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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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Functions in the top bar

Export ICSRs in

Import ICSRs
PDF, Excel or xml

in a xml file

Manage user accounts and

organisations — available

only for administrator users ]

Go to the Data Open search filters
Entry page to

enter a new ICSR

ANt

Manage xml files
generated by VigiFlow

Direct access
to Vigilyze

VigiFlow - National PV Centre

[ 2 PDF/Excel’ XML »

Page 1 of 1025 |« n 2 3 4 5 P B

20488 ICSRs match your search with 1 filter(s) applied

D MX-SA-20105A020037

[ Worldwide unique id Delegated to organisation Initials - Date of birth =  Reaction / event (MedDRA) Drug name (WHODrug) Initial received date -  Latestreceiveddate v  Status of report = Vigilyze = @
+ [ UMC-UMCORG-200020802 ° Hospital A2 Cardiac arrest Chiaroquine 30072020 30072020 Open
~ [ unc-UMCORS.300020000 o National PV Cantre Discomfort Digvan 28072020 28072020 Open [
+ [ UMC-UMCORG-200020890 @ National PV Centre Hypatension Lamictal 27072020 27072020 Open
W [ AE-DOH-ARID00S1411218 National PV Cantre 07011971 Cardiac arrest 20072020 30072020 Open
[ LV-EMA Testoase08 nuilfyme National PV Cantre WH Jaundice, unsoecified, nat of newbom 27062018 07072020 Open
+ [ EE-EMA-Tesicase0T-falowmeup National PV Cantre MH Jaundice, unspecifiad, not of nawbom 27082019 07072020 Open
~ [ DE-EMA-Testcase0s National PV Cantre HVII Liver failure 37062010 07072020 Open
C)upenaT 05 Naiional PV Centre N Cardizc arrest Calgol. Calpol 27062018 O7072020 Open
[] US-SPONSOR-TESTCASED4 National PV Cantre Polydactyly of toas Wigraleve pink. Migraleva pink 27062019 07072020 Open
[Jus-sPoNsCRTESTCASER: Natianal PV Cantre WH Pre-eclampsia Wigraleve gink. Migraleve pink 27062018 07072020 Open
[] US-MAH-TESTCASE02 National PV Cantre JTK 22031831 Foad interaction, Explosive dismhoea 27082019 07072020 Open
[ s=-Ema-TESTCASEDT National PV Cantre MN Cardiac amrest Calpol, Calpol 37062010 07072020 Open
[ umc-UMCORG-200020828 @ National PV Centre 02062020 03062020 Open
[ x-54.202084000135 National PV Cantre Gastrointestinal toxicty, Drug toxicty NOS, Neutropenia, Hypertension artarial | Zaltrap, Iningtecan, Calcium folinate, Fluorouracd, Levathyraxine 27052020 27052020 Open
[JMx-sa-20185A020042 National PV Cantre Lack of drug efiect, Product use izsue Agidra solostar 27052020 27052020 Open
[ MX-5A-20185A030044 National PV Cantre Peritonsillar abscass Oxaliplatin, Caleium folinate, Fluarouraci 27052020 27052020 Open
[ wx-5a.2010sA030028 National PV Cantre Flu ke symptoms Influenza vacsine 27052020 27052020 Open
[ mx-5A-201854020848 Naiional PV Centre Influenza. Vaccination failure Influenza vaccine 27052020 27052020 Open
[ x-54-20185A030820 National PV Cantre 01011950 Cargiovascular symptom, Urinary incontinenca Insulin glargine, Humalog Mix25, Humalog mix50 27052020 27052020 Open
Natianal PV Cantre Fetal death, Drug exposure during pregnancy Acatylsalicylic acid, Progesterane 27052020 27052020 Open



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.

VigiFlow - National PV Centre

] worldwide unique id

[Jumc-UMCORG-200020002
Oow
[Jumc-uMcORG-300020828
Oa
Ouw

([ EE-EMA-TestcasedT-followmeup

ORG-300020800

H-ARO00014/1218

EMA-Testcasel8-nullifyme

A-Testozsald

Jurema-

D US-SPONSOR-TESTCASEDS

ESTCASEDS

[Jus-s=onsoR-TESTCASED:
[Jus-MaH-TESTCASEDZ

(] sE-EMA-TESTCASEDT
[JumMc-UMCORG-300020838
[ M-54-20208A000185
[Jmx-5a-20125A030043
[(IM%-54-201254030044
[Jmx-sa-2012m030028
[(Imx-54-201254030048

[Cmx-za

201054020020

v D M¥-SA-20185A030937

Delegated to organisation

Hospital A2

Mational PV Centre

National PV Centre

Mational PV Centre

Mational PV Centre

National PV Centre

Mational PV Centre

Mational PV Centre

National PV Centre

Mational PV Centre

National PV Centre

Mational PV Centre

Mational PV Centre

National PV Centre

Mational PV Centre

National PV Centre

Mational PV Centre

Mational PV Centre

National PV Centre

Mational PV Centre

20498 IC SRs match your search with 1 filter(s) applied

Initials

MH

MH

HVII

MM

MH

JTK

MM

Date of birth

07011971

2203181

01011850

Reaction | event {MedDRA)

