 2012/11/06 10:47.29  EV]
Pharmaceutical Forms 0008 PRD125457 1/1 Valid 2021/05/04 12:12.27  EV]
Master File Locations 10009 PRD41521 1/1 Valid 2006/09/19 09:10.16  EV]
- Attachments Cloo1o PRD21863 3/3 Vaiid 2006/08/02 12:39.00  EV]
Abstract Compositions 10011 PRD21864 3/3 Vaiid 2006/08/02 12:39.00  EV]
& Queries [Joo12 PRD21862 3/3 Vaiid 2006/08/02 12:38.59  EV]
Owned EVHIPD Enttiss 10013 PRO71465 1/1 Valid 2008/02/08 09:14.55  SA4
- [Joo14 PRDOS060MIG 1/1 Valid 2004/10/14 12:06.11  EV]

# Owned Authorised Products [J0015 PRDO05058MIG 111 Valid 2004/10/14 12:08.11  EV]
B Authorised Products (Valid Version) 10016 PRD05050MIG 114 Valid 2004110114 1206 11 EV]
Fields o017 PRDBO4T4 2/2 Valid 2008/09/17 111334 EV]
Conditions (AND) CJoots PRDB9494 1/1 Valid 2008/01/30 14:4633  EV]
=-Results 10019 PRDB9493 1/1 Valid 2008/01/30 14-46 33 EV]
~Result 30 September 2021 19:09:29 10020 PRDB9492 1/1 Valid 2008/01/30 144633 EV]

When running a query, the system will always

When the number of results exceeds that limit, a message box is displayed.

return a maximum of 50 rows as a result.
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WEB Trader | Create and Send Product Reporis ” Medicinal Products ﬂl
0| Resst Application | Resat Section | Clear| » | + | ReRun| Mody | Delete | Excel | Export ~ | Relosd ~ | Load - | 0 |
~~Authorised Medicinal Products
~-Development Medicinal Products Num \ EV Code Version Version Date
--Approved Substances []ooo1 PRD21690 2/2 Valid 2021/07/26 11
--Development Substances [10002 PRD21682 2/2 Valid 2021/07/26 111
Sources [Jooo3 PRD21718 1/1 Vald 2005/05M17 15
..MAHSs [10004 PRD109028 4/4 Valid 2021/07/26 11
- Sponsors [10005 PRD109027 4/4 Valid 2021/07/26 11
ATC Codes [T]ooo6 PRD109030 3/3 Valid 2012/11/06 10]
--Routes of Administration [C1ooo7 PRD10902 — w06 10;
.. Pharmaceutical Forms [_Jooos PRD1254 Message from webpage X104 12]
Mastar File Locations [Jo009 PRD41521 19 Dg:
~Altachments Egg}? Eﬁgglgg; Only 50 Results per page are retrieved gg 15
- 5 L ]
¥ “gb5tr_a0t Compositions D001 2 PRD?1862 I Please make a more specific query. 02 121
= Queries h ]
i Owned EVMPD Entities Egg}i Eﬁg{z;g& ?2 ?g
Owned Authorised Products 10015 PRDO5058 14 12:
Aulh_orlsed Products (Valid Version) C]0016 PRDO5054 ] 4 121
Fields Cloo17 PRDB947 FzvET roUsTOIM 7 11
--Conditions (AND) 10018 PRNAA494 1/1 Valid 2008/01/30 141

]

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 Produci Reporis " Medicinal Products | MedDRA |

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

~~Authorised Medicinal Products
Development Medicinal Products
--Approved Substances
i-Development Substances

. Sources

-~ MAHS

..Sponsors

-ATC Codes

Num | EV Code Version Versig
[T10001 PRD21690 2/2 Valid 2021/
[C]o002 PRD21689 2/2 Valid 2021/
[‘]0003 PRD21718 1/1 Valid 2005/
[C]ooo4 PRD109028 4/4 Valid 2021/
[C10005 PRD109027 4/4 Vald 2021/
[C1o006 PRD109030 3/3 Valid 2012/

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.asp?xi=6 - Internet Explorer

- (| X

Temporary (for|Click here for the file
Export)

Hame: Anthorised Products (Valid Wersion)

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

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

What do you want to do with Authorised Products (Valid
Version) (30-09-2021 19-38-30).xls?

Type: Microsoft Excel 2003
From: evtestema.europa.eu

—) Open

The file won't be saved automatically.

— Save

— Save as

Cancel

Before the Excel file opens, you might be prompted to re-enter your login credentials.

Export - Read-Only - Excel ,O Search _

File Home Insert Page layout Formulas Data Review View Help  Acrobat
el - —_ % Text - E Conditional Formatting ~
4 Verdana v6 VAN | === % ay) ¥
Sewall 11 . &8~ % 9 | FZrormatasTable v
Paste B I U M A Bll= = = = Sensitivity
oW e e == = == BV -0 .00
. o - . <0 % fiZi Cell Styles ~
Clipboard (5] Font (%] Alignment Il Sensitivity MNumber (5% Styles
] w (A =
AutoSave v =
A3 = Je 8033643
O 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 [B0EEa] PROBOTIST? %3 SV alid 07I05/2020 14:56:28  EVHUMANWT PRODLCT SARVPF
4 F9ea9a 12 PRO3306T M1 111 2lid 20004/2020 07:14:42  EVHUMANWT PRODUCT VITABAI
g [rassson PRO3306% PO 10110 W alid 20004/2020 07:15:42  EVHUMANWT PRODUCT VITABAI
g [7asssol B2 PRO330612 MO 10110 Walid 20004/2020 07:15:47 EVHUMANWT PRODUCT VITABAI
7 [rasssoz PRO330615 MO 10110 W alid 20004/2020 07:76:42  EVHUMANWT PRODUCT VITABAI
g [7aa6504 22 PRO330613 M 1111 alid 20004{2020 07:16.48 EVHUMANWT PRODUCT VITABAI
g [raeacia B PRO7IS4163 %2 212 Walid 0304/2020 037122 EVHUMANWT PRODUCT B513E
qq [as4s6z 2 PRO3361ST M2 12012 Walid 702020 08:55:40  EVHUMANWT PRODUCT VITABAI
1q [ra4s PRO336156  Md 14114 Walid TRI0HZ020 03:06:dd  EVHUMANWT PRODUCT VITABAI
1o Meotaden 2 PROZO13ETO ™9 3110 Valid 27104/202010:40:13  POOLPHARMA PRODUCT POCLPI
13 eozssss PROGT3062 MO 10010 Walid 05/05/2020 16:25:43  BIOMEDPHAR PRODUCT BIOMED

T " e T T ——
Recovered_Sheet1 ()] P

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

R e

[WEB Trager | Creste and Send Product Reports || Medicinal Products | MedDRA |

:|] Reset Appli::ﬂinn] RnselSe:ﬁonl E.inarl Remote |mpm] Create J\:k] o

Imported Messages (-) |

Num | Name Num/Count Date Size |
Outbox 0001 ack_userhbl3oddud(-Send-OTORGHBOZ. . 1/2 2021/09/15 13:47 33 00000016,
Run to Excel Files 0002 ack_userhbl3od4ud(-Send-OTORGHBOZ . 2/2 2021/08M15 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.

o | 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.
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":

WEB Trader | Create and Send Product Reports | Medicinal Products || MedDRA
0| Reset Application | Reset Section | Clear| o | | &

Authorised Medicinal Products [producer=

Development Medicinal Products Num EV Code Version Full Presentation Name Product Code Validated Nullified
Approved Substances [mj0001 PRD126024 1/1 Valid ProductY 20ml solution for injection PRX-100 2021/09/17 13.54
Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions
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:
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TOT e UK, =5 TOMT T 1202, E0 T e Oy T e o

WEB Trader | (Create and 8end Product Reporis. | Medicinal Products =~ MedDRA

D ‘ Reset App\lul\on‘ Resalssctmnl C\eav‘ ) | |:|| ‘
Authorised Medicinal Products [producty=

= Development Medicinal Products Num Full Presentation Name Product Code Validated
Development - PRD126024 - 1/1 Valid - ProductY 20m solution for injection| 0001  PRD126024 1/1 Valid ProductY 20ml solution for injection PRX-100 2021/09/17

Approved Substances
Development Substances
Sources
MAHSs
-~ 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.
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 Product Reports || Medicinal Products || MedDRA

[m] | Reset App\icalicn| Reset Section ‘ Clear‘ E | R| Run ‘ Run to Excel ‘ ﬂ

Approved Substances A [rasmar
Development Substances Description | Name/Value
Sources Article 57 Format [] Article 57 Format
-MAHs Interim Format []
--Sponsars 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 []
5 Queriesl Product Last Rejected []
[~ = Owned EVMPD Entities Last Update []
= Owned Authorised Products II::?: 323::2 EELO;E% E
& ﬁuri:ﬁf:d Products (Valid Version) Full Presentation Name (Matches) []
i Product Short Name (Matches) []
: Product INN/Common Name (Matches) []
- Resuits Product Strength Name (Matches) []
- Owned Development Products Product Company Name (Matches) [ ]
Substance Names Product Form Name (Matches) []
Approved Substance Names A : ]
Development Substance Names
N dcuct =

Once you select your condition(s), 'RUN' the query:
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WEB Trader | Create and Send Product Reports || Medicinal Products || MedDRA
o | Reset App\icaliﬂn| Reset Section ‘ Cleal| E ‘ R Run to Excel ‘ ﬂ

Approved Substances ~  [Tasmar

Development Substances

Description \ Name/Value

--Sources
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)
. \_Fields
Conditions (AND)
: --Results
Owned Development Products
Substance Names
Approved Substance Names
Development Substance Names

[}

Article 57 Format [v] Article 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 (Matches) []
Product Short Name (Matches) []
Product INN/Common Name (Matches) []
Product Strength Name (Matches) []
Product Company Name (Matches) []
Product Form Name (Matches) []
Authorisation Country []

T LR Rzt -l M| EU authorisation procedures - Centralised Procedure
- 3

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

m] | Reset Applicaticn‘ Reset Section

Clear| 4 | - ‘ ReRun | Modify‘ Delete | Excel| Export + | Reload ~ || Load vI a |ﬂ

Approved Substances ~  [Tasmar
~Development Substances Num | EV Code | version Full Presentation Name
--Sources [v1poo1 PRD17002 4/4 Valid CAELYX 2 mg/ml con...
MAHs 0002 PRD17003 3/3 Valid CAELYX 2 mg/ml con...
--3ponsors PRD17004 3/3 Vald CAELYX 2 mg/ml con...
--ATC Codes D004 PRD 17005 3/3 Valid CAELYX 2 mg/ml con...
Routes of Administration 10005 PRD17006 2/2 Valid HYCAMTIN 1 mg pow...
Db £ = —100n0= DD 47007 2/ \!w LIV ARMTIN 4 o nouy

A pop-up menu will be displayed allowing you to choose which entries to load:

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

[m} ‘ Reset Applicatiun| Reset Section

Clear| 4 | - | ReRun ‘ Modify| Delete ‘ Excel‘ Export ~ ‘ Reload ~ | E

Choose one of the available

--Approved Substances

--Development Substances Num E Press A - Z to find initial letter Presentation Name
..Sources 0001 F Press Enter to select, Escape to clear E—LYX 2 ma/ml con._
MAHSs 0002 [F|The Selected Entity ELYX 2 mg/ml con...
Sponsors 0003 F |l the Marked Entities ELYX 2 mg/ml con...
ATC Codes [»] 0004 FRUTIOUS 313 vana CAELYX 2 mg/ml con
Routes of Administration []oo0s PRD17006 2/2 Vald HYCAMTIN 1 mg pow..
Pharmaceutical Forms []oooe PRD17007 2/2 Valid HYCAMTIN 1 mg pow..
Master File Locations [1ooo7 PRD17008 2/2 Valid HYCAMTIN 4 mg pow
PP 10008 PRN 17000 2/2 \alid LVCAMTIN A mo now

~ [rasmar Commands

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

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':
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WEB Trader | Create and Send Preduct Reports | Medicinal Products | MedDRA
m] | ResetApp\ication| Reset Section | Clear‘ 3 ‘ - | ReRun ‘ Modiiy| Delete | Excel‘ Export - ‘ Reload ~ | Load ~ | m] | Ei‘
-Approved Substances ~ [Tasmar
Development Substances Num | EV Code | version Full Presentation Name | Product
Sources [+10001 PRD17002 4/4 Valid CAELYX 2 mg/ml con... CAELY.
~MAHs [»10002 PRD17003 3/3 Valid CAELYX 2 mg/ml con... CAELY.
Sponsors [»10003 PRD17004 3/3 Valid CAELYX 2 mg/ml con... CAELY:.
~-ATC Codes [»10004 PRD17005 3/3 Valid CAELYX 2 mg/ml con... CAELY:.
-Routes of Administration [10005 PRD 17006 2/2 Valid HYCAMTIN 1 mg pow... HYCAM]
Pharmaceutical Forms 10006 PRN17007 202 \lalid HYCAMTIM 4 ma now HYCAMT
-Master File Locations EOOOT Message from webpage X [CAM
Aftachments 0008 CAMY
Abstract Compositions [TJooos _ . ) RAMU
3 Queries Eggl? The Loading operation of 4 Entities can be long RAMU!
. smar
Owned EVMPD Entifies Domg Are You sure You want to Load ALL the Marked Entities ? smar
Owned Authorised Products 0013
= Authorised Products (Valid Version) O pmar
" Fields [1oo14 smar
~Conditions (AND) Egglg Cancel i
— Results =P e - — Pt

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).

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

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

- Authorised Medicinal Products

S Il'asrnar

| £ Authorised - PRD17002 - 4/4 Valid - CAELYX 2 mg/ml concentrate for solution for infL|

Description | Name/\Valu

~-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 (...)

EV Code
Version

Version Description

Current vs Previous
Version Date

||:{| Authorised - PRD17003 - 3/3 Valid - CAELYX 2 mg/ml concentrate for solution for inful

Mew Version by

~-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 (...)

PhV enquiry email

PhV enguiry Phone

Sender Local Code

Info Date

Authorisation Country Code
Authorisation Procedure
Authorisation Status

Authorisation/Renewal Date
MRP/DCP/EMEA Number

Legal Basis

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

- MAH ORGT01T - 5F EUROFE
...Medicinal Product Tvnes (-)

w Invalidated Date
> Full Presentation Name

PRD17005
3/3 Valid
Type Authorised
Version Status Accepted
Version Validity Valid
Current Valf
Product Validity Valid
Product Pending Assessed
Product Nullified No
Double Cli
30/01/2008
Version by EVHUMAN
Mew Version ? Mo

Mullified No

RF_20
26/06/1996
European |

EU authoridg

Authorisation Number EU/1/96/01

EU Number EU/1/96/01

Orphan Drug Mo
Additional Monitoring 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.
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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 Reports | Medicinal Products | MedDRA

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

~{Imported Messages (-)
Inbox

- Quthox

--Run to Excel Files
-Bulk Update

- Archive

Laocal Impu:urtl
select a local file.

Clicking this button will open a pop-up new window that will allow you to browse and

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

m] | Reset Applicati0n| Reset Section | Clear| Local Import

-~Imported Messages (-)
- Inbox
Outbox

Empty

Run to Excel Files
Bulk Update = https://evtestema.europa.eu/?FA=0&NF=1 - Select File - Int...

-- Archive

Upload File

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

Browse.

ped

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/?FA=0&NF=1 - Select File - Int.. — *
.:: The Maximum Size allowed for the Posted File is 60 MegaBytes ::.

L:\ProductX_DMP _xml Browse. ..

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

[m| | Reset Application| Reset Section | Clear| Locallmporl‘

-~ Imported Messages (-) I

Inbox Empty

Outbox

Run to Excel Files
- Bulk Update Message from webpage X
- 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

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

<?xml version="1.0" encoding="UTF-16" 2= N\
- zevprm xmlns="http://eudravigilance.ema.europa.eu/schema/emaxevmpd”
xmins:ssi="http: [ feudravigilance.ema.europa.eu fschema/emaxevmpd_ssi"
xmins:xsi="http:/ /www.w3.org/2001/XMLSchema-instance”
xsi:schemalocation="http:/ /eudravigilance.ema.europa.eufschema/emaxevmpd
http:/ /eudravigilance.ema.europa.eu/schema/emaxevmpd.xsd" >
- <ichicsrmessageheader=
<messagetype>XEVPRM </messagetype=
<messageformatversion>2</messageformatversion>
<messageformatrelease=0</messageformatreleases
<meassagenumb:Insert_ProductY</messagenumb:
<messagesenderidentifier>0TORGHB03044 < /messagesenderidentifier>
<messagereceiveridentifier>EVTEST < /messagereceiveridentifiers
<messagedateformat=204</messagedateformat:
<messagedate=20210917135259 < /messagedates
<fichicsrmessageheader>
- <developmentproducts>
- <developmentproduct operationtype="1">
<localnumber=1</localnumber:
<sponsorcode resolutionmode="2">0RG8814</sponsorcoda
- <developmentpresentationname:
<productcode=PRX-100</productcode
<productname:ProductY 20ml solution for injection</productname=
< /developmentpresentationnames
- <productindications=
- «<productindication=
<meddraversion>23</meddraversion:
<meddralevel =LLT</meddralevel=
<meddracode>10024891 </meddracode:
= [productindication>
< /productindications >
- <pharmaceuticalproducts > v

— ~nharmacauticalnroaduct—

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

- Imported Messages (1)

= XEVPRM - EVTESTWT - 10/09/2021 12:05.28 Description | Name/Value
--Development Products (1) Message Type
..... INboX Message Number
..... Qutbox Original Sender EVTESTWT
..... Run to Excel Files Message Date 10/09/2021 12:05.28
_____ Bulk Update Development Products (1)
- Archive

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.
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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

] ‘ RasetApp\icaliun| ReselSectinn‘ Clear| Remote |mpur|| (?J

~Imported Messages (-)
Inbox Num | Name Num/Count Date Size
 [000 erhb03042u34-Send RGHBO0304 E 021/09/10 44 000000
~Run to Excel Files
- Bulk Update
--Archive

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:

Forthe UK, astrom 1.1 20T EULS

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

o ‘ Reset App\icaliun| Reset Section ‘ Clear||Remole Import f§ ¢ ‘

~Imported Messages (-)
Inbox
Qutbox [)001 userhb03042u34-Send-OTORGHB03042-XEVP ..
~Run to Excel Files
-Bulk Update
Archive

Num/Count
1/1

2021/09/10 12:33 44 00000057 _

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

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

O | Reset Application| Reset Section | Clear| Local Impart| Reload |

= Imported Messages (1)

= XEVPRM - OTORGHBO03042 - 10/09/2021 12:33.40
--Development Products (1)
--Sponsors (@)
& Attachments (1)

Message Number ProductX_100ml solution_insert
QOriginal Sender OTORGHB03042
Message Date 10/09/2021 12:33.40

----- Inbox

----- Outbox Development Products (1)
----- Run to Excel Files 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.
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WEB Trader H Create and Send Product Reporis || Medicinal Products | MedDRA |

H Reset Appncatmn| Reset Section | @ Validate E mL| 2P| E ﬂ H ﬂ =1
= XEVPRM Message |
- Products Operation Type
.. Substances
- Sources [“INew Development Product
Organisations
--ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
- Aftachments
Master File Locations

Clicking on the checkbox will create the Authorised Product in the section currently selected in the
tree-view area:

FOTTE UK, 25 oM T 1202, EU Caw appies o
WEB Trader || Create and Send Product Reports || Medicinal Products || MedDRA
01 | Reset Application | Reset Section | Clear| Repliicate | Validate | Send | xML| zIP | RTF | Duplicate | Remove | | L| R
= XEVPRM Message
=~ Products Descripliun‘ Name/Value
= Insert - Authorised Type Authorised
Medicinal Product Types (-) Operation Type Insert
-.Authorised Pharmaceutical Forms (-) MAH Field is Mandatory
Pharmaceutical Products (-) QPPV
..Drug ATCs (-) Master File Location
. PhV enguiry email Field must have a specified value
Drug Indications (-
g ) 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 N‘Ugbe,f
Master File Locations egal basis
Orphan Drug
Additional Monitoring
- .

