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Note : Revision 1. 10  contains the following:  

- Sections 3.4 ñCreating an Acknowledgment Messageò and 3.5  ñSending an Acknowledgment Messageò were  moved and 

are now listed as , respectively,  sub -sections 3. 4.3 and 3.4. 4.  

- Section s 3.2.1 ñAttachmentsò, 3. 8. 2 ñCase Amendment ò and 3.8.3  ñCase Nullification ò were  added ;  

- Section s 1.6 ñEVWEB Supportò, 3. 5.1 ñHandling ICSRs & Safety Messages in the ICSRs Screenò, 3. 9.2 ñSingle- Item 

Exportò, 3.9.3 ñICSR Downloadò and  5.1 ñRerouting Rules (NCA Users)ò were  updated;  

- Som e editorial changes were made to align the format with other EMA documents.  
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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 the use of the EudraVigilance Web reporting tool (EVWEB) . 

The user manual consists of 5 chapters.  

Chapter 1  presents a comprehensive overview of the EVWEB application and should be read before 

the other chapters. It contains basic information regarding the structure, functions and use of EVWEB, 

which applies to all other sections and needs to be understood befo re moving on to the more advanced 

aspects of the system.  

Chapter 2  describes the creation and transmission of Safety and Acknowledgement messages  (ACKs) , 

as well as the functions available in the WEB Trader , ICSRs , Post  and Workspace  screens.  

Chapter 3  explains the integration of MedDRA in EVWEB and how to query the system for specific 

MedDRA terms.  

Chapter 4  provides an insight into the administration tools available in EVWEB.  

Chapter 5  lists the abbreviations and acronyms, along with their descriptions, introduced in this user 

manual.  

1.2.  Typographical Conventions  

The following typographical conventions have been used throughout this user manual:  

Table 1  -  Typographical Conventions  

Format  Description  

ñQuoted textò Indicates user interface items such as buttons, text, or icon descriptions.  

Bold  

Indicates EVWEB screens, for example Create and send ICSRs, WEB 

Trader, ICSRs, Post, MedDRA, Workspace etc . Also denotes external 

documentation titles referenced in this manual.  

Bold italic  Indicates chapter/section titles and figure captions.  

CAPS Indicates keys you should press on your keyboard (i.e. SHIFT, TAB).  

Courier Font  Indicates back end database items (i.e., schema and table names etc.)  

1.3.  EudraVigilance (EV)  

EudraVigilance (EV) is the European data -processing network and database management system for 

the exchange, processing and evaluation of Individual Case Safety Reports (ICSRs) related to 

medicinal products authorised in the European Economic Area (EEA).  

EudraVigilance is a key component in supporting the EMA and its committees in the coordination of the 

supervision, under practical conditions of use, of medicinal products which have been authorised within 

the European Community. EudraVigilance also provid es advice on the measures to ensure the safe and 

effective use of these products, in particular by evaluating and making available through a 

pharmacovigilance database information on adverse reactions to the medicinal products in question.  
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EudraVigilance provides the European Union (EU) with a data -processing network for the rapid 

transmission of safety information, between the National Competent Authorities (NCAs) in the event of 

an alert relating to faulty manufacture, serious adverse reac tions, and pharmacovigilance data 

regarding medicinal products marketed in the community.  

In addition , EudraVigilance supports the Clinical Trials Directive 2001/20/EC and regulation EU 

536/2014, through the EudraVigilance Clinical Trials Module (EVCTM). This module enables Commercial 

and Non -Commercial Sponsors (NCSs) to report electronically Suspected Unexpected Serious Adverse 

Reactions (SUSARs) that occur during clinical trials in accordance with the respective community 

guidance.  

Please refer to the release notes for EudraVigilance (available on the EMA ôs webpage EudraVigilance 

training and support ) to get a list of the new functions and amendments to the existing system.  

This user manual deals with EudraVigilance version that entered into production on the 22 November 

2017.  

1.3.1.  ICH E2B(R2) & E2B(R3) Standards  

1.3.1.1.  ICH E2B(R2)  

The ICH E2B(R2) standard was introduced in 2001, and its aim was to migrate the industry from the 

then traditional paper reporting style to a more efficient, electronic submission method. In order for 

this to be possible, the E2B(R2) standard was designed in such a way as to improve the 

interoperability between all concerned parties (i.e. regulatory authorities, pharmaceutical companies 

and healthcare organisations), by standardising the data elements for the transmission of ICSRs.  

It should be noted that this standard was  fully phased out in favour of the newer and more versatile 

ICH E2B(R3). Still, the newly re -written EVWEB has retained the ability to import E2B(R2) data. This is 

only  possible only through the Workspace  import function , which allows importing, viewing/editing 

and sending  (see section 3.7. Workspace Screen Functions ).  

1.3.1.2.  ICH E2B(R3)  

To make the ICH standards and the electronic case reporting more useful and compliant with changing 

pharmacovigilance practices, a new version referred to as ICH E2B(R3) was finalized in July 2013. ICH 

agreed to use the International Organization for Standardization (ISO) Individual Case Safety Report 

(ICSR) standard ISO EN 27953 -2:2011 to meet the repor ting requirements for E2B(R3).  

EVWEB, one of the functional components of EudraVigilance (see  section 1.4.4. EVWEB ), has been 

re -written to support ICH E2B(R3) messages. Furthermore, additional updates and modifications have 

been applied to EVWEB and will be described in detail throughout this user manual.  

1.4.  Main Functional Components of EudraVigilance  

1.4.1.  EudraVigilance Database Management System (EVDBMS)  

The EudraVigilance Database Management System (EVDBMS) is the core component of the European 

pharmacovigilance database. This web -based information system is designed to handle the safety 

report information in full compliance with the latest version of the  International Conference on 

Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH) 

specifications, featuring:  

https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/pharmacovigilance-research-and-development/eudravigilance/eudravigilance-training-and-support#ema-inpage-item-8837
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/pharmacovigilance-research-and-development/eudravigilance/eudravigilance-training-and-support#ema-inpage-item-8837
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¶ A fully integrated organisation and user management in the EudraVigilance community 

synchronised with the EudraVigilance Gateway profile management.  

¶ A fully automated safety and message processing mechanism, using XML -based messaging, 

supporting both asynchronous data interchange and interactive transactions.  

¶ A large reference pharmacovigilance database, which is built by importing and consolidating data 

from multiple sources, including information on medicinal products and adverse drug reactions.  

¶ An extensive query and tracking/tracing capability, both from a scientific and administrative 

business perspective.  

1.4.2.  MedDRA  

MedDRA is the Medical Dictionary for Regulatory Activities. It was developed in the frame of the ICH 

M1 activities as a clinically validated international medical terminology for regulatory authorities, and is 

maintained by the MedDRA Maintenance and Suppo rt Services Organisation (MSSO).  

MedDRA is used by regulators and the pharmaceutical industry for data entry, retrieval, evaluation and 

presentation during all phases of the drug regulatory process (i.e. the pre -  and post -authorisation 

phase). These processes include clinical studies, rep orts of spontaneous adverse reactions, events, 

regulatory submissions and regulated product information.  

1.4.3.  EudraVigilance ESTRI Gateway  

The EMA has implemented an electronic regulatory submission environment, the EudraVigilance 

Gateway, which follows the ICH M2 Gateway Recommendation for the Electronic Standards for the 

Transmission of Regulatory Information (ESTRI) Gateway.  

The purpose of the EudraVigilance Gateway is to operate a single, common, EEA -wide Gateway for 

receiving regulatory submissions in a fully automated and secure way, including all aspects of privacy, 

authentication, integrity and non - repudiation of all tran sactions in pharmacovigilance.  

The EudraVigilance Gateway allows the pharmaceutical industry to report to a common reporting point 

within the EEA, from where the transactions are re - routed to the concerned regulatory authorities. It 

provides the NCAs with a secure reporting mechanism to  the pharmaceutical industry and to the EMA. 

The pharmaceutical industry, for example Marketing Authorization Holders (MAHs), is responsible for 

implementing at least one of the supported ESTRI standards in order to ensure electronic 

communication with any  EEA Regulatory Authority.  

The EudraVigilance Gateway supports two transmission modes:  

¶ The Gateway transmission mode  

¶ The WEB Trader transmission mode  

The Gateway transmission mode refers to an organization that has a pharmacovigilance database that 

is fully compliant with the applicable exchange standards, which permits the generation and receipt of 

ICSRs and the electronic transmission of them via a lo cal gateway solution that meets the ICH M2 

recommendations and 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 support Small and Medium Size Enterprises (SMEs) or Regional Pharmacovigilance Centres 

(RPCs) to generate, send and receive ICSRs in a secure way, to any registered organisation within the 
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EudraVigilance community. This transmission mode is achieved through a specially developed internet -

based reporting tool called EVWEB.  

The WEB Trader transmission mode is not applicable for NCAs that are connected through the 

EudraVigilance Gateway, but it may be selected as a transmission mode by RPCs, if applicable.  

1.4.4.  EVWEB  

The EVDBMS also provides interactive tools that allow the manual creation of Safety and 

Acknowledgement messages (ACKs) and their administration by a user via a web interface, called 

EVWEB. 

EVWEB can be used by any MAH or sponsor in the EEA. EVWEB is specifically designed for SMEs, which 

do not have a fully ICH E2B(R3) compliant pharmacovigilance system and/or ESTRI gateway in place. 

It provides the necessary tool to allow SMEs secure electronic reporting to the EMA and all NCAs in the 

EEA. 

EVWEB users must register with the EMA (see section 1.5. Access to EudraVigilance & EVWEB ) of 

this manual) and also follow EudraVigilance Training courses in order to familiarise themselves with the 

reporting facilities. Please visit the EudraVigilance training and support  webpage of the EMA ôs website 

for up - to -date information on training courses.  

Access to EVWEB is personal and non - transferable for each user of each organisation. It is achieved 

through personal login, and password access keys can be obtained following registration with 

EudraVigilance.  

1.4.4.1.  EVWEBôs Main Functions 

1.4.4.1.1.  Create & Send Safety Messages  

One of the main functions of EVWEB is the ability to create and send ICSRs in relation to both the pre -  

and post -authorisation phases  ï WEB Trader users may use EVWEB for this purpose by compiling a 

new message containing one or more ICSRs using the specific screen of the application.  

The tool will automatically display the complete sections of the hierarchical structure of a typical ICSR 

giving a user the opportunity to insert the information in the various fields as necessary. The 

application will also take care of displaying mandatory fields and detect basic data entry and 

consistency mistakes before validating the message and sending it.  

Only WEB Trader users are allowed to send Safety messages via EVWEB. Gateway users may use the 

application, but Safety and Acknowledgement messages can only be sent and received via their local 

gateway.  

Once a Safety message has been created, it can be exported in the XML  format  (which is the typical 

format for a Safety message)  by clicking on the ñExport XMLò button (see Figure 14  -  Dynamic 

buttons set ) . However, i n order to obtain the case in the RTF format (which is the typical "text" 

document format), the previously downloaded XML file should be uploaded into the Workspace  area  

(see section  3.7.1. Import Function )  and once that is done, the file  can now be exported in the RTF 

format (see Figure 106  -  Workspace screen: 1 XML file (containing only 1 case) imported ).  

Alternatively , if a case was already sent to EV , then it is possible to export both the XML and RTF files 

by going to the WEB Trader  ñOutboxò section (see Figure 54  -  WEB Trader ñOutboxò screen ).  In 

the ñOutboxò section of EVWEB, it is possible to obtain the XML and/or RTF file(s) by clicking on ñXMLò 

or ñRTFò.  

https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/pharmacovigilance-research-and-development/eudravigilance/eudravigilance-training-and-support


 

 

EudraVigilance -  EVWEB User Manual   

EMA/501718/2018  Page 9/ 119  

 

Note:  EVWEB uses the ICH E2B(R3) standard for Safety messages created in its environment, but 

retains background compatibility for importing ICH E2B(R2) Safety messages as well  (see section  3.7. 

Workspace Screen Functions ) . 

1.4.4.1.2.  Create & Send Acknowledgement Messages  

Acknowledgement messages are used to inform other users that a Safety message has been received 

and processed. They also announce the outcome of the validation of that Safety message at the 

receiverôs end. EVWEB allows users to create and send Acknowledgement messages for received 

Safety messages and to read and store the received Acknowledgement messages for the Safety 

messages they have sent.  

Note s:  

¶ Given the phasing out of the old E2B(R2) message format, EVWEB only display s now  the 

applicable ICH E2B(R3) compliant Acknowledgement message form.  

¶ As stated in section 1.4.4.1.8. ICSR Download Screen , MAHs should not  send 

acknowledgements  (ACKs) for any ICSR downloaded  from EudraVigilance , including those 

obtained  via  the ñICSR Download ò screen . 

1.4.4.1.3.  WEB Trader Screen  

The WEB Trader  screen of the application allows WEB Trader users to keep track of sent and received 

Safety messages, Acknowledgement messages and rejected (invalid) messages.  