Cardiac arrest

Discomfort

Hypatension

Cardiac arrest

Jaundice, unspecified, not of newborn

Jaundice, unspecified, not of newborn

Liver failure

Cardiae arrest

Polydactyly of toes

Fra-aclampsia

Food interaction. Explosive diarhoea

Cardiac arrest

Gastrointestinal toxicity, Drug toxicty NOS, Neutropenia, Hypertension arteria

Lack of drug effect, Product use issue
Peritonsillar abscess

Flu like symptoms

Influenza, Vaccination failure

Cardiovascular symptem, Urinary incentinence

Fetsl death, Drug exposure during pregnancy

Drug name (WHODrug)

Chiaroguine
Diovan

Lamictal

Caipol, Calpol
Migraleve pink, Migraleve pink

Migraleve pink, Migraleve pink

Calpal, Calpel

Zaltrap, Irinctecan, Calcium folinate, Fluerouracd, Levothyraxine

Apidra solostar

Oxaliplatin, Calcium folinate. Fluorouracl

Influenza vaccine

Influenza vaccine

Insulin glargine, Humalog mix25, Humalog mix50

Acetylsalicylic scid, Frogesterona

Initial received date

30072020

28072020

27072020

20072020

27062018

27082018

27062010

27062018

27082018

27062010

27062018

27082010

03062020

27052020

27052020

27052020

27052020

27052020

27052020

27052020

Page 1 of 1025 « ¢ n 2 3 4 5 . I

Latest received date

30072020

28072020

27072020

20072020

07072020

07072020

07072020

07072020

07072020

07072020

03062020

27052020

27052020

27052020

27052020

27052020

27052020

27052020

Status of report Vigilyze = @

Open
Open !
Open
Open
Open
Open
Open
Open
Open
Open
Open
Open
Open
Open
Open
Open
Open
Open
Open

Open



Report list page

Search
filters

List of
reports

Initial received date (from) Initial received date (to)

~ v
Report type

Weans of reporting

Reporter qualification

Report identifier &

Study type

Study name / Study registration number €

[ Include deleted ICSRs
[[] ‘Show only ICSRs that can be copied to VigiLyze
[C] ‘Show only ICSRs witn 2t least one drug or reaction that is not coded

20458 IC5Rs match your search with 1 filteris) applied

[ worldwide unique id

v CORG-300020802 ° Hospital A2

hd ORG-300020800 @ National PV Centra

hd ORG-200020899 @ Mational PV Centre

g -DOH-ARND001411218 National PV Centre

~ MA-Testcase08-nullifyme National PV Centre MH

~ _EMA-Tesicase07-followmeup National PV Centre MH

~ National PV Centre HVII

+ [JJP-EMA-TESTCASEDS National PV Centre MN

el SONSOR-TES E0q Mational PV Cantre

~ [[|US-SPONSOR TESTCASEDS Nationsl PV Centre MH
National PV Centre JTK
National PV Centre. MN

Delegated to organisation  Initials

Date of birth

aTo11eT1

22031931

The Report List page is divided in 2 sections:

Report title ©

Initials @

Sex

Date of birth €

Reaction | event {MedDRA)

Cardiac arrest

Discomfort

Hypatension

Cardiac arrest

Jaundice, unspecified. not of newbom
Jaundice, unspecified, not of newbom
Liver failure.

Cardiac arrest

Polydactyly of toes

Pra-aclampsia

Food intesaction. Explosive diamhoea

Cardiac arrest

Status of report @

Open

Reaction / event (MedDRA) @

Serious

Seriousness criteria

Outcome of reaction

Assigned to

Delegated to organisation

Created by organisation

Drug name (WHODrug)

Chloroguine.
Dicwan

Lamictal

Calpol, Calpol
Migraleve pink. Migraleve pink

Wigraleve pink, Migraleve pink

Calool. Calool

Received from

name (WHODrug) €

Active ingredient(s) (WHODrug) €

v
ATC code €
v
Additional drug-related problems
v
Batch number i Diluent bateh number @
v
Indication (MedDRA) €
v

;

Page 10f 1025

Clear

Initial received date Latest received date w  Status of report Vigilyze
30072020 Open
28072020 28072020 Ogen
27072020 27072020 Open
20072020 20072020 Open
27082018 07072020 Open
TOS2018 97072020 Open
27082018 07072020 Open
27082018 07072020 Open
7052018 97072020 Open
27082018 07072020 Open
27082018 Open

052018 07072020 Coen



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.

Initial received date (from) € Initial received date {to] Report title € Status of report & Received from
A hd v A d
Report type Initials € Drug name {WHODrug) @
hd o
Means of reporting Sex Serious Active ingredientjs) (WHODrug) @
v ~ v
Reporter qualification Date of birth & Seriousness criteria ATC code &
v v v
Report identifier © Outcome of reaction Additional drug-related problems
v v
Study type Assigned to Batch number | Diluent batch number 8
v v
Study name | Study registration number € Delegated to organisation Indication (MedDRA) @
hd e
[ Include deletzd ICSRs Created by organisation

[ Show only ICSR: that ean be copied to Vigilyze

v Search (o=l
[ Show only ICSRs with at least one drug or reactin that is not coded