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 Reports " Medicinal Products | MedDRA |

ﬂ Reset Applicatiun| Reset Se-:tion| Clear| ReRun | Mudify| Delete | Excel | Export ~ Reload = | Load - |Eﬂ
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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:

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

ﬂ Reset Applicalion| Reset Section| Clear| ReRun| Modif'_.r| Delete | Excel | Export ~ | Reload ~ | Load ~ | Dl EI|

----- Development Medicinal Products ~ |

----- Approved Substances Num | EV Code Version

----- Development Substances [Jooo01 PRD126017 1/2 Valid Nullified
----- Sources 0002 PRD126023 1/1 Valid

----- MAHs 0003 PRD126024 1/1 Valid

----- Sponsors

----- ATC Codes

----- Routes of Administration

----- Pharmaceutical Forms

----- IMaster File Locations

----- Attachments

----- Abstract Compositions

- Queries
- Owned EVMPD Entities
-- Owned Authorised Products
--Authorised Products (Valid Version)
E Owned Development Products
. Fields

- ~Conditions (AND)

. B 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, Ezcape to clear

Update
|Nu||iFy

|Rein5ert

The following commands are available for owned authorised product entities:
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Reload Choose one of the available

Commands

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

|U pdate
Inulify

Invalidate MA

|R£insert

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.

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:w @q

WEE Trader | Create and Send Product Reports | Medicinal Products | MedDRA |
0| Reset Application | Reset Section | Clear | Validate | Send | XML | ZIP | RTF | Remove | E]| H R
= XEVPRM Message I
[;j..pmductg Description | N
|$||Update|— Development - PRD126023 - VaretineX EV Code
¢ m-Pharmaceutical Products (2) Type D
_.Drug ATCs (-) Operation Type U
&1 Drug Indications (1) Sender Local Code
@ Product Attachments (1) Sponsor P
i Update]- Development - PRD126024 - ProductY 20m E:;;ﬁ;‘ﬁ;rgg \s{
""" Substances Product Other Name
""" Sources Comment
----- Organisations Pil
----- ATC Codes D
----- Pharmaceutical Forms D
----- Routes Of Administration P
----- Aftachments
----- Master File Locations

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

ﬂ Reset Applical\un| Reset Section| Clear‘ ReRun| Modify| Delete| Excel | Export « | Reload - | Load - | | EI|

- Authorised Medicinal Products
--Development Medicinal Products

--Routes of Administration
--Pharmaceutical Forms
--Master File Locations
- Attachments
- Abstract Compositions
E-Queries
&-Owned EVMPD Entities
- Authorised Products
-Fields
-Conditions (AND)
-Results

-Result 02 July 2014 15:05:36

 Approved Substances Num | Nullified | EV Code Article 57 Format | Checked | Full Presentation Name | MA Validity
- Development Substances [Joo01 Mo PRD111036 Art?cle 57 Format (1) Mo Goshi 25 Capsules Val?d m

. Sources [Jooo2 MNo PRD111058 Arl!cle 57 Format (1) MNo DrugVero Ibuprofeq F... Val!d (1)

. MAHs o003 Mo PRD111081 Article 57 Format (1) Mo ProductX comprimido...  Valid (1)

- Sponsors

- ATC Codes

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)'.

We select the two AMP entries which need to be updated and select the applicable command under

'Reload':

| | Reset Application | Reset Section | Clear| ReRun| Modify‘ Delete| Excel | Export ~ IRe|oac

I Choose one of the available

- Authorised Medicinal Products |

--Development Medicinal Products
MNum
[][][]1

| Nulified | EV Code | Atticle 57 Format

- Approved Substances

. Development Substances Mo PRD111036 Art?cle 57 Format (1

- Sources ] 0002 No PRD111058 Art!cle 57 Format (1
| v[D003 MNo PRD111081 Article 57 Format (1

- MAHs

--Sponsors

--ATC Codes

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

- Attachments

Commands

Press A - Z to find initial letter

Prass Enter to select, Escape to clear

VA Validity
Valid (1)
Valid (1)

Update

Valid (1)

Nullify

Invalidate MA

Reinsert

Those two AMPs are now available in the 'Create and Send Product Reports' with the

command/operation type 'Update (2)":
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WEB Trader || Create and Send Product Reporis | Medicinal Products || MedDRA |

ﬂ Reset Appncanon| Reset Section | Clear | Validate | Send XML| 2| E Remove | ﬂ H ﬂ

B-XEVPRM Message |Productx
E-Products =
o Update (2) - Authorised (2) - PRD111036 - Goshi 25 Capsules) Description | Name/Value
— - Operation Type |8
~Medicinal Product Types (-} -
Authorised Eh tical F . Type Authorised (2)
P: orise alrgacdeu |ca1 orms (-} EV Code PRD111036
[-Pharmaceutical Products (1) MAH PHARMAX LIMITED
#1-Drug ATCs (1) QPPV John Smith (DCMTESTMAH)
&-Drug Indications (1) Master File Location MFL7562 - United Kingdom (GB) - London
Previous EV Codes (-) PhV enquiry email pharmacovig@pharmax.co.uk
- Product Attachments (1) PhV enquiry Phone +44 207 2222227
2| Update (2) - Authorised (2) - PRD111081 - ProductX comprimido revestido 4 mg | Sender Local Code
-Medicinal Product Types (-} Info Date
~Authorised Pharmaceutical Forms (-} Authorisation Country Code  United Kingdom (GB)
[-Pharmaceutical Products (1) Authorisation Procedure  EU authorisation procedures - Mational Procedure (4)
@-Drug ATCs (1) Authorisation Status Valid (1)
&-Drug Indications (1) Authorisation Number PLO00/00/01
-Previous EV Codes (-) Authorisation/Renewal Date  01/05/2014
[ Product Attachments (1) MRP/DCR/EMEA Number
- Substances EU Numbgr — . —
Sources Legal Basis Full application (Article 8(3) of Directive No 2001/83/EC)
0 Orphan Drug No (2)
- Organisations . L
Additional Monitoring No (2)
ATC Codes -
Ph I Invalidated Date
armaceuhca. orms Full Presentation Name Goshi 25 Capsules
Routes Of Administration Product Short Name Goshi 25
-~ Attachments Product INN/Common Name
--Master File Locations

Product Company Name
Product Strength Name
Product Form Name CAPSULES
Package Description
Comment 25 capsules per pack
Medicinal Product Types (-}
Authorised Pharmaceutical Forms (-)

Bharmaceutical 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:

Num | Nullified | EV Code | Article 57 Format | Checked | Full Presentation Name | MA Validity
PRD111036 Article 57 Format (1 Goshi 25 Capsules
PRD111058 Article 57 Format
10003 No PRD111081 Article 57 Format (1) No ProductX comprimido._.

Valid (1)

Then select the applicable command under 'Reload':

WEEB Trader | Create and Send Product Reporis " Medicinal Products | MedDRA |

O | Reset Application | Reset Section | Clear | ReRun | Modi Delete | Excel  Export = | Reload - .
J — | | | | v | | - Choose one of the available

- Authorised Medicinal Products | Commands

~Development Medicinal Products Num [ Nullified EV Code Press & - 2 to find il leter
----Appl’DVEd Substances D 0001 Mo PRO11103 Press Enter to select, Ezcape to clear
--Development Substances
Seuces |tmn2 No PRD11105[Update
10003 Mo PRD11108
- MAHs nullify
i?gnézrdseﬁ Invalidate MA I
- Routes of Administration Reinsert
--Pharmaceutical Forms
- Master File Locations
- Attachments

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 assignhed command/operation type 'Update
(2)":
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WEB Trader || Create and Send Product Reports | Medicinal Products | MedDRA |

O Reset Application | Reset Section | Clear | Validate | Send | XML | zIP | RTF | Remove | E| H R

2-XEVPRM Message
Li‘_l--Ffroducts
E-Update (2) - Authorised (2) - PRD111036 - Goshi 25 Capsules
--Medicinal Product Types (-}
- Authorised Pharmaceutical Forms (-)
H-Pharmaceutical Products (1)
=-Drug ATCs (1)
&-Drug Indications (1)
--Previous EV Codes (-)
&-Product Attachments (1)
=-Update (2) - Authorised (2] - PRD111081 - Product comprimido revestido 4 mg

-} Invalidate MA (G) - 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

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

Description | Name/Value
Invalidate MA (6)

Authaorised (2)
PRD111058
PHARMAX LIMITH
John Smith (DCM

pharmacovig@ph
+44 207 2222222

United Kingdom (!
EU authorisation {
1{1)
1234/5678/111
07/02/2013
SEMM111/222

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

e Outbox

e Run to Excel Files

e Bulk Update

e Archive
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| Display Settings v

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

ﬂ Reset Applicatiun| Reset Se-:tion| Clear| Local Import|

----- Inbox Empty

----- 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 |
ﬂ Reset Applicaliun| Reset Secti{:n| Clear| Local Import § Reload

= Imported Messages (1) [
E--XEVPRM - OTORGHBO03044 - 17/09/2021 13:52.59
- Development Products (1)

----- Run to Excel Files
----- Bulk Update
#-Archive

3.10.1.1. Reloading an XEVPRM in the 'Create and Send product reports’' section

Ralogd | 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 Reports | Medicinal Products | MedDRA |

m Reset Application ‘ Reset Secuon‘ Clear | Local Import |Reloau |

[EvHUMAN sunnyevhp_EVHUMAN rkg_2021-03-17_14-23-50-01\Naw

E-Imported Messages (1)

£ XEVPRM - EVHUMANWT - 17/09/2021 14:23 53 Description | Name/Value

m-Authorised Products (15) Message Type XEVPRM

Inbox Message Number 0001

... Outbox Original Sender EVHUMANWT
Temporary Folder Message Date 17/09/2021 14.23.53
..Run to Excel Files Authorised Products (15)
- Bulk Update

Archive

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 7

]

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 |

ﬂ Reset App\ical\on| Reset Section | Clear | Replicale | Validate| Send | XML| 2P | RTF ‘ Remove | L
= XEVPRM Message

A [EVHUMAN\sunnyevhp_EVHUMAN_rkg_2021-0%

[é--Eroduots Description
E|--U_pdate - Authorised - PRD623817 - EV Code
-- Medicinal Product Types (1) Type

Is EMA Owned
Operation Type
MNew Owner 1D

MAH

QPPV

Master File Location
PhV enquiry email

-Aulhorised Pharmaceutical Form:
-Pharmaoeutical Products (1)

& Drug ATCs (1)

Drug Indications (3)

Previous EV Codes (-)

Product Attachments (1)

i- Update - Authorised - PRD623815 -
0-Update - Authorised - PRD623813 -
i-Update - Authorised - PRD623814 -
0-Update - Authorised - PRD623812 -
i-Update - Authorised - PRD623811 -
i-Update - Authorised - PRD623816 -
i Update - Authorised - PRD623824 -
i Update - Authorised - PRD623825 -
i Update - Authorised - PRDE23823 -
+-Update - Authorised - PRD623822 -
+-Update - Authorised - PRD623818 -
+-Update - Authorised - PRD623821 -
- Update - Authorised - PRD623820 -
i Update - Authorised - PRDG23819 -

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

@ 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.
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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 Reports | Medicinal Preducts | MedDRA |

ﬂ Reset Appncation| ReselSection| Clear Remotelmporl‘ Create Ack| ﬂ
- Imported Messages (-) |

Num/Count
OUhox 0001 Bk aeerBOoAnE0 Sond OTORCHRD B —
Run to Excel Files 0002 ack_userhb03044u40-Send-OTORGHB03044-... 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 Product Reporis | Medicinal Products | MedDRA |
ﬂ Reset Applicanon| ReselSection| Clear| Remote Imporl‘ o

5----Impoﬂed Messages (-) I
- Inbox

Date

SLOTEETTE

-7 WRLcom
-Run'to Excel Files 0002 userhb03044u40-Send-OTORGHBO3044-XEVP__. 2/4 2021/09
.Bulk Update 0003 userhb03044u40-Send-OTORGHBO3044-XEVP . 3/4 2021/09
& Archive 0004 userhb03044u40-Send-OTORGHBO3044-XEVP . 4/4 2021/09

& Archived Inbox (last 7 days)
Archived Outbox (last 7 days)
- Archived Inbox (last 30 days)
Archived Outbox (last 30 days)
Archived Inbox

- Archive Quitbox

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:
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[ Display Settings v

= https://evtestema.europa.eu/x/Export.asp?54F5F913-1B65-495F-... — O *
WEB Trader || Create and Send Product Repol =
X Econvert v @Select

H Reset Application | ReselSection| Clear

«<?xml version="1.0" encoding="UTF-8" 7> AN
- Imported Messages (-) _ <evprmack !
Inbox xsi:noNamespaceSchemalocation="http:/ /eudravigilance.ema.europa.eu/schema/ackxev
Outbox x_mlqs:xsi="http:f!www.w3.org,rZEIIJ1JXML5chema—in5tance">
- <ichicsrmessageheader:
Run to Excel Files <messagetype>EVPRACK </messagetypes
. Bulk Update <messageformatversion>1.0</messageformatversion>
) <messageformatrelease=1.0</messageformatrelease=
B ArChWe <messagenumb>EU-EC-M-165174-ACK </messagenumbz>
& Archived Inbox (last 7 days) <messagesenderidentifier>EVTEST</messagesenderidentifier>

__ Archived Outbox (Iast 7 days) <messagereceiveridentifier->0TORGHB03044 < /messagereceiveridentifier>

<messagedateformat>204</messagedateformat=>

-- Archived Inbox (last 30 days) <messagedate>20210917135413 </messagedate>

g Archived Outbox (last 30 days) ~ </ichicsrmessageheader>

. - <acknowledament:>

" Archived Inbox - <messageacknowledgment=

- Archive Qutbox <evmessagenumb>EU-EC-M-165174</evmessagenumb>

<originalmessagenumb=Insert_ProductY </originalmessagenumb=

<originalmessagesenderidentifier>0TORGHB03044</originalmessagesenderidentifier=
<originalmessageraceiveridentifier= EVTEST < /originalmessageraceiveridentifier=
<originalmessagedateformat=204</originalmessagedateformat=>
<originalmessagedate>20210917135259</originalmessagedate=
<transmissionacknowledgmentcode=01 </transmissionacknowledgmentcode>
</messageacknowledgment>
- <reportacknowledgment=
<reportname=DEVELOPMENTPRODUCT</reportname:

< >

I

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 in to 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, lookup 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:

| Additional Monitoring |
Invalidated Date Field must have a specified value
Full Presentation Mame Einld in Mondafgpry
Product Short Name . atory Optional
Product INN/Common Name Select option atory Optional
Product Company Name /e a specified value
Press A - Z to find initial letter
Product STFEﬂgTh Name Press Enter to select, Escape to clear
Product Form Name
Package Description
Comment I|NO (2)
fa-'l ndatory
A [rias [L} 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 > |
<jauthorisation>
<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 || Greate and Send Product Reports || Medicinal Products || MedDRA |
ﬂ Resempplicaﬁnn| Reset SEcIiunl Clearl ﬂ
Imported Messages (-) [
Inbox Num | Name Num/Count Date Size
Outbox 0001 userhb03044u40-Query-[Owned Development Products (22-09-2021 17-39-47)]-2021-09-22 17-39-47-01.xls_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.

User Support
» Help Desk

» EVWEB Troubleshooting

> EVWEB

» XEVMPD product export
P xEVMPD Export tool user manual

» xEVMPD Bulk update » XEVMPD Data-Entry
Tool {(EVWEB) User

Manual
» 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:

I VWEB Trader I Create and Send Product Reporis | IMedicinal P

EI Reset Application | Reset Section' Clear| Remote Import |

----- Temporary Folder
----- Run to Excel Files

-1Bulk Update

- Archive
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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 Products | MedDRA |

m ReselAppIicaﬁun| ResetSection| Clear| | i

------ Imported Messages (-) |

-Inbox Num | Name Num/Count Type
-Qutbox .
-Temporary Folder 0002 sunnyevhp EVHUMAMN_rkg_2021-09-17_14-23-. . FOLDER
Run to Excel Files

- Archive

Select the file you created so it is highlighted in blue:

WEB Trader || Creaie and Send Product Reporis | Medicinal Producis | MedDRA |

01| Reset Application | Reset Seciion | Clear | |
~Imported Messages (-) |

- Inbox \ Num | Name Num/Count Type Date

i Outbox 000 DLDER

-Temporary Folder sunnyevhp EVHUMAN rkg 2021-09-17_14-23- FOLDER 2021/09

-Run to Excel Files

.-Bulk Update

- Archive

Double-clicking 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 |

=1 Rese! Applicalion | Reset Section | Clear | | o]
-----Imporied Messages (_) |EVHUM.&N\SunnvevhpﬁEVHUMANJI:972021—09-17714-23-50—01
Inbox Num | Name Num/Count Type Date
- Qutbox o
- Temporary Folder 0002 New FOLDER  2021/09/17
-.Run to Excel Files 0003 Org FOLDER  2021/09/17
- Bulk Update
=- Archive

Double-click on the 'New' folder and the XML file will be displayed:

WEE Trader || Create and Send Product Reporis | Medicinal Products | MedDRA |
E ReselAppIicaﬁon| ResetSection| Clear| | 4]

-~ 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 FOLDER
~Run to Excel Files 0003 Org FOLDER
-Bulk Update
- Archive
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WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA

E Reset Applicaliun| ReselSection| Clear| | [¢]
~|mported Messages (-) [EVHUMAN sunnyevhp_EVHUMAN_rkg_2021-03-17_14-23-50-01\New

Inbox

Qutbox
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 IS U, 55 oM 1120
WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA

o | Reset Appl\ml\on‘ ReaeiSecuun| Clear ‘ | Remmelmpunl [

Imported Messages (-) [EvHUMAN\sunnyevhp_EVHUMAN ricg_2021-09-17_14-23-50-01\New
Inbox [ Num | Name Num/Count Type Date Size
Outhox 0001 .. FOLDER

. Temporary Folder 0002 sunnyevhp EVHUMAN rkg 2021-09-17 14-23—__ 1/1 2021/09/17 142853 00001376.__ ||
Run to Excel Files
Bulk Update

Archive

Once you click on the 'Remote Import', the file will become available in the tree-view area:

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

O Reset Application | Reset Section | Clear | Local Import | Reload |

=- Impoﬂed Messages (‘1) |EVHUMAN\5unnyevhp_EVHUMAN_rkg_2021—09-17_14-23-50—01\New
E--XEVPRM - EVHUMANWT - 17/09/2021 14:23.53 Description | Name/Value
- Authorised Products (15) Message Type | XEVPRM

- Inbox Message Number 0001
. Outbox Original Sender EVHUMANWT
.. Temporary Folder Message Date 17/09/2021 14:23.53
. Run fo Excel Files Authorised Products (15)
--Bulk Update

- Archive

To import the products in the 'Create and Send Product Reports' section, click on 'Reload":

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

ﬂ Reset Application | Reset Secti{:n| Clear| Local Import | Reload

=-Imported Messages (1)
=} XEVPRM - EVHUMANWT - 17/09/2021 14:23 53
#- Authorised Products (15)

----- Qutbox

----- Temporary Folder
----- Run to Excel Files
----- Bulk Update

- Archive

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

m Reset Application ‘ Reset Secuon‘ Clear | Local Import |Reloau |

E-Imported Messages (1)

[EvHUMAN sunnyevhp_EVHUMAN rkg_2021-03-17_14-23-50-01\Naw

£ XEVPRM - EVHUMANWT - 17/09/2021 14:23 53

Description | Name/Value

m-Authorised Products (15) Message Type XEVPRM

Inbox Message Number 0001

... Outbox Original Sender EVHUMANWT
Temporary Folder Message Date 17/09/2021 14.23.53
..Run to Excel Files Authorised Products (15)
- Bulk Update

Archive

Message from webpage

section

with the selected message.