1.4.4.1.4.  ICSRs Screen  

The ICSRs screen allows users to view, browse and query ICSRs and Safety messages residing on the 

EVDBMS. It also provides the ñFollow-upò and ñAdd to follow-upsò options which allow the user to edit 

or update and resend ICSRs already stored in the EVDBMS.  These functions on ICSRs can be 

performed taking into account the general access rights of the users.  

1.4.4.1.5.  Post Screen  

The Post  screen provides a quick method to upload and send a Safety message to other compliant 

organisations (i.e. EVDBMS, MAHs). It accepts only XML files that are compliant with the ICH E2B(R3) 

standard.  

1.4.4.1.6.  MedDRA Screen  

The user is able to browse and query the complete MedDRA terminology. MedDRA is fully integrated in 

the EVWEB application.  

1.4.4.1.7.  Workspace Screen  

The Workspace screen is a new addition to EVWEBôs supported functions. Its purpose is to act as a 

temporary, centralised area where multiple EVWEB items (Safety messages, Acknowledgement 

messages, ICSRs) can be added to for better review and management.  

Attention:  The Workspace  screen retains the added EVWEB items only during an active EVWEB 

session. If a user logs out or terminates the session (i.e. closes the web browser window), the 

Workspace  screen will clear all previously added items. The cleared items are not actually deleted 
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since they reside on the remote EVDBMS. Items added to the Workspace  screen are copies that are 

loaded from the remote system.  

1.4.4.1.8.  ICSR Download Screen  

The ICSR Download screen is a new addition to EVWEB's supported functions. Its purpose is to allow 

users to download ICSRs in bulk either from the MLM Service, to fulfil pharmacovigilance obligations 

(L2A) or to request case narratives in the context of si gnal management (L2B). Please see section  

3.9.3. ICSR Download  for further details on using this functionality.  

Note s:  

¶ The output of all bulk download requests is a zip file containing ICH E2B(R3) format XML files.  

¶ MAHs should not  send Acknowledgements (ACKs) for any ICSR downloaded from EudraVigilance.  

¶ ICSR download requests (such as L2A and MLM) can only  be done between  6am  & 6pm CET/CEST 

(see section 3.9.3.2. Use of Automation tools (API /RPA ) in the Level 2A (L2A) ICSR 

download and Captcha control  for Level 2B (L2B) download requests ).  

1.5.  Access to EudraVigilance & EVWEB  

Only registered organisations and their registered individual users are granted access to the EVDBMS. 

When registering with EudraVigilance, all organisations need to specify their transmission mode.  

NCAs and RPCs can choose to use the Gateway or the WEB Trader transmission mode.  

MAHs need to specify their transmission mode at the level of the Head Quarters and at the level of the 

affiliates, if the ICSR management is not centralised within a company. Different transmission modes 

may be used at each level. For MAHs, the chosen tran smission mode determines the default access 

rights to the EVDBMS.  

Sponsors of Clinical Trials can register either transmission mode (Gateway or WEB Trader users) and 

add affiliates/subsidiaries following a Head Quarters registration. As per MAHs, the chosen 

transmission mode determines the default access rights to the EV DBMS.  

Individual users of NCAs have access to all ICSRs (both pre -and post -authorisation) stored in the 

EVDBMS.  

MAHs currently have only restricted access to the EVDBMS. Individual users of a pharmaceutical 

company can only view the ICSRs that have been submitted by that company to the EudraVigilance 

post -authorisation module. MAHs may also define specific user righ ts for their affiliates, and their 

individual users during the registration process.  

MAHs and Sponsors of Clinical Trials do not have access to the pre -marketing reports submitted to the 

EVCTM. 

1.5.1.  Availability of the EVWEB application  

The EVWEB application will be made available during EMA office hours 08:30 ï 18:00 (UK time), 

Monday to Friday. The EVWEB will also be made available outside of these hours apart from scheduled 

maintenance and routine data management tasks.  
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All service issues/outages are reported on the service desk homepage (see section  1.6. EVWEB 

Support  below). Users of EVWEB should check this page first if they encounter issues accessing the 

service.  

The following tasks are performed outside of EMA office hours in order to support the operation of 

EudraVigilance:  

- classification of ICSRs against the XEVMPD/Art.57 database  

- detection and management of duplicate ICSRs  

- assignment of the substance based access (Level 2) for MAHs  

These scheduled activities will run every day Monday to Sunday between 23:59 and 04:00 (UK time) in 

the morning, EVWEB services will resume as soon as these automated tasks have completed. Access to 

EVWEB will not possible whilst these activities are being  performed and a maintenance page will be 

displayed.  

Please note that if a larger than normal number of ICSRs are received within a day the system may 

become available again later than 04:00, however in such situations EVWEB should still be accessible 

from 08:30 (EMA office hours).  

Note s:  

¶ Any ICSR download requests launched by MAHs that have not completed before these scheduled 

activities start will be made available as soon as the EVWEB interface is available gain.  

¶ Submissions made via the EudraVigilance gateway are not affected by these planned activities, 

however acknowledgements will not be returned until these process have finished  

1.6.  EVWEB Support  

If you require technical assistance please contact the EMA service desk by using the following portal :  

https://support.ema.europa.eu/esc  

Please also refer to the EudraVigilance support guide , that provides a detailed overview of different 

support options available, as well as additional sources of information.  

When logging a call please ensure that you provide as much information as possible in order to help 

with investigating issues or to provide you with the correct support . 

You should always provide the following information:  

- User name  

- Organisation ID  

For issues related to ICSRs submitted to EudraVigilance please also include  

- Worldwide case ID  

- Local report number (EU -EC-nnnnnnnnnnn ) 

- Message number  

- Date of submission  

For issues related to missing acknowledgements for Gateway submissions please also include  

https://support.ema.europa.eu/esc
https://www.ema.europa.eu/en/documents/other/eudravigilance_support_page_detailed_guidance_en.pdf
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- XML file name  

- Gateway CoreID  

- Date and time sent  

- Confirmation positive MDN was received  

For issues and errors seen with the EVWEB application please include  

- The steps taken that lead to the error or issue  

- Screenshots of the error/issue seen in the application  

The service desk application allows the attachment of files (ZIP, word, excel & image files) and these 

are useful in providing complete responses in quicker timeframe.  However, please note that files 

containing sensitive information (such as XML files, ICSR or CIOMS Forms, RTF documents or print 

screens) should not  be added to your Service Desk request  -  this is also stated in the Data Protection 

Note in the homepage of ServiceNow and the associated Information Note . 

Thus, if your query refers to a case already transmitted to EV, then all that is needed is the full "C.1.1 

Sender's (case) safety report unique identifier" or the "C.1.8.1 Worldwide unique case identification 

number" as EMA can access the cases present in the system.  

Alternatively, if your query does not refer to a case already transmitted to EV, and if EMA needs to 

access sensitive file(s), it/they should, instead, be shared with EMA via Eudralink to an email address 

that will be provided in the reply to your Service Desk ticket.  

1.7.  Classification of product information and Level 2A/B access  

Access to ICSRs in EudraVigilance is based on linkage of the suspect and interacting drugs within an 

ICSR and the data held in the XEVMPD for the organisation accessing the system. This is done at the 

level of the ñscientific productò or ñscientific groupò (substance).  

Note:  MAHs have full access to an ICSR which they have sent regardless of the product/substance 

information in the ICSR.  

The first step in performing the linkage for level 2 access is through the Classification of the 

product/substance information for an ICSR. The diagram shown below Figure  1  -  Classification and 

linkage of XEVMPD data  provides an overview of the process . 

  

https://support.ema.europa.eu/esc?id=kb_article&table=kb_knowledge&sysparm_article=KB0011212
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Figure 1  -  Classification and linkage of XEVMPD data  
 

The recording process mentioned in the Figure 1  above identifies the reported text in the ICSR and 

classifies it against the closest match to XEVMPD data. The matching uses the XEVMPDôs òproduct 

indexò, the product index is a list of a possible combinations of the parts of the product name 

information f or authorised medicinal products and also the scientific compositions of those products. 

Figure  2  below illustrates how this matching is performed automatically, however some matches 

require a manual review in order to choose the correct corresponding product index entry.  

 

 

Figure 2  -  Classification of reported terms against the XEVMPD product index  

 

After the product index is assigned to the drug information in the ICSR the EudraVigilance system is 

able to link this information to the corresponding Scientific product and the Scientific group. Examples 

of this linkage are shown in Figure 3  below.  
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Figure 3  -  Product Index link to Scientific product and scientific group  

 

The final step the system makes is to link the ICSR drug Scientific product or scientific group 

(depending on search criteria chosen, the default is the scientific group) to the XEVMPD authorised 

medicinal product scientific product or scientific group. Figure 4  below shows a search being 

performed using the Scientific product linkage, the user will retrieve one L2A ICSR (case 2), access to 

case 1 will be level 3 and would not be included in a L2A download request. If the query is changed to 

use the Scientific gr oup (default level) instead cases 3 & 4 will be returned in addition to case 2.  

 

 

Figure 4  -  Example matching of Scientific product information  
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2.  EVWEB  

The EudraVigilance WEB (EVWEB) application is a web -based tool designed for the transmission of 

ICSRs to EudraVigilance for pharmacovigilance purposes through the internet. It also allows follow -ups 

to ICSRs and exchange of Acknowledgement messages. System  users also have full access to MedDRA 

for coding and analytical processing.  

EVWEB can be accessed by modern web browsers, the browsers , MS Edge,  Firefox & Chrome have 

been tested and are therefore recommended.  

2.1.  General Description  

EVWEB is available to registered users only. It can be accessed from the following website:  

https://eudravigilance.ema.europa.eu/Decommissioned/Decommissioned.html  

The transmission of information through this system is secure. Security is achieved in a first instance 

by a username/password combination to access the reserved area of the website, and in a second 

instance by the use of a HTTPS (SSL) protocol. Secure Soc kets Layer (SSL) provides security by the 

use of a public key to encrypt data that is then transferred over the SSL connection. In HTTP (SHTTP), 

SSL creates a secure connection between a client and a server, through which any amount of data can 

be sent sec urely. SSL and S -HTTP, therefore, are complementary technologies.  

2.1.1.  Login  

EVWEB is accessible by clicking on the ñEVWEBò link in the restricted area of the EudraVigilance 

webpage or via the EudraVigilance links available on the EudraVigilance pages of the EMA website.  

 

 

 

Figure 5  -  Accessing EVWEB  

 

By accessing EVWEB via the restricted area, the user will need to select an organization.  

  

https://eudravigilance.ema.europa.eu/Decommissioned/Decommissioned.html
https://eudravigilance.ema.europa.eu/human/restricted/os/organizationselection.asp
https://evtest.ema.europa.eu/human/restricted/os/organizationselection.asp
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Figure 6  -  Selection of organisation  

 

The EVWEB application can also be access directly without going through the secure area of the 

EudraVigilance website by using the following URLs.  

EudraVigilance XCOMP (test): https://eudravigilance -human -xcomp.ema.europa.eu/#/   

EudraVigilance production: https://eudravigilance -human.ema.europa.eu/#/  

Tip:  You can add these URLs as bookmarks to your Internet browser in order to quickly access the 

application without going through the secure area of the EudraVigilance website.  

 

The application will open in a new web browser window. If the user has not been authenticated 

already, a login dialog will appear prompting them to login:  

 

Figure 7  -  Login dialog  

 

When logged in, the user will be prompted to select an organisation.  

  

https://eudravigilance-human-xcomp.ema.europa.eu/#/
https://eudravigilance-human.ema.europa.eu/#/
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Figure 8  -  Organisation selection dialog  

 

2.1.2.  User Interface Layout  

The main menu is located on the top of that window and below it is the dynamic buttons set (Please 

note: the buttons will vary depending on the EVWEB screen you are currently accessing).  

Below the main menu and the dynamic buttons set, the screen will usually be divided vertically into 

two parts: on the left side will be the tree view area and on the right the active area.  

The following screenshot, which shows the óCreate and send ICSRsô screen, and accompanying table 

provide a general outline of the EVWEB interface:  

 

Figure 9  -  EVWEB Interface  

 

Table 2  ï Description of the Interface Options  

Interface Option  Description  

(1) Main menu  

EVWEBôs main menu is always present in every screen of the 

application. EVWEB is divided into different screens according to the 

kind of information you are going to operate with (i.e. Create and 

send ICSRs , WEB Trader , ICSRs , Post , MedDRA , etc.).  
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Interface Option  Description  

(2) Dynamic buttons set  
This area represents the dynamic buttons set. It will vary depending on 

the EVWEB screen you are accessing.  

(3) Tree view area  
Displays the hierarchy of the ICSR, Safety or Acknowledgement 

message sections in a tree view style.  

(4) Active area  Displays content of a selected section or search results from a query.  

Attention:  The case examples used in this user manual to describe the functions of the EVWEB 

application are fictitious, and are intended for demonstration purposes only.  

2.1.3.  Session Time Out  

The EVWEB tool allows a maximum period of inactivity of 25 minutes before a user is automatically 

logged out of the system.  Figure 10  below shows the session expiry warning that will come up when 

the maximum period of inactivity is being reached. In order to prevent the automatic log out, users 

should click on the ñRenew Sessionò button. 