20498 ICSRs match your search with 1 filter(s) applied Page 1071025  « n 20345 s »
(] worldwide unique id Delegated to organisation Initials = Date of birth = Reaction  event (MedDRA) Drug name (WHODrug) Initial received date &  Latest received date v rSlatus of report -]
~ [JUMC-UMCORG-200020802 o Hospital A2 Cardiac arest Chioroguine 30072020 30072020 Open
~ [ UMC-UMCORG-2300020000 @ National PV Cantra Diseomfort Diavan 28072020 28072020 Open 1
~ [ UMC-UMGORG-200020888 @ National PV Centre Hypatension Lamictal 27072020 27072020 Open
- H-ARIDODE1411218 National PV Gentre 07011871 Cardiac arest 20072020 20072020 Ooen
- MA-Testoasa0s-nuliyme National PV Cantra MH Jaundice, unspacifiad, not of nawbom 27062018 07072020 Open
~ [ EE-EMA TestcasedT-fallowmeup Nationsl PV Gentra MH Jaundice. unsoecified. not of newborm 27062018 07072020 < Ooen >
~ [ DE-EMA-Testesse0s National PV Cantra HvII Liver failura 27062018 07072020 Open
~ [JJFEuATESTCASEDS National PV Centre MN Cardiac arest Calpol. Calpol 27062018 07072020 Open
~ [JUs-SPONSORTESTCASEDS National PV Centre Palydzctyly of toes Migraleve pink. Migraleve pink 27062018 07072020 Open
w [JUS-SPONSOR-TESTCASEDS National PV Cantra MH Pra-gclampsia Migraleve pink. Migraleva pink 27062018 07072020 Open
~ [JUS-MAHTESTCASED2 National PV Centre JTK 22031931 Foad interaction, Explosive diamnoea 27062018 07072020 Open
s Mloc cas ccezcaccns National PV Gantre MN Cardiac arrest Calol. Calocl 27062018 07072020 \_2o=n J



€ € ¢ € ¢ ¢ ¢ ¢ ¢ ¢ <

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 ( «)

Worldwide unigue id

UMC-UMCORG-300000493
UMC-UMCQORG-300000492
UMC-UMCORG-300000491

UMC-UMCQORG-300000490

DE-Boehringeringelheim-2019-00011

UMC-UMCQORG-300000487

AE-DOH-AR/000628/0919

AE-DOH-AR/000629/0919

AE-DOH-AR/000630/0919

AE-DOH-AR/000631/0919

AE-DOH-AR/000633/0919

Delegated to organisation

.\ National Centre
o National Centre
o AMC-1

AMC-1

e National Centre
@ National Centre

National Centre
National Centre
National Centre
National Centre

National Centre

Initials

CA

ZZX

ABC

UNK

Date of birth

12072016

25011985

20021990

26122017

01011986

21091950

Reaction / event (MedDRA)

Rash
Gl pain
Palpitations, Allergic asthma

Polydactyly of toes

Drug name (WHODrug)

Ery-max

Cephaloxin
Ibuprofen
Pradaxa

Propyithiocil

Initial received date

18102019

18102019

18102019

18102019

17102019

16102019

14102019

14102019

14102019

14102019

14102019

Sorted column

is highlighted

Latest received date ~

18102019

18102019

18102019

18102019

18102019

16102019

14102019

14102019

14102019

14102019

14102019

Status of report VigiLyze + ©

Open
Open
Open
Open
Open 1
Open
Open
Open
Open
Open

Open

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

Al | 2 Export~

State of report © You can search for reports on selected MedDRA ferm. Received from

[ L4

For example:

Reaction / event (MedDRA) € « ageneral search on SOC Skin and subcutaneous tissuwe dizorders will include

| reports with MedDRA Lowest Level Term (LLT) that belongs to this SOC in [ e

the result [
Serious Jrug) &
— :

Uppsala
Monitoring
Centre

- Building a global safety culture
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Use the search filters to search 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.

Initial received date (from) € Initial received date {to) Report title € Status of report @ Received from
b b w hd
Report type Initials @ Reaction / event (MedDRA) @ Drug name (WHODrug) @
v e
Means of reporting Sex Serious Active ingredient{s) (WHODrug) @
W W W
Reporter qualification Date of birth & Sericusness criteria ATC code @
v v v
Report identifier € Outcome of reaction Additional drug-related problems
b W
Study type Assigned to Batch number / Diluent batch number €
w v
Study name | Study registration number € Delegated to organisation Indication (MedDRA) €
v (1)
D Include deleted ICSRs Created by organisation
D Show only ICSRs that can be copied to Vigilyze w Search |EsEED

D Show only |CSRs with at least ene drug or reaction that is not coded

Uppsala
Monitoring
Centre

- Building a global safety culture



Perform a search

Study type Assigned to Batch number / Diluent batch number €

Study name | Study registration number & Delegated to organisation Indication (MedDRA) €

(] Include deleted ICSRs
(] ‘Show only ICSRs that can be copied to

~ e seoena - Click the title headers to sort the reports using these parameters

20498 1€ 5Rs match your search with 1 filter(s) applisd Page 1 of 1025

[C] worldwide unique id Delegated to organisation  Initials Date of birth Reaction | event {MedDRA) Drug name (WHODrug) Initial received date Latest received date v Status of report

b |:| UMC-UMCORG-2000200802 Hospital A2 Cardiac arrest Chioroguine 30072020 30072020 Cpen