Do you wish to continue 7

This action will replace any content in the Create and Send Products

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:

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

ﬂ Reset App\ical\on| Reset Section | Clear | Replicale | Validate| Send | XML| 2P | RTF ‘ Remove | L
= XEVPRM Message

A [EVHUMAN\sunnyevhp_EVHUMAN_rkg_2021-0%

&= Products Description
= Update - Authorised - PRDE23817 - EV Code
& Medicinal Product Types (1) Type
-Aulhorised Pharmaceutical Form: Is EMA Owned

Operation Type
MNew Owner 1D

MAH

QPPV

Master File Location
PhV enquiry email

- Pharmaceutical Products (1)
& Drug ATCs (1)

Drug Indications (3)
Previous EV Codes (-)
Product Attachments (1)

+-Update - Authorised - PRD623818 -
+-Update - Authorised - PRD623821 -
- Update - Authorised - PRD623820 -
i Update - Authorised - PRDG23819 -

QOrphan Drug
Additional Monitoring
Invalidated Date

Full Presentation Name

#-Update - Authorised - PRD623815 - PhV enquiry Phone
=#-Update - Authorised - PRD623813 - Sender Local Code
=#-Update - Authorised - PRD623814 - Info Date
=#-Update - Authorised - PRDG23812 - Authorisation Country Code
= Update - Authorised - PRD623811 - Authorisation Procedure
#-Update - Authorised - PRD623816 - Authorisation Status
& Update - Authorised - PRD623824 - Authorisation Number
& Update - Authorised - PRD623825 - Authorisation/Renewal Date
% Update - Authorised - PRD623823 - MRP/DCP/ EME’G mﬂmgg:
- Update - Authorised - PRD623822 - Legal Basis
5

5

[

£

Once you perform the review, assign the XEVPRM Message number to your XEVPRM, validate, and

send the XEVPRM.

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

H Reset Application | Reset Sectinn| Clear|

~Imported Messages (-) I
~.Inbox

-Outbox

-Run to Excel Files

--Bulk Update

= Archive

m-Archived Inbox (last 7 days)
--Archived Outbox (last 7 days)
--Archived Inbox (last 30 days)
--Archived Outbox (last 30 days)
--Archived Inbox

- Archive Outbox

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 |

H Reset Application | Reset Secti{:n| Clear || Run I

~ Imported Messages (-) I

-Inbox Description | Name/Value
-Outbox

-Run to Excel Files
- Bulk Update
& Archive

= Archived Inbox (last 7 days)
...Results
=-Archived Qutbox (last 7 days)
.Results
B)| Archived Inbox (last 30 days)|
...Results
=-Archived Qutbox (last 30 days)
\.Results
#-Archived Inbox
#-Archive Outbox

If you select '"Run’, the results will be displayed in the active area:

[ WEB Traer | Create and Send Product Reports | Medicinal Products | MedDRA |

0| Reset Appication | Resat Section | Clear| ReRun | Detete | Excel | Remote impon |

~Imported Messages (-)

Inbox File Name Message Number Receiver Receive Date Document T

Quthox 0001 ack_userhb03044u40-Send-OTORGHB0304... EU-EC-M-165174-ACK OTORGHB03044 EVIEST 2021/09/17 13:56.00 WebTrader

Run fo Excel Files 0002 ack_userhb03044u40-Send-OTORGHB0304 EU-EC-M-165136-ACK OTORGHB03044 EVTEST 2021/09/15 13:47 .33 WebTrader

Bulk Update 0003 ack_userhb03044u40-Send-OTORGHB0304 EU-EC-M-165125-ACK  OTORGHB03044 EVTEST 2021/09/15 12:44 30 WebTrader
= Archive

= Archived Inbox (last 7 days)

| B Results

Result 17 September 2021 17:39:59

=-Archived Outbox (last 7 days)

Results
= Archived Inbox (last 30 days)

Results
=-Archived Outbox (last 30 days)

-Results

Archived Inbox
Archive Outbox
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If '"Run to Excel’ is available and you select this option, a new window will open:

« https;/feudravigilance.ema.europa.eu/x/x.asp?xi=6 - Work - Microsoft Edge — O %
C | (O aboutblank Q
Summary

Temporary (for Export) Click here for the file

Hame: 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.

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 an IE browser 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.

EudraVigilance3:

> EVWEB
P xEVMPD Export
P xEVMPD Bulk update

» EV Post

For all related information see the XEVMPD product export tool: user manual, which is also available in
the EudraVigilance secure area, under 'User Support'.
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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 | 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.

XML | _ _ _
This button allows you to generate an XML version of the message selected in EVWEB.

RTF . S .
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).

clF This button allows you to generate a ZIP file also containing the attachment (if

present).

Once exported, the document in any of these formats (except for a ZIP file) can be printed or saved
like any other document on your computer.
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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 source, an organisation (MAH or sponsor), an ATC code (proposed or development), a
route of administration (proposed or development) and for a pharmaceutical form (proposed or
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:

'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.

¢ '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 nhumber 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 3.1I: 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 | Medicinal Products | MedDRA

EVWEB will display the sections present in the XEVPRM:

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

o | ResetAppIicalion| ResetSecti0n| Clear | Validate | Send | XML| ZIP| RTF ‘ E| L R|

Description | Name/Value

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

The XEVPRM contains a mandatory section nhamed '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" 7>
- <evprm 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

I_hnmLLeu.d:ammJﬂﬂsn.fma-europa-ewschema/ emaxevmpd.xsd">
- <jchicsrmessageheader>

<fevprm>

<messagetype>XEVPRM</messagetype:
<messageformatversion>2</messageformatversion=
<messageformatrelease>0</messageformatrelease>
<messagenumb />
<messagesenderidentifier>0TORGHB03044 </messagesenderidentifier=
<messagereceiveridentifier>EVTEST</messagereceiveridentifier>
<messagedateformat>204</messagedateformat >
<messagedate>20210922181311</messagedate>
</ichicsrmessageheader>

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 l Create and Send Product Reports | Medicinal Products. | MedDRA |

ﬂ Reset Application | Resel Section ‘ Clear‘ Validate| Send | XML‘ ZIP| RTF ‘ E |Hﬂ

= XEVPRM Message

Description | Name/Value

==

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

Field is Mandatory

You must enter a message name of humber in the 'Message Number' field, to do so, click on the
'XEVPRM Message' text in your tree-view area:

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

0| Reset Application | Reset Section ‘ C\ear| Validate‘ Send | XML| ZIP| RTF | E |Hﬂ
ge |

Description | Name/Value

Message Number
Products
Subslances
Sources
Organisations
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 I Create and Send Product Reports | Medicinal Products | MedDRA |
ﬂ Reset Application | Reset Section | Clear‘ Validate‘ Send | XML‘ ZIP| RTF | E| L| R|
XEVPRM Message

Descripti [}
| Message Number | Field is Mandatory

Products

Substances

Sources

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 l Create and Send Product Reports | Medicinal Products | MedDRA |
H Reset Application ‘ Reset Secﬂon| Clear| Validale| Send | XML| ZIP| RTF | E |Hﬂ
#-XEVPRM Message

Description | Name/Value
| Message Number \ Field is Mandatory

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

Enter the required message number or name and press 'Enter'; the text that you entered will appear in
blue:

Description | Name/Valve
Message Number

You can assign your XEVPRM name or number here
Products

Substances

Sources

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 “ Create and Send Product Reports || Medicinal Products | MedDRA |

o | Reset Application‘ Reset Secti0n| Clear | Validate | Send | XML| Z\P| RTF| E| L| R|

Description | Name/Value

Message Number Field is Mandatory
Products

Substances

Sources

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 new reference sources, new organisations (MAH or Sponsor), new ATC codes
(proposed or development), routes of administration (proposed or development), new pharmaceutical
forms (proposed or development), attachments and Master File Locations when this information is not
present in the relevant lookup tables.

@ Please note that whilst you can also add new approved and development substances in your
XEVPRM, once you send the XEVPRM, the submission will be rejected. This is because substance
information can be inserted and/or updated by the EMA only. Please refer to the information available
in the 'Changes to some business rules of the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD): Submission of substance information' document.

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.

For list of data fields collected for entities in the XEVMPD and the applicable business rules please refer
to:

e Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance of the
Detailed guidance on the electronic submission of information on medicinal products for human use
by marketing authorisation holders to the European to the European Medicines Agency in
accordance with Article 57(2) of Regulation (EC) No. 726/2004; and

e 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.

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‘ 7P| 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
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 “ Create and Send Product Reports || Medicinal Products | MedDRA |

=] | ResetAppIication| Reset Seclion | Clear | Validate | Send | XML| ZIF‘| RTF | E| L R|

Description| Name/Value
- Substances Message Number Field is Mandatory
-.Sources
- Qrganisations Substances
- ATC Codes Sources
Pharmaceutical Forms Organisations
- Routes Of Administration 2E:rr(n22223ucal Forms
-----Aﬂaohmejnts ) Routes Of Administration
--Master File Locations

Attachments
IMaster 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 H Create and Send Product Reports || Medicinal Products | MedDRA |

J Reset Application ‘ Reset Section ‘ Clear‘ Valldate| Send‘ XML‘ ZIP‘ RTF ‘Hﬂﬂ J

= XEVPRM Message

----- Products

..... Substances New Authorised Product
----- Sources ["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 l Create and Send Product Reports | Medicinal Products | MedDRA |

ﬂ Reset Application ‘ Reset Section ‘ Clear| Replicate‘ Validale‘ Send| XML‘ ZIP | RTF‘ Duplicate| Remove ‘ E ‘Hﬂ

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

Description ‘ Name/Value

Operation Type Insert

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

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.

Information to be provided as mandatory is highlighted as 'Field is Mandatory'/'Field is Mandatory
Optional' and/or in red in the tree-view area.

Complete the fields as required.

For the complete list of data fields collected for an AMP entity in the XEVMPD and the applicable
business rules please refer to 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>
<facknowledgment:
<fevprmack>

<reportname>AUTHORISEDPRODUCT </reportname=
<localnumber>1</localnumber>
<ev_code>PRD371943</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>
<operationresultdesc: Entity inserted succesfully</operationresultdesc>
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See also Extended EudraVigilance Medicinal Product Report Message step-by-step quide: Insert of an
authorised medicinal product step-by-step document available on the 'Training' webpage for more
details.

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 |

m] | Reset Application| Reset Section | Clear | Validate | Send | XML| ZIF‘| RTF | E| L| R|
=8 XKEVPRM Message

Description| Name/Value

- Substances Message Number Field is Mandatory
.-Sources

--Qrganisations Substances

-.ATC Codes Sources

-.Pharmaceutical Forms Organisations

-Routes Of Administration 2Egrr(rigg:3ncal Forms

-----Aﬂachmejnts } Routes Of Administration

--Master File Locations

Attachments
IMaster File Locations

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 |

ﬂ Reset Application | Reset Section | Clear| Validate| Send | XML| ZIP| RTF | E| L| R| J
= XEVPRM Message |

--Products Num

--Substances W|New Authorised Product

-.Sources ew Development Product

--Qrganisations

--ATC Codes

-.Pharmaceutical Forms
Routes Of Administration

- Attachments

--Master File Locations

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 |

H Reset Application ‘ Reset Section | C\ear| Validate ‘ Send ‘ XML ‘ Z\P‘ RTF | Duplicate ‘ Remove ‘ E| L| R ‘
2 XEVPRM Message |

= Products Description ‘ Name/Value
£ Insert - Development Type

- Pharmaceutical Products (-) Operation Type Insert

Drug ATCs (-) Sender Local Code

- Drug Indications (-) Sponsor F@eld @s Mandatory )

" Product Attachments (-) Product Code Field is Mandatory Optional
Substances Product Name Field is Mandatory Optional
Sources Product O“;?c:mNan;

Organisations Pharmaceutical Products (-) Section is Mandatory
ATC Codes Drug ATCS (-)

Pharmaceutical Forms Drug Indications (-)

Routes Of Administration Product Attachments (-)

Aftachments

Master File Locations
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The 'Type' field displays 'Development' as default.
The 'Operation Type' field displays 'Insert' as default.

Information to be provided as mandatory is highlighted as 'Field is Mandatory'/'Field is Mandatory
Optional' and/or in red in the tree-view area.

Complete the fields as required.

For the complete list of data fields collected for a DMP entity in the XEVMPD and the applicable
business rules please 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): eXtended EudraVigilance Medicinal Product Report (XEVPRM) user guidance'
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 </reportname:
<lacalnumber=1</localnumber>
<ey_code>PRD126024</ev_code>
<operationtype>1</operationtype=>
<operationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully Version 1</operationresultdesc>

</reportacknowledgment>
<facknowledgment>
<fevprmack=>

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 'Training' webpage for
more details.

4.2.3. Insert of an approved substance

@ Please note that the below screenshots and guidance are for training purposes and for EMA users
only. Only the EMA can insert, update, or nullify substance information in the XEVMPD. The submission
of substance information in an XEVPRM by a user from an MAH or sponsor organisation will result in
the receipt of a negative ACK. If an MAH or sponsor users requires new substance information to be
entered in the XEVMPD, the user should follow the process described in the document Changes to
some business rules of the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD):
Submission of substance information.

To create a 'Substance Report' for a new substance, you must select 'Substances' in the tree-view area
or in the active area:
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WEB Trader “ Create and Send Product Reports | Medicinal Products | MedDRA |

J Reset Application | Reset Section | Clearl Valldatel Send |ﬂ|ﬂﬂljﬂﬂ

=8 XEVPRM Message

--Products

- S0Urces

--Organisations

--ATC Codes

- Pharmaceutical Forms
--Routes Of Administration
- Attachments

--Master File Locations

Description | Name/Value

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

Field is Mandatory

You must select 'New Approved Substance' by ticking the relevant box in the active area:

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

_l Reset Appllcatlonl Reset Section | Clearl Valldatel Send | XML |E|E|JJH ﬂ

=-XEVPRM Message
----- Products
----- Substances

Num
[lNew Approved Substance
[[INew Development Substance

Operation Type

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

J Reset Appllcatlonl Reset Sectmnl Clear Valldatel Sendl XML |EI RTF |HHJ J

=- XEVPRM Message

----- Products

----- Substances

----- Sources

----- Organisations

----- ATC Codes

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

----- Master File Locations

Num
New Approved Substance
[[INew Development Substance

Operation Type

Once you selected the required type of substance entity, 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 n Create and Send Product Reports || Medicinal Products | MedDRA |

m} | ResetApp\ication| Reset Section | Clear| Validate| Send | XML| ZIP| RTF | Duplicate| Remove| E | L| R |

=- XEVPRM Message
-Products
[ij--Suhslances
= Insert - Approved
Substance Translations (-)
Substance Aliases (-)

Substance Parent Code (-)
Previous EV Codes (-)
----- Substance Aftachments (-)
--Sources
-.Organisations
--ATC Codes
-.Pharmaceutical Forms
--Routes Of Administration
Attachments
--Master File Locations

Substance International Code (-)

Description | Name/Value

Operation Type

Type

Substance Name

Class

Source

CAS Number

Molecular Formula

Chemical / Biological Description
Comment

Approved
Field is Mandatory

Field is Mandatory

Substance Translations (-)
Substance Aliases (-)
Substance International Code (-)
Substance Parent Code (-)
Previous EV Codes (-)
Substance Aftachments (-)

The 'Operation Type' field displays 'Insert' as default.

The "Type' field displays 'Proposed' or 'Development', depending on your selection, 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 an approved substnce entity in the XEVMPD and the
applicable business rules please refer to Chapter 3.1: Technical specifications, section 3.1.56.9 Approved

Substance (AS).

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 approved substance will be provided:

- <reportacknowledgment>

</reportacknowledgment:>
</acknowledgment >

<reportname>APPROVEDSUBSTANCE</reportname:>
<localnumber>1</localnumber>
<ev_code>SUB166236</ev_code>
<operationtype>1</operationtype>
<pperationresult>2 </operationresult>
<operationresultdesc>Entity inserted successfully </operationresultdesc>

Since users from MAHs/Sponsor organisations are not allowed to insert, update, or nullify substance
information in the XEVMPD production environment, the XEVPRM ACK received by the MAH/Sponsor

organisation will the following message:
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- <reportacknowledgment>
<reportname > APPROVEDSUBSTANCE </reportname>
<localnumber>15</localnumber:
<ev_code />
<operationtype>1</operationtype>
<operationresult>74</operationresult>
<operationresultdesc>Please note that it is not possible to perform
any operations on substances. If you need to insert substances
or update substance names or translations, please send a ticket
to the EMA Service Desk portal with the title "Request for a
substance to be registered” and providing the relevant substance
details to be entered or amended</operationresultdesc>
</reportacknowledgment>
</acknowledgment:>
<fevprmack:>

4.2.4. Insert of a reference source

To create a 'Source Report', you must select 'Sources' in the tree-view area or in the active area:

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

=] ‘ ResetAppIication| Reset Section ‘ Clear | Vaiidate | Send | XML| ZIF‘| RTF| E| L] R|

.Products Description | Name/Value
--Substances Message Number Field is Mandatory
- Products
--Qrganisations Substances
_ATC Codes
.Pharmaceutical Forms Organisations
--Routes Of Administration g;grn?gssjti cal Forms

Atachments Routes Of Administration
--Master File Locations Attachments

Master File Locations

You must select 'New Source ' in the active area by ticking the relevant box:

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

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

= XEVPRM Message Producty=
-.Products Num Operation Type
--Substances |= New Source
--Sources
Organisations
ATC Codes

--Pharmaceutical Forms
--Routes Of Administration
- Attachments

-Master File Locations

Once you have selected 'New Source’', 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 H Create and Send Product Reports || Medicinal Products. | MedDRA |

ﬂ Reset Application | Reset Section ‘ Clear| Validale| Send | XML| ZIP| RTF | Duplicate | Remove| E |Hﬂ

= XEVPRM Message [Producty*

Products

Description | Name/Value

Substances
=- Sources
Insert
Organisations
--ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
--Attachments
--Master File Locations

Operation Type
Source Name

Comment

Field is Mandatory

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 reference source entity in the XEVMPD and the

applicable business rules please refer to:

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

1.5. Initial submission of a reference source, or

e the 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 2. Initial

submission of a reference source.

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 reference source will be provided:

- <reportacknowledgment=>
<reportname>SOURCE</reportname>
<localnumber>6</localnumber:>
<ev_code>SRC870</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>

</reportacknowledgment=>

<operationresultdesc>Entity inserted succesfully</operationresultdesc>

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 “ Create and Send Product Reports || Medicinal Products | MedDRA |

=] | Reset Appncation| Reset Section| Clear| Validate| Send | XML| ZIP| RTF| E| |_| R|

----- Substances

----- Sources
[Orgenietions]

----- ATC Codes

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

----- Master File Locations

Description | Name/Value

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

Field is Mandatory

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

ﬂ Reset Application | Reset Section | Clear| Validate| Send | XML| ZIP| RTF | E| L| R | J

o XEVPRM Message

--Products

..Substances

.Sources

--ATC Codes

--Pharmaceutical Forms

--Routes Of Administration
Aftachments

..Master File Locations

Num

Operation Type

v |New MAH
[[1New Sponsor

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

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

= XEVPRM Message
--Products
--Substances

Sources
=- Organisations

\Insert - MAH

ATC Codes
--Pharmaceutical Forms
--Routes Of Administration

Aftachments
--Master File Locations

Description | Name/Value

Operation Type [
Type MAH
MAH Name
SME Status
SME Number
MAH Sender ID
Address
City
Region
Postcode
Country Code
Tel Number
Tel Extension
Tel Country Code
Fax Number
Fax Extension
Fax Country Code
E-mail Address
Comment

Field i1s Mandatory

Field is Mandatory
Field is Mandatory

Field is Mandatory
Field is Mandatory

The 'Operation Type' field displays 'Insert' as default.