Note: There is no  ñauto-saveò functionality in EVWEB. Users are therefore advised to periodically 

save their work  by clicking on the ñExport XMLò button -  see Figure 14  -  Dynamic buttons set . 

This way, they can resume their work once the previously saved XML file is uploaded into EVWEB , by 

clicking on the button ñImport XMLò -  see Figure 14  -  Dynamic buttons set . 

 

Figure 10  -  Session expiry warning  

 

2.2.  The Main Menu & Dynamic Buttons Set  

2.2.1.  Main Menu  

EVWEBôs main menu will vary in available options, depending on the userôs account access rights. In 

this user manual we will describe the menu entries and system functionality available to regular MAH 

users (i.e. non -administrators) of the interface. Depending on your accountôs rights, you may see all of 

these options or a limited set of them.  

Note:  Additional locked features are available, such as tools for administrators of the EVWEB system, 

but these will only be available to user accounts that have the necessary permissions.  

  



 

 

EudraVigilance -  EVWEB User Manual   

EMA/501718/2018  Page 19 / 119  

 

 

Figure 11  -  The main menu  

 

A typical EVWEB main menu consists of the following links:  

Table 3  ï EVWEB main menu  

Menu Option  Description  

 

Allows user access to the part of the application dedicated to the 

creation and transmission of ICH E2B(R3) Safety messages (see 

chapter 3. ICSRs & Messages  of this manual).  

 

Allows access to review your own messages, both sent and 

received. You will be able to see messages sent to you and by 

you, in the ñInboxò and ñOutboxò views. The ñInboxò and 

ñOutboxò view options will only be available to WEB Trader users. 

Users sending i nformation via their locally established Gateway 

will not see these view options (see chapter 3. ICSRs & 

Messages  of this manual).  

 

Allows you to view, browse and query ICSRs and Safety 

messages located in the EVDBMS (see chapter 3. ICSRs & 

Messages  of this manual).  

 

The re - routing rules administration tool is accessible only to NCA 

user accounts.  

 

Provides a quick method to upload and send ICH E2B(R3) 

compliant Safety messages to the system.  

 

This area of the application allows you to browse and perform 

searches at all levels of MedDRA (see chapter 4. MedDRA  of this 

manual)   

 

Allows the bulk export of ICSRs and Safety messages based on 

pre -defined criteria options.  
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Menu Option  Description  

 

The Workspace screen is a new addition to EVWEBôs supported 

functions. It acts as a temporary, centralised area where multiple 

EVWEB items (Safety and Acknowledgement messages, ICSRs) 

can be added to for better review and management.  

Note:  The EVWEB interface has been designed to utilise the latest WEB user interface (UI) approach 

called responsive UI. This approach automatically adjusts the EVWEB interface to the best possible 

viewing layout based on the size of your screen or web browser window. For example, if the screen or 

window is too small, the main menu may be hidden within the following menu icon:  .  

 

Figure 12  -  Main menu: Normal screen/window size  

 

 

Figure 13  -  Main menu: Small screen/window size  

 

The link corresponding to the currently active screen of EVWEB will have a darker background.  

2.2.2.  Dynamic Buttons Set  

This set of buttons, located under the main menu and on the left side of your window, displays a 

variable number of buttons that change according to the screen of the application and the related 

section selected in the tree view area.  

 

Figure 14  -  Dynamic buttons set  

 

These buttons and the different screens and functions of EVWEB will be described in further detail in 

the following sections of this user manual.  

2.3.  The Tree View Area  

The tree view area is located on the left side of the application, below the main menu and the dynamic 

buttons set. It shows sections in a tree view style (similar to Windows File Explorer).  
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Figure 15  -  The tree view area  

 

To select a section in the tree view area, you have to click on sectionôs name. The sections available for 

selection will appear as links when you hover the mouse pointer over them (they become underlined).  

You will notice that most section names are followed by a numbered grey circle icon (i.e.  ). These 

icons indicate how many additional sub -sections are available under the main section. If the number in 

the grey circle is greater than zero, then the section name will be in bold.  

When the icon  appears on the left of a tree view section, this indicates it contains a sub -section 

that can be expanded by clicking on the  icon.  

 

Figure 16  -  Tree view area with sub - sections  
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Tip:  You can expand or collapse at once all tree view sections by clicking on the corresponding icons (

)  located at the top of the tree view area.  

After a tree view section is expanded, the icon  changes into . To collapse the section again, 

click on the  icon.  

The tree view can grow, expand and become extensive while using the application. The active section 

of the tree view area is always marked on a white background.  

Note:  Located within the tree view area and at the top, is a simple query type field containing the text 

ñFilteréò in it () .You can use this query field to search for any matching section/sub -

section in the current tree view area.  

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 and reach any part of the tree.  

2.4.  The Active Area  

The active area displays the content of the currently selected section in the tree view area.  

The active area is located below the main menu and the dynamic buttons set. If a tree view area is 

present, the active area appears on the right side of the application.  

 

Figure 17  -  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 (see section  2.6. 

Data Entry  of this manual).  

The active area displays information in 2 different ways:  

¶ Section view: Used for displaying information and/or data entering. A typical example of a section 

view is the editing of a new Safety message  
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Figure 18  -  Active area section view  

 

¶ List view: Used for displaying items that can be selected. A typical example of a list view is the 

result of a query.  

 

Figure 19  -  Active area list view  
 

The main body of the active area may display editable or non -editable information. Sometimes it 

shows information to the user, other times it requests information or an action from the user.  

2.5.  Interaction Between the Tree View & Active Area  

The tree view area enables you to browse sections by selecting them, and by expanding or collapsing 

them into sub -sections. Functionally, the tree view area can be considered a navigation system. The 

active area displays the content of the selected section  in the tree view area and allows the user to 

view, input, modify and nullify information.  
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Figure 20  -  Tree view & active area interaction  

 

The information displayed in the active area can be presented in two different formats: section view 

and list view (see section 2.4. The Active Area  of this manual). To display the details of any of your 

sections you have to click once on the sectionôs name in the tree view area. 

2.6.  Data Entry  

This part deals with all specific actions that you can perform to insert data in the EVWEB application.  

2.6.1.  Input Field Types  

EVWEB has basically five different types of fields for the user to input information into the system. 

These are:  

1.  Text fields  

2.  Date fields  

3.  Drop -down list fields  

4.  Immediate query fields  

5.  Checkbox/radio button fields  

6.  Null Flavour flags  

These are explained in detail below. You do not necessarily need to know what type of field you are 

dealing with when you are entering information. The system will guide you through the necessary 

steps for each type of 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 title/description and field box highlighted in 

red. The relative error message is displayed when  you hover the mouse pointer over the  icon 

which appears on the far right of the invalid field. In addition to that, the section that contains errors is 

also displayed in red both in the tree view area and the active area.   
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2.6.1.1.  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 text field, you first need to select it by clicking in its text box.  

 

Figure 21  -  Text fields  

 

Once you enter the required data, you can click anywhere outside of the text field to finish the input 

process for that field. You also have the ability to copy and paste information from/to text fields.  

Tip:  To quickly move to the next field, you can press the TAB key on your keyboard. This will activate 

the next field for you. Similarly, you can press SHIFT+TAB to activate the previous field.  

A special type of text field is the resizable text field. This kind of field allows you to insert a long 

description that contains more than one line of text. EVWEB has specific fields designated as resizable 

text fields, thus not all text fields are resiz able.  

A resizable text field is distinguished by its larger text box and the dotted triangle located at the 

bottom right corner of the box. To resize the text box, click and hold the left mouse button on the 

dotted triangle and move your mouse downwards, as much  as needed, to properly display your input.  
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Figure 22  -  Resizable text field  
 

This type of field is used in EVWEB to enter date information using either a graphical interface that 

resembles a calendar, or by typing it in the available date field text box.  

 

Figure 23  -  Date field  
 

Using the graphical interface: Clicking on the  icon displays the calendar. The calendar provides a 

grid layout for the successive selection of year, month and day.  
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Figure 24  -  Date field: Selection by year, month and day  

 

If the date you wish to enter is the current one then you can simply click on the ñNowò button on the 

bottom right of the calendar. This will automatically set the date field to the current date.  

While in the calendar, you can retrace your selection(s) by clicking on the calendarôs title (bolded text 

between arrows). This will move you a step backwards, allowing you to correct/change your previous 

selection.  

2.6.1.2.  Adding Precision  

In some cases, your date input requirements could necessitate additional accuracy such as defining 

exact hours, minutes and/or seconds. EVWEB facilitates this need by providing the ñprecisionò drop-

down list field that precedes the date field. Here, you ca n set the precision of the date value and 

extend its accuracy to the required level.  

 

 

Figure 25  -  Precision field options (left) in correlation with the date field (right)  

 

For example:  

¶ Using the date field text box  

Click within the date field text box to activate it. Then insert a date in the format yyyy/mm/dd, 

where yyyy is the year (i.e. 2017), mm the month (i.e. 06) and dd the day (i.e. 22). If you have 

enabled the precision option (from the preceding drop -down li st field) then you should also insert 
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the hours, minutes and/or seconds in the format hh:mm (i.e. 12:15), or hh:mm:ss (i.e. 12:15:30) 

if you have enabled a precision that includes seconds.  

Thus, we have:  

Without precision  

2017/06/22  translates into 22 June 2017  

With precision (including seconds)  

2017/06/22 12:15:30  translates into 22 June 2017 12h 15m 30s  

Please pay special attention to the date format of the date field box, and always make sure it follows 

the instructed format yyyy/mm/dd (or yyyy/mm/dd hh:mm:ss if you require additional accuracy). 

Failing to do so will introduce a validation error.  

2.6.1.3.  Drop - Down List Field  

In this type of field you are presented with a drop -down list from which you can select the required 

information.  

 

Figure 26  -  Drop down list field  

 

Select the field by clicking in it, in the same way you do to complete a text field. A drop -down list will 

be displayed. Choose the required information from the list by clicking on any element using your 

mouse pointer.  

2.6.1.4.  Immediate Query Field  

This type of field, which is also known as a look -up field, automatically acquires data from the EVDBMS 

as a result of the query performed in it.  
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Figure 27  -  Immediate query field  

 

Proceed as you do with a text field, by clicking in the fieldôs box to activate it. Now start typing a few 

characters or words that are part of the entry you would like to insert in this field. Soon, a drop -down 

list will appear with all entries that match the characters/words you have typed in. You can now click 

on the suitable entry and it will be inserted into the immedia te query field.  

Tip:  The characters or words you type into an immediate query field are also called keywords. A 

keyword is text that indicates to information retrieval systems (or search engines) what to look for 

and, thus, allow for the best possible match upon retrieval of that information.  

Your keyword(s) can be any part of an EVDBMS entry. For example, if you type ulm  as a keyword the 

immediate query field will include the following EVDBMS entries for you to select from:  

Pulm atrix Inc  

Pulm agen Therapeutics LLP  

Universitaetsklinikum Ulm  

VULM  SK s.r.o.  

Also evident in the above immediate query field results example is that the search is not case 

sensitive. This means that you can query the following keywords Eudra, eudra, eUdra, and still obtain 

the same search results.  

The three cases in which this kind of query is used in EVWEB are:  

1.  ñBatch receiver identifierò and ñMessage receiver identifierò fields in when creating a Safety 

message.  

These appear as immediate query fields (see section  2.6.1.4. Immediate Query Field  of this 

manual).  
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Figure 28  -  Immediate query case #1  

 

2.   ñInboxò and ñOutboxò view areas in the WEB Trader  screen.  

This kind of query is loaded by EVWEB only once and retained in the system memory. If you think 

that any change may have occurred in this screen, you can tell EVWEB to reload the content of the 

list by clicking the refresh icon ( ).   

 

Figure 29  -  Immediate query case #3  

 

2.6.1.5.  Checkbox/Radio Button Fields  

The checkbox/radio button fields allow the selection of a true or false state (checkbox field) or the 

selection of a mutually exclusive state (radio button field). Consequently, the checkbox field usually 

contains a single item for you to state as true (ti cked box) or false (unticked box), whereas the radio 

button field always contains two or more items of which only one can be selected.  

Figure 30  -  Checkbox/radio button fields  
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2.6.1.6.  Null f lavour f lags  

The ICH E2B(R3) ICSR standard requires that mandatory data fields must always be completed in an 

ICSR and should not be empty.  

In some situations though, mandatory data fields might be required to appear empty for specific 

reasons and still have the ICSR considered valid. The issue of such required empty fields is handled 

through the use of "Null Flavour" flags. These flags allow a mandatory field to appear valid and provide 

the receiver of the ICSR with a reason for the lack of data for that field. Therefore valid ICSRs can be 

created containing mandatory fields without actually including real values in them.  

The reason for a blank field is referred to as the ñflavourò of the null value. Currently, EVWEB provides 

the following Null Flavour flags:  

Table 4  ï Nullflavor flags  

Null f lavour f lag  Description  

Masked  (MSK)  
There is information on this item available but it has not been provided 

by the sender due to security, privacy or other reasons.  

Unknown  (UNK)  A proper value is applicable, but not known.  