CORE-300020800 0 National PV Centre Discermfort Diavan 28072020 28072020 Ooen !

v |

- |:| UMC-UMCORG-300020888 National PV Centre Hypotension Lamictal 27072020 27072020 Open

~ _ARIOD0014/1218 National PV Centre 07011871 Cardiac arrest 20072020 20072020 Open
National PV Centra MH Jaundice, unspecified, not of newborn 27062019 07072020 Open
National PV Centre MH Jaundice, unspecified, not of newborn 27082018 07072020 Open
Mational PV Centre HYII Liver failure. 27082010 07072020 Open
National FV Centre MM Cardiac arrest Calpol, Calpol 27062018 07072020 Open

w [Jus-SPONSOR-TESTCASEDS National PV Centra Polydactyly of toes Migraleve pink, Migraleve pink 27082010 07072020 Open

- |:| US-5PoNSOR-TESTCASEDS National PV Centre MH Pre-zclampsia Migraleve pink. Migraleve pink 27062018 07072020 Open

v [Jus-masTeskcassoz Natienal PV Centre JTK 22031021 Food interaction, Explosive diarhoea 27062010 07072020 Open

Ev National PV Centre MN Cardiac armest Calpol. Calpol 27062018 07072020 Open

- e National PV Centre 02082020 03082020 Open

w Matianal Py Cantra Gastrointestinal taxicity, Drug toxicity MOS, Neutropenia, Hypertension arterial  Zaltrap, Irinotecan, Calcium folinate, Fluarouraci, Levothyroxine | 27052020 27052020 Open

- National PV Centre Lack of drug effect, Product use issue Apidra solostar 27052020 27052020 Open

- Mational PV Centre Peritonsillar sbscess Onaliplatin, Caleium folinate, Fluorouracil 27052020

EvS National FV Centre Flu like symptoms Influenza vaccine 27052020

- Mational PV Centre Influenza, Vaczination failure Influenza vaccine 27052020

- |:| MX-SA-2018SAD30EYE National PV Centre 01011850 Cardiovascular symptom, Urinary incontinence Insuiin glargine. Humalog mix25. Humalog mix50 27052020

v [Jxsa-201esA0a0es National PV Centre Fetal death, Drug exposure during pregnancy Acstylsalicylic acid, Progestarons 27052020

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



Search with no ICSRs found

Initial received date {from) @ Initial received date (to)
w | 2000 w | 2000

Report type
Means of reporting
Reporter qualification

Consumer or other Non-Health Professional
Report identifier [+]
Study type

Study name / Study registration number €

[[] Includs deleted ICSRs
D Show only ICSRs that can be copied to Vigilyze
D Show only ICSRs with at least one drug or reaction that is not coded

No ICSRs found.

This message will be displayed if your search produces no results

Report title ©

Initials ©

Sex

Date of birth @

Status of report 9

Reaction / event (MedDRA) @

Serious

Seriousness criteria

Outcome of reaction

Assigned to

Delegated to organisation

Created by organisation

Received from

W
Drug name {(WHODrug) €
Active ingredient{s) (WHODrug) &
ATC code @
Additional drug-related problems
W

Batch number ! Diluent batch number 9

Indication (MedDRA) @

Uppsala
Monitoring
Centre

- Building a global safety culture



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.

Initial received date (from) @ Initial received date to) Report title € Status of report & Received from
w | 2012 v | 2012 o ~
Report type Initials & Reaction / event (MedDRA) © Drug name (WHODrug) @
v e
Means of reporting Sex Serious Active ingredientis) (WHODrug) @
b b W
Reporter qualification Date of birth @ Seriousness criteria ATC code @
L g A
Report identifier € Qutcome of reaction Additional drug-related problems
W W
Study type Assigned to Batch number / Diluent batch number €
W W
Study name ! Study registration number & Delegated to organisation Indication (MedDRA) €

hd L)
D Include deleted ICSRs Created by organisation
D Show only ICSRs that can be copied to Vigilyze " el Clear

D Show only ICSRs with at least one drug or reaction that is not coded

0 |CSRs selecied » | 1 ICSRs match your search with 1 filter(s) applied Page1of1 « <« ¥

D Worldwide unigue id Delegated to organisation  [nitials Date of birth Reaction / event (MedDRA) Drug name (WHODrug) | [nitial received date atest received date « Status of report Vigilyze e

v [JUMC-UMCORG-2082 National P Centre B_OB URTI Tol 01012012 1012018 Open !




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.