The 'Type' field displays 'MAH' as default.

Information to be provided as mandatory is highlighted as 'Field is Mandatory'.

Complete the fields as required.

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

(EVWEB) user manual
EMA/308954/2012

Page 119/196




For the complete list of data fields collected for an MAH organisation entity in the XEVMPD and the
applicable business rules please refer to Chapter 3.11: 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.

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>0RGANISATION </reportname=
<localnumber>1</localnumber>
<ev_code>0RG40544</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully</operationresultdesc>

</reportacknowledgment>
</acknowledgment>
</evprmack:

See also Extended EudraVigilance Medicinal Product Report Message step-by-step guide: Insert of an
organisation step-by-step document available on the '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 “ Create and Send Product Reports || Medicinal Products | MedDRA |

=] | Reset Appncation| Reset Section| Clear| Validate| Send | XML| ZII'—‘| RTF| E| |_| R|

Descriptiﬂn| Name/Value
Message Number Field is Mandatory

----- Sources Products
- Substances
..... ATC Codes Sources
----- Pharmaceutical Forms
----- Routes Of Administration ‘;Egrrggg:slical Forms
::at;i(t}:rm::gsmcations Routes Of Administration

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

ﬂ ResetAppIication| Reset Section | Clear| Validale| Send | XML| ZIP| RTF | E| L| R | J

E-XEVPRM Message

- Products
Substances

-.Sources

--ATC Codes
Pharmaceutical Forms

--Routes Of Administration
Attachments

-.Master File Locations

Mum

\ Operation Type

[“INew MAH
[“INew Sponsor

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:

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

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

2 XEVPRM Message
- Products
--Substances
-~ 30urces
= Organisations
...Insert - Sponsor

- ATC Codes
--Pharmaceutical Forms
- Routes Of Administration

Aftachments
..Master File Locations

Description | Name/Value

Operation Type (e
Type Sponsor
Sponsor Name
Sponsor Sender 1D
Address
City
Region
Postcode
Country Code
Tel Number
Tel Extension
Tel Country Code
Fax Number
Fax Extension
Fax Country Code
E-mail Address
Comment

Field is Mandatory

Field is Mandatory
Field is Mandatory

Field is Mandatory
Field is Mandatory

The 'Operation Type' field displays 'Insert' as default.

The 'Type' field displays 'Sponsor' 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 sponsor entity in the XEVMPD and the applicable

business rules please 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): eXtended EudraVigilance Medicinal Product Report (XEVPRM) user guidance

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:
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— <reportacknowledgment>
<reportname>0RGANISATION</reportname:
<localnumber>1</localnumber:=
<ev_code>0RG40544</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 'Training' webpage for more details.

4.2.7. Insert of a proposed or development ATC Code

To create an 'ATC Code Report', you must select 'ATC Codes' in the tree-view area or in the active

area:

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

=] | ResetAppncation| Reset Sectian| Clear| Validate| Send | XML| ZIF‘| RTF| E| |_| R|

[=E XEVPRM Message

Products Description | Name/Value
- Substances Message Number Field is Mandatory
--Sources Products
-.Organisations Substances
L ATC Codes Sourcn_as )
..Pharmaceutical Forms 5
..Routes Of Administration ';IC Codest_ IE
armaceutical Forms
-----Aﬂachmgnts ) Routes Of Administration
-Master File Locations Attachments
Master File Locations

You must select 'New Proposed ATC Code', or 'New Development ATC Code', as required, in the active
area by ticking the relevant box:

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

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

= XEVPRM Message
-.Products —

 Substances e —
--Sources [[1New Development ATC Code Development
-.Organisations

--ATC Codes

--Pharmaceutical Forms
--Routes Of Administration
- Attachments

Master File Locations
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WEB Trader |Create and Send Product Reports | Medicinal Products | MedDRA |
ﬂ Reset Application ‘ Reset Section | C\ear‘ Valida|e| Send| XML| ZIP‘ RTF ‘ E ‘Hﬂ J
=-XEVPRM Message

- Products Num | Operation Type [ Type
i..Substances ["1New Proposed ATC Code Proposed
L. Qrganisations

L ATC Codes

- Pharmaceutical Forms

- Routes Of Administration
- Attachments

~.Master File Locations

Once you selected the required type of ATC Code, 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 Reports || Medicinal Products | MedDRA |

ﬂ Reset Application | Reset Section ‘ Clear| Validale| Send| XML| ZIP| RTF | Duplicate | Remove| E |Hﬂ
= XEVPRM Message

Products Description | Name/Value
--Substances Operation Type
--Sources Type Proposed
--Organisations ATC Code Field is Mandatory
=-ATC Codes ATC Code Description Field 1s Mandatory
--Insert - Proposed Version Date

--Pharmaceutical Forms Comment

Routes Of Administration
Attachments
--Master File Locations

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

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

2-XEVPRM Message
--Products Description | Name/Value

Substances Operation Type [[E18
--Sources Type Development

Qrganisations
= ATC Codes
_..Insert - Development
Pharmaceutical Forms
--Routes Of Administration
Attachments
--Master File Locations

ATC Code

ATC Code Description
Version Date
Comment

Field is Mandatory
Field is Mandatory

The 'Operation Type' field displays 'Insert' as default.

The "Type' field displays 'Proposed' or 'Development', depending on your selection, 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 an ATC Code entity in the XEVMPD and the applicable

business rules please refer to:

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

1.7. Initial submission of an ATC Code, or

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

human use in the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): eXtended
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EudraVigilance Medicinal Product Report (XEVPRM) user guidance document, section 4. Initial
submission of an 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:

- <reportacknowledgment>
<reportname>ATCCODE</reportname=
<localnumber>L04AA34 </localnumber>
<ev_code>L04AA34</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully</operationresultdesc>
</reportacknowledgment=>

4.2.8. Insert of a proposed or 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 “ Create and Send Product Reports || Medicinal Products | MedDRA |

m] | ResetAppIication| Reset Section | Clear | Validate | Send | XML| ZIP| RTF | E| L| R|

- Products Description | Name/Value

- Substances Message Number Field is Mandatory
-Sources Products

-~ Qrganisations Substances

- ATC Codes Sources

Organisations
ATC Codes

| Pharmaceutical Forms |
Routes Of Administration
Attachments
Master File Locations

I Pharmaceutical Forms |
--Routes Of Administration
- Attachments

-.Master File Locations

You must select 'New Proposed Pharmaceutical Form' or 'New Development Pharmaceutical Form', as
required, in the active area:

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

ﬂ Reset Application ‘ Reset Section ‘ C\ear‘ Valinate| Send | XML‘ zuﬁ‘ RTF ‘ | L| R ‘ J

= XEVPRM Message |

Products Num Operation Type Type
~-Substances ¥|New Proposed Pharmaceutical Form Proposed
Sources [[]New Development Pharmaceutical Form Development
Organisations
~-ATC Codes

Pharmaceutical Forms
~Routes Of Administration
Attachments
~Master File Locations
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WEB Trader “ Create and Send Product Reports | Medicinal Products | MedDRA |

H Reset Application | Reset Section | Clear| Validate‘ Send| XML | ZIP| RTF | E| L| R| J

= XEVPRM Message

- Products Num Operation Type [ Type

- Substances [“]New Proposed Pharmaceutical Form Proposed
--Sources ew Development Pharmaceutical Form Development
--Qrganisations

-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 H Create and Send Product Reports || Medicinal Products | MedDRA |

O | Reset Application | Reset Section | Clear| Validate | Send | XML | ZIP | RTF ‘ Duplicate | Remove | E |Hﬂ

2 XEVPRM Message |

Products Description | Name/Value

--Substances Operation Type

-.3ources Type Proposed

--Organisations Pharmaceutical Form Name Field is Mandatory
ATC Codes Version Date

=-Pharmaceutical Forms Previous EV Code

i..Insert - Proposed Comment

-—Routes Of Administration
Attachments
.-Master File Locations

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

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

=-XEVPRM Message |

Products Description | Name/Value
--Substances Operation Type
-.Sources Type Development
QOrganisations Pharmaceutical Form Name Field is Mandatory
..ATC Codes Version Date
E+-Pharmaceutical Forms Previous EV Code
" Insert - Development Comment
--Routes Of Administration
- Attachments
Master File Locations

The 'Operation Type' field displays 'Insert' as default.

The "Type' field displays 'Proposed' or 'Development', depending on your selection, 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 pharmaceutical form entity in the XEVMPD and the
applicable business rules please refer to:

e Chapter 3.11: Extended EudraVigilance product report message (XEVPRM) user guidance; section
1.8. Initial submission of an authorised/administrable pharmaceutical form, or

e the 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 5. Initial
submission of a pharmaceutical form.
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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=

<localnumber>1</localnumber:>
<ev_code>PHF3162</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>

</reportacknowledgment>

<reportname>PHARMACEUTICALFORM</reportname=

<operationresultdesc>Entity inserted successfully</operationresultdesc>

4.2.9. Insert of a proposed 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 “ Create and Send Product Reports || Medicinal Products | MedDRA |

m] | Reset Applicati0n| Reset Section | Clear | Validate | Send | XML| ZIP| RTF | E| L| R|

Attachments
IMaster File Locations

- Products Description | Name/Value

--Substances Message Number Field is Mandatory
-.Sources Products

-.Organisations Substances

--ATC Codes Sources

..Pharmaceutical Forms Organisations

|- Routes Of Administration| llggrr‘(rigsgﬁtical Forms

-----Atlachme_nts . | Routes Of Administration |

..Master File Locations

You must select 'New Proposed Route of Administration’, or 'New Development Route of

Administration’, as required, in the active area:

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

ﬂ Reset Application | Reset Section | C\sar‘ Validale‘ Send‘ XML| zuﬂ‘ RTF | E ‘Hﬂ

B-XEVPRM Message

Organisations
-ATC Codes
-Pharmaceutical Forms

Routes Of Administration
- Attachments

Master File Locations

Products Num Operation Type
Substances M New Proposed Route of Ad atio
- S0urces [1New Development Route of Administration

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

ﬂ Reset Application | Reset Section | Clear| Validate‘ Send | XML| Z\P| RTF ‘ E| L| R | J
= XEVPRM Message

--Products Num ‘ Operation Type
Substances [INew Proposed Route of Administration

--Qrganisations

-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 |

ﬂ Reset Application | Reset Section | C\ear| Validate| Send| XML| ZIP ‘ RTF | Duplicate | Remove‘ E ‘ﬂﬂ

=-XEVPRM Message
- Products Description | Name/Value
- Substances Operation Type
Sources Type Proposed
- Organisations Administration Route Name Field is Mandatory
.ATC Codes Version Date
Pharmaceutical Forms Previous EV Code
= Routes Of Administration Comment
‘.-Insert - Proposed
- Attachments
Master File Locations

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

ﬂ Reset Application | Reset Section | Clear| Validate | Send | XML | ZIP | RTF ‘ Duplicate | Remove | E |Hﬂ
= XEVPRM Message |

Products Description | Name/Value

Substances Operation Type [[ECL8

Sources Type Development
-.Organisations Administration Route Name Field is Mandatory
.ATC Codes Version Date
-.Pharmaceutical Forms Previous EV Code

=- Routes Of Administration Comment

--Insert - Development
- Attachments
Master File Locations

The 'Operation Type' field displays 'Insert' as default.

The "Type' field displays 'Proposed' or 'Development', depending on your selection, 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 route of administration entity in the XEVMPD and the
applicable business rules please refer to:

e Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance; section
1.9. Initial Submission of a route of administration (RoA), or

e the Guidance on the electronic submission of information on investigational medicinal products for
human use in the eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): eXtended
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EudraVigilance Medicinal Product Report (XEVPRM) user guidance document, section 6. Initial
submission of a 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</reporthame>
<localnumber=3</localnumber=>
<ev_code>ADR775</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully</operationresultdesc>

</reportacknowledgment=>

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.
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 |
o | ResetAppncation| Reset Secti0n| Clear| \.I’alidate| Send | XML| 2IP| RTF| E| |_| R|
-.Products Description | Name/Value
-Substances Message Number Field is Mandatory
--Sources Products
- Qrganisations Substances
_ATC Codes Sourc_es )
-.Pharmaceutical Forms Organisations
..Routes Of Administration ATC Codes i
[Afachments Pharmaceutical Forms
. . Routes Of Administration
Master File Locations Afachments
I asler !I 2 | ocations

You must select 'New PPI Attachment' in the active area:
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WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA |

ﬂ Reset Application ‘ Reset Section ‘ Clear| Validate| Send‘ XML‘ ZIP| RTF | E ‘Hﬂ J

= XEVPRM Message
--Products
--Substances
Sources
Organisations
--ATC Codes
--Pharmaceutical Forms

--Attachments
--Master File Locations

Routes Of Administration

[IMew PSI Attachment

RlCpeiaiionilyps

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:

e the '"Type' displays 'PPI' by default;

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

ﬂ Reset Application | Reset Section | C\ear‘ Validate | Send | XML | ZIP | RTF | Duplicate | Remove | E |Hﬂ

= XEVPRM Message
-Products
.- Substances
...Sources
...Organisations
--ATC Codes

[%|-Atlachmenls
. Insert

- Pharmaceutical Forms
..Routes Of Administration

..Master File Locations

Description \ Name/Value

File Type
Name
Type PPI
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:

Description | Name/Value

Lan¢
Version Nu
Versior

File ‘_ —

Select option

‘ Field is Mandatory

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

Field is Mandatory
Field is Mandatory

Doc

DOCX

Field is Mandatory

PDF

XLS

XLSX

e the 'File Type' does not display any value; you must select the required 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

File— Field is Mandatory
Select option Field is Mandatory
Press A - Z to find initial letter H H
i Lan! Press Enter to select, Escape to clear FIEld !S Mal‘ldai:]ry
Version Ni Field is Mandatory
Versinrlnoc Field is Mandatory
|DDC)(
|PDF |
|)(LS |
|)(LSX |

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
ISO standards compliant. They are used for long term preservation of information and therefore the
EMA/MAHSs 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.
Information to be provided as mandatory is highlighted as 'Field is Mandatory'.

e For the complete list of data fields collected for a PPI attachment entity in the XEVMPD and the
applicable business rules please refer to:

— Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance;
section 1.10. Submission of an attachment, or

— the 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 I Create and Send Product Reports || Medicinal Products | MedDRA |

[m] | Reset Application | Reset Section ‘ Claar‘ \c'alidale| Send | XML‘ Z\P| RTF ‘ Duplicate | Remuva‘ E ‘ L| R|

=-XEVPRM Message

=-Products Description | Name/Value
Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets File Type
Substances Name SPC_Paracetamol 500 mg Film Coated Tablets
Sources Type PPI
=- Organisations Language English
.ATC Codes Version Number 1.0
Pharmaceutical Forms Version Date 01/09/2021

Routes Of Administration
=-Attachments
! Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
Master File Locations
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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‘ Valiﬂate| Send‘ XML‘ ZIP| RTF | E ‘ L‘ R| J

=-XEVPRM Message |
- Products
- Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets
i Medicinal Product Types (1)
Authorised Pharmaceutical Forms (1)
--Pharmaceutical Products (1)
Drug ATCs (1)
Drug Indications (14)
Previous EV Codes (-)
- Substances
Sources
- Organisations
- ATC Codes
Pharmaceutical Forms
- Routes Of Administration
B-Attachments
- Llnsert - English - SPC_Paracetamol 500 mg Film Coated Tableis
=-Master File Locations

Num

m SliEroduciAilachmon B
[WiNew Product Attachmen

Tick the box next to 'New Product Attachment':

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

ﬂ Reset Application | Reset Section | Clear | Validate | Send| XML| ZIP| RTF | E | L| R | J

= XEVPRM Message |
& Products Num

- Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets [ New Product Attachm
- Medicinal Product Types (1)

@=- Authorised Pharmaceutical Forms (1)
- Pharmaceutical Products (1)
B
5

H-Drug ATCs (1)

7-Drug Indications (14)

----- Previous EV Codes (-)
-{Product Attachments (-)|
----- Substances

----- Sources

- 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 lookup) in the dynamic buttons section:
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WEB Trader I Create and Send Product Reports | Medicinal Products. | MedDRA |

=] | Reset Application ‘ Reset Section ‘ Clear| Validale‘ Send‘ XML‘ Z\P| RTF ‘ Duplicate | Remove| E |_L|| R|

TOT e O, 2% TTONT 1. 1202 T, =0 Taw appie

=- XEVPRM Message
=-Products

Medicinal Product Types (1)
Authorised Pharmaceutical Forms (1)
Pharmaceutical Products (1)
Drug ATCs (1)
&-Drug Indications (14)
Previous EV Codes (-)
=-Product Attachments (1)
- Product Attachment
Substances
Sources
- Organisations
ATC Codes
Pharmaceutical Forms
~Routes Of Administration
=-Attachments

Master File Locations

= Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets

--Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets

Description \ Name/Value

Product Attachment “

Validity declaration

Field is Mandatory

The available options will be displayed in the local look-up list of the 'Product Attachment field':

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

[m] | Reset Application ‘ Reset Section ‘ C\aar| Validale| Send‘ XML| Z\P‘ RTF ‘ Duplicate ‘ Remove‘ E | L‘ R|

E-XEVPRM Message
= Products

#-Medicinal Product Types (1)
Authorised Pharmaceutical Forms (1)
--Pharmaceuiioa\ Products (1)
Drug ATCs (1)
Drug Indications (14)
~Previous EV Codes (-)
=-Product Attachments (1)
~Product Attachment
Substances
Sources
- Organisations
ATC Codes
--Pharmaceutical Forms
Routes Of Administration
- Attachments

Master File Locations

=- Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets

Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets

Description \ Name/Value

Product Attacl
Validity decla‘

" atory]

Select option

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

‘Insart - English - SPC_Paracetamol 500 mg Film Coated Tablets ‘

Using your mouse, select the required attachment:

Description | Name/Value

Product Attacl

Validity decla

Select option

acetamol 500 mg Film

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

oated Tabl

The attachment name will be displayed in the 'Product Attachment' field. The area next to 'Validity
declaration’ will be highlighted in blue:

Description | Name/Value

Validity declaration

Product Attachment Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
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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

Walid

Using your mouse or 'Enter' on your keyboard, select 'Valid':

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

Validity declaration

Product Attachment Insert - English - SPC_Paracetamaol 500 mg Film Coated Tablets

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

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

= XEVPRM Message
B Products

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

Drug ATCs (1)

Drug Indications (14)

Previous EV Codes (-)

= Product Attachments (2)

- Substances

- Sources

- Organisations

- ATC Codes

--Pharmaceutical Forms

--Routes Of Administration

- Attachments

j --Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
&-Master File Locations

=-Insert - Authorised - 1 - Paracetamol 500 mg Film Coated Tablets

..Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
.- Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets

Description | Name/Value

Product Aftachment Insert - English - SPC_Paracet. ..
Validity declaration

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:

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

=] ‘ Reset Applicatinn| Reset Seclinn| C\ear‘ Validale| Send ‘ XML‘ zn:‘ RTF| Duplicate ‘ Remﬂve‘ E ‘ L‘ R‘

= XEVPRM Message

B=-Products
=-Insert - Authorised - 1 - 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)

--Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
Substances
Sources
- Organisations
~ATC Codes
Pharmaceutical Forms

Routes Of Administration
B=-Attachments

-Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets
Master File Locations

Description | Name/Value

Product Attachment Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets|
Validity declaration Valid

Message from webpage X

| Validate OK

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

[m] ‘ Reset Applica(iun| Reset Section ‘ C\ear‘ Validate | XML| Z\P| RTF ‘ Duplicate ‘ Remcve‘ E ‘ L‘ R‘
£ XEVPRM Message [

B Products

& Insert - Authorised - 1 - Paracd = https.//evtest.ema.europa.eu/?FA=1&NF=1 - Select File - Internet Explorer - m] X

-Medicina\ Product Types (1 Sconvert ~ BHSelect
Authorised Pharmaceutical
Pharmaceutical Products (1 .11 The Maximum Size allowed for one Attachment is 25 MegaBytes ::.
. Drug ATCs (1)
%-Drug Indications (14 English - SPC_Paracetamol 500 mg Film Coated
Presmus EV Cndi}s ()-) Tablets (PDE)
=-Product Attachments (1)
Insert - English - SPC_P: Upload File

-Substances

Sources

[ Organisations

ATC Codes

-Pharmaceutical Forms

-Routes Of Administration

£l Attachments

L Insert - English - SPC_Paracel

Master File Locations

aracetamol 500 mg Film Coated Tablets

@ 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.