Asked but unknown  

(ASKU)  

Information was requested but not received (i.e. patient was asked but 

didn't know what to reply).  

Not asked  (NASK)  Information was not requested.  

 

When an EVWEB field supports a Null Flavour flag, the  icon will appear next to it. If you click on 

the icon, you will be presented with the applicable values for the specific field.  

 

Figure 31  -  Null Flavour flags  

 

2.6.2.  Adding & Removing /Deleting  Tree View Area Sections/Sub - sections  

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

This can be done by clicking on the  icon that appears once you hover the mouse pointer over a 
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tree view section that allows such an action. An example of this process can be found in the Create 

and send ICSRs  screen of the EVWEB application.  

Tree view area sections also allow the creation of multiple sub -sections within them. In order to do this 

you should click on the  icon more than once, depending on the number of sub -sections required.  

Another useful option when dealing with sub -sections is the ability to create a copy of them within the 

same section. This is very handy when data is quite similar (or identical) between multiple sub -

sections. To create a copy of a sub -section, hover the m ouse pointer over it and click on the  icon 

that appears on the right side of the sub -section.  

The sub -sections you add can, of course, be removed /deleted . To do this , you have to hover the 

mouse pointer over the sub -section you need to remove in the tree view area and click on the  icon 

that becomes available in these situations.  

Note:  Please note that there is no ñundoò function in EVWEB so it is not  possible to recover a deleted 

item/sub -section . 

2.7.  Search Methods  

2.7.1.  Simple Query  

When applicable, the simple query field is located below the main menu as shown in the screenshot 

below. Here you can enter keywords and initiate the search by clicking on the magnifying glass icon (

).  

 

Figure 32  -  Simple query in the ICSRs screen  

 

You can perform a simple query on ICSRs or Safety messages in the ICSRs  screen of the EVWEB 

application. You can choose the type of simple query by clicking on one of the buttons (Safety reports / 

ICHICSR messages) that reside in the Search ribbon.  

 

Figure 33  -  The search ribbon in the ICSRs screen  
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Note:  In contrast to the previous version of EVWEB, in which the query functions supported the use of 

wildcards such as ñ*ò and ñ?ò, the newly re-written EVWEB supports only queries carried out with the 

ñcontainsò clause (wildcards are not supported). This means that your keyword(s) can be any part of 

an EVDBMS entry (i.e. characters from the beginning, middle or end of an EVDBMS entry). 

Furthermore, this type of query is not case sensitive, allowing for the use of capital or small 

characters, or even a combinat ion of them.  

The following example shows how to perform a simple query on ICSRs. Click on the ICSRs  screen in 

the main menu to enter it.  

 

 

Figure 34  -  ICSRs screen link  

 

Type an ICSR worldwide case ID, Safety report identifier or local message number in the simple query 

field and click on the magnifying glass icon ( ). The active area will display your results in a list view 

layout.  

 

Figure 35  -  Simple query on Safety reports (ICSRs)  

 

Note: An additional simple query feature is available in the Create and send ICSRs screen. Located 

within the tree view area and at the top, is a simple query type field containing the text ñFilteréò in it (

). You can use this query field to search for any matching section/sub -section in the 

current tree view area.  

2.7.2.  Advanced Query  

EVWEB allows you to perform elaborate queries in the EVDBMS (i.e. MedDRA terms, ICSRs, Safety 

messages).  
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The advanced query parameters that describe and define such a query are available as separate 

ribbons under the Search ribbon. As an example, the advanced query parameters available for ICSRs 

in the ICSRs  screen are displayed.  

 
Figure 36  -  Advanced query fields  

 

Every advanced query is divided in 3 different areas (see above screenshot for reference):  

1.  Criteria ribbon  

2.  Fields ribbon  

3.  Results area  

Criteria and fields are used in combination, to better target the scope of the query. The results area in 

this query case is actually the active area of the ICSRs  screen.  

Note:  In contrast to the previous version of EVWEB, in which the query functions supported the use of 

wildcards such as ñ*ò and ñ?ò, the newly re-written EVWEB supports only queries carried out with the 

ñcontainsò clause (wildcards are not supported). This means that your keyword(s) can be any part of 

an EVDBMS entry (i.e. characters from the beginning, middle or end of an EVDBMS entry). 

Furthermore, this type of query is not case sensitive, allowing for the use of capital or small 

characters, or even a com bination of them.  

2.7.2.1.  Criteria Ribbon  

The criteria ribbon is used to define the conditions of an advanced query. This area 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.  

 

Figure 37  -  Criteria ribbon  

 

To add a criteria item you need to click on the ñ+More criteriaò button that is located in the criteria 

ribbon. This will produce a drop -down list from which you can select the desired criteria item. You can 
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repeat this process as many times as necessary to obtain all criteria items required for your advanced 

query.  

 

 

Figure 38  -  Adding a criteria item  

 

Tip:  If the ñ+More criteriaò button is not visible in the criteria ribbon then this means that the ribbon is 

in collapsed mode. You should click on the  icon which will expand the ribbon, allowing access to 

the ñ+More criteriaò button.  

Once you have selected your criteria items, and before you perform the query, you should define their 

values. This is accomplished by clicking on each criteria item that you have inserted in the criteria 

ribbon, and defining their value using the available  options presented.  

Depending on criteria type, when you click on an inserted criteria item you will be presented with a 

drop -down list (or a calendar in the case of date criteria items) from which you can choose the 

required option.  

 

 

Figure 39  -  Defining criteria item values  

 

To remove a criteria item you simply need to click on the  icon located on the right -hand side of the 

item.  

Alternatively, and if you need to remove all inserted criteria items at once, you can click on the ñReset 

and start overò button () which is located in the Search ribbon. Note, though, that this action will 

reset all options and values on the current page . 

  



 

 

EudraVigilance -  EVWEB User Manual   

EMA/501718/2018  Page 36 / 119  

 

2.7.2.2.  Fields Ribbon  

The fields ribbon is used to define the output of an advanced query. This means that the items 

displayed in the results area will contain only the fields previously inserted in this ribbon.  

 

Figure 40  -  Fields ribbon  

 

Usually, some of the items displayed in the fields ribbon are the default ones. This means that if you 

run the query without inserting any new items in the fields ribbon, the default ones will be considered 

as active.  

To add a field item you need to click on the ñ+Add columnsò button that is located in the fields ribbon. 

This will produce a drop -down list from which you can select the desired field item. You can repeat this 

process as many times as necessary to obtain a ll field items required for your advanced query.  

 

 

Figure 41  -  Adding a field item  

 

Tip:  If the ñ+Add columnsò button is not visible in the fields ribbon then this means that the ribbon is 

in collapsed mode. You should click on the  icon which will expand the ribbon, allowing access to 

the ñ+Add columnsò button. 

If you insert your own field items, and after having run the query at least once, you will notice that 

these inserted items remain active in the fields ribbon throughout the current EVWEB session.  

To remove a field item you simply need to click on the  icon located on the right -hand side of the 

item.  

Note:  The default fields ribbon items can be restored either by clicking on the ñReset and start overò 

button ( ) which is located in the Search ribbon, or by initiating a new EVWEB session. Keep in 

mind, though, that these actions will reset all options and values on either the current page (when 
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clicking on the ñReset and start overò button ), or in the entire EVWEB session (when initiating a 

new EVWEB session).  

2.7.2.3.  Results Area  

To initiate a query, after having specified the criteria and fields, you need to click on the magnifying 

glass icon ( ) in the Search ribbon. The results of the query will be displayed in the active area of the 

current EVWEB screen in a list view layout.  

 

 

Figure 42  -  Results area  

 

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

When the number of items exceeds that limit then one of the following options becomes available to 

the user, depending on the active EVWEB screen:  

¶ For the screens ICSRs , ICSR Recode  and Terms  (Recoding/Management/Activity Log/System 

Log/Interpretation), the following navigation buttons will appear at the top and bottom right of the 

active area:  

 

Figure 43  -  Previous/Next page navigation buttons  

 

These navigation buttons allow you to move forward or backward on the results currently displayed 

on your screen.  

¶ For the screens WEB Trader , Rerouted ACKs  and MedDRA , a set of numbered page navigation 

buttons will appear at the top and bottom right of the active area:  

 

Figure 44  -  Numbered page navigation buttons  
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These numbered page navigation buttons allow you to move forward or backward on the results 

currently displayed on your screen. The table below provides further information on each button 

type included in the set.  

 

Page Navigation Button  Description  

 Moves you to the first page of the results.  

 Moves you one page backward.  

 Moves you one page forward.  

 Moves you to the last page of the results.  

 

Tip:  For a more fine - tuned navigation on the query results, you can click on the individual 

page numbers that appear in the page navigation buttons.  

Numeric indicators of the displayed search itemsô range, along with the total number of items 

resulting from the query, appear at the top and bottom left of the active area.  

 

Figure 45  -  Numeric indicator of query results  

 

Note:  To clear the results area and initiate a new simple or advanced query click on the ñReset and 

start overò button () which is located in the Search ribbon.  

2.7.3.  Advanced List Criteria Query  

This special search method deserves its own paragraph, despite belonging to the criteria ribbon 

functionality. The advanced list criteria query method provides a more refined way of looking up EV 

data within a criteria item, leading in turn to a quicker an d easier set up of a simple or advance query.  

Furthermore, this search method offers extra query modes and, thus, is not restricted to EVWEBôs 

regular ñcontainsò clause which is used in simple and advanced queries. These modes are as follows: 

Table 5  ï Description of the Query Modes  

Query Mode  Description  

Begins  Finds only matches which start with the search term.  

Matches  Finds only matches which are identical with the search term.  

Contains  Finds the search term anywhere in the name ï beginning, middle, or end.  

Sounds Like  

Searches for a similar combination of consonants in the search term. This 

query ignores vowels and is useful where spelling is uncertain.  

Note:  This query mode appears in select criteria items.  
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The abovementioned query modes can be defined and utilised within a selected criteria item that 

supports this functionality. Such criteria items can be located in the ICSRs  screen and, as of this 

writing, are the following:  

¶ Case Number  

¶ Safety Report ID  

¶ Medicinal product  

¶ Local Report Number  

¶ Message Number  

¶ Sender identifier (Matches)  

¶ Drug indication (code)  

¶ Reaction Low Level Term (code)  

¶ Reaction Preferred Term (code)  

¶ Reaction System Organ Class (code)  

¶ Active substance  

¶ Active Substance Group  

¶ Active Substance Combination  

¶ Active Substance MLM Group  

¶ Active Substance MLM Combination  

Once you add such an item in the criteria ribbon and click on it, youôll be presented with options to 

select the query mode and enter your search term. In the following screenshot the user has selected 

the ñBeginsò query mode and has inserted the search term ñNCAò: 

 

Figure 46  -  Advanced List Criteria Query  

 

As is evident in the screenshot, the search term field behaves as an immediate query field type (aka 

look -up field), assisting the user in finding the proper term and selecting it for the main ICSRs  screen 

query.  
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2.8.  Loading Data  

Loading data is the action of transferring information from different sources into EVWEB.  

There are 3 different loading processes available:  

1.  Load from the EVDBMS (ICSRs and WEB Trader screens)  

2.  Load from a local file (Import XML function)  

3.  Load from within EVWEB (Follow -up function)  

Note: When utilising the last two abovementioned loading processes (Import XML and/or Follow -up 

functions), the MedDRA version of the loaded data will be automatically updated to the latest MedDRA 

version. This may lead to some terms being invalidated (due to te rms following older MedDRA version 

naming schemes); in such cases, the user must correct them accordingly to be able to proceed with 

the intended process.  

Note:  The above loading processes are also available from the Workspace  screen ( ) once you 

have added the data (i.e. ICSR, Safety and Acknowledgements messages) to it. The Workspace  

screen allows for better data review and management when dealing with multiple items. You can find 

more information regarding the Workspace  screen and its functions in section  3.7.  Workspace 

Screen Functions  of this manual.  

2.8.1.  Load from the EVDBMS  

2.8.1.1.  ICSRs Screen  

One way to load from the EVDBMS is to initiate a simple or advance query in the ICSRs  screen of 

EVWEB. Once the search results area has been populated with ICSRs or Safety messages, you can 

click on a search result item to display the contextual actions menu (see section  2.9. Contextual 

Actions Menu  for more information regarding this feature). This menu will appear above the selected 

search result item.  

 

Figure 47  -  Contextual actions menu  

 

To load the selected item into your EVWEB session, you need to click on the ñOpenò option in the 

contextual actions menu. This will retrieve and display the item in a typical, read -only, tree view and 

active area layout.  
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Figure 48  -  Loading of an ICSR from the ICSRs screen  

 

Note:  If the loaded ICSR or Safety message has been received and processed by the receiving party, 

then basic information of its Acknowledgement message will be displayed in the tree view layout of the 

opened ICSR or Safety message.  

To close the loaded search result item and return to the previous screen, click on the ñBackò button 

which is located on the far right of the dynamic buttons set (see above screenshot for reference).  