Initial received date (from) € Initial received date (to) Report title € Status of repart @ Received from
W b b b
Report type Initials € Reaction / event (MedDRA) & Drug name (WHODrug) @
v L2
(ﬁans of reporting \ Sex Serious Active ingredient(s) (WHODrug) €
v W v
. Seri teri
Manual data eml—.'_. Date of birth 9 eriousness criteria ATC code a
eReporting b hd
eReporting - Industry Qut ; G Additional d ated .
i utcome of reaction it -
Mobile app ional drug-related problems
Import - validated hd i
Import - non-validated Assigned &
ssigned to i
Unknown gl Batch number [ Diluent batch number &
v
Study name | Study registration number €@ Delegated to organisation Indication (MedDRA) ©
v o
D Include deleted ICERs Created by organisation
D Show only ICSRs that can be copied to Vigilyze v el Clear

D Show only ICSRs with at least ene drnueg or reaction that is not coded



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)

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

Report identifier €

ER-palderma

STy Ty

Study name | Study registration number €&

[[] Include deleted ICERs
D Show only ICSRs that can be copied to Vigilyze
D Show only ICSRs with at least one drug or reaction that is not coded

) ICSR: 63 ICSRs match your search with 1 filter(s) applied

D Worldwide unigue id Delegated to organisation  Initials
Y [)ER-GALDERMA-BRIN02554 HaticnaRRVICentie REES
b [)er-caLDERMA-BR1T0ZE6S National P Cantre ALMS
¥ [er-GaLDERMA BR1TGO2T22 SR R EIE =
b [ er-GaLDERMABRITHZ402 Natienal BV Cantz NLFM
b [ er-GALDERMA-BR1TGH2314 SEDE R EIE Cha
L D BR-GALDERMA-BR17Q02077 National PV Centra JFC
b [ er-caLDERMA-BR1702050 HaticnaRRVICentie Lo
k [)BR-GALDERMA-BR1T! anza SR R EIE Las
¥ [ =r-GALDERMA-BR17GZ023 SRR o
b [(er-GaLDERMA-BR17¢02001 Natianal FW Centre JEm
b [(Jer-caLDERMA-BR1TG0O1EE National PV Centre eSS
b [ =r-cALDERMABR17d00T1 Naticnal BV Centr Gss
b [ er-caLDERMA-BR17000E2 HaticnaRRVICentie B
b [(Jer-caLoermaBrR17go0sTE National PV Centre RES
b [ er-GaLDERMA-BR1THH0S00 RlationalRiAE cate: Gt
b [ er-caLDERMA-BR170O7SD National P Cantre RABS
b [(Jer-caLDERMA-BR1TG0OT03 National PV Centre LS
L D BR-GALDERMA-BR17HD0STT National PV Centra MAAN
by [ er-caLDERMA-BR17dI0S61 Natianal FY Centre ™

[ er-GALDERMA-BR1T008E0 National PV Cantra Tos

Date of birth

13121983

02012003

12011968

12111005

11051986

04081987

27121977

04041920

02041987

02021980

15041982

28031987

16021940

03111081

20042006

04072003

20051943

190819856

Reat

Drug

Ston

Diso

Cong

Drug

Drug

Red

App!

Inten

Con



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.

Initial received date {from) & Initial received date (to} Report title © Status of report ©
W b v
Report type Initials Reaction ! event (MedDRA) €
d o
Means of reporting Sex Serious
v ~ W
Reporter qualification Date of birth € Seriousness criteria
o w v
Report identifier (] Dutcome of reaction
o
Study type Assigned to
Clinical trials hd hd
Study name ! Study registration number € Delegated to organisation
e
nclude deleted TSRS Created by organisation
D Show only IC5Rs that can be copied to Vigilyze "

D Show only ICSRs with at least one drug or reaction that is not codead S
D nclude sub organisations

2 IC 5Rs match your search with 2 filter(s) applied

D Worldwide unique id Delegated to organisation  Initials Date of birth Reaction / event (MedDRA)  Drug name [WHODrug) Initial received date

o D MX-ELI_LILLY_AMD_COMPANY-MXZ02002000087 MNational PW Centre Myocardial infarction Abemaciclib 17022020

W D M-ELI_LILLY_AND_COMPANY-MX202001000053 Mational PV Centra Myocardial infarction Abemaciclib 30012020

Received from

W
Drug name (WHODrug) &
Active ingredient{s) (WHODrug) €
ATC code ©
Additional drug-related problems
~

Eatch number | Diluent batch number @

Indication (MedDRA) @

Seal Clear

Page 1 of 1 &

Latest received date « Status of report Vigilyze
17022020 Open
30012020 Open

(=]



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.

Initial received date {from) @ Initial received date {to) Report title € Status of report @ Received from
L b v W
Report type Initials € Reaction | event (MedDRA) © Drug name (WHODrug) €
v JD o
Means of reporting Sex Serious Active ingredient{s) (WHODrug) 5]
v Female v v
Reporter qualification Date of birth & Seriousness criteria ATC code ©
v v w
Report identifier (=] Qutcome of reaction Additional drug-related problems
v v
Study type Assigned to Eatch number | Diluent batch number @
e e
Study name | Study registration number @ Delegated to organisation Indication (MedDRA) €
v e
D Include deleted ICSRs Created by organisation

[[] Shew only ICSRs that can be copied to VigiLyze w Search ||EeED

D Show only IC5Rs with at least one drug or reaction that is not coded o
[ Inciude sub organisations

0 |C5Rs selected = 3 ICSRs match your search with 2 filter(s) applied Page 1of1 =« < n +
D 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 Vigilyze (2]
" D SE-UMCPRS-dfadeT-120f-4345-0187-0ocf3 eadTob Mational PV Centre JD 20081974 11-beta-hydroxylase deficiency 30072018 30072018 Open
W D UMC-UMCORG-300000052 Mational PV Centre JD Betaferon 01032018 01032018 Open
Mational PV Centre JD Flu-lixe symptoms Betaferon 10012018 10012018 Open

b D UMC-UMCORG-200000025



Search by Reactions / events (MedDRA)