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.cu/?FA=1&NF=1 - Select File - Internet Explorer — O >
T convert v ESelect

.i: The Maximum Size allowed for one Attachment is 25 MegaBytes ::.

English - SPC_Paracetamol 500 mg Film Coated LASPC Paracetamol 500 ma Film Coated
Tablets ( PDF) : — g Browse. ..

Upload File

If the attachment was successfully posted, a new window will open confirming the result of your
action:
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TP T

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

o | Reset Applicatinn| Reset Section ‘ C\ear‘ Valida(e‘ Sand‘ XML‘ ZIP‘ RTF ‘ Duplicate ‘ Remove‘ E ‘ L| R|
= XEVPRM Message

= P=mducts Description | Name/Value
&1 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
=1 Product Attachments (1)

Insert - English - SPC_Paracetamol 500 mg Film Coated Tablets

Substances | Attachments Successfully Posted.
gourct_es . Press OK to Continue with the Message.
- Organisations

--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 I Create and Send Product Reports | Medicinal Products | MedDRA

[m] ‘ Reset Application ‘ Reset Sectian| C\ear‘ Valida(e‘ Send ‘ XML‘ ZIP‘ RTF ‘ Duplicate ‘ Remove‘ E ‘ L‘ R‘
= XEVPRM Message

[i] 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)
Phammaceutical 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

Substances Message Sent Successfully
5 gourc-es ti If You want to View the File(s) Sent Click [OK]
#-0rganisations
ATC Codes

Pharmaceutical Forms
Routes Of Administration Camez
= Attachments

i LInsert - English - SPC_Paracetamol 500 mg Film Coated Tablets
Master File Locations

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>
<localnumber/>
| <ev_code>ATT1234567</ev_code> |
<operationtype>1</operationtype>
<pperationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully</operationresultdesc>
</reportacknowledgment=>
- <reportacknowledgment=
<reportname>AUTHORISEDPRODUCT </reportname=>
<localnumber/>
|<ev_code)PRDB?S?QGBq’eV_code;v |
<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>
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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 |

=] | ResetAppIication| Reset Section | Clear| Validate| Send | XML| ZIP| RTF | E| |_| R|

----- Substances

----- Sources

----- 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
Aftachments

Master File Locations

You must select 'New Master File Location' in the active area by ticking the relevant box:

Field is Mandatory

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

o | Reset Application| Reset Section | Clear| Validate| Send | XML| ZIP| RTF | E| L| R | J

= XEVPRM Message

----- Products

----- Substances

----- Sources

----- Organisations

----- ATC Codes

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

----- 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 |

jm] | Reset Applicalion| Reset Section | Clear| Validate| Send | XML| ZIP| RTF ‘ Duplicate| Remove| E | L| R |

= XEVPRM Message
--Products

- Substances

-.Sources

-.Qrganisations

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

=-Master File Locations

Description | Name/Value

Operation Type {[jEE]
Company
Department
Building
Street
City
Region
Post Code
Country
Comment

Field is Mandatory
Field is Mandatory

Field is Mandatory
Field is Mandatory
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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 3.11: 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:

- <reportacknowledgment>
<reportname>MFL</reportname>
<localnumber>2</localnumber>
<ev_code>MFL17273</ev_code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully</operationresultdesc>
</reportacknowledgment>

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:

eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) Data-Entry Tool
(EVWEB) user manual
EMA/308954/2012 Page 138/196


http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/03/WC500123681.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/03/WC500123681.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/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 n Create and Send Product Reperts | Medicinal Products | MedDRA |

J Reset Appllcatlonl Reset Section | Clearl Valldatel Send |ﬂlﬂl RTF Dupllcatel Remove |Jﬂﬂ

= XEVPRM Message

= Products

=l Insert - Development - ProductY 20ml solution for injection
Pharmaceutical Products (1)

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

Description| Name/Value

Type

Operation Type
Sender Local Code
Sponsor

Product Code
Product Name
Product Other Name
Comment

Development
Insert

SPONSOR ABC LTD
PRX-100
ProductY 20ml solution for inje...

Pharmaceutical Products (1)
Drug ATCs (-)

Drug Indications (1)
Product Attachments (-)

Click on the 'Duplicate' button:

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

ﬂ Reset Applicationl Reset Section | Clearl Validatel Send |ﬂﬂ RTF | Dup\icalel Remaove |ﬂﬂﬂ

=-XEVPRM Message
& Products
E| Insert - Development - ProductY 20ml solution for injection
Pharmaceutical Products (1)
~.Drug ATCs (-)
Drug Indications (1)
-.Product Attachments -)
-.Substances
- Sources
- Organisations
--ATC Codes
-.Pharmaceutical Forms
- Routes Of Administration
- Aftachments
Master File Locations

Description

| Name/Value

Type

Operation Type
Sender Local Code
Sponsor

Product Code
Product Name
Product Other Name
Comment

Development
Insert

SPONSOR ABC LTD
PRX-100
ProductY 20ml solution for inje...

Pharmaceutical Products (1)
Drug ATCs (-)

Drug Indications (1)
Product Attachments (-)

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 I Create and Send Product Reperts | Medicinal Products | MedDRA |

J Reset Appllcatlunl Reset Section | Clearl Valldalel Send |ﬂﬂ RTF Duphcalel Remove |ﬂﬂﬂ

=- XEVPRM Message
= Products

Bl\nsed Development - ProductY 20ml solution for injection |
. @ Pharmaceutical Products (1)
. Drug ATCs (-)
- Drug Indications (1)
. i.Product Attachments (-)
E||Inser1 Development - ProductY 20ml solution for injection |
- Pharmaceutical Products (1)
--Drug ATCs (-)
- Drug Indications (1)
- Product Attachments (-)
- Substances

Sources

QOrganisations
- ATC Codes
- Pharmaceutical Forms
- Routes Of Administration
- Attachments
-.Master File Locations

Description |

Type

Operation Type
Sender Local Code
Sponsor

Product Code
Product Name
Product Other Name
Comment

Name/Value

Insert

SPONSOR ABC LTD
PRX-100
ProductY 20ml solution for inje...

Pharmaceutical Products (1)
Drug ATCs (-)

Drug Indications (1)
Product Attachments (-)
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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:

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

m] | Reset Application| Reset Section | Clear| Validate| Send | XML| ZIF‘| RTF | Duplicate| Re

E--XEVPRM Message |_
& Products |
= Insert - Development - ProductY 20ml solution for injection ' Ad

= Pharmaceutical Products (1)
FSOLUTION FOR INJECTION

Drug ATCs (-)

Drug Indications (1)

...Product Attachments (-)

----- Substances

----- Sources

----- Organisations

----- ATC Codes

----- Pharmaceutical Forms

----- Routes Of Administration

----- Attachments

----- Master File Locations

Click on the 'Duplicate' button:

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

Clear| Validate| Send | XML| ZIP| RTFl Duplicate | Remove |ﬂﬂﬂ
= XEVPRM Message |

& Products
2 Insert - Development - ProductY 20ml solution for injection

£~ Pharmaceutical Products (1) Drug Routes (2)

* @[SOLUTION FOR INJECTION] Drug Ingredients (1)
Drug ATCs (-) Old Drug Ingredients (-)
7-Drug Indications (1) Medical Devices (-)

...Product Attachments )
Substances
Sources
--Qrganisations
- ATC Codes
-~ Pharmaceutical Forms
Routes Of Administration
. Attachments
.-Master File Locations

O | Reset App\ication‘ Reset Section

Description | Name/Value

Administrable Pharmaceutical SOLUTION FOR INJECTION

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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= XEVPRM Message
[ij--Products
&1 Insert - Development - ProductY 20ml solution for injection
£ Pharmaceutical Products (2)
#-SOLUTION FOR INJECTION
£ SOLUTION FOR INJECTION
i1- Drug Routes (2)
Drug Ingredients (1)
0Old Drug Ingredients (-)
...Medical Devices (-)
----- Drug ATCs (-)
#-Drug Indications (1)
----- Product Attachments (-)
----- Substances
----- Sources
----- Organisations
----- ATC Codes
----- Pharmaceutical Forms
----- Routes Of Administration
----- Attachments
----- Master File Locations

You can expand the items and modify the information of each of the items as required:

WEB Trader l Create and Send Product Reports | Medicinal Products | MedDRA |
jm] | Reset Applicati0n| Reset Section | Clear‘ Validale| Send ‘ XML‘ ZIP‘ RTF | Duplicate| Remove| E | L‘ R |
- XEVPRM Message ~ |

=-Products Description | Name/Value

EF \[ISEﬂ - Development - ProductY 20ml solution for injection Administrable Pharmaceutical ... SOLUTION FOR INJECTION

=-Pharmaceutical Products (2 Drug Routes (2)
QISOLUTION FOR INJECTIONI Drug Ingredients (1)
=-Drug Routes (2) Old Drug Ingredients (-)

.~ INTRAMUSCULAR USE Medical Devices (-)

 INTRAVENOUS USE

=-Drug Ingredients (1)

\..PARACETAMOL - Active Ingredient

Old Drug Ingredients (-)

—Medical Devices (-

=-Drug Routes (2)

INTRAMUSCULAR USE

- INTRAVENQUS USE

=-Drug Ingredients (1)

...PARACETAMOL - Active Ingredient
--0ld Drug Ingredients (-)

--Medical Devices (-)

-~ Drug ATCs (-)

- Drug Indications (1)

Product Attachments (-)

--Substances

--Sources

-.Organisations

- ATC Codes

- Pharmaceutical Forms

Routes Of Administration

Aftachments

...Master File | neatinna e

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 141/196




As an example, we wish to remove one of the DMP entities currently present in our XEVPRM:

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

ﬂ Reset Application| Reset Sectiun| Clear | Validate | Send ‘ XML| ZIP| RTF ‘ﬂﬂﬂ

=- XEVPRM Message
= Products
El Insert Development - ProductY 20ml solution for injection
+- Pharmaceutical Products (2)

Drug ATCs (=)

@ Drug Indications (1)

~..Product Attachments (-

| = Insert - Development - ProductY 20ml solution for injecti0n|

- Pharmaceutical Products (2)
.Drug ATCs (-)
al-Drug Indications (1)
~.Product Attachments (-)
----- Substances
----- Sources
----- 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 |
o | Reset App\icati0n| Reset Section | Clear | Validate | Send ‘ XML| ZIP| RTF ‘ E‘ L| R|

= XEVPRM Message
[Products

E| Insert - Development - ProductY 20ml solution for injection
- Pharmaceutical Products (2)
—Drug ATCs (-)
1- Drug Indications (1)
. Product Attachments (-)
nsert - Development - ProductY 20ml solution for injection
@1 Pharmaceutical Products (2)
-.Drug ATCs (-)
- Drug Indications (1)
- Product Attachments (-)
..Substances
-.Sources
--Organisations

ATC Codes
.Pharmaceutical Forms
--Routes Of Administration
-.Aftachments
..Master File Locations

B

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

o | ReselAppIicatinnl ReselSecﬁnnl Clear| Vaiidate | Send | XMLl ZIP| RTFl E| L Rl ﬂ

= XEVPRM Message

B=-Products

= Insert - Development - ProductY 20ml solution for injection
Pharmaceutical Products (2)

0001
0002

PruductY ZOmI solution for injection
ProductY 20ml solution for injection

Development
Development

M| New Authorised Product
[“INew Development Product

- Drug ATCs (-)
Drug Indications (1)
Product Attachments (-)
- Insert - Development - ProductY 20ml solution for injection
Pharmaceutical Products (2)
- Drug ATCs (-)
Drug Indications (1)
Product Attachments (-)
Substances
Sources
--Organisations
ATC Codes
Pharmaceutical Forms
Routes Of Administration
Attachments
Master File Locations

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

J Reset Appllcatlonl Reset Secllonl Clearl Valldatel Send |ﬂlﬁlﬂljjﬂ ﬂ

= XEVPRM Message

| Operation Type | Type

. %-Drug Indications (1)

- Product Attachments (-)
émnsed - Development - ProductY 20ml solution for injection
- Pharmaceutical Products (2)
--Drug ATCs (-)

=-Drug Indications (1)

- Product Attachments (-)

- Substances

- Sources

--Organisations

- ATC Codes

--Pharmaceutical Forms

--Routes Of Administration

- Attachments

--Master File Locations

Development
Development

=] Pmducls Num
E| Insert - Development - ProductY 20ml solution for injection [»10001
i @ Pharmaceutical Products (2) W[0002 (-)
! --Drug ATCs (-) [“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:

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

Page 143/196



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

J Reset Application | Reset Section I Clearl Validate | Send ﬂlﬁlﬂljjj J

= XEVPRM Message

=-Products Num | Operation Type | Type
= Insert - Development - ProductY 20ml solution for injection 0001 Insert Development
@-Pharmaceutical Products (2) [m[0002 () Insert Development
--Drug ATCs (-) [INew Authorised Product
-Drug Indications (1) [[]1New Development Product

Product Attachments (-)
= (-) Insert - Development - ProductY 20ml solution for injection
- Pharmaceutical Products (2)
--Drug ATCs (-)
- Drug Indications (1)
--Product Attachments (-)
-Substances
-Sources
Organisations
-ATC Codes
-Pharmaceutical Forms
-Routes Of Administration
Attachments
IMaster File Locations

The below message will be displayed:

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

_I Reset Application | Reset Section | Clear | Validate | Send ﬂlﬂﬂlJﬂﬂ ﬂ

- XEVPRM Message
&1 Products Num | Operation Type | Type [ Author
E| Insert - Development - ProductY 20ml solution for injection [¥] 0001 Insert Development
i @ Pharmaceutical Products (2) []0002 (-) Insert Development
-Drug ATCs (-) []1New Authorised Product
. @ Drug Indications (1) [“]1New Development Product
' ~Product Attachments (-)
& (-) Insert - Development - ProductY 20ml solution for injection
= Pharmaceutical Products (2) Message from webpage X
-Drug ATCs (-)
- Drug Indications (1)
--Product Attachments (-)
Substances
Sources
--Qrganisations

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

Attachments
Master File Locations

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

Are You sure ?

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 H Create and Send Product Reports | Medicinal Products | MedDRA |

O | Reset Appllcatlonl Reset Section | Clearl Valldatel Send |ﬂlﬂlﬂlJﬂﬂ J

= XEVPRM Message

B Products Num Operation Type Type
=- Insert - Development - ProductY 20ml solution for injection [+] 0001 Insert Development
-F‘harmaceutical Products (2) [1New Authorised Product
--Drug ATCs (-) []New Development Product

- Drug Indications (1)
. Product Attachments (-)
--Substances
--Sources
Organisations
- ATC Codes
-Pharmaceutical Forms
--Routes Of Administration
--Aftachments
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 |

ﬂ Reset Application ResetSectiun| Clear‘ Validale‘ Send | XML| zm‘ RTF | E . 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 n Create and Send Product Reports || Medicinal Products | MedDRA |

ﬂ Reset Applicati0n| Reset Secﬁon‘ Clear| Validate| Send | XML |ﬂﬂ Duplicate | Remove ﬂﬂﬂ

= XEVPRM Message |

[ij Products Description | Name/Value

E|--Master File Locations
...Insert - Germany - Bonn

E| Insert - Authorised - Paracetamol 500 mg Film Coated Tablets Operation Type Insert
- Medicinal Product Types (1) Company
& Authorised Pharmaceutical Forms (1) Department
@ Pharmaceutical Products (1) Building
_ Drug ATCs (1) Stn—::et Bonnstrasse 2
& Drug Indications (14) City Bonn
Previous EV Codes (-) Region
Post Code 12345
- Product Attachments (1) Country
-Substances Comment
Sources
--Organisations
- ATC Codes
Pharmaceutical Forms
--Routes Of Administration
- Attachments

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 lookup):
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WEB Trader \ Create and Send Product Reports || Medicinal Products | MedDRA

D | Reset Application | Reset Section | Clear | Replicate | Validate | Send | XML | ZIP | RTF | Duplicate | Remove | E| L| R

=-XEVPRM Message
= Products
=-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)
i Previous EV Codes (-)
Product Attachments (1)
Substances
--Sources
Organisations
ATC Codes
--Pharmaceutical Forms
--Routes Of Administration
Attachments
= Master File Locafions
--Insert - Germany - Bonn

Description | Name/\Value

Type Authorised
Operation Type Insert
MAH XYZ PHARMA LTD
QPPV User HB03044 Num 01 (OTORGHB03044)
Master File Location
PhV enquiry email pharmacovigilance@xyzpharma.ie
PhV enquiry Phone +353 1234 5678
Sender Local Code
Info Date
Authorisation Country Code Ireland

Authorisation Status Valid
Authorisation Number PA1234/567/001
Authorisation/Renewal Date 30/10/2020
MRP/DCP/EMEA Number
EU Number

Orphan Drug No
Additional Monitoring No

Authorisation Procedure EU authorisation procedures - National Procedure

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

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

= XEVPRM Message
=-Products
- [ Insert - Authorised - Paracetamol 500 mg Film Coated Tablets
Medicinal Product Types (1)
i1 Authorised Pharmaceutical Forms ()]
harmaceutical Products (1)
g Drug ATCs (1)
71 Drug Indications (14)
revious EV Codes (-)
- Product Attachments (1)

o | Reset Applicaliun| Reset Seciiun| Clear Replicale| Validale‘ Send %Em Duplicate | Remove ﬂ
I

Description | Name/Value

Type Authorised
Operation Type Insert
MAH XYZ PHARMA LTD

Master File Location
PhV enquiry Phone +353 1234 5678

Sender Local Code
Info Date

QPPV User HB03044 Num 01 (OTORGHB03044)

PhV enquiry email pharmacovigilance@xyzpharma.ie

From the pop-up menu, select MFL location and click on the entity or press 'Enter' on your keyboard:

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

O | Reset Application | Reset Section | Clear | Replicate | Validate | Send | XML | 1P | RTF | Duplicate | Remove | E| L| R|

=-XEVPRM Message
= Products
= 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)
Substances
----- Sources
----- Organisations
ATC Codes
----- Pharmaceutical Forms
----- Routes Of Administration
Aftachments
=-Master File Locations
L.Insert - Germany - Bonn

Description | Name/Value

Type Authorised
Operation Type Insert
MAH XYZ PHARMA LTD

m]|1nsert— Germany - Bonn ‘
Authorisation Country Code Ireland

Authorisation Status Valid
Authorisation Number PA1234/567/001
Authorisation/Renewal Date 30/10/2020
MRP/DCP/EMEA Number
EU Number

Orphan Drug No

Al TRV AL

s s =~ 0TORGHB03044)
Master File L| Select option
PhV enquir sharma.ie
- Press A - Z to find initial letter
PhV enquiry Press Enter to select, Escape to clear
Sender Locg

Authorisation Procedure EU authorisation procedures - National Procedure

Legal Basis Well-established use application (Article 10a of Directive

The MFL entity will then be referenced in your AMP entity:
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WEB Trader { Create and Send Product Reports | Medicinal Products | MedDRA

0| Reset Appiication | Reset Section | Clear | Repicate | Validate | Send | XML | ZIP | RTF | Dupiicate | Remove | E| L| R|

B-XEVPRM Message
£ Products
=-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)
Substances
Sources
Organisations
--ATC Codes
--Pharmaceutical Forms
Routes Of Administration
Attachments
= Master File Locations
Insert - Germany - Bonn

Description | Name/Value

Type
Operation Type
MAH

QPPV

Authorised

Insert

XYZ PHARMA LTD

User HB03044 Num 01 (OTORGHB03044)

VES RSN Insert - Germany - Bonn

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), sources, organisations
(MAH or sponsor), ATC codes (proposed or development), routes of administration (proposed or
development), pharmaceutical forms (proposed or 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 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.