Note:  It is also possible to load a search result item in the Workspace  screen of EVWEB. This allows 

for better review and management since you can add multiple items to the Workspace  screen and 

concentrate specifically on those items. To do this, you need to click on the option ñAdd to workspaceò 

in the contextual actions menu which appears above the selected search result item. You can find more 

information about the Workspace  screen and its functions in section 3.7. Workspace Screen 

Functions  of this manual.  

2.8.1.2.  Download Attachments  

After opening an ICSR for viewing it is possible to view associated attachments, if allowed by the level 

of access the user has to that ICSR . The EudraVigilance system associates all attachments submitted 

for different versions of the same ICSR (linked by the worldwide case ID) regardless of the 

organisation that sent the ICSR. Master ICSR cases will also link to the associated documents in th e 

underlying identified duplicate cases.  

Figure  49  below shows the buttons that are available when viewing an ICSR, these buttons will 

retrieve a list of all associated document attachments or literature attachments.  
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Figure 49  -  Download attachments  

 

Figure  50  and Figure  51  below show the list of available documents that can be downloaded for the 

different versions of the same ICSR, the list includes the safety report ID and the date the safety 

report that included the attachment(s) was received.  

 

Figure 50  -  Download associated documents  
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Figure 51  -  Download associated literature articles  

 

In addition to accessing all associated attachments for different versions of an ICSR, it is also possible 

to download the attachment in the ICSR being viewed. In order to do this, select the literature 

reference or document of interest from the tree view and then press the download attachment as 

shown in Figure  52  below  

 

Figure 52  -  Download a document from the currently viewed ICSR  
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2.8.1.3.  WEB Trader Screen  

Another way to load data from the EVDBMS is from the WEB Trader  screen in EVWEB. WEB Trader 

keeps track of sent and received Safety and Acknowledgement messages. To load one of these 

messages you need to click on it in the active area and select the ñOpenò option from the contextual 

actions menu that appears above the  selected WEB Trader message.  

Note:  To toggle between the received (ñInboxò view) and sent (ñOutboxò view) messages you should 

click on the icon that appears next to the ñSearchò button. 

 

 

Figure 53  -  WEB Trader Inbox & Outbox views  

 

 

Figure 54  -  WEB Trader ñOutboxò screen  

 

This will retrieve and display the item in a typical, read -only, tree view and active area layout.  
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Figure 55  -  Displaying retrieved data from the WEB Trader screen  

 

To close the loaded message and return to the previous screen, click on the ñBackò button which is 

located on the far right of the dynamic buttons set (see above screenshot for reference).  

Note:  It is also possible to load a WEB Trader message in the Workspace  screen of EVWEB. This 

allows for better review and management since you can add multiple messages to the Workspace  

screen and concentrate specifically on those items. To do this, you need to click on the option ñAdd to 

workspaceò in the contextual actions menu which appears above the selected WEB Trader message. 

You can find more information about the Workspace  screen and its functions in section  3.7. 

Workspace Screen Functions  of this manual.  

2.8.2.  Load from a Local File  

This kind of loading process is used to import data from an XML file available locally (on your computer 

or your local network) into the EVWEB application. It is possible to load from a local file any kind of 

message handled by EVWEB, such as Safety and Ac knowledgement messages.  

Load from a local ICH E2B(R3) file is available from different EVWEB screens  such as:  

1.  Create and send ICSRs  

2.  WEB Trader  (when creating an Acknowledgement message)  

3.  Post  

4.  Workspace  (ñMessagesò tab only) 

The following example loads a local file in EVWEB from the Workspace  screen.  

While in the ñMessagesò tab, click on the single XML file import button  ( ) , which is located in the 

top left side of the Workspace  screen area.  
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Figure 56  -  Loading a local file from Workspace  

 

A file selection window will appear in which you can locate and select your local XML file.  

 

Figure 57  -  File selection window  

 

Once the process is completed, the imported XML file appears in the ñMessagesò tab of the 

Workspace  screen.  

 

Figure 58  -  Imported XML file in ñMessagesò tab of Workspace screen 
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You now have the ability to review and manage the imported message. Click on it to display the 

contextual actions menu which will show the acceptable functions applicable to this message.  

 

Figure 59  -  Contextual actions menu in the Workspace screen  
 

2.8.3.  Load from Within EVWEB  

This operation does not actually load any external data. Instead, it creates new items in a data entry 

screen (i.e. Create and send ICSRs ) and eventually fills in some of the newly created sections with 

data taken from other screens (i.e. ñFollow-upò option in the ICSRs  screen).  

As an example of this loading process, we will look at the creation of a new ICSR in the Create and 

send ICSRs  screen.  

 

Figure 60  -  Load from within EVWEB ï Create and send ICSRs screen  

 

As you can see, all the fields are empty because in this case we have created a new ICSR and it is 

supposed to be completed by the user. In other situations (like the ñFollow-upò option), you will find 

some fields already completed.  
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2.9.  Contextual Actions Menu  

In certain screens of the EVWEB application ( WEB Trader , ICSRs , Workspace ) you will be presented 

with a contextual actions menu when selecting items in the active area (or in the search results area 

after performing a query). This applies only to list view layouts of the active area.  

 

Figure 61  -  Contextual actions menu  

 

Contextual action menus provide specific operations that can be applied to a selected item. Based on 

the selected item type (i.e. ICSR, Safety or Acknowledgement message), the available options in a 

contextual actions menu will vary, displaying only the applicable actions for the specific item type.  

For a detailed description of contextual actions menu options per EVWEB application screen, see the 

relevant parts of the following sections :  

¶ 3.4.1. Handling Messages in WEB Trader  

¶ 3.5.1. Handling ICSRs & Safety Messages in the ICSRs Screen  

¶ 3.7. Workspace Screen Functions  
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3.  ICSRs & Messages  

A Safety message is like an envelope, which may contain one or more ICSRs. Every message contains 

required information about the sender, receiver, the date, and a unique identification number among 

other things.  

An Acknowledgement message is a particular type of message, which contains the acknowledgement 

of a received Safety message and the acknowledgements of each ICSR contained within it.  

An Acknowledgement message is sent by the receiver of a Safety message, to inform the sender about 

the receipt of the Safety message and the outcome of the validation of that message.  

This chapter deals with the creation, sending, receipt, validation, acknowledgement and follow -up of 

ICSRs using EVWEB.  

3.1.  Contextual Help  

EVWEB offers a useful feature called contextual help. This interactive assistance aids the user whilst 

creating/editing ICSRs, Safety or Acknowledgement messages, as well as Follow -Ups.  

While in EVWEB, you can check whether the current screen you are in supports contextual help by 

looking at the far right of the dynamic buttons set toolbar. If you see the text ñShow Helpò followed by 

ñOnò and ñOffò buttons, then the screen supports this feature.  

 

Figure 62 -  Contextual help buttons  

 

With the contextual help feature enabled (the button ñOnò is active), you can take advantage of this 

user assistance feature by placing the mouse pointer over a field label. If available help exists for the 

field, the mouse pointer will change to  , and a tooltip will appear above the field label containing a 

descriptive message with further context regarding the specific field.  

 

Figure 63  -  Contextual help tooltip  
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3.2.  Creating Safety Messages & ICSRs  

EVWEB allows you to create Safety messages and ICSRs. If you are a WEB Trader user, you may also 

use EVWEB to send the created Safety messages.  

You can create one or more ICSRs using EVWEB. The system automatically creates a message 

whenever you decide to send or export any created ICSRs.  

We will now go through the process of creating one or more ICSRs.  

Click on the Create and send ICSRs  link in the main menu.  

 

Figure 64  -  Create and send ICSRs screen link  

 

In the dynamic buttons set click on ñNewò. The tree view area will display the structure of a new Safety 

message.  

Since this process involves data entry, please refer to Chapter 1 for a detailed description on how to 

manage the different types of fields when creating an ICSR.  

Clicking on any section in the tree view area will display the corresponding fields available for data 

entry in the active area.  

For a detailed guide of all the fields and sections of an ICSR see the Field Definitions document.  

A separate, step -by -step instruction set on how to create an ICSR is also available as part of the 

EVWEB training course materials.  

 

Figure 65  -  Creating an ICSR  
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By default, any mandatory fields in the active area will be highlighted in red denoting that they are 

invalid or incomplete. This is also the case for sections in the tree view area, which will appear in red 

text and background (this indicates that these i nvalid tree view sections contain invalid active area 

fields).  

Note:  EVWEB uses an internal auto -validation process that determines whether a field contains the 

correct input or not. This process is also responsible for providing a descriptive error message when 

hovering your mouse pointer over the  icon that appears on the right edge of the field.  

Thus, at this stage, you should correctly complete all invalid/incomplete fields and fill in any other 

necessary ones before proceeding with the ICSR creation process. When successfully done, all sections 

in the tree view and active area should appear in b lue text, indicating that no errors are present in the 

Safety message.  

All populated sections should appear in bold text, indicating clearly which sections you have entered 

data in.  

Note:  When creating a Safety message, its MedDRA version will default to the latest MedDRA version 

available by the system. This value is not editable by the user.  

 

The next step involves validating the entire Safety message which, in turn, will validate all included 

ICSRs. EVWEB provides two methods for this function:  

¶ Validate  

¶ Validate & Send  

These two methods appear in the dynamic buttons set of the Create and send ICSRs  screen.  

While the ñValidateò button might seem redundant, since it is already part of the ñValidate & Sendò 

method, it has been included for specific validation scenarios. One such scenario is the importing of a 

local XML file which only needs to be validated and not sent to any receiver. For all other regular 

Safety message creation cases, you can choose ñValidate & Sendò. 

If there are errors when running the validation process on the created Safety message, you will be 

presented with a validation result window in which all invalid fields will be listed, along with a 

description of their errors.  
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Figure 66  -  Validation result window with errors (Safety message)  

 

The errors displayed in the validation result window are grouped per tree view section of the validated 

Safety message. To correct a reported validation error you can either close the validation result 

window (by clicking on the ñHIDEò button) and fix the issue in the Create and send ICSRs  screen, or 

click on a tree view section error from within the validation result window (the bold blue text); this will 

take you directly to the invalid fields of that tree view section. If there are no errors, the "HIDE" button 

will be replaced by an "OK" button.  

The validation process applied by ñValidateò or ñValidate & Sendò occurs locally (client-side validation) 

without the involvement of the remote EVDBMS. Only when a Safety message validates without errors 

will it be submitted for final validation to the EVD BMS (server -side validation).  

Once you have validated a report, if it contains errors then the dynamic buttons set will have a new 

button added to it: "Errors". You can use this button to remind yourself of which errors were reported 

on validation and go directly to them.  

 

 
Figure 67  -  Dynamic buttons showing "Errors" button  

 

Note: If the receiver is not an EMA organisation (i.e. EVHUMAN, EVTEST, EVCTMPROD or 

EVCTMTEST), EVWEB will require from the user to select the validation target type before allowing 

him/her to proceed with the server -side validation process. In this case, the u ser should choose 

between ñPMò (Post-authorisation Module; default for submissions to EVHUMAN or EVTEST), and ñCTò 

(Clinical Trial Module; default for submissions to EVCTMPROD or EVCTMTEST), then click on the 

ñProceed to server side validationò button, as shown in the dialog box below:  
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Figure 68  -  Validation target selection for non - EMA receivers  

 

Please also note that the server -side validation may reveal additional errors, even if the client -side 

validation was error - free.  

For a more detailed description of the validation process and other related information, you can refer 

to the EU Individual Case Safety Report (ICSR) Implementation Guide  (EMA/51938/2013) for E2B(R3) 

messages.  

3.2.1.  Attachments  

The ICH E2B(R3) message format allows for the inclusion of attachment(s) ( literature article and/or 

additional document(s)  held by the Sender ) , to the ICSR  if required.  By attaching documents to the 

ICSR message itself, the sender of an ISO ICSR can  provide supplemental information  that could not 

be provided  other way . 

However, please note that additional documents should not  be routinely attached to ICSRs . The 

main reasons for attaching these additional documents should either be at the request of the receiver 

on a case -by -case basis  or where the correct medical interpretation of the ICSR cannot be made 

without access to the attachment(s) . 

 

Figure 69  -  Validation result window of successfully sent Safety message  

 

The attachments are provided as in - line data transmitted using the encapsulated data type. The main 

usage of this data element will be the provision of literature articles and any associated translation of 

the literature article into English. Other documen ts made available by a primary source (e.g. autopsy 

reports, ECG strips, chest X - ray, or photographs, etc.) can also be provided as attachments using the 

same method.  

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-union-individual-case-safety-report-icsr-implementation-guide_en.pdf
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Also, please note that case narratives should not be provided as file attachments . The data 

element H.1 óCase Narrative Including Clinical Course, Therapeutic Measures, Outcome and Additional 

Relevant Information ô allows for 100,000 characters (this is enough for around 25 pages of average A4 

text). If it is not possible to capture a focused, factual and clear description of the case in 100,000 

characters the repeatable data element Case Summary and Reporter's Comm ents H.5.r.1a can also be 

used. Therefore, the case narrative has no actual limit. However, it should be noted that in accordance 

with ICH E2D and GVP Module VI, organisations creating ICSRs should aim to provide concise 

narratives containing all known relevant clinical information that supports or  refutes the reported 

suspected adverse reactions. The case narratives should avoid repetitions or listing information 

included in structured data elements and which is of limited relevance for the reported suspected 

adverse reaction (e.g. listing all lab test results).  

