Import ICSRs:
Key differences in old versus new VigiFlow

Updated December 2019



Key differences — Access to import module

All users can import ICSRs, not only National PV Centre (NC) users.

In new VigiFlow, sub-organisations are able to import E2B-xml files. This was not possible in
the old VigiFlow, where only National PV Centres could import.
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Key differences — Import formats

Old and new VigiFlow are based on different versions of the ICH E2B standard, (R2) vs (R3).

Imports in new VigiFlow can be done with both formats while the old only handled E2B (R2).

Conversion of formats

When importing E2B(R2) files to new VigiFlow the reports will be converted to E2B(R3) format
when saved in the database.

This means that some of the error messages will be expressed referring to E2B(R3). However,
a Q&A will be compiled to clarify the error messages.



Key differences — Type of imports

Type of imports

In both old and new VigiFlow there are two options when uploading E2B files, one where
strict rules apply and one with looser rules.

In old VigiFlow they are named ’standard E2B’ and 'incomplete E2B’, and in new VigiFlow
"Validated’ and 'Non-validated'.
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Note! when importing E2B(R3) files in new VigiFlow, the only option allowed is ' Validated’ import.



Key differences — Type of imports

Logging of imports
When using the ‘incomplete E2B’ option in old VigiFlow no logging is made in upload statistics:

Upload statistics

message sender sender messag i type of import date in

number identifier number import (tot) NO row is Created in thlS ||St for

00001130 Leo Pharma ZZ Testing 123 manual E2B 05 05 2013 1 (1) S5 72| o
’: 7
2019-00037 Import: Polydactyly of toesy E-LEOPHARMA-95992293 mcomplete E2B upIoads
00001129 Leo Pharma ZZ Testing 123 manual E2B 06 05 2019 1 (1) A2 7T o

Import: Polydactyly of toes, Epilim
00001128 Zaar Pharma Z7Z Testing 123
Import: Polydactyly of toes, Epilim

manual E2B 05 05 2013 1 (1) S2 72| o

F—

In new VigiFlow all uploads are logged, ie also "Non-validated’ uploads will be shown in the import history:

Page 1of 1 € |« - » =  &imports match your search
Sender Import date Import status Import format Mumber of ICERs EZE acklog
TestDE 14062010 10:01:02 O R2 1 Download
Zaar Phamaceuticals 12042018 10:59:08 3 R3 1 Download

Zaar Prama 18042012 100208 All uploads are logged regardless of the Type of import used Dommioad



Key differences — Follow-ups

Identification of follow-ups

The two VigiFlow systems identify follow-ups for imported reports in slightly different ways.
New VigiFlow is slightly more strict due to the automatic handling of follow-ups; since no manual

verification step is available, this is necessary to avoid incorrect report merging (see next pages).

/‘
An imported ICSR is regarded as a follow-up when these two id’s are the

same as for an ICSR already in VigiFlow:

Old VIgIFlOW < * Message sender identifier
* Sender's Safety Report Id

N~

/‘
An imported ICSR is regarded as a follow-up when these three id’s are

the same as for an ICSR already in VigiFlow:

New VigiFlow '< * Sender organisation

* Sender's Safety Report Id
* Worldwide Unique Id




Key differences — Follow-ups

In old VigiFlow, follow-ups are shown in a separate list from which the user
needs to manually Promote or Discard the update:

Updates of previously received cases

Report title Report status Receive date Receipt date Checked out by
2019-00044 Import: Feeling drunk, Feeling assessment I = I 17 06 2019 17 06 2019
20158-00036 Import: Polydactyly of toes, Epilim assessment /\;))/E 06 05 20189 06 05 2018

-‘Promote to primary reportl

List of follow up reports

Repaort title Report Receive Sender's Sender's Sender's
status date version receive receipt
date date
Import: Feeling drunk, Feeling 20190617 2 20190602 20190610 a%

2019-00044 Import: Feeling drunk, Feeling assessment 20190617 1 20190601 2019060%

Aeie




Key differences — Follow-ups

In new VigiFlow, follow-ups automatically updates the follow-up reports with
the original report that already exists in VigiFlow.

Older versions of the report can be viewed via the Audit trail:

Worldwide unigue id Delegated to organisation [Initials Date of birth Reaction [ event (MedDRA)

The latest version updated with follow-up

information is shown in the report list

Drug name (WHODrug)

Uppsala Monitoring Centre MM Feeling drunk

~ SE-ZZZ-AUTHORITY 1234

Feeling., Alcohol stop, Magic mix 17062018 17062018 Open

Audit trail

Worldwide unique id Initial received date Latest received date

CE.77TAUTHORITY 1224 17062018 17062018

To open earlier versions of the
report click on a Worldwide unique
id in the audit trail

Status of report Description Changed date Last edited by

Open Imported
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Key differences — Nullification of report

In old VigiFlow the user needed to manually Discard nullification or Nullify case:

List of follow up reports

Report title Report Receive Sender's Sender's Sender's
status date version receive receipt Dhiscard nullification i
date date
nullification  Import: Feeling drunk, Feeling 20190617 3 20190602 20190610 53 a
2019-00044 Import: Feeling drunk, Feeling assessment 20190617 2 20190602 20180610 4D j | Mullify case l

In new VigiFlow the reports are automatically deleted (nullified):

Worldwide unigue id Delegated to organisation Initials Date of birth Reaction / event (MedDRA) Drug name (WHODrug) Initial received date Latest received date =  Status of report

el

Audit trail )
Automatically deleted reports can

be seen in the report list when
using filter ’ Include deleted ICSRs’

CE.ZTTAUTHORITY 1224 17062018 17062018 Open Imported

Worldwide unigue id eived date Status of report Description Changed date Last edited by

SE-ZZZ-AUTHORITY1234 Open Imported

Vigilyze
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