4.6.1.1. Create an XEVPRM with operation type 'Update (2)'

The update an entity, the entity:
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e must be already present in the XEVMPD (i.e., an EV Code has been assigned); and
e must not be nullified;
e 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:

'WEE Trader | Create and Send Product Reporis " Medicinal Products | MedDRA

H Reset Appiication | Resef Section | Clear | ﬂﬂ
Authorised Medicinal Products paracetamal 5007
Development Medicinal Products Num EV Code Version Full Presentation Name
Approved Substances [m}0001 PRD 126060 Paracetamol 500 mg Film Coated Tablets
Development Substances

----- Sources

..... MAHs

----- Sponsors

----- ATC Codes

----- Routes of Administration

----- Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions

& Queries

WEB Tradsr | Greate and Send Product Reports || Medicinal Products | MedDRA
0| Reset Appication | Reset section | clear| @ | 0] 71

= Authorised Medicinal Products [paracetame s00%
- Authorised - PRD126060 - 1/1 - Paracetamol 500 mg Film Coated Tablets Num EV Code Version Full Presentation Name
Development Medicinal Products 2 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

Aftachments

Abstract Compositions
=-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:

FOIE UR, 3 O T-T-202T, EU LW 2]

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

D) Reset Applcation | Reset Section | Clear| @| 0| 71|

5 Aulhnrised Medici |Paracetamel 5007
H Authorised {PRD 126060 - 1/1 - Paracetamol 500 mg Film Coated Tabletsl Num EV Code Version Full Presentation Name:
.. Development Medicinal Products [Ed0001 PRD 126060 Paracetamol 500 mg Film Coated Tablets

-Approved Substances
-Development Substances

..Sources
i RAALL
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WEE Trader I Create and Send Product Reporis | Medicinal Products =~ MedDRA I

01| Reset Appiication | Reset Section | Clear| XML | RTF| Update | Other Operations ~

= Authorised Medicinal Products

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

MAHs

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

Aftachments

Abstract Compositions
#-Queries

Authorised - PRD126060 - 1/1 - Paracetamol 500 mg Film Coated Tablets

[Paracetamol 500°

Version

Type

Version Status
Version Validity
Version Description
Product Validity
Product Pending
Product Nullified
Current vs Previous
Version Date
Version by

MNew Version ?

MNew Version by
Nullified

PhV enguiry email

Description | Name/Value
EV Code |PRD126060

17

Authorised
Accepted
Unassessed

Current Not Assessed Version
Not Assessed

Mot Assessed

No

No Previous Version
30/09/2021 12:19:55
OTORGHB03044

No

No
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 Resemppimatmn| Reset Secﬁnn‘ Clear| XML| RTF | Update | Other Operations ~

=-Authorised Medicinal Products

#-Authorised - PRD126060 - 1/1 - Paracetamol 500 mg Film Coated Tablets
Development Medicinal Products

--Approved Substances
--Development Substances
--Sources

MAHSs
Sponsors

--ATC Codes
--Routes of Administration
--Pharmaceutical Forms

Master File Locations

[Paracatamel 500°

Description | Name/Value
EV Code PRD126060
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
Version Date

Mo Previous Version
30/09/2021 12:19:55

--Aftachments Version by OTORGHBO03044
--Abstract Compositions New Version ? No
- Queries New Version by
Mullified No

PhV enquiry email
PhV enquiry Phone

pharmacovigilance@xyzpharm
+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 Create and Send Product Reports I Medicinal Products | MedDRA |

O | Resat Appiication | Reset Section | Clear| Repiicate | Validate | Send | x| 21P | ATF | Remove| [ L| B[
=-XEVPRM Message
=-Prod
E Authorised - PRD126060 - Paracetamol 500 mg Film Coated Tablets
ledicinal Product Types (1)
uthorised Pharmaceutical Forms (1)
harmaceutical Products (1)
Drug ATCs (1)
Drug Indications (14)

For the UK, as from 1.1.2021, EU Law|

[Faracazamat 500~

Description \ Name/Value
EV Code
pe ed
VAR XYZ PHARMA LTD
User HB03044 Num 01 (OTORGHBO03044)
MFL8780 - Ireland - Dublin
pharmacovigilance@xyzpharma.ie

QPPV
Master File Location
PhV enquiry email

Previous EV Codes (-) PhV enquiry Phone +353 1234 5678

=-Product Attachments (1) Sender Local Code

Substances Info Date
~Sources Authorisation Counfry Code Ireland
Qrganisations Authorisation Procedure EU authorisation procedures - National Procedure
ATC Codes Authorisafion Status Valid
Pharmaceutical Forms Authorisation Number PA1234/567/001
Authorisation/Renewal Date 30/10/2020

Routes Of Administration
-Attachments
Master File Locations

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:

- <reportacknowledgmentz
<reportname>AUTHORISEDPRODUCT </reportname=
<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:>
<facknowledgment=
</fevprmack>

® 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 substance entities can only be performed by the EMA upon request sent via the EMA
Service Desk portal.

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’.
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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;

e must not be flagged as 'Valid' by the EMA. Nullification of an entity flagged as 'Valid' must be
requested through the EMA Service Desk portal; 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 Reparts | Medicinal Products | MedDRA

0| Reset Appication | Reset section | Clear| ¢ | ©| @]

-~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

[Peraceramel 5305

Num

Paracetamol 500 mg Film Coated Tablets

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

0| Reset appication | Reset Secﬁnnl oear| @] O] 2|

& 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
= Queries

[Farzcesamel 500°

Num

PRD 126060

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

information is visible in the active area:

area so the product
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WEB Trader | Create and Send Product Reports I Medicinal Products || MedDRA I

ﬂ Resetnppmcation| Reset Section | Clear| XML‘ RTF Updahe| Other Operations ~

E-Authorised Medicinal Products

-Aulhorised -IPRD 126060 - 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

- Queries

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

H Reset Appiication | Reset Secﬁnn| Glear| XML | RTF | Update | Other Operations ~

- Authonsed Medicinal Products
(- Authorised - PRD 126060 - 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

=-Queries

|Paracetamal 500%

Description | Name/Value
EV Code PRD125060
Version 2/2
Type Authorised
Version Status Accepted
Version Validity Unassessed
Version Description Current Not Assessed Version
Product Validity Not Assessed
Product Pending Not Assessed
Product Mullified 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
Mullified No

PhV enquiry email pharmacovigilance@xyzpharm...
Dh\/ anauins Dhana +2E7 1924 EA2Q

To perform the nullification, click on 'Other Operations' in the main menu and select 'Nullify':

WE Trader | Greate and Sand Product Reparts || Medicinal Products || MedDRA |

H Resel Application | Reset Secﬁun‘ Clear| XML | RTF| Update | Other OEElaﬁunsl

= Authorised Medicinal Products

Commands

Choose one of the available

daracetamol 500%

- Authorised - PRD126060 - 2/2 - Paracetamol 500 mg F
--Development Medicinal Products

Press A - 7 to find initial etter

Press Enter Lo select, Escape Lo clear

Description | Name/Value
EV Code PRD126060
Version 2/2

--Approved Substances

- Development Substances [[nvalidate Ma

Type Authorised

|Rainsen:

Version Status Accepted

Sources
MAHSs

--Sponsors

~-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
MNew Version by
Nullified No
PhV enguiry email 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':
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WEB Trader I Create and Send Product Reports I Medicinal Products | MedDRA I

H Reset Appiication | Reset Section | Clear| Repicate ‘ Validate | Send |xu|L| zp | e | Remwe| E|L|Rr|

XEVPRM Message [Parzcatamal 5007
£ Products Description \ Name/Value
=fNullification]- Authorised - PRD 126060 - Paracetamol 500 mg Film Coated Tablets EV Code [gz{ 060

- Medicinal Product Types (1) Hﬂﬁ.&uﬁuﬂs&ﬂ.l

&-Authorised Pharmaceutical Forms (1) Operation Type Nullification

#-Pharmaceutical Products (1) QE?’\':I' iJ(YZ T—El%ggﬁﬂ[) 01 (OTOR

: ser um -
Drug ATCs (1) Master File Location MFL8780 - Ireland - Dublin
#-Drug Indications (14)

PhV enquiry email pharmacovigilance@xyzpharm...

- Previous EV Codes (-) PhV enquiry Phone +353 1234 5689

Product Attachments (1) Sender Local Code
--Substances Info Date
--Sources Authorisation Country Code Ireland

Organisations Authorisation Procedure EU authorisation procedures - ..
.ATC Codes Authorisation Status Valid
..Pharmaceutical Forms Authorisation Number PA1234/567/001
.-Routes OF Administration Authorisation/Renewal Date 30/10/2020
Attachments MRP/DCP/EMEA Number
EU Number

Master File Locations

Legal Basis 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>
<reportname>AUTHORISEDPRODUCT </reportname>
<localnumber/ >
<ev_code>PRD126060</ev_code>
<operationtype>4</operationtype>
<operationresult>3</operationresult>
<operationresultdesc: Entity nullified successfully </operationresultdesc>

</reportacknowledgment=>
</acknowledgment>
<fevprmack:>

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'.
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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 | Create and Send Product Reports || Medicinal Products || MedDRA

0| Reset Application | Reset Section | Clear| @ | 0| B|
Authorised Medicinal Products [Paraceramel 300

-Development Medicinal Products Num EV Code Version Full Presentation Name

--Approved Substances [m0001 PRD 126060 212 Paracetamol 500 mg Film Coated Tablets

- Development Substances

-Sources

~MAHs

- Sponsors

~ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Aftachments
Abstract Compositions

- Queries

o)

WEE Trader | Creats and Send Product Reporis || Medicinal Products | MedDRA

D| ResetAppll:mml\‘ Reset senmnl Claar‘ LHJ
E-Authorised Medicinal Products [Paracetamol 500
- Authorised - PRD126060 - 2/2 - Paracetamol 500 mg Film Coated Tablets Num EV Code Version Full Presentation Name
- Development Medicinal Products [E2] 0001 PRD 126060 202 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
- 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:

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

ﬂ ResetAppmcation| Reset Section | Clear| XML‘ RTF Updahe| Other Operations ~+

E-Authorised Medicinal Product:
-Aulh[:rised —IPRD126060 - 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
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WWEB Trader | Create and Send Product Reports || Medicinal Products || MedDRA
ﬂ Resel Application | Resel Secﬁun| Clear | XML| RTF| Updats | Other Operations —
= Authorised Medicinal Products [E=EERHEE
Authorised - PRD126060 - 2/2 - Paracetamol 500 mg Film Coated Tablets Description | Name/Value
Development Medicinal Products EV Code |PRD 126060
Approved Substances Version 2/2
Development Substances Type Authorised
Sources Version Status Accepted
MAHSs Versinn Validity Unassessed ]
Sponsors Version Description Current Not Assessed Version
Product Validity Not Assessed
ATC Codes . . Product Pending Mot Assessed
Routes of Administration Product Nullified No
Pharmaceutical Forms Current vs Previous Double Click to Compare
Master File Locations Version Date 30/09/2021 14:19:03
- Attachments Version by OTORGHB03044
. Abstract Compositions New Version ? No
& Queries New Version by
Nullified No
PhV enquiry email pharmacovigilance@xyzpharm...
Ph\/ ononins Phane  +36872 1224 SR20

To perform the invalidation, click on 'Other Operations' in the main menu and select 'Invalidate MA':

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

0| Reset Application | Reset Section | clear | xmL| RTF | Update |[Other Operations |

Choose one of the available

ElAuthorised Medicinal Products Commands Paracezamel 5007
- Authorised - PRD126060 - 2/2 - Paracetamol 500 Mg F orevs - o ot et e Description | Name/Value
--Development Medicinal Products e Bl o pelect, Eceps o cleer EV Code PRD126060
--Approved Substances % Version 2/2
Development Substances fovaidate MA ~ Type Authorised
..Sources Reinsert Verfslon St_al!.ls Accepted
.MAHs \f’ersmn VE_]\IE?Ity Unassessed )
Sponsors Version Descrlphpn Current Not Assessed Version
Product Validity Not Assessed
.:TCt CUde;d inistrafi Product Pending Mot Assessed
-~ Routes of Adminisiration Product Nullified No
~Pharmaceutical Forms Current vs Previous Double Click to Compare
--Master File Locations Version Date 30/09/2021 14:19:03
Attachments Version by OTORGHBO03044
--Abstract Compositions New Version ? No
- Queries Mew Version by
Mullified MNo

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":

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

3| Reset Apptcation | Reset Sction | Clear| Repicat | Vatdat| Sena | x| 21p | RF | memove | £] L] =]

EVPRM Message [Paracetamel 500°
Products Description | Name/Value
={Invalidate MA | Authorised - PRD126060 - Paracetamol 500 mg Film Coated Tablets EV Code [niFGv]

edicinal Product Types (1) Type Authorised
uthorised Pharmaceutical Forms (1) h
Pharmaceutical Products (1) MAH XYZ PHARMA LTD
Drug ATCs (1) QPFV User HB03044 Num 01 (OTORGHB03044)
i R Master File Location MFL8780 - Ireland - Dublin
Drug Indications (14) PhV enquiry email pharmacovigilance@xyzpharma.ie

Previous EV Codes (-) PhV enguiry Phone +353 1234 5689
Product Attachments (1) Sender Local Code
Substances Info Date
Sources 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

Authorisation/Renewal Date 30/10/2020
MRP/DCP/EMEA Number
EU Number
Legal Basis Well-established use application (Article 10a of Directive No 2001/83/.

Qrphan Drug No

Additional Monitoring No
Invalidated Date

Full Presentation Name Paracetamol 500 mg Film Coated Tablets

Routes Of Administration
Attachments
Master File Locations

Enter the required authorisation status and the invalidated date, assign 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=>

<localnumber /=
<ev_code>PRD126060</ev_code>
<operationtype>6</operationtype:
<operationresult>29</operationresult>

Time]".</operationresultdesc>
</reportacknowledgment>

</acknowledgment=>
<fevprmack>

<reportname>AUTHORISEDPRODUCT </reportname=

<operationresultdesc>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

@ 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.

Walidata | Click on the 'Validate' button from the dynamic button set. The system automatically

checks all the information in the message.

WEB Trader | Greate and Send Product Reports | Medicinal Producis | MedDRA I

0| Reset Application | Resst Secﬁon| Clear | Replicanelwinatel Send |XML| 2P | RTF| Remwe‘ E|L|r]

= XEVPRM Message
£ Products
[=E 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)
- Substances
--Sources
Organisations
ATC Codes
Pharmaceutical Forms
-Routes Of Administration
- Attachments
~Master File Locations

[paracetamel s00%

Description | Name/Value
EV Code PRD126060
Type Authorised
Operation Type Update
MAH XYZ PHARMA LTD
QPPV User HB03044 Num 01 (OTOR
Master File Location MFL8780 - Ireland - Dublin
PhV enquiry email pharmacovigilance@xyzpharm.
PhV enquiry Phone +353 1234 5689
Sender Local Code
Info Date
Authorisation Country Code Ireland
Authorisation Procedure EU authorisation procedures - .
Authorisation Status Valid
Authorisation Number PA1234/567/001
Authorisation/Renewal Date 30/10/2020
MRP/DCP/EMEA Number
EU Number
| egal Basis Well-esiablished use aoplicafio |
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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 I MedDRA

O | Reset Appiication | Reset Saminn| Clear | Replcate | Vaiidate | Send | x| zip | RTF | Remmle‘ E|L|r|

B XEVPRM Message [
=-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 Tyne lindate
#-Pharmaceutical Products (1) Message from webpage * TOR
Drug ATCs (1) N ;
Drug Indications (14) h
.. Previous EV Codes (-) Validate Failed am.-
é-F_‘roduct Attachments (1) 2 Error(s) present
L.EN - SPC_Paracetamol 500 mg Film Coated Tablets P
Substances Auf First error(s):
-Sources XEVPRM Message / Message Number res -
--Organisations Field is Mandatory
ATC Codes
Pharmaceutical Forms Au Product Attachment / Validity declaration
Routes Of Administration Field must have a specified value
~Attachments Press OK to go to the First error catio
Master File Locations

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:

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

H Reset Application | Resct Sanﬁnn‘ Clear | Rep\icate| Valigate | Send | xuL| zip | RTF | Remave| E[L| R

=- XEVPRM Message [paraceramal 5007
1 Products Description | Name/Value
é-Updale - Authorised - PRD126060 - Paracetamol 500 mg Film Coated Tablets EV Code PRD126060
- Medicinal Product Types (1) Type Authorised
- Authorised Pharmaceutical Forms (1) Operation Type Update

Pharmaceutical Products (1) E’E\"} ﬁYZ ﬂg’?}gg‘ﬁﬂD 01 (OTOR
& Drug ATCs (1) Q ser um 01 (

Drug Indications (14) Master File Location MFL8780 - Ireland - Dublin

PhV enquiry email pharmacovigilance@xyzpharm.
Previous EV Codes (-) PhY o rym P o4 9 9 @wzp
B PfﬂdUCl Attachments (1) Sendd Message from webpage X

‘-EN - SPC_Paracetamol 500 mg Film Coated Tablets
--Substances Authorisation
----Suurcn_as ) Authorisati [\ Validate OK n procedures -
--Qrganisations Autho :
--ATC Codes Authori 1

--Pharmaceutical Forms Authonsation,

--Routes Of Administration MRP/DCP/H

--Aftachments
Master File Locations

d use applicatio.

Orphan Drug No

4.8. Save, Reload and Send an XEVPRM

Once you have created and validated your XEVPRM, you have the possibility to save the XEVPRM as an
XML file or an RTF file.

To save the XEVPRM as an XML file, click on 'XML' button from the dynamic button set:

WEB Trader | Create and Send Product Reports | Medicinal Products | MedDRA |
ﬂ Reset Application| Reset Secﬁon| Glear| Replicate| Validate| Sendl J-:MLl zZIp | RTF| Remove ﬂ H ﬂ
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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 |

H Reset Application | Reset Section | Clear | Replicate | Validate | Send | x| ziP [RTF| Remove | ﬂ H ﬂ

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 |

H ResetAppIication| Reset Section | Clear| Replinale| Validate | Send §xmL | ﬂ E Remove ﬂ H ﬂ

The below message will be displayed on your screen:

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

0| Reset appikcaion | Reset Section | Glear| Repicate | Vaidate || send | xML| z1P | RTF | Remove | E[ L| R|

= XEVPRM Message o
5 Products Description | Name/Value
= Update - Authorised - PRD 126060 - Paracetamol 500 mg Film Coated Tablets EV Code PRD126060
f- Medicinal Product Types (1) Type Authorised

Operation Type Update
MAH XYZ PHARMA LTD
QPPV User HB03044 Num 01 (OTO
Master File Location MFL8780 - Ireland - Dublin
PhV enquiry email pharmacovigilance@xyzphan

--Authorised Pharmaceutical Forms (1)
Pharmaceutical Products (1)

& Drug ATCs (1)

- Drug Indications (14)

E---Previous EV Codes (-)

B Product Attachments (1) Message from webpage X
.-EN - SPC_Paracetamol 500 mg Film Coated Tablets
- Substances Al
Sources o Message Sent Successfully 5
Drganisalions If You want to View the File(s) Sent Click [OK]
- ATC Codes

- Pharmaceutical Forms

Routes Of Administration
- Aftachments Cancel

--Master File Locations Orphan Orug No

Bt

@® 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.
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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.