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

level

Initial received date {from) & Initial received date (to)

v v
Report type

Means of reporting

Reporter qualification

Report identifier &

Study type

Study name ! Study registration number €

[ Include deleted ICSRs
[C) ‘Show oniy ICSRs that can be copied to VigiLyze
[T ‘Show only ICSRs with at least one drug or reaction that is not coded

I+ 141CSRs match your search with 1 filter{s) applied

[] Worldwide unique id Delegated to organisation

¥ [ MinionPH-123-456 Mational Gentre

~ [ MinionPH-122-456 National Cenira

~ ] SE-UMCDEMO-2020-00002 Regonalcarke

-00002 National Cenire

~ []=E-UMCDEMC

-00002 Regicnal Centre

+ [Jse-umcDEMO-
National Cantre

National Centre

18P-008-1455003-00 @ Mational Cantra
+ [JUMC-UMCORG-127 National Genire

v [Jumc.

~ D UMC-UMCORG-101

CORG-128 National Centre

Naional Centre
v [Je=encz0iei1izs National Cenira

Mational Centre

National Centre

v
v
v
v
Initials Date of birth
22061960
23061980
cA
23061980
ED 0202190
Jul
12121028
JG 04041978
unknown

Report titls @

Initials &

Date of birth §

Status of report @

Reaction | event (MedDRA} €
Injury, poisoning and procedural complications

Serious

Seriousness criteria

Qutcome of reaction

Assigned to

Delegated to organisation

Created by organisation

action | event {(MedDRA)

Jatlag. Hest strake
Jet lag, Hest stroke
Bruising
Bruising
Bruising

Jet lag, Hest stroke

Drug exposure during pregnancy

\Wrong dosage form

Bug bite

Bus accident

Anging sttack. Heart injury

Syncope, Fall, Compression of fractured vertsbra, Fain

Drug name confusion, Palpiations, Dizziness

Drug name (WHODrug)

Helles 3-i-en
Helles 3-i-en
Fradzxa
Pradaxa
Pradaxa

Helles 3-i-en

Pradso

DeBug

Drug not taken in context of intercepted medication ermor | Alvedon, Ipren

Bambus

Irbesartan, Crestor, Serenoa repens

Cisplatin, Pemetrexed, Folidoce, Optovite b12, Forecortin

Initial received date

08062020

08062020

14052020

14052020

12052020

11022020

25112010

25112019

02092010

02092018

28032018

311020128

27022019

Received from

Drug name (WHODrug) @

Active ingredient(s) (WHODrug) @

ATC code @

Additional drug-related problems

Batch number / Diluent batch number €

Indication {MedDRA) @

Latest received date «

12062020
08082020
14052020
14052020
12082020
11022020
25112019
25112019
02092010
Q20920189
28032018

27112018

Clear

Page1of1  «

Status of report Vigilyze = ©

Under assessment
Open
Open
Cpen
Open
Open
Open
Open
Cpen
Open
Open
Open
Cpen

Open



Search by seriousness criteria

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

Initial received date {from) @ Initial received date (to} Report title @ Status of report @ Received from
hd hd v v
Report type Initials © Reaction / event (MedDRA) © Drug name (WHODrug) €
v e
Means of reporting Sex Serious Active ingredient(s) (WHODrug) &
v v
Reporter qualification Date of birth & Seriousness criteria ATC code @
hd v Results in death v

Report identifier @ Additional drug-related problems

Caused / prolenged hospitalisation
Congenital anomaly f birth defect hd

Disabling / incapacitating
Study type i, i
y typ Life threatening Batch number / Diluent batch number ©
il Other medically important condition

Resuls in death

Study name | Study registration number & Indication (MedDRA} €

[ include deleted ICSRs Created by organisation

[[] Show anly ICSRs that can be capied to Vigilyze -

[[] Show only ICSRs with st least one drug or reaction that is not coded -

[ Inciude sub arganizztions
23 IC5Rs match your search with 1 filter(s) applied Pageiof2 & n 2 0w
[[] Worldwide unique i Delegated to Initials Date of birth Reaction / event {MedDRA] Drug name Initial received Latest received Status of report | Vigilyze
organisation [WHODrug) date date Q
- National Gentre z= 01012010 Acoessory breast, Ghronic prostatitis, Granial sutures widening, Bone giant cell tumor malignant, Gallbladder edema, Fascioliasis, 03082020 02062020 Open
Chiamydia trachomatis infection
~ MINION-D0000044 National Cenire MiNiOn 01012010 Accessory breast, Chronic prostatitis, Cranial sutures widening 18052020 18052020 Open
~ [)zzz-2220RG-100000184 National Cenire zZ 01012010 Angiis necrotizing, Chronic prostatitis, Cranial sutures widening, Bone giant cell tumor malignant. Gallbladder adema, Fascioliasis, 01052020 01052020 Open
Chiamydia trachomatis infection
v [JUMC-UMCORG-180 National Centre Headache Nifed 03042020 02042020 Open
w [JuMC UMCORG 180 National Gentre Headache Nifed 03042020 02042020 Open
v [Jse-upadsers National Cenre JK Razh Atenolal, 08122019 08122019 Open
Nicardipina