The t able below  lists the file formats that are supported in the EU along with the Media type that 

should be provided in the relevant ICSR data element . 

Table 6  -  Supported file types in the EU  

File type 

extension  
File type  Media Type (values)  

PDF Portable Document Format  application/pdf  

JPEG/JPG Joint Photographic Experts Group  image/jpeg  

TXT Text file  text/plain  

RTF Rich text file  text/rtf  

TIFF/TIF  Tagged Image File Format  image/tiff  

HTML HyperText Markup Language  text/html  

Doc Word document  application/msword  

Docx  Office Open XML (ISO/IEC 29500) 

wordprocessing  

application/vnd.openxmlformats -

officedocument.wordprocessingml.document  

XLS Excel document  application/vnd.ms -excel  

XLSX Office Open XML (ISO/IEC 29500) 

spreadsheet  

application/vnd.openxmlformats -

officedocument.spreadsheetml.sheet  

DICOM  Digital Imaging and 

Communications in Medicine  

application/dicom  

 

3.2.1.1.  Literature article  

This data element should be used for literature article(s) that describe individual case(s), but not for 

articles used for data analysis.  

Citations should be provided in the style specified by the Vancouver Convention, known as óVancouver 

styleô, which has been developed by the International Committee of Medical Journal Editors. The 

conventional styles, including styles for special situations, can be found in the following reference:  
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International Committee of Medical Journal Editors. Uniform requirements for manuscripts submitted to 

biomedical journals. N Engl J Med 1997; 336:309 -15 . 

The literature citation in Vancouver style is captured in data element C.4.r.1 óLiterature reference(s)ô 

and the Digital Object Identifier (DOI) for the article should be included where available e.g.: 

International Committee of Medical Journal Editors. Uniform requirements for manuscripts submitted to 

biomedical journals. N Engl J Med 1997; 336:309 -15. doi:10.1056/NEJM199701233360422 .  

 

Figure 70  -  EVWEB snippet showing the literature - related fields populated  

 

When ever  the receiver of the case request s the literature article , it  is sent as an attachment . T he 

electronic version of the document (e.g. journal article) is attached to the ICSR in data element C.4.r.2 

óIncluded documentsô (and thus not  in C.1.6.1.r.2 óIncluded documentsô). If an article has been 

previously submitted with an ICSR, the same article document should not be resubmitted for any 

subsequent follow -up ICSRs . 

Within one ICSR, multiple document descriptions (C.1.6.1.r (ICH E2B(R3)) and literature references 

(C.4.r.1 óLiterature reference(s)ô) can be provided, as well as the associated materials.  

In line with GVP module VI , if a literature article refers to more than one ICSR , then the literature 

article should only be attached to the first created ICSR and all the other associated ICSRs should be 

linked to the first ICSR through the linked report number C.1.10.r óIdentification number of the report 

which is linked to this reportô data element.  

In line with ICH -E2B the following applies:  

Table 7  ï ICH E2B(R3) requirements  

Reference  E2B(R3) requirements  

ICH -E2B(R3)  ¶ Data element C.4.r.1 óLiterature Reference(s)ô should be populated with the 

literature reference. The Digital Object Identifier (DOI) for the article should be 

included where available e.g.: International Committee of Medical Journal 

Editors. Uniform requi rements for manuscripts submitted to biomedical 

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-vi-collection-management-and-submission-reports-suspected-adverse-reactions-medicinal-products-rev-2_en.pdf
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Reference  E2B(R3) requirements  

journals. N Engl J Med 1997; 336:309 -15. 

doi:10.1056/NEJM199701233360422.  

¶ The electronic version of the document (i.e. the journal article and a copy of 

the translation where applicable) should be attached to the ICSR in data 

element C.4.r.2 óIncluded Documentsô whenever requested by the Receiver. In 

this situation, the original  ICSR along with all the same medical information 

captured in the E2B(R3) data elements should be retransmitted as an 

óamendmentô report (see VI.C.6.2.2.8. for guidance on amendment reports). 

However, if new additional information is provided, then the ICS R with the 

attachment should be submitted as a follow -up report.  

¶ In addition, all ICSRs which relate to the same literature article should be cross 

referenced in data element C.1.10.r óIdentification Number of the Report Linked 

to this Report (repeat as necessary)ô 

 

3.2.1.2.  Additional (non - literature) document ( s)  held by sender  

If the sender of an ICSR holds additional (non - literature) documents , the data element C.1.6.1 óAre 

additional documents available?ô should be entered as ótrueô and a description of the document should 

be provided in the data element C.1.6.1.r.1 óDocuments held by senderô.  

The electronic version of the clinical document(s) can be provided as attachments in the data element 

C.1.6.1.r.2 óIncluded documentsô. 

If the receiver of the ICSR does not receive additional documents held by the sender and needs to 

subsequently forward the ICSR to another receiver, the data element C.1.6.1 (ICH E2B(R3)) should be 

amended on upon retransmission to indicate that they do no t hold additional documents.  

 

Figure 71  -  EVWEB snippet showing the documents - related fields populated  

 

In line with ICH -E2B the following applies:  
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Table 8  ï ICH E2B(R3) requirements  

Reference  E2B(R3) requirements  

ICH -E2B(R3)  ¶ Data element C.1.6.1 óAre Additional Documents Availableô should be 

completed.  

¶ Section C.1.6.1.r óDocuments Held by Senderô should be completed as 

applicable, where the data element C.1.6.1.r.1 óDocuments Held by Senderô 

should provide a description of the nature of documents (e.g. clinical records, 

hospital records, autopsy reports)  

¶ Whenever the document(s) is/are requested by the Receiver, section 

C.1.6.1.r.2 óIncluded Documentsô should contain the actual attached document, 

if the sender chooses to send the document or is required to do so. The 

processing of personal data should be done in accordance with local dat a 

protection law (see VI.C.6.2.2.10.  for guidance on the processing of personal 

data in the EU).  

 

3.3.  Sending a Safety Message  

To send a completed Safety message you need to click on the ñValidate & Sendò button which is 

located in the dynamic buttons set.  

EVWEB will then proceed to validate the message first on the client -side. If the validation is successful, 

EVWEB will proceed and apply the server -side validation process. If any of these validation checks is 

unsuccessful, you will be presented with the va lidation result window which will contain the errors that 

need correction.  

If both validation steps are successful, EVWEB will send the Safety message to the EVDBMS and place 

a copy of the message in the ñOutboxò view area of the WEB Trader  screen (see sectio n  3.4. WEB 

Trader Screen Functions  of this manual).  After processing, the user will obtain the corresponding 

Acknowledgement (ACK)  for the case submitted via the ñInboxò area (see section 3.4. WEB 

Trader Screen Functions ) . 

 

Figure 72  -  Validation result window of successfully sent Safety message  

 

Attention:  The ñValidate & Sendò button is only available to WEB Trader users. Only WEB Trader users 

are allowed to send messages via EVWEB. If you are a Gateway user you may use EVWEB to create a 

Safety message, but you can only send it through your local Gateway.  
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3.4.  WEB Trader Screen Functions  

Some of these functions will only be available to WEB Trader users  

 

The WEB Trader  screen of the EVWEB application allows WEB Trader users to keep track of sent and 

received Safety and Acknowledgement messages.  

To access the WEB Trader  screen click on the WEB Trader  link in the main menu.  

 

Figure 73  -  WEB Trader screen link  

 

The following screen will be displayed once you enter this link:  

 

Figure 74  -  WEB Trader ñInboxò screen  

 

Directly under EVWEBôs main menu are the ñInboxò, ñSearchò and ñOutboxò view options. By default, 

when you enter this screen you will be presented with the ñInboxò view. 

Here is a brief description of the WEB Trader view options:  

Table 9  ï Description of the WEB Trader view options  

WEB Trader View Option  Description  

 

ñInboxò view option. Enabled by default, allows the user to view all 

Safety and Acknowledgement messages sent to the userôs 

organisation.  

 

ñSearchò view option. Allows the user to perform queries based on 

user -defined criteria to all WEB Trader messages.  

 

ñOutboxò view option. Allows the user to view all Safety and 

Acknowledgement messages sent by the userôs organisation. 

Below these WEB Trader view options, and residing in the active area, is the messages list view.  

If the ñInboxò view option is active, you will find Safety and Acknowledgement messages displayed in 

the list view. These are messages that other organisations have sent to you by specifying your 
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organisation as the receiver. All received messages, regardless of type, will be displayed in your 

ñInboxò view. 

If the ñOutboxò view option is active, you will find Safety and Acknowledgement messages displayed in 

the list view. These are messages that you have sent to other organisations. All sent messages, 

regardless of type, will be displayed in your ñOutboxò view.  

3.4.1.  Handling Messages in WEB Trader  

Besides viewing sent/received Safety and Acknowledgement messages, the WEB Trader  screen also 

allows you to manage these messages. This is possible through the contextual actions menu that 

appears once you click on a WEB Trader message.  

 

 

Figure 75  -  WEB Trader message handling  

 

The available options in the contextual actions menu will adapt according to the type of the selected 

message (Safety or Acknowledgement). In general, the available options will include all or a subset of 

the following:  

Table 10  ï Description of the options in the Contextual Actions Menu  

Contextual Actions 

Menu Option  
Description  

Open  

Loads the selected message and displays it in a typical, read -only, tree 

view and active area layout. See section  2.8.1.3. WEB Trader Screen  

for further information regarding this option.  

Add to workspace  

Adds the selected message to the Workspace  screen for later viewing or 

handling. You can add multiple messages, in the same manner, allowing 

you to concentrate specifically on those items. You can find more 

information about the Workspace  screen and its functions in section  

3.7. Workspace Screen Functions  of this manual.  

Create ACK  

Creates an Acknowledgement message from the selected Safety message 

and auto -completes all common fields between the newly created 

Acknowledgement message and the selected Safety message. If 

required, you can edit any of these auto -completed fields in the 

Acknowledgement message before validating and sending it. See section  

3.4.3. Creating an Acknowledgement Message  and section 3.4.4. 

Sending an Acknowledgement Message  for further information 

regarding the creation and sending of Acknowledgement messages.  

Export  

Exports the selected message into an XML file (which is the typical format 

for a message), or a RTF file (which is the typical "text" document 

format). See section  3.9. Export Functions  for more information 

regarding EVWEBôs export features. 
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3.4.2.  Searching Messages in WEB Trader  

The ñSearchò view option allows the execution of queries based on user-defined criteria to all WEB 

Trader messages. To enter the ñSearchò view mode, click on the magnifying glass icon () which is 

located between the ñInboxò and ñOutboxò view options. 

 

 

Figure 76  -  WEB Trader "Search" view mode  

 

After clicking on the ñSearchò view icon, a criteria ribbon will appear below the ñInboxò, ñSearchò and 

ñOutboxò view options. 

The criteria ribbon is used to define the conditions of a WEB Trader query. This area 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 query.  

To add a criteria item you need to click on the ñ+More criteriaò button that is located in the criteria 

ribbon. This will produce a drop -down list from which you can select the desired criteria item. You can 

repeat this process as many times as necessary t o obtain all required criteria items required for your 

query.  

 

 

Figure 77  -  Adding a search criteria item  

 

Tip:  The WEB Trader criteria ribbon appears only when clicking on the ñSearchò view option which 

appears as a magnifying glass icon ( ). By default, it will not be displayed when entering the WEB 

Trader  screen.  

Once you have selected your criteria items, and before you perform the query, you should define their 

values. This is accomplished by clicking on each criteria item that you have inserted in the criteria 

ribbon, and defining their value using the available options presented.  
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Depending on criteria type, when you click on an inserted criteria item you will be presented with a 

text field, or a calendar in the case of date criteria items, in which you can insert or choose the 

required values.  

 

Figure 78  -  Defining criteria item values  

 

To remove a criteria item you simply need to click on the  icon located on the right side of the item.  

To initiate the search, after having specified the criteria items, you need to click on the magnifying 

glass icon ( ) in the criteria ribbon. The results of the search will be displayed in the active area of 

the WEB Trader  screen in a list view layout.  

You can now manage the search result messages as any other WEB trader message by clicking on 

each one and utilizing the contextual actions menu. See section  3.4.1. Handling Messages in WEB 

Trader  for more information.  

3.4.3.  Creating an Acknowledgement Message  

EVWEB allows the creation of a manual Acknowledgement message. If you are a WEB Trader user, you 

may also use EVWEB to send the created Acknowledgement message.  

Acknowledgement messages are used to inform other users that a Safety message has been received 

and processed. They also report the outcome of the validation (at the receiverôs end) of that Safety 

message and the ICSR(s) it contains.  

Creating an Acknowledgement message is available in the following EVWEB screens:  

¶ WEB Trader  

¶ Workspace  

Note:  You can create an Acknowledgement message in the Workspace  screen only from Safety 

messages that have been added from the WEB Trader  screen (using the ñAdd to workspaceò option 

from the contextual actions menu), or that have been imported using the Workspace  screenôs 

ñImportò function. 