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:

WES Trader | Greate and Send Procuct Reparis | Medicinal Products || MedDRA |
0| Reset Application | Reset Secﬁon| Clear | Rep\icate| Vaiidate | Send |mL | RIF | Remave| E|L|r|
=- XEVPRM Message

9 Eroduots =) https://evtestema.europa.eu/x/x.asp?xi=6 - Internet Ex... — O * l!]
=-Update - Authorised - PRD126060 -

- Medicinal Product Types (1)

|Paracetamol 500%

Summary

-Authorised Pharmaceutical Form Temporary|Click here for the file
#- Pharmaceutical Products (1) (for
“ Drug ATCS (1) Expurt) Hame : userhbl3o44udl-Export—0TORGHBO3I044-HEVPRM-PRD12606_update-2021-05-30- :']

& Drug Indications (14)
- Previous EV Codes (-)
= Product Attachments (1)

“.EN - SPC_Paracetamol 500 m )

- Substances
-3ources i
- Organisations =
~ATC Codes A
- Pharmaceutical Forms )
- Routes Of Administration 1
Aftachments i
--Master File Locations N
r
D

Click on 'here' and save your file on your computer:

= https;//evtestema.europa.eu/x/x.asp?xi=6 - Internet Ex... - O X

Summary

Temporary|Click here for the file
(for
Export)|¥ame: userhb03oddud0-Export-OTORGHEOI044-HEVIRM-PRD1ZE0E_update-2021-05-30-

userhb03044u40-Export-0OT....zip evtest.ema.europa.eu
Open Cancel
£
Save
Save as

Save and gpen
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In the secure area of the EudraVigilance website click on EV Post:

EudraVvigilance:

» EVWEB

P xEVMPD Export

» xEVMPD Bulk update
P EV Data Warehouse

P EV Post

Select the ZIP file from your computer:

.:: 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 ::.
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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:

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

O Reset Application | Reset Section | Clear % RTF | Other Operations -

- Authorised Medicinal Products |Paracetamal 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 A(_jmlnlstratlon Product Nullified No
--Pharmaceutical Forms Current vs Previous Double Click to Compare
--Master File Locations Version Date 30/09/2021 15:02:07
--Aftachments Version by OTORGHB03044
--Abstract Compositions MNew Version ? No

- Queries New Version by

PR SET

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 |
ﬂ Reset App\icaﬁon| Reset Section | Clear || XML I RTF | Other Operations ~ |
= Authorised Medicinal Products [Paracetamol 00+
& Authorised - PRD126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets Description | Name/Value
Development Medicinal Products EV Code |PRD 126060
- 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
. i Product Pending Not Assessed
--Routes of At?lmlnlstrallon Product Nuliified No
Pharmaceutical Forms Current vs Previous Double Click to Compare
~Master File Locations Version Date 30/09/2021 15-02:07
- Altachments Version by OTORGHB03044
Abstract Compositions MNew 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: userhbi3cddus0-Export-0TORGHEN3IC44-XEVPRM-ProductMesgage-2021-09-30+21.15.16-01.5ml
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Clicking on 'here' will enable you to view and save the file on your computer in an XML format:

;@h‘rtps:ffe'u'test.ema.eurDpa.eu!)(fExpDrT.asp?B32C9E58-FB13-4613-5216-4D98D4... - O x
X %Econvert v EHSelect

< ?xml version="1.0" encoding="UTF-18" 7= o
- zevprm xmins="http://eudravigilance.ema.europa.eu/schema/emaxevmpd"
xmlins: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/femaxevmpd.xsd" >
- <ichicsrmessageheader=
zmessagetype>XEVPRM </messagetypes>
<messageformatversion>2</messageformatversion=
zmessageformatrelease>0</messageformatrelease:>
zmessagenumb>ProductMessage</messagenumb=
«messagesenderidentifier>0TORGHB03044 < /messagesenderidentifier:
«messagereceiveridentifier>EVTEST </messagereceiveridentifier=
«messagedateformat> 204 </messagedateformat=
<messagedate=>20210930210551 </messagedate>
=fichicsrmessageheader:>
- <authorisedproducts=>
- <authorisedproduct operationtype="1">
<localnumber=PRD126060</localnumber:>
=mahcode resolutionmode="2">0RG8828</mahcode=
<qppvcode=211696</qppvcodes
<mflcode resolutionmode="2">MFL8780</mflcode=
<enguiryemail=pharmacovigilance@xyzpharma.ie</enquiryemail=
<enguiryphone>+353 1234 5689 </enquiryphone:
- <authorisation>
<authorisationcountrycode=IE</authorisationcountrycode:=
<authorisationprocedure=4</authorisationprocedure:=
<authorisationstatus:>3</authorisationstatus:=
<authorisationnumber>=PA1234 /567 /001 </authorisationnumber=
<authorisationdate>=20201030</authorisationdate>
<authorisationdateformat= 102 </authorisationdateformat>
<legalbasis>5</legalbasis>
<medicinalproducttypes=
- «medicinalproducttype=
zproducttypecode=7</producttypecode=
<fmedicinalproducttype:
</medicinalproducttypes:
<orphandrug=2<forphandrug:=
<intensivemonitoring=2</intensivemonitoring =
<withdrawndateformat> 102 </withdrawndateformat=
<withdrawndate=>20210930</withdrawndate=
< fauthorisation=
- <presentationnamex
<productname=Paracetamol 500 mag Film Coated Tablets</productname:=
<productgenericname=Paracetamol</productgenericname:>
<productcompanyname=>XYZ Pharma Ltd</productcompanyname:
<productstrength>500 MG</productstrength=
<productform=FILM COATED TABLETS</productform:>
<packagedesc=UPVC HARD TEMPERED ALUMINIUM FOIL BLISTER PACKS
CONTAINING 6, 8, 12, 16, 24 AND 32 TABLETS. NOT ALL PACK SIZES MAY BE
MARKETED. </packagedesc>
< /presentationname= LW
- <authpharmforms:

To export the AMP retrieved as a result of a simple query in an RTF format, select the 'RTF' from the
main menu.
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WEB Trader | Create and Send Product Reporis | Medicinal Products || MedDRA |

EI Reset Appiication | Reset Section | Clearl XML'RTFI Other Operations ~ |

T

= Authorised Medicinal Products [Paracetamal 500+

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

- Authorised - PRD126060 - 3/3 - Paracetamol 500 mg Film Coated Tablets Description | Name/Value
--Development Medicinal Products 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 Double Click to Compare
Version Date 30/09/2021 15.02:07
Version by OTORGHB03044
New Version ? No
New Version by
Nullified No
PhV enquiry email pharmacovigilance@xyzpharm...
PhV enguiry Phone +353 1234 5689

A pop-up window will be displayed:

,@' https://evtest.ema.europa.eu/x/x.asp?xi=6 - Internet Explorer

Summary

Temporary (for|Click here for the file
Export)

Hame: userhb03od44ud 0-RTF-N5-NT-NN-2021-09-30+21.09.38-01.rcf

After clicking on 'here', another window will open enabling you to open or save the file on your

computer.

Internet Explorer

What do you want to do with

Type: Microsoft Word 97 - 2003
From: evtest.ema.europa.eu

userhb03044u40-RTF-NS-NT-NN-2021-09-30+21.09.3...

—) Open

The file won't be saved automatically.

— Save

— Save as

Cancel
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If you choose to open the file, the file will be displayed in an RTF format. You can then save the file, if
required.

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
Authorisation Status Not Valid - Withdrawn by Marketing Authorisation

Holder
Authorisation Number PA1234/567/001
Authorisation/Renewal Date 30/10/2020
I aaal Pagic YWeall_astahlicshed nmee annlicatinn (A vticls 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);
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:
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WEB Trader I Create and Send Product Reporis " Medicinal Products | MedDRA

ﬂ Reset Apphralmn‘ Reset Secﬂnn‘ Clear » | - ‘ ReRun ‘ Modify Delele| Excel | Export « ‘ Reload ~ Assessment « ‘ Load « | I:I| EI|

e Legacy Link A |PRD3Z0712

~-Product Index " | EV Code | version Version Dale

~-Abstract Compositions PRD8017577 3/4 Valid 2020/05/07 14:56.28

- Scientific Products PRD330611 11/11 Valid 2020/04/20 07:14 .42

7 Manual Scientific Products PRD330614 10/10 Valid 2020/04/20 07:15.42
-Product Misspellings (-) PRD330612 10/10 Valid 2020/04/20 07:15.47
-Substance Misspellings (-) PRD330615 10/10 Valid 2020/04/20 07:16.42

Entity Reference Lookups PRD330613 11711 Valid 2020/04/20 07-16.48
& Queries PRD7954169 2/2 Valid 2020/04/03 09°11.22
=.0Owned EVMPD Entities PRD336157 12/12 Valid 2020/04/17 08:58.40

- Owned By EVMPD Entities PRD336156 14/14 Valid 2020/04/17 09-06.44
Validation 10010 PRD2013670 9/10 Valid 2020/04/27 10-40.19

Com pmem owi e nm
i _ " - all

E"E?"_?gfsec’ Products (Valid Version) J0013 PRD359936 13/13 Valid 2020/04/17 12.01.37

| Condiions (AND) Cloo14 PRD3019113 1/1 Valid 2020/04/29 12-02.14

10015 PRD330421 9/9 Valid 2020/04/17 12:10.44

& Results [J0016 PRDB8003974 3/5 Valid 2020/04/30 08 41.28

-Result 30 September 2021 19:51:16 Clnniz DRNANNRGAS 245 \/alid 2N20/NAAN NA-A1 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 Reporis I Medicinal Products | MedDRA

TOUr e Ot @S ToT

H Reset Applical\on| F!eselSecnon| Clear‘ Jj ReRun ‘ Modify Delete Exr.el| Export ‘ Reload ~ Assessment - | Load ~ |
- Legacy Link ~ |
- Product Index Num | EV Code |Ver5ion Version Date
Abstract Compositions []0001 PRD8017577 3/4 Valid 2020/05/07 14:56.28
Scientific Products [Jooo2 PRD330611 11/11 Valid 2020/04/20 07-14.42
Manual Scientific Products o003 PRD330614 1010 Valid 2020/04/20 07:15.42
Product Misspellings (-) [Jooo4 PRD330612 10/10 Valid 2020/04/20 07:15.47
Substance Misspellings (-) []0005 PRD330615 10/10 Valid 2020/04/20 07:16.42
- Entity Reference Lookups 10006 PRD330613 11/11 Valid 2020/04/20 07:16.48
& Queries [Jooo7 PRD7954169 2/2 Valid 2020/04/03 09:11.22
Owned EVMPD Enities []o008 PRD336157 12/12 Valid 2020/04/17 08:58.40
Owned By EVMPD Entities []0009 PRD336156 14/14 Valid 2020/04/17 09:06.44
Validation []oot1o PRD2013670 9/10 Valid 2020/04/27 10:40.19
Authorised Products (st Version) oo prosmoreet VoVal 2020108105 13:50.2
B AUEUE";SSEC’ Products {Valid Version) Joo13 PRD359936 13/13 Valid 2020/04/17 12:01 37
Covt oo 1w oni o
& Resuls o016 PRD8008974 3/5 Valid 2020/04/30 08:41.28
ResiiinSopomberIXRINSIRIE 10017 PRDB008YY5 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':

WEB Trader || Create and Send Product Reports ||m MedDRA
m Reset Application ‘ Reset Secl\un| Clear| jj ReRun ‘ Modify Delemel B(cel| Export Choose one of the available jJ
Legacy Link Commands
~Product Index orems B - 2 vo find i terrer [ version Version Date
i Abstract Compositions Press Enter ta select, Escapeta dear [ 3/4 Valid 2020/05/07 14:56.28
. Sclentific Products R 11/11 Valid 2020/04/20 07-14.42
#-Manual Scientific Products [ — 10/10 Vald 2020/04/20 07:15.42
.Product Misspellings (-) T 10/10 Valid 2020/04/20 07-15.47
e s () 1111 vald 2050104120 01 16 45
Entity Reference Lookups all
'..Quetr}i(eg P [Jooo7 PRD7954160 2/2 Valid 2020/04/03 09-11.22
Owned EVMPD Entities 0008 PRD336157 12/12 Valid 2020/04/17 08:58.40
E Owned By EVMPD Enlilies 10009 PRD336156 14/14 Valid 2020/04/17 09-06.44
& Validation 0010 PRD2013670 9/10 Valid 2020/04/27 10-40.19
Dot prowraee e oo o
. - . all
£ Authorised Products (Vald Version) 10013 PRD350936 13/13 Valid 2020/0417 12.01.37
Condilions (AND) CJoo14 PRDB019113 111 Valid 2020/04/29 12:02.14
Joo15 PRD330421 9/9 Valid 2020/04/17 12:10.44
B-Resuls [J0016 PRD8008974 3/5 Valid 2020/04/30 08:41.28
RestiipiiSeniembergIJpiNalalh) 10017 PRD800EYY5 3/5 Valid 2020/04/30 08:41.28
&-Authorised Products (MAH Follow-Up Version) 10018 PRD8008996 3/5 Valid 2020/04/30 08:41.28
& Development Products (Last Version) [Joo19 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
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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 |[m MedDRA |
H Reset Application | Reset Section | Clear| dj ReRunl Modify Delele| Excel I Expor| Choose one of the available
_____ MAHs Commands
----- Sponsors Press A - Z to find initial lexter EV Code
..... ATC Codes Press Enter to select, Escape to clear W
----- Routes of Administration |Mulli XML Files | MFL2
----- Pharmaceutical Forms |Une XML File | MFL3
----- Master File Locations e — MFL238
----- Attachments IUHE —— MFL258
----- Abstract Compositions CIoooo MFL170
B Queries oooy MFL242
m-Owned EVMPD Entities [¥] 0008 MFL243
-- Owned Authorised Products 0009 MFL247
--Aulhorised Products (Valid Version) [v]0010 MFL248
-- Owned Development Products []0011 MFL252
--Substance Names []0012 MFL253
&1 Anproved Substance Names []0013 MFL262

Depending on the selected option (we selected multiple RTF File), a pop-up window will be displayed:

LlSummary

Temporary (for Export)|Click here for the file

Hame: userhbl3c44ud40-Export-0TORGHBY3C044-KEVPRM-MFILMessage—-2021-09-30+21.15.49-01.xml
Temporary (for Export)|Click here for the file

Hame: userhbl3ic44ud0-Export-0TORGHB3C44-KEVPRM-MFIMessage—2021-09-30+21.15.49-02.xml

Temporary (for Export)|Click here for the file

ﬂ Name: userhbl3cddudd-Export-0TORGHBO3044-XEVPRM-MFIMessage-2021-09-30+21.19.49-03.xml
’j| Temporary (for Export)|Click here for the file
u

NHame: userhbi3cddudd-Export-0TORGHEOI044-XEVPRM-MFIMessage—-2021-09-304+421.19. 49-04 .xml

Temporary (for Export)|Click here for the file

NHame: userhbl3cd4ud0-Export-0TORGHEO3044-XEVPRM-MFIMessage-2021-09-304+421.19.49-05.xml
Temporary (for Export)|Click here for the file

NHame: userhbl3c44ud0-Export-0TORGHBY3C044-KEVPRM-MFIMessage—2021-09-30+21.15.49-06.xml

Temporary (for Export)|Click here for the file

Hame: userhbl3c44ud0-Export-0TORGHBY3C044-KEVPRM-MFIMessage—-2021-09-30+21.15.49-07 . xml

After clicking on 'here', another window will open enabling you to open or save the file on your
computer, as required.
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%X ®Bconvert v EFSelect

<?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:/ /www.w3.org/2001/XMLSchema-instance”
%xsi:schemalocation="http:/ /eudravigilance.ema.europa.eu/schema/emaxevmpd
http:/ feudravigilance.ema.europa.eu/schema/femaxevmpd.xsd" >
- <ichicsrmessageheader:

<messagetype>XEVPRM < /messagetype>
<messageformatversion=2</messageformatversion>
<messageformatrelease>0</messageformatrelease=
<messagenumb>MFLMessage<,/messagenumb
zmessagesenderidentifier>0OTORGHB032044 < /messagesenderidentifier:
=messageraceiveridentifier>EVTEST </messageraceiveridentifiar=
zmessagedateformat= 204 </messagedateformat:=
zmessagedate>20210930211949 < /messagedate:

«fichicsrmessageheaders

- <masterfilelocations>
- <masterfilelocation operationtype="1"x
zlocalnumber>MFL1</localnumber:

If you wish to view/save the file in an RTF format, select the 'RTF' from the main menu:

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

_|:|J Reset Application | Reset Section | Clear | j j ReRun | Modify | Delete | Exce|| Exp

Choose one of the available

----- IMAHs Commands

""" Sponsors 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 s roTiats MFL3

----- Master File Locations T —— MFL238

----- Attachments MFL258

----- Abstract Compositions MFL170

=-Queries [»]0007 MFL242

& Owned EVMPD Entities [v]0008 MFL243
& Owned Authorised Products [v]0009 MFL247
& Authorised Products (Valid Version) [v]0010 MFL248
-- Owned Development Products []oot1 MFL252
o Cunnt Mlaman [T]oo12 MFL253

A pop-up window will be displayed:

Summary

Export)

Temporary (for|Click here for the file

Name: userhb03od4dud-RTF-N5-NT-HN-2021-09-30+21.26.25-01.rcf

After clicking on 'here', another window will open enabling you to open or save the file on your

computer:
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Internet Explorer *

What do you want to do with
userhb03044u40-RTF-NS-NT-NN-2021-09-30+21.26.2...

Type: Microsoft Word 97 - 2003
From: evtest.ema.europa.eu

—> Open

The file won't be saved automatically.

