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Disclaimers

This material is based on the latest version of VigiFlow, released in May 
2020. Some features are still under development, therefore the system 
appearance might differ from the slides included in this package.

This PowerPoint presentation has been developed by the UMC for 
training purposes. This material may be passed on to other users of 
VigiFlow. 

The UMC does not take any liability for the correctness or quality of 
any altered, translated or partial versions of this material.
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In this presentation you will find:

• Working with the Report List

• Searching for ICSRs

• Features for workflow support

• Exporting ICSRs



Working with the Report List



Functions in the top bar

Go to the Data 
Entry page to 
enter a new ICSR

Import ICSRs 
in a xml file

Manage xml files 
generated by VigiFlow

Manage user accounts and 
organisations – available 
only for administrator users

Direct access 
to VigiLyze

Open search filters

Export ICSRs in 
PDF, Excel or xml



A single Report List

All the reports contained in your database are available at the Report List. 

To see a specific set of reports, click on Filter to expand the search filter section.



Report list page

The Report List page is divided in 2 sections:

Search 
filters

List of 
reports



Report List - Default view

By default, VigiFlow shows the list of all reports which have the status Open.

The Clear button will remove any entered data from the search section.



Report list – Sorting of columns

Some columns in the list of reports can be sorted and they are indicated with the symbol
(    )

The column in which the sorting is done has a blue background in the heading and the 
arrow indicates in which way, ascending (    ) or descending (    )

Sorted column 
is highlighted



Help texts

Help texts, which can be found at the icon     , provide further information on how to use 
the corresponding field for searching ICSRs.



Searching for ICSRs



Use the filters to search for ICSRs in your VigiFlow database and the matching results will 
be shown in the list of reports below.

The filters can be useful for different purposes, for example analysing how many reports 
you have in your database or detecting duplicates before entering a new ICSR.

Use the search filters to search for ICSRs



Reports can be opened by clicking on blue link, which is the Worldwide unique id.

Click the title headers to sort the reports using these parameters 

Perform a search



Search with no ICSRs found 

This message will be displayed if your search produces no results



Search by initial receive date

To search for ICSRs that were entered in VigiFlow in a certain time period, search by the 
initial and final dates of the time interval, even if the date is incomplete.



Identify the Mean of Reporting

ICSRs can get into VigiFlow through different means of reporting, such as:

• Manual data entry

• eReporting

• Mobile app (MedSafety app)

• Import of xml files in E2B format

Use the Means of Reporting search filter to identify which reports were received 
through a specific mean.



Search by report identifier

If you want to search for a report by its 
identification number, you can use the Report 
identifier search filter to find it by either the 
whole identification number or parts of it.

The search will be done in any of the report 
identifiers, such as:

• Worldwide unique id

• Safety report id (visible only in the data entry 
page)

• Other report id (visible only in the data entry 
page)



Search for study reports

When using the filters Study type and Study name / Study registration number, it is 
possible to search for ICSRs that occurred in the context of e.g. a clinical trial.



Search by patient details

Using the patient information (initials, date of birth or sex) to find ICSRs can be 
particularly useful to investigate if the database contains previous ICSRs from the same 
patient and avoid entering the same ICSR twice.



Search by Reactions / events (MedDRA) 

The Reaction/event (MedDRA) field allows to search terms on any MedDRA hierarchy 
level



Search by seriousness criteria

You can search for reports according to the seriousness criteria attributed to one of the 
reactions.



Search by Drug name (WHODrug)

Searches by drug name (trade name or generic name) will be based in the WHODrug 
dictionary. 



Searches using the Active Ingredient(s) will display ICSRs with products containing the 
selected active ingredient(s).

Search by Active ingredients



Search by ATC code

Type in a full or partial ATC code (Anatomical Therapeutic Chemical) to perform the 
search.

The search will bring all the reports which contain at least one drug that matches the ATC 
code 

Oxcarbazepine
N02BG, N03AF

Tylenol
paracetamol

N02BE



Search by batch numbers

You can search for reports by typing in the first characters of a batch number or the 
complete batch number.

The search will be made on both batch number for Drug and vaccine diluent.



Search by drug indication

The search filter Indication (MedDRA) allows to search by terms in any level of the 
MedDRA hierarchy.



Search including deleted ICSRs

To include deleted ICSRs in your search, mark the tick box Include deleted ICSRs.

Deleted ICSRs cannot be opened by clicking on Worldwide unique id. They are only 
viewable from the list.



The VigiLyze column indicates if the ICSR has been shared with VigiBase and therefore 
visible in VigiLyze for analysis:

• <blank>: the ICSR has not been shared

• ✓: the latest version of the report has been shared

• !: the latest version of the ICSR has not been shared

ICSRs available in VigiLyze



Knowing which ICSRs can be shared with the 
WHO Programme

Use the search filter Show only ICSRs that can be copied to VigiLyze, to know 
which reports contain at least the minimum information to be shared with the 
WHO Programme of International Drug Monitoring.



Find reports with uncoded drugs or reactions

Having all drugs coded in WHODrug and all reactions coded in MedDRA will guarantee 
that your searches are more accurate.

Use the filter Show only ICSRs with at least one drug or reaction that is not coded to 
identify which cases have at least one uncoded drug or reaction so you can prioritize the 
coding.



Audit trail and previous versions of a report

To see the audit trail and the previous versions of a specific report, click on the arrow 
next to its worldwide unique id.

By clicking on a specific worldwide unique id under the audit trail, a PDF is generated 
with the information contained on that version, which allows the comparison with the 
current version of the report.