The following example uses the WEB Trader  screen to create an Acknowledgement message (see 

section  3.4. WEB Trader Screen Functions  for more information regarding WEB Trader functions).  

Click on the WEB Trader  link in the main menu.  
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Figure 79  -  WEB Trader screen link  
 

In the ñInboxò view area click on a Safety message. 

 

Figure 80  -  WEB Trader: Creating an Acknowledgement message  

 

A contextual actions menu will appear above the Safety message, providing various options applicable 

to the selected message. One of these options is the ñCreate ACKò which, once clicked, initiates the 

process of creating an Acknowledgement message.  

Note:  EVWEB will require the user to select the validation target type before allowing him/her to 

proceed with the server -side validation process. In this case, the user should choose between ñPMò 

(Post -authorisation Module; default for submissions to EVHUMAN o r EVTEST), and ñCTò (Clinical Trial 

Module; default for submissions to EVCTMPROD or EVCTMTEST), then click on the ñProceed to server 

side validationò button, as shown in the dialog box below: 

 

Figure 81  -  Validation target selection for non - EMA receiver  
 

The user is then presented with the following screen, in which the required fields should be completed 

for the process to continue:  
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Figure 82  -  Creating an Acknowledgement message  

 

Since this process involves data entry, please refer to Chapter 1 for a detailed description on how to 

manage the different types of fields when creating an Acknowledgement message.  

Clicking on any section in the tree view area will display the corresponding fields available for data 

entry in the active area.  

For a detailed guide of all the fields and sections of an Acknowledgement message see the ICH 

E2B(R3) Implementation Guide that is available from the following ICH website: 

https://www.ich.org/page/electronic -standards -estri . 

Since an Acknowledgement message is a receipt confirmation (including validation) of a Safety 

message, it should be addressed to the sender of that Safety message.  

  

https://www.ich.org/page/electronic-standards-estri
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Note:  If you are creating an Acknowledgement message from the WEB Trader  or Workspace  

screens, EVWEB will auto -complete all common fields between the newly created Acknowledgement 

message and the received Safety message. However, it will still be possible to edit any of these auto -

completed fields in the Acknowledgement message.  

By default, any mandatory fields in the active area will be highlighted in red denoting that they are 

invalid or incomplete. This is also the case for sections in the tree view area, which will appear in red 

text and background (this indicates that these i nvalid tree view sections contain invalid active area 

fields).  

Note:  EVWEB uses an internal auto -validation process that determines whether a field contains the 

correct input or not. This process is also responsible for providing a descriptive error message when 

hovering your mouse pointer over the  icon that appears on the right edge of the field.  

Thus, at this stage, you should correctly complete all invalid/incomplete fields and fill in any other 

necessary ones before proceeding with the Acknowledgement message creation process. When 

successfully done, all sections in the tree view and active area  should appear in blue text, indicating 

that no errors are present in the Acknowledgement message.  

The next step involves validating the entire Acknowledgement message which, in turn, will validate all 

included ICSR Acknowledgements. EVWEB provides two methods for this function:  

¶ Validate  

¶ Validate & Send  

These two methods appear in the dynamic buttons set when creating the Acknowledgement message.  

While the ñValidateò button might seem redundant, since it is already part of the ñValidate & Sendò 

method, it has been included for specific validation scenarios. One such scenario is the importing of a 

local XML file which only needs to be validated and not sent to any receiver. For all other regular 

Acknowledgement message creation cases, you can choose ñValidate & Sendò. 

If there are errors when running the validation process on the created Acknowledgement message, you 

will be presented with a validation result window in which all invalid fields will be listed, along with a 

description of their errors.  

 

Figure 83  -  Validation result window with errors (Acknowledgement message)  

 

The errors displayed in the validation result window are grouped per tree view section of the validated 

Acknowledgement message. To correct a reported validation error you can either close the validation 

result window (by clicking on the ñHIDEò button) and fix the issue in the data entry form, or click on a 

tree view section error from within the validation result window; this will take you directly to the 
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invalid fields of that tree view section. If there are no errors, the "HIDE" button will be replaced by an 

"OK" button.  

Once you have validated your ACK(s), if it contains errors then the dynamic buttons set will have a 

new button added to it: "Errors". You can use this button to remind yourself of which errors were 

reported on validation and go directly to them.  

 
Figure 84  -  Dynamic buttons showing "Errors" button  

 

Note:  The validation process applied by ñValidateò or ñValidate & Sendò occurs locally (client-side 

validation) without the involvement of the remote EVDBMS. Only when an Acknowledgement message 

validates without errors in EVWEB will it be submitted for final v alidation to the EVDBMS (server -side 

validation). The server -side validation may reveal additional errors, even if the client -side validation 

was error - free.  

For a more detailed description of the validation process and other related information, you can refer 

to the EU Individual Case Safety Report (ICSR) Implementation Guide (EMA/51938/2013)  for E2B(R3) 

messages.  

3.4.4.  Sending an Acknowledgement Message  

To send a completed Acknowledgement message you need to click on the ñValidate & Sendò button 

which is located in the dynamic buttons set.  

EVWEB will then proceed to validate the message first on the client -side. If the validation is successful, 

EVWEB will proceed and apply the server -side validation process. If any of these validation checks are 

unsuccessful, you will be presented with the v alidation result window which will contain the errors that 

need correction.  

If both validation steps are successful, EVWEB will send the Acknowledgement message to the 

EVDBMS and place a copy of the message in the ñOutboxò view area of the WEB Trader  screen (see 

section  3.4. WEB Trader Screen Functions  of this manual).  

 

Figure 85  -  Validation result window of successfully sent Acknowledgement message  

 

Attention:  The ñValidate & Sendò button is only available to WEB Trader users. Only WEB Trader users 

are allowed to send messages via EVWEB. If you are a Gateway user you may use EVWEB to create an 

Acknowledgement message, but you can only send it through your local  Gateway.  

 

  

http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500165979
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3.5.  ICSRs Screen Functions  

The ICSRs  screen allows users to browse and perform searches at all levels of the EVDBMS. It also 

provides ICSR and Safety message handling through the contextual actions menu, allowing the user to 

apply various processes to items stored in the EVDBMS. These functi ons are performed taking into 

account the general access rights of the users.  

To access the ICSRs  screen click on the ICSRs  link in the main menu.  

 

Figure 86  -  ICSRs screen link  

 

The following screen will be displayed once you enter this link:  

 

Figure 87  -  ICSRs screen  
 

3.5.1.  Handling ICSRs & Safety Messages in the ICSRs Screen  

Besides browsing and searching ICSRs and Safety messages, the ICSRs  screen also allows you to 

manage these items. This is possible through the contextual actions menu that appears once you click 

on a ICSRs  screen item.  

 

Figure 88  -  ICSRs screen item handling  

 

The available options in the contextual actions menu will adapt according to the type of the selected 

item (ICSR or Safety message).  

If the selected item is an ICSR, the available contextual actions menu options will be as follows:  

Table 11  ï Description of the options in the Contextual Actions Menu  
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Contextual Actions 

Menu Option  
Description  

Open  

Loads the selected ICSR and displays it in a typical, read -only, tree view 

and active area format. See section  2.8.1.1. ICSRs Screen  for further 

information regarding this option.  

Follow -up  

Creates a copy of the selected ICSR, adding it to the current Safety 

message in the Create and send ICSRs  screen, and navigates you to 

that screen for modification of the ICSR content. Note that the created 

follow -up ICSR is populated with all values from the selected ICSR. See 

section  3.8. Create a Follow - up, an Amendment or a case Nullification  

Follow -Up & Add to Follow -Ups for more information regarding the 

ñFollow-upò option. 

Add to follow -ups  

Creates a copy of the selected ICSR, adding it to the current Safety 

message in the Create and send ICSRs  screen, but does not navigate 

you to that screen. You remain in the ICSRs  screen to perform other 

actions (i.e. initiate more ñAdd to follow-upsò). See section  3.8. Create 

a Follow - up, an Amendment or a case Nullification  

Follow -Up & Add to Follow -Ups  for more information regarding the ñAdd 

to follow -upsò option. 

Add to workspace  

Adds the selected ICSR to the Workspace  screen for later viewing or 

handling. You can add multiple ICSRs, in the same manner, allowing you 

to concentrate specifically on those items. You can find more information 

about the Workspace  screen and its functions in section  3.7. 

Workspace Screen Functions  of this manual.  

Export  

Exports the selected ICSR into the following formats: ICSR Form, XML, 

RTF and HTML. See section  3.9.2. Single - Item Export  for more 

information regarding EVWEBôs export features and the differences 

between  the  export formats.  

 

 

Figure 89  -  Safety Messages screen item handling  

 

If the selected item is a Safety message, the available contextual actions menu options will be as 

follows:  
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Table 12  ï Description of the options in the Contextual Actions Menu  

Contextual Actions 

Menu Option  
Description  

Open  

Loads the selected Safety message and displays it in a typical, read -only, 

tree view and active area format. See section  2.8.1.1. ICSRs Screen  

for further information regarding this option.  

Add to workspace  

Adds the selected Safety message to the Workspace  screen for later 

viewing or handling. You can add multiple Safety messages, in the same 

manner, allowing you to concentrate specifically on those items. You can 

find more information about the Workspace  screen and its functions in 

section  3.7. Workspace Screen Functions  of this manual.  

Export  

Exports the selected Safety message into an XML file (which is the typical 

format for a Safety message), a RTF file (which is the typical "text" 

document format), or as the Original Message that was sent to/received 

from the system. See section  3.9. Export Functions  for more 

information regarding EVWEBôs export features.  

3.5.2.  Searching ICSRs & Safety Messages in the ICSRs Screen  

A core function of the ICSRs  screen is to allow users to perform searches at all levels of the EVDBMS. 

This is possible through two search methods:  

1.  Simple query  

2.  Advanced query  

Depending on your search requirements, you can use any of these search methods interchangeably to 

obtain the desired search results.  

Note: Organisations should NOT  use the ICSR s  search function to download ICSR for loading into 

their own systems, the ICSR Download  functionality should be used instead. In addition, the 

search criteria for ICSR s searches is different to the ICSR Download function and using ICSR 

search may lead to an organisation missing cases for downloading . 

3.5.2.1.  Simple Query in the ICSRs Screen  

The simple query process is covered in section 2.7.1. Simple Query  of this manual. Please refer to 

that part of the manual for further information regarding this process.  

3.5.2.2.  Advanced Query in the ICSRs Screen  

The advanced query process is covered in section 2.7.2. Advanced Query  of this manual. Please refer 

to that part of the manual for further information regarding this process.  

3.6.  Post Screen Functions  

The Post  screen provides a quick method to import and send a Safety message to the EVDBMS. It 

accepts only XML files that are compliant with the ICH E2B(R3) standard.  To access the Post  screen 

click on the Post  link in the main menu.  
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Figure 90  -  The Post screen link  

 

The following screen will be displayed once you enter this link:  

 

 

Figure 91  -  Post screen  

 

The process is quite straightforward. The user needs to click on the ñImport XMLò button that appears 

at the top left of the Post  screen. This action will display a file selection window in which the user can 

locate and select a local XML file.  

 

  

Figure 92  -  Post screen file selection window  
 

Once the file is selected and uploaded, EVWEB initiates a series of validation checks to make sure that 

the message is eligible, and then proceeds to submit it to the EVDBMS.  

Note:  The maximum XML file size allowed to be submitted via the Post  screen is 20 MB.  

Upon successful submission of the XML file, EVWEB will place a copy of it in your WEB Trader ñOutboxò 

view area for future reference.  
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3.7.  Workspace Screen Functions  

The Workspace  screen acts as a temporary, centralised, area where multiple EVWEB items (ICSRs, 

Safety messages, Acknowledgement messages) can be added for better review and management.  

Attention:  The Workspace  screen retains the added EVWEB items only during an active EVWEB 

session. If a user logs out or terminates the session (i.e. closes the web browser window), the 

Workspace  screen will clear all previously added items. The cleared items are not actually deleted 

since they reside on the remote EVDBMS. Items added to the Workspace  screen are copies that are 

loaded from the remote system.  

To access the Workspace  screen click on the suitcase icon ( ) in the main menu.  

 

Figure 93  -  Workspace screen link  
 

The following screen will be displayed once you enter this link:  

 

 

Figure 94  -  Workspace screen   

 

The main options available to the user are located at the top left of the Workspace  screen. Their 

purpose is described in the following table:  

Table 13  ï Workspace Screen options  

Workspace Screen 

Option  
Description  

 

This is the Workspace  import function of a single  ICH E2B(R3) or ICH 

E2B(R2) compliant XML file (Safety message) in the Workspace  screen.  

With this function,  it is possible to import  (upload) only 1 XML file at a 

time.  

 

This is the Workspace  import function of multiple ICH E2B(R3) and/ or 

ICH E2B(R2) compliant XML files (Safety message) in the Workspace  

screen.  