v [JiEsss _350.1454774.00  Mational Centra AT Coughing, Nausea, Vomiting, Myocardial infarction Robitussin 25112018 25112018 Open
v [ RS-KRKARSZ01GKOTR1E5P0 National Cenire Weight loss, Therapeuic rasponse unexpectsd Noipaza 05112018 05112018 Clossd v
+ []SE-zzz.TESTSENDREC National Cenire zZ Cardiac arrest Calpol 16082018 16082019 Open
v [)se-zzz-TESTF National Centre Cardiac arrest GCalpol. Calpol 15082018 15082018 Open

v [ GOMPANYNUMBSrious e National Cantra 17 katostercids urine nomal 27022018 21052019 Under
assessment



Search by Drug name (WHODrug)

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

Initial received date (from) € Initial received date (to] Report title © Status of report © Received from
W W w W
Report type Initials € Reaction | event (MedDRA) © Drug name (WHODrug) &
v e Cymbalta (3]
Means of reporting Sex Serious Active ingredient(s) (WHODrug) @
b w W
Reporter qualification Date of birth € Seriousness criteria ATC code @
W v W
Report identifier € Outeome of reaction Additional drug-related problems
W W
Study type Assigned to Eatch number | Diluent bateh number @
W W
Study name ! Study registration number € Delegated to organisation Indication (MedDRA) €

v o
D Include deleted ICSRs Created by organisation
D Show only ICSRs that can be copied o Vigilyze “ sl Clear

D Show only IC5Rs with at least one drug or reaction that is not coded R
[] Include sub organisations

0 1CSFs selecied = | 2 ICSRs match your search with 1 filter(s) applied Page1of1 = ¢ 3
D 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 Q
£ D UMC-UMGCORG-1003 Mational PV Centre 1870 Hypersomnia Cymbalta 25032020 03042020 Open

[ D UMC-UMCORG-1002 Mational PV Centre HwW 1870 Hypersomniza Cymbalta 23022018 02032017 Open




Search by Active ingredients

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

Initial received date {from) &

v

Report type

Means of reporting

Reporter qualification

Report identifier @

Study type

Initial received date {to)

Study name / Study registration number €

[ Include deleted ICSRs

(] Show only ICSRs= that can be copied to VigiLyze
[[] Shew enly ICSRs with =t least one drug or resction that is not coded

SRs

[] Worldwide unique id

“ [JMANCMA-123455

~ [JUMC-UMCORG-1008
~ []=E-DFE-2020-0002¢
v [Juuc
v Dumee

w [JEE-EMARET:

followmeup

MCORG-208

CORG-208

v Ouw

CORG-200010746

CORG:

v D SE-ZZZ-TESTSENDREC

N

OP-161-1457025-00

Delegated to Initials
organisation

National Cenire

University Hospital ~ TE
National Gentra

Nationsl Gentrs Y

Nationzl Centre

Nationzl Centre MH

Nationzl Cenire

Nationsl Cenira

Nationzl Cenire

Nationsl Centre zz

Mafional Condn.

~

+ | 281CSRs match your search with 1 filter|s) applied

Report title ©
Initials €
~
Sex
v
Date of
~
v

Date of birth Reaction j event (MedDRA)

02011986

16071084

01011888

28001082

Patchy rash
Urticaria

Rash NOS
Palpitations, Dizziness

Jaundice, unspecified, not of newborn

Depression, Gambling disorder

Afrial fibrillation

Cardiac srrest

e

Paracetamol

Pamol

Febricet

Metafax

Paracatamol

Sifrol, Paracetamal

Pamol, Amasiclay

f Drug name {WHODrug) \

Acstylsalicylic acid,Caffeine:Paracetarpl

Carboplatin, Paclitaxel, Vesicare, Duphy
Ondansetron, Benisen, Banison

Status of report @

Reaction / event (MedDRA) @

Serious.

Seriousness criteria

Outcome of reaction

Assigned to

Delegated to organisation

Created by organisation

[ nclude sub crganisations

lac, Kordexa, Kordexa, Gaviscon, Panadol, Atrovent, Ronkotol, Ondansetron,

Received from

Drug name (WHODrug) €

ingredient{s) (WHODrug) &

Paracetamol

ATC code @

Additional drug-related problems

Batch number [ Diluent batch number &

Indication (MedDRA) ©

Initial received

date date

25062020 26062020
15052020 15052020
14052020 14052020
07052020 07052020
07052020 07052020
14122018 30032020
18032020 18032020
04122018 04122018
25112010 25112019
18082018 18082018
1En2a04n 1En2nAn

Latest received

Pagedof2  « nz

Status of report

Under

assessment

Open

Open

Open

Open

Open

Open

Open

Open

Open



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

Initial received date {from) @ Initial received date (to) Report title @ Status of report © Received from
w hd v ~
Report type Initials @ Reaction | event {MedDRA) © Drug name {(WHODrug) €
d 2]
Means of reporting Sex Serious Active ingredient(s) (WHODrug) €
v v v
Reporter qualification Date of birth & Seriousness criteria ATC code @
v v hd MO2
Report identifier @ Outcome of reaction onald Iated probl
~ ~
Study type Assigned to Batch number { Diluent batch number €
~ v
Study name ! Study registration number @ Delegated to organisation Indication (MedDRA) €