Features for workflow support



Add a comment to an ICSR

To communicate with the other VigiFlow users in your country about a certain ICSR, use 
the speech bubble icon to add comments.

The comments are internal only, which means that they will not be visible if the report is 
exported either in PDF or in the Excel. 

When a report 
has comments 
the icon is blue Click on the 

comment icon to 
add a new 
comment



Assign reports to users

Assign a report to you or another user at your organization so you can divide the workload within 
your team.

Click on the grey circle near the worldwide unique id to open the menu below.

It is important that your PV centre has clear procedures about reassigning reports.

Users within your organisation are listed and 
you can assign the report to any one of them

If the report already is assigned to 
a user it is specified here

Here you can unassign the report

Here you can assign the report to 
yourself



Find the reports assigned to an user

Use the search filter Assigned To to easily see the list of reports that have been assigned 
to you or someone else at your organisation and know who is working with a specific set 
of reports.



Delegate reports to other PV centres

If the national centre setup a decentralized system in VigiFlow, you can delegate reports to other 
PV centres.

Indicator shows 
how many reports 

are selected

Organisations within your organisation structure 
are listed and you can delegate the selected 

reports to any one of them



Search for reports delegated to a specific PV 
centre

Use the Delegated to organisation search filter to know to which PV centre a certain 
report is currently delegated to.

Your PV centre will always be able to view all the reports that have been either created 
by or delegated to your PV centre.



Search for reports created by a specific PV 
centre

All ICSRs are created by a specific organisation within VigiFlow and this property 
will never change.

Use the Created by organisation search filter to track which PV centre created certain 
reports, even though they might be delegated to other organisations.

These ICSRs were created 
by Regional Centre A but 
they are delegated to the 

National PV Centre



Search report by status

Use the filter Status of report to identify which ICSRs are open, under assessment or 
closed.



Exporting ICSRs



Formats to export ICSRs

VigiFlow facilitates the retrieval / export of ICSRs in different formats, 
depending on the needs:

• PDF: generates individual PDFs for each of the reports selected in the list of 
reports

• Excel: generates a list with all the reports based on the specific filters that 
are applied to the report list 

• Admin statistics: generates an Excel file that provides a quantitative 
overview of the data. This functionality can be useful for compilation of 
annual reports or similar

• XML: generates xml files according to the ICH E2B (R3) standards that can 
be shared with stakeholders that have a database compatible with this 
standard.



Exporting ICSRs: masked and unmasked data

The PDF and xml files can be exported either masked or unmasked. In the masked file, 
personal data that can identify the patient and the initial reporter are replaced by the 
abbreviation MSK. In that way, it is possible to maintain the confidentiality even when 
the ICSR is shared with other stakeholders.

In the unmasked file, personal data is displayed and that is why this format should be 
used with caution.

The following fields are masked:

Patient Initials

Parent initials (in case of a Parent-Child report)

Specialist record number 
GP medical record number 
Hospital record number 
Investigation number 

Initial 
reporter

All data is masked, except for Reporter 
Qualification and Country of reporter



Export to Excel 

By clicking Export, all the ICSRs shown in the Report List will be included in the Excel 
spreadsheet.

The number in brackets shows the amount of reports which will be included in the list. 
The Excel export allows a maximum of 3000 ICSRs per file.



Summary sheet in the Excel 

The Summary sheet provides brief information about the data included in the 
Excel-export.  

Shows the date and 
time for the export

Shows the total number of reports 
included in the export

Shows if any search filter was applied



ICSRs sheet in the Excel 

The ICSRs sheet presents the ICSR information row-by-row, i.e. one row for each 
ICSR. If an ICSR contains several Drugs and/or Reactions they will be included in 
the same cell.



Drugs sheet in the Excel 

The Drugs sheet shows the information for each drug in separate rows. This 
means that if an ICSR contains several Drugs the same ICSR appears in multiple 
rows.  



Reactions sheet in the Excel 

The Reactions sheet shows the information for each reaction in separate rows, 
including the MedDRA hierarchy. This means that if an ICSR contains several 
Reactions the same ICSR appears in multiple rows.  



Admin statistics 

Admin statistics, based on the displayed report list can be exported 
to Excel.

All the ICSRs shown in the Report List will be included in the Admin statistics. 
In the brackets, it is shown the number of reports which will be considered in the statistics



Admin statistics in Excel

The admin statistics Excel consists of several sheets with statistics from VigiFlow.

First is a Summary with Print date, number of reports and the search filters 
applied.

Then there are the following sheets:

̶ Sex

̶ Age group

̶ Serious

̶ Reporter qualification

̶ Country of reporter

̶ Report type

̶ Received from

̶ Created by organisation



Admin statistics in Excel

The statistics are presented by Year, Month and values in respective 
sheet, for example:

from sheet Serious:



Export to PDF 

A batch of ICSRs can be exported to individual PDFs from the Report List. It is also 
possible to export individual ICSRs to PDF from the Data Entry page.

The ICSR can be exported to PDF within the data 
entry view.

Several ICSRs can be exported to PDF at once from 
the report list view.



PDF-export from the report list

For exporting ICSRs from the report list to PDF, they must be selected first. It is possible 
to multiselect ICSRs to export to PDF using the tick-boxes.

The number in parenthesis indicates how many ICSRs have been selected and, therefore, 
how many PDFs will be generated.



Examples of PDF exports

Unmasked PDF Masked PDF



Export to xml

The ICSR in xml format is exported 
from VigiFlow according to the 
international standard ICH E2B (R3).

This export format is relevant when it 
is necessary to share the ICSR with 
another organisation that has a 
database compatible with the ICH 
E2B(R3) standard.
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