With this function, it is possible to import (upload) more than 1  XML file s 

at the same  time.  
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Workspace Screen 

Option  
Description  

Messages  

This tab contains the Safety messages that have been imported or added 

to the Workspace  screen  from direct import ( ICSR upload ed) into the 

Workspace  area  or via local import (ICSR added) from the WEB Trader  

screen.  

Reports  
This tab contains the ICSRs that have been added using the ñAdd to 

workspaceò option from the ICSRs  screen.  

Acknowledgements  
This tab contains the Acknowledgement messages that have been added 

using the ñAdd to workspaceò option from the WEB Trader  screen.  

Note:  The option ñAdd to workspaceò, which is available through the contextual actions menu and 

allows the addition of an EVWEB item in the Workspace  screen, will appear only in the WEB Trader  

and ICSRs  screensô contextual actions menu. 

3.7.1.  Import Function  

The Workspace  import function allows importing an ICH E2B(R3) or ICH E2B(R2) compliant XML file 

(Safety message) in the Workspace  screen. The imported file is placed in the ñMessagesò tab and is 

available for further handling. Note that this function is only available when the user is in the 

ñMessagesò tab. 

Note:  ICH E2B(R2) compliant XML files can only  be imported into EVWEB through the Workspace  

import function.  In other words, the ICH E2B(R2) XML file cannot  be uploaded via the Create and 

send ICSRs  screen.  

3.7.1.1.  Import of a single XML file  

The user needs to click on the single XML file import icon ( ) that appears at the top left of the 

Workspace  screen. This action will display a file selection window in which the user can locate and 

select a local XML file.  

 

Figure 95  -  Workspace import function  
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Figure 96  -  Workspace screen: Importing an XML file  

 

If there is a problem with a file (for example, the file size exceeds the maximum allowed size), an error 

message is returned.  

 

Figure 97  -  Error message  

 

Once the XML file is imported, it is placed in the ñMessagesò tab for further handling (see section  

3.7.2. Messages Tab  for more information).  

 

Figure 98  -  Workspace screen: 1 XML file imported  
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It is possible to repeat this operation to add another XML file . The imported XML files  will be placed in 

the ñMessagesò tab for further handling (see section  3.7.2. Messages Tab  for more information).  

 

Figure 99  -  Workspace screen: 2  XML file s imported  

 

3.7.1.2.  Import of multiple XML files  

The user needs to click on the multiple  XML file import icon ( ) that appears at the top left of the 

Workspace  screen. This action will display a new window in which the user can use to locate and 

select multiple local XML file s. 

 

Figure 100  -  Workspace import function  
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Figure 101  -  Workspace screen: Importing multiple  XML file s 

 

To select the XML files, you can click on the  ñ+ò button  ( ) . This action will display a file selection 

window in which the user can locate and select the local XML files.  

  

Figure 102  -  Workspace screen: Importing multiple  XML file s 
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Once the intended files are selected, just click on ñOpenò and the files will be loaded into the ñMultiple 

XML Importò window. If there is a problem with a file (for example, the file size exceeds the maximum 

allowed size), the problematic file will have the colour red  assigned, instead of green .  

  

Figure 103  -  Multiple XML Imported  ï all files are ok  
 

  

Figure 104  -  Multiple XML Imported ï not all files are ok  

In this situation, you can either repeat the upload process by clicking on the ñReloadò button  ( )  or 

delete the XML file by clicking on the ñRemove fileò button  ( ).  
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The Help ( ) button prompts the user to refer to the EVWEB User Manual , where additional 

guidance is available.  

  

Figure 105  -  Help message displayed when the Help button is clicked  
 

Regardless of the  XML files being ok or not, the ñImport to Workspace ò ( )  button finishes 

the upload process by importing only the XML files that are error free. Once the XML file s are  imported, 

they are  placed in the ñMessagesò tab for further handling (see section  3.7.2. Messages Tab  for 

more information).  

 

 

Figure 106  -  Workspace screen: 1 XML file (containing only 1 case) imported  
  

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eudravigilance-evweb-user-manual_en.pdf
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3.7.2.  Messages Tab  

The ñMessagesò tab contains Safety messages that have been imported using the import function of 

the Workspace  screen, or have been added using the ñAdd to workspaceò option (found in the 

contextual actions menu) from the WEB Trader  or ISCRs  screens.  

Tip:  The value in the parentheses following the tabôs title indicates the number of messages available 

in the tab.  

 

Figure 107  -  Workspace screen: The "Messages" tab  

 

The available Safety messages in the ñMessagesò tab are displayed in a list view layout. 

The description fields per message are:  

¶ Message ID:  This is the messageôs identification number. It is a unique code that distinguishes it 

from other messages.  

¶ Source:  This discloses the origin of the message. It could include entries such as:  

- SEARCH 

- WEBTRADER 

- LOCAL 

The ñSEARCHò source descriptor denotes that the message was added to the Workspace  screen 

from a search process. This search process could have been initiated by a simple or advanced 

query in the ICSRs  screen.  

The ñWEBTRADERò source descriptor denotes that the message was added to the Workspace 

screen from the WEB Trader screen.  

The ñLOCALò source descriptor denotes that the message was added to the Workspace screen by 

importing an XML file using the Workspace screenôs import function (see section  3.7.1. Import 

Function  for further details).  

Besides browsing the Safety messages that have been added to the Workspace  screen, the 

ñMessagesò tab also allows you to manage these items. This is possible through the contextual actions 

menu that appears once you click on a Safety message.  



 

 

EudraVigilance -  EVWEB User Manual   

EMA/501718/2018  Page 78 / 119  

 

 

Figure 108  -  Contextual actions menu in "Messages" tab  

 

The available contextual actions menu options that appear in this case are the following:  

Table 14  ï Description of the options in the Contextual Actions Menu  

Contextual Actions 

Menu Option  
Description  

Open  

Loads the selected Safety message and displays it in a typical, read -only, 

tree view and active area format, within the Workspace  screen.  

Note:  After clicking the ñOpenò option, it will be substituted by the option 

ñCloseò which, when clicked, unloads the opened Safety message and 

returns you back to the regular list view layout.  

Edit  
Opens the selected Safety message in the Create and send ICSRs  

screen and allows the modification of its content.  

Remove from 

Workspace  
Removes the selected Safety message item from the Workspace  screen.  

Export  

Exports the selected Safety message into an XML file (which is the typical 

format for a Safety message), a RTF file (which is the typical "text" 

document format), or as the Original Message that was sent to/received 

from the system. See section  3.9. Export Functions  for more 

information regarding EVWEBôs export features.  

 

3.7.3.  Reports Tab  

The ñReportsò tab contains ICSRs that have been added using the ñAdd to workspaceò option (found in 

the contextual actions menu) from the ICSRs  screen.  

Tip:  The value in the parentheses following the tabôs title indicates the number of reports available in 

the tab.  
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Figure 109  -  Workspace screen: The "Reports" tab  

 

The available ICSRs in the ñReportsò tab are displayed in a list view layout. 

The description fields per ICSR are:  

¶ Report ID:  This is the ICSRôs identification number. It is a unique code that distinguishes it from 

other ICSRs.  

¶ Source:  This discloses the origin of the ICSR. It usually will include the entry ñSEARCHò, which 

denotes that the ICSR was added to the Workspace  screen from a search process. This search 

process could have been initiated by a simple or advanced query in the ICSRs  screen.  

Besides browsing the ICSRs that have been added to the Workspace  screen, the ñReportsò tab also 

allows you to manage these items. This is possible through the contextual actions menu that appears 

once you click on an ICSR.  

 

Figure 110  -  Contextual actions menu in "Reports" tab  

 

The available contextual actions menu options that appear in this case are the following:  

Table 15  ï Description of the options in the Contextual Actions Menu  

Contextual Actions 

Menu Option  
Description  

Open  

Loads the selected ICSR and displays it in a typical, read -only, tree view 

and active area format, within the Workspace  screen.  

Note:  After clicking the ñOpenò option, it will be substituted by the option 

ñCloseò which, when clicked, unloads the opened ICSR and returns you 

back to the regular list view layout.  
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Contextual Actions 

Menu Option  
Description  

Follow -up  

Creates a copy of the selected ICSR, adding it to the current Safety 

message in the Create and send ICSRs  screen, and navigates you to 

that screen for modification of the ICSR content. Note that the created 

follow -up ICSR is populated with all values from the selected ICSR. See 

section  3.8. Create a Follow - up, an Amendment or a case Nullification  

Follow -Up & Add to Follow -Ups for more information regarding the 

ñFollow-upò option. 

Add to follow -ups  

Creates a copy of the selected ICSR, adding it to the current Safety 

message in the Create and send ICSRs  screen, but does not navigate 

you to that screen. You remain in the ñReportsò tab of the Workspace  

screen to perform other actions (i.e. initiate more ñAdd to follow-upsò). 

See section  3.8. Create a Follow - up, an Amendment or a case 

Nullification  

Follow -Up & Add to Follow -Ups for more information regarding the ñAdd 

to follow -upsò option. 

Remove from 

Workspace  
Removes the selected ICSR item from the Workspace  screen.  

Export  

Exports the selected ICSR into the following formats: ICSR Form, XML, 

RTF and HTML. See section  3.9. Export Functions  for more 

information regarding EVWEBôs export features.  

3.7.4.  Acknowledgements Tab  

The ñAcknowledgementsò tab contains Acknowledgement messages that have been added using the 

ñAdd to workspaceò option (found in the contextual actions menu) from the WEB Trader  screen.  

Tip:  The value in the parentheses following the tabôs title indicates the number of Acknowledgement 

messages available in the tab.  

 

Figure 111  -  Workspace screen: The "Acknowledgements" tab  

 

The available Acknowledgement messages in the ñAcknowledgementsò tab are displayed in a list view 

layout.  

The description fields per Acknowledgement message are:  
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¶ ACK ID:  This is the Acknowledgement messageôs identification number. It is a unique code that 

distinguishes it from other Acknowledgement messages.  

¶ Source:  This discloses the origin of the Acknowledgement message. It usually will include the 

entry ñWEBTRADERò, which denotes that the Acknowledgement message was added from the WEB 

Trader  screen.  

Besides browsing the Acknowledgement messages that have been added to the Workspace  screen, 

the ñAcknowledgementsò tab also allows you to manage these items. This is possible through the 

contextual actions menu that appears once you click on an Acknowledgement message.  

 

Figure 112  -  Contextual actions menu in "Acknowledgements" tab  
 

The available contextual actions menu options that appear in this case are the following:  

Table 16  ï Description of the options in the Contextual Actions Menu  

Contextual Actions 

Menu Option  
Description  

Open  

Loads the selected Acknowledgement message and displays it in a 

typical, read -only, tree view and active area format, within the 

Workspace  screen.  

Note:  After clicking the ñOpenò option, it will be substituted by the option 

ñCloseò which, when clicked, unloads the opened Acknowledgement 

message and returns you back to the regular list view layout.  

Remove from 

Workspace  

Removes the selected Acknowledgement message item from the 

Workspace  screen.  

Export  

Exports the selected Acknowledgement message into an XML file (which 

is the typical format for an Acknowledgement message). See section  

3.9. Export Functions  for more information regarding EVWEBôs export 

features.  

3.8.  Create a Follow - up, an Amendment or a case Nullification  

3.8.1.  Follow - Up & Add to Follow - Ups  

The ñFollow-upò and ñAdd to follow-upsò options allow you to edit, update and resend existing ICSRs. 

These two options appear in the contextual actions menu of the following EVWEB screens:  

¶ ICSRs  screen (when displaying Safety reports):  
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Figure 113  -  "Follow - up" & "Add to follow - ups" options in the ICSRs screen  

 

¶ Workspace  screen (in the ñReportsò tab): 

 

Figure 114  -  "Follow - up" & "Add to follow - ups" options in the Workspace screen  

 

The ñFollow-upò option creates a copy of the selected ICSR, adding it to the current Safety message in 

the Create and send ICSRs  screen. You are then directed to that screen to modify the specific ICSR 

content (see section  3.2. Creating Safety Messages & ICSRs  of this manual). The created follow -

up ICSR is populated with all values from the selected ICSR, allowing you to locate and modify only the 

fields that require changing.  

The ñAdd to follow-upsò option creates a copy of the selected ICSR, adding it to the current Safety 

message in the Create and send ICSRs  screen, but does not navigate you to that screen. You remain 

in the current screen ( ICSR  or Workspace ) to perform additional actions (i.e. initiate more ñAdd to 

follow -upsò). This provides a type of batch processing, in which you can add multiple follow-up ICSRs 

and then proceed to modify them based on your requirements.  

3.8.2.  Case Amendment  

Serious and non -serious cases which have already been submitted to EudraVigilance may need to be 

amended when, for example, after an internal review or according to an expert opinion some items 

have been corrected (such as adverse event/reaction terms, ser iousness, seriousness criteria or 

causality assessment) but without  receipt of new information that would warrant for the submission of 

a follow -up report. The same would apply to situations where documentations mentioned in an ICSR, 

translations or litera ture articles are requested by competent authorities and are further sent as 

attachments in line with ICH E2B(R3). These submissions are considered as amendment  reports.  

Notes:  










































