D Include deleted ICSRs Created by organisation

[ ‘Show anly
[T ‘Show only ICSRs with at least one drug or reaction that is not coded

CSRs that can be copied to Vigilyze v Clear

[ nclude sub organisations

5243 IC5Rs match your search with 1 filter(s) applied Tyle n OI 5. |

[ Worldwide unique id Delegated to organisation Initials = Date of birth Reaction / event (MedDRA) Drug name {WHODrug) Initial received date

Cume CORG-2 1 M Regional Centre / Tylenal, M pa ra Ceta mo | v
v [Ju CORG-200020001 m .
+ [ JF-EMA-TESTCASEDS MNational PV Cant Oxca r‘ b a Ze pl n e est Calpol, Calpal 27062019 N 0 2 B E

+ [us-sPoNsOR-TESTC National P Cent N 02 BG N 03 A F of b Migraleve pink. Migraleve pink 27062018 07072020 Open
’ 5
sia

Mational PV Cent Migraleve pink. Migraleve pink 27062018 07072020 Open

v D US-SPONSOR-TESTC,

+ [ SE-EMATESTCASEDS National PV Gentre NN Cardiac arrest Galpol. Calpal 27082018 07072020 Open
~ [ Mx-002147022_T-NVEC2020MX076824 Mational PV Centre PaP 02051950 Angina pectoris Qxcaroazepine 26062020 26082020 Closed

- FORG-300020203 ° National PV Centra Rash gum Ipame! 10062020 10062020 Closed M
- FORG-300020202 @ National PV Centre Paracatamol 08062020 08062020 Closed

v [mx-5a-201e5A030037 National PV Centra Fetal desth, Drug expasure during pragnancy Acatylsalicylic acid, Progesterons 27052020 27052020 Open




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.

Initial received date (from) @ Initial received date (to) Report title € Status of report @ Received from
g b W hd
Report type Initials € Reaction / event (MedDRA) © Drug name (WHODrug) €
v e
Means of reporting Sex Serious Active ingredient(s) (WHODrug) €
W W W
Reporter qualification Date of birth € Seriousness criteria ATC code @
W o v
Report identifier € Outcome of reaction Additional drug-related problems
W W
Study type Assigned to Batch number § Diluent batch number €
e v 49281
Study name /| Study registration number € Delegated to organisation Indication (M=dDRA) €

D Include deleted ICSRs Created by organisation
D Show only ICSRs that can be copied to Vigilyze "
D Show only IC5Rs with at least one dreg or reaction that is not coded

|:| nclude sub organisations

0 1CSRs selected = | 1 ICSRs match your search with 1 filter{s) applied Pageiof1 « ¢ 3

D Worldwide unique id Delegated to organisation  [nitials Date of birth Reaction / event {(MedDRA) Drug name (WHODrug)  Initial received date Latest received date - Status of report Vigilyze a

Evs D UMC-UMCORG-200000021 National PV Centre MOG Buming skin Folitropina alfa 27072020 Open



Search by drug indication

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

Initial received date (from) @ tial received date (to)

v v
Report type

Means of reparting

Reporter qualification

Report identifier &

Study type

Study name / Study registration number €

[ Include deleted ICSRs
D Show only ICSRs that can be copied to VigiLyze
[[] Show anly IC5Rs with at least one drug or reaction that is not coded

01CSRs selecied = | & ICSRs mateh your search with 1 filter(s) applied

] worldwide unique id Delegated to Initials
organisation
w [(JUMC-UMCORG-300020000 @ National PV Centre

[ mx-3A-20195A030843 Nationz| BV Centra

+ []BR-GALDERMA-BR17001502 LI FERLD (R
v [ MX-ELI_LILLY_AND_COMPANY- National PV Centre
MX202001000070

Mational PV Cantre

BVIE-19P-1

70648-00

v [Jmx

[ Mx-002147023-PHHYZ018MX081211 National PV Cenire | AC

Report title @ Status of report @
Initials & Reaction / event (MedDRA) €
v
Sex Serious
v v
Date of birth € Seriousness criteria
v v
Qutcome of reaction
Assigned to
v
Delegated to organisation
Created by organisation
[ Include sub organisatians
Date of birth Reaction / event (MedDRA) Drug name (WHODrug)
Discomfort Diovan
Lsck of drug effect, Product  Apidra solostar
use issus
Hair loss, Expired drug used  Avicis, Glifage
Hair loss, Rash
Dizbetes mellitus aggravated Risankizumab. , Bezafibrate, | in, in, P .

11101880

Kidney infestion

Omagrazole, Nph insulin, Microdacyn, Recovaron

Co-diovan, Panclasa, Buscapina, Amikin, Ciloprin, Vytarin, Misardisplus

Received from

v v
Drug name (WHODrug) &
Active ingredient(s) (WHODrug) ©
v
ATC code @
v
Additional drug-related problems
b b
Batch number | Diluent bateh number €
v
Indication (MedDRA) ©