— Save

— Save as

Cancel

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 to an Excel spread sheet

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':
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WEE Trader | Create and Send Product Reporis ” Medicinal Froducts MedDRA |

EI Reset ﬂpplicaﬁunl ReselSecliunl Clearl il

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

----- Development Substances

----- Sources

----- Sponsors

----- ATC Codes

----- Routes of Administration

----- Pharmaceutical Forms

----- Master File Locations

----- Attachments

----- Abstract Compositions
=-Queries

| B Owned EVMPD Entities |
- Owned Authorised Products
A- Authorised Products (Valid Version)
- Owned Development Products
H- Substance Names

- Approved Substance Names
- Development Substance Names
- Approved Substances

- Development Substances

H- Sources

- MAHs

- Sponsors

H-ATC Codes

- Routes of Administration

- Pharmaceutical Forms

- Abstract Compositions

- Attachments

- Master File Locations

|

An overview will be listed in the active area:

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

D | Reset Application | Reset Section | Clear| ReRun | Detete | Excel

Development Medicinal Products ~ [
--Approved Substances Num | Entity Article 57 Format Type Status Number
Development Substances Attachment Pre Article 57 Format
--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 Arficle 57 Format Development Assessed 2

Routes of Administration
--Pharmaceutical Forms

Master File Locations
--Attachments

Abstract Compositions
= Queries
= Owned EVMPD Entities

: =-Results

i~ Result 01 October 2021 17:08:35

0007 Product Arficle 57 Format Development Nullified 1

You can save this overview in Excel spread sheet by clicking on 'Excel':
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WEB Trader | Create and Send Product Reporis | Medicinal Products | MedDRA

o \ Reset Apphc.ahon‘ Reset Seulmn‘ C\ear‘ ReRun‘ Delete ‘lExne\l

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
MAHSs 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 Avrticle 57 Format Development Assessed 2
ﬁﬁ”‘es of Administration 0007 Product Article 57 Format Deve\uSmem Nullified 1
armaceutical Forms
Master File Locations
| ..Attachments

4.11.2. Exporting an overview of all owned AMP or DMP entities to an Excel

spread sheet

To create an Excel spread sheet containing all AMP entities owned 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' or 'Owned

Development Products' as required:

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

ﬂ Reset Appl\calion| Reset Sect\on‘ Clear ﬂ

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
=-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
H- Sources
- MAHs
£
&
[
£
&
[
£

H- Sponsors

7-ATC Codes

A-Routes of Administration
1-Pharmaceutical Forms
1 Abstract Compositions
H-Attachments

1-Master File Locations

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

H Reset App||ca1ion| Reset Section | Clear M Run to Excel

Development Medicinal Products

Approved Substances
-Development Substances
-3ources
-MAHs
- 3ponsors
--ATC Codes
--Routes of Administration
--Pharmaceutical Forms
--Master File Locations
--Attachments
--Abstract Compositions
= Queries
#-Owned EVMPD Entities
#-Owned Authorised Products
0-Authorised Products (Valid Version)
£-Owned Development Products |
i Substance Names
0-Approved Substance Names
i Development Substance Names
- Approved Substances
i Development Substances
i Sources
- MAHs
b Sponsors
7-ATC Codes
7-Routes of Administration
H-Pharmaceutical Forms
H- Abstract Compaositions
H-Attachmentis
f-Master File Locations

E
E
E
E
E
E
d
d
d
E
E
E
E
E
E
E

In the 'Conditions' you can select further filters or your query, as required.

Once you select the fields and conditions of your query, click on 'Run to Excel:
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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.
XML ‘ . . .
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.

ZIP
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:

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

E Reset ﬁ\pplicaﬁon| Reset Sec.tion| Clear| Validate Send| le ZIPIRTF | ﬂ H ﬂ

Once you press 'ZIP' in the main area, a new pop-up window will open. By clicking on 'here' You can
then open or save on your computer, as required:

LSummary

Temporary (for|Click here for the file
Export)

| —

Hame: userhbl3od44udl-Export-0TCORGHEO3044-XEVPEM-NN-2021-10-01+17.26.45-01.2ip

Summary

Temporary (for|Click here for the file
Export)

Hame: userhbd3od4ud0-Export-0TORGHBO3044-XEVPRM-HN-2021-10-01+17.26&.49-01.zip

userhb03044u40-Export-OTORGHB0304....zip evtest.ema.europa.eu

Open Save e Cancel
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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:

WEE Trader | Create and Send Product Reporis ” Medicinal Products MedDRA |

H Reset ﬁ\pplicaiion| Reset Se-:tion| Clear| XML | RTF| Other Operafions - |

El..

Authorised Medicinal Products

= Authorised - PRD126060 - 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 (_..)

7- Subsequent Versions (...)
7- Reporting Names - Presentations (...)
+- Reporting Names - Scientific (...)
Development Medicinal Products

Approved Substances

Development Substances

Sources

Sponsors
ATC Codes

Lo 3

----- QPPV: User HB03044 Num 01 (OTORGHBO03044) - 211696

To view the versions in each section, click on the '+' sign:
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VWEB Trader | Create and Send Product Reports ” Medicinal Products | MedDRA |

ﬂ Reset ﬁ\pplicaﬁon| Reset Se-:tion| Clear| XML | RTF| Other Operations |

= Authorised Medicinal Products
&1 Authorised - PRD 126060 - 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)
--Authnrised Pharmaceutical Forms (1)
--Pharmaceutical Products (1)
@ Drug ATCs (1)
@ Drug Indications (14)
----- Previous EV Codes (-)
= Product Attachments (1)
revinus Versions (__.)

--Subsequent Versions (...)

- Reporting Names - Presentations (...)

#- Reporting Names - Scientific (...)

The individual versions of your product entry will be displayed:

WEE Trader | Create and Send Product Reports ” Medicinal Products = MedDRA |

H Reset Application | Reset Section | Clear|

- 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)
=- 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 - 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 Reporis | Medicinal Products | MedDRA
ﬂ Reset Applicaliunl ReselSed\unI Clear | Load

=-Authorised Medicinal Products
2. 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)
#-Authonsed 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 - Scientific (...)

|Paracetamal 500=

Description | Name/Value
de |[PRD 060
Version 1/3
Type Authonised
Version Status Accepted
Version Validity Unassessed
Version Description Updated 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 ? Yes (30/09/2021 14:19:03,000)
New Version by OTORGHB03044
Mullified No
PhV enquiry email pharmacovigilance@xyzpharm...
PhV enquiry Phone +353 1234 5678

Saondar | nnal Cada

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 Reports || Medicinal Products | MedDRA
EI Reset Appication | Reset Section | Clear

El-Authorised Medicinal Products
2. 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
i-Medicinal Product Types (1)
7 Authorised Pharmaceutical Forms (1)
f- Pharmaceutical Products (1)
7 -Drug ATCs (1)
H-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 - Scientific (...)

P o O W e W e

|Paracetamaol 500*

Description | Name/Value
EV Code PRD1 26060
Version 1/3
Type Authorised
Version Status Accepted
Version Validity Unassessed
Version Description Updated Not Assessed Version
Product Validity Mot 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 ? Yes (30/09/2021 14:19:03,000)
New Version by OTORGHB03044
Nullified No
PhV enquiry email pharmacovigilance@xyzpharm..
PhV enquiry Phone +353 1234 5678
Sender | ocal Code

WEB Trader || Create and Send Product Reports || Medicinal Products || MedDRA
J=1| Reset Application | Reset Section | Clear XMLl RTF | Update | Other Operations ~ |

For the

- 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 (-)
B Product Attachments (1)
= Previous Versions (2)

--1/3 - Paracetamol 500 mg Film Coated Tablets
--2/3 - Paracetamol 500 mg Film Coated Tablets

--Subsequent Versions (-)
w Reporting Names - Presentations ()
[ Reporting Mames - Scientific ()
| =-Authonised - PRD126060 - 1/3 - Paracetamol 500 mg Film Coated Tableis |
~MAH: ORG8828 - XYZ PHARMA LTD
~MFL: MFL8780 - IE - Dublin
~QPPV: User HB03044 Num 01 (OTORGHB03044) - 211696
- Medicinal Product Types (1)

|Paracetamel 5007

Description | Name/Value
EV Code PRD12E3060
Version 1/3
Type Authonised
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 14:19:03,000)
New Version by OTORGHB03044
Nullified No
PhV enguiry email pharmacovigilance@xyzpharm
PhV enquiry Phone +353 1234 5678
Sender Local Code
Info Date
Authorisation Country Code Ireland
Authorisation Procedure EU authonsation procedures - ...
Authorisation Status Valid
Authorisation Number PA1234/567/001
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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 Reset Appl\calinn| Reset Section| Clear ﬂﬂ Run | Run to Excel H

-.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)
... Results
H-Owned Development Products
7 Substance Names
- Approved Substance Names
0 Development Substance Names
- Approved Substances
0- Development Substances
i Sources
H- MAHs
i Sponsors
7 ATC Codes
i- Routes of Administration
0- Pharmaceutical Forms

o IOy O e O O e OO e O e IO e O e OO o B e

4 |Paracetamol 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

Sender MName (Matches)

|
|
d

W

OO0O00O000O0000000000”OO0O0O0O

a

Valid

Is Nullifiable [_]

Sender Identifier (Matches) | |

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:

[m] ‘ Reset Apphcatmn‘ Reset Sectmn‘ Clear‘ ReRun‘ Mndﬁy‘ Delete‘ Excel| Export « ‘ Reload + ‘ Load « ‘ ‘ EI|

- Authorised Medicinal Products

EV Code

| version

[ version Date

| Owner identifier Full Presentation Name

Product Short Name

MAH Name

- Development Medicinal Products
Approved Substances hium |
Development Substances guum
e Doz
MAHs 10004
-.Sponsors Clooos
ATC Codes Clooos
- Routes of Administration Cooo7
Pharmaceutical Farms o008
~Master File Locations Clooog
Attachments Clooto
Abstract Compositions

PRD99739

PRD101581
PRD108743
PRD111036
PRD111058
PRD111059
PRD111081
PRD112205
PRD114960
PRD114362

4/4 Valid
3/3 Valid
3/3 Valid
2/2 Valid
33 Valid
1/1 Valid
2/8 Valid
3/3 Valid
1/3 Valid
2/2 Valid

2012/10/31 15:01.15
2012/10/31 15:01.14
2012/10/31 15:01.15
2015/06/05 12:57 40
2014/10/03 14:05.23
2014/07/02 10:05.23

2015/07/02 12:55.02
2015/02/25 17:28 16
2015/04/23 13:03.17
2015/04/24 11:47.41

DCMTESTMAH qaq qq
DCMTESTMAH aaa aaa
DCMTESTMAH HGFFJYGKJIHKI FGXDT

DCMTESTMAH
DCMTESTMAH
DCMTESTMAH
DCMTESTMAH
DCMTESTMAH
DCMTESTMAH
DCMTESTMAH

Goshi 25 Capsules Goshi 25
DrugVero lbuprofen F...  DrugVero Forte
Nikko tablets Nikko
ProductX

Luna 21
TabletsX
DrugVera Farte

ProductX comprimido.
Luna 21 Pharmal. co. .
TabletsX

Product Y Ibuprofen

EUROPEAN MEDICI.|
EUROPEAN MEDICI
EUROPEAN MEDICI
PHARMAX LIMITED
PHARMAX LIMITED
NEWPHARMA LTD
PHARMAX LIMITED
PHARMAL LTD
PHARMAL LTD
PHARMAX LIMITED

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';
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— 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:

WEB Trader | Create and Send Product Reports

| Medicinal Products | MedDRA

ﬂ Reset Application | Reset Sedion| Clear‘ XML‘ RTF‘ Other Operations « ‘

E-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
H-Queries

- Authorised - PRD4334370 - 3/3 Valid - Ibuprafen 400 tablety

Description | Name/Value
EV Code |PRD4334370
Wersion 3/3 Valid
Type Authorised (2)
Wersion Status Accepted (1)
Version Validity Valid (1)
Version Description  Current Valid Version
Product Validity Walid (1)
Product Pending Assessed (2)
Product Nullified Mo (0)
Current vs Previous Double Click to Compare
Version Date  01/09/2016 14:59:24
Wersion by EMAMAHP
Mew Version ? Mo
MNew Version by
Mullified Mo

In this specific product entity, there are 3 versions.

Double-click on the '‘Double Click to Compare' text in the 'Current vs Previous' field:

Description | Name/Value
EV Code |PRD4334370
Version 3/3 Valid
Type Authorised (2)
Version Status Accepted (1)
Version Validity WValid (1)
Version Description Current Valid Version
Product Validity Valid (1)
Product Pending Assessed (2)
Product Mullifisd Mo (0)

I Current vs Previous Double Click to Compare

Version Date 01/00/2016 14:59.24
Version by EMAMAHP
New Wersion 7 Mo
New Version by
MNullified Mo
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A new window will open, providing a short description of the changes made between the current (i.e.
the latest) and the previous versions:

2 hitps://eudravigilance ema.europa.eu/?7TCCDFL84-2303-4978-88FE-94C662254EF0 - Product Versions C - Intemet Explorer|2=/1 ) S|

File Edit View Favorites Tools Help & Convert v {3 Select

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 [IChanged 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.

2 httpsi//eudravigilance.ema.europa.eu/?7CCDF184-2303-4978-88FE-04C662254EF0 - Product Versions C - Internet Explorer| 2=/ 1 =) S|

File Edit View Favorites Tools Help S Convert ~ [FSelect

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 bt

- Al
23is guiig g eeciyd

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

e Diagnosis

e Signs

e Symptoms

e Therapeutic indications

e Investigations names and qualitative results

e Maedical, 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 include 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

ﬂ Reset Application| Reset Section ‘ Glear| }(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

O | Reset Application | Reset Section ‘ Clear‘ Version|

----- SOC Terms |

----- HLGT Terms

----- HLT Terms

----- Preferred Terms
----- Low Level Terms
7] Queries

[ ==

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

O | Reset Application | Reset Section ‘ Clear‘ Version|

~S50C Terms
HLGT Terms
HLT Terms
~.Preferred Terms
.Low Level Terms
SF0uerios

@ SOC Terms

m-HLGT Terms

-- HLT Terms

i 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
S0C 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

SOC 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

SOC 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

SOC 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:

WERB Trader I Create and Send Product Reports | Medicinal Products " MedDRA

ﬂ Reset Application | Reset Section | Clear ‘l Versi||

Choose an option |

o S50C Terms Press A - Z to find initial letter
_____ HLGT Terms Press Enter to select, Escape to clear Des
~HLT Terms
----- Preferred Terms 231 | A
----- Low I__evel Terms 23.0 |
E--(]Euerles 2.1 |
--SOC Terms 22.0 |
e HLGT Terms 211 |
--HLT Terms 210 |
--Preferred Terms 201 |
- Low Level Terms 20.0 |
[10.1 |
[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 Sec.tionl Clear‘ Version (24.0) | Run ‘

--S0C Terms |

-~ HLGT Terms Description | Name/Value

HLT Terms e LL———.
g-----Preferred Terms Conditions (AND)

g-----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

ﬂ Reset Applicationl Reset Se::tionl Clearl Version (

~50C Terms
- HLGT Terms
- HLT Terms
.. Preferred Terms
: L[:-w Level Termsl
= Queries
& SOC Terms
- 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

_I Reset Appllcatlonl Reset Sectlonl Clearl Ver5|on| iIJJ

- S0C Terms |“g|auc0ma associated with ocular trauma™
HLGT Terms Num LLT Code LLT Name Is Deprecated
HLT Terms [} 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 | Create and Send Product Reports || Medicinal Products [ MedDRA

El Reset Applicationl Reset Se.-ctionI Clearl VersionI ilﬂﬂ

SOC Terms |“g|auc0ma associated with ocular trauma™

~HLGT Terms LLT Code LLT Name

~~HLT Terms 10018313 Glaucoma associated with ocular trauma
—Preferred Terms

= Low Level Terms
- Glaucoma associated with ocular trauma
- Queries

Is Deprecated
No
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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):

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

ﬂ Reset Applicalion| Reset Sectionl Clear| Versionl ] | a |J

--50C 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 L ow Level Terms,

G\aucema associated with ocular trauma
Preferred Terms (1)
[E] Glaucoma traumatic
@-HLT Terms (2)
-Primary System Organ Class (es)
All Linked System Organ Class (es)

- Queries

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

ﬂ Reset Applrcalion‘ Reset Sectmnl Clear| Versronl Q | (m] |J

-50C Terms |‘g|eucoma 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
=3 Low Level Terms

2 Glaucoma associated with ocular trauma
21 Preferred Terms (1)
3 Glaucoma traumatic
& HLT Terms (2)
. @ Glaucomas (excl congenital)
Eye injuries NEC
=-Primary System Organ Class (es)
= Injury, poisoning and procedural complications
2. All Linked System Organ Class (es)
Eye disorders
el 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)
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PT (Preferred Terms)

LLT (Low Level Terms)

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

El Reset Applicationl Reset Sectionl Clearl Versionl Runl

- 80C Terms |
-HLGT Terms
----- HLT Terms
----- Preferred Terms
----- Low Level Terms
= Queries
# SOC Terms
A 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
----- Preferred Terms
----- Low Level Terms
= Queries
=8 SOC Terms
----- Fields
----- Conditions (AND)
----- Results
=-HLGT Terms

----- Conditions (AND)
----- Results

=-HLT Terms

----- Fields

= Preferred Terms

----- Fields

----- 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

~30C Terms [
‘HLGT Terms
HLT Terms
-Preferred Terms []PT Name
- Low Level Terms
& Queries

& SOC Terms

i HLGT Terms

-- HLT Terms

E Preferred Terms

~ -Fields
Conditions (AND)

Description

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

J Reset Application ‘ Reset Sectlonl Clear‘ Versmnl Run ‘ JJ

~S50C Terms

~HLGT Terms Descriptien |

HLT Terms PT Code Default selection
 Preferred Terms
~Low Level Terms

=-Queries

&-SOC Terms

& HLGT Terms

. HLT Terms

E| Preferred Terms

. Low Level Terms

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
J Reset Application ‘ Reset Sen:‘monl Clear| Versuonl JE Run ‘ J
o S0C Terms
~HLGT Terms Description | Name/Value
----- HLT Terms S0C Code D
----- Preferred Terms SOC Name (Matches) [
----- Low Level Terms HLGT Code []
= Queries HLGT Name (Matches) []
& S0C Terms HLT Code []
--HLGT Terms HLT Name (Matches) []
i HLT Terms PT Code []
5 Preferred Terms PT Name (Matches) []
~ -Fields LLT Code []
- Conditions (AND) LLT Name (Matches) []
; - Results
i 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

ﬂ Reset Application ‘ Reset Sec.tionl Clear‘ Versionl HE Run | E
|

S0OC Terms

HLGT Terms Description | Name/Value
HLT Terms SOC Code []

Preferred Terms S0C Name (Matches) []

Low Level Terms HLGT Code []

=-Queries HLGT Name (Matches)

i SOC Terms HLT Code []

- HLGT Terms HLT Name (Matches) []

&-HLT Terms PT Code []

|$|--Preferred Terms PT Name (Matches) []
LLT Code []
LLT Name (Matches) []

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

50C Code

50C Name (Matches)
HLGT Code

HLGT Name (Matches)
HLT Code

HLT Name (Matches)
PT Code

PT Name (Matches)
LLT Code

LLT Name (Matches)

OO000O000OxROO0

Bl A new dynamic button ('‘Run') has appeared on the main menu. Click on 'Run' to perform the
query.

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 \W' E
|

SOC 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 D
m-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 | Greate and Send Product Reports || Medicinal Products || MedDRA

ﬂ Reset Applicali0n| Reset Sec:tmnl Clear| Versmnl » ‘ - | ReRun| Modify‘ Delete‘ E)cce\| | |
--S0C Terms
HLGT Terms Num PT Code PT Name
-HLT Terms W00 10002532 Aniridia
Preferred Terms 10002 10009934 Coloboma
--Low Level Terms [Jo003 10026829 Marfan's syndrome
= Queries 10004 10002640 Anophthalmos
S50C Terms []10005 10044686 Trisomy 13
B HLGT Terms 10006 10048734 Phakomatosis
HLT Terms [1ooo7 10049066 Cohen syndrome
= Preferred Terms [10008 10061528 Congenital optic nerve anomaly
 Fields []ooo9 10062766 Stargardt's disease
" Conditions (AND) [Joo10 10062940 Neuropathy, ataxia, retinitis pigmentosa syndrome
&-Results [Joo11 10067159 Septo-optic dysplasia
. Result 01 October 2021 18-02-39 o012 10018330 Glaucoma traumatic
& Low Level Terms [Joo13 10035015 Pigmentary glaucoma
[Joo14 10078211 Pseudophakic glaucoma
o015 10011005 Corneal dystrophy
o016 10083306 Galactosialidosis
Joo17 10024202 Lens abnormality, congenital
[Joo1s 10041513 Spherophakia
o019 10052642 Iris coloboma
[]ooz0 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

Ccv 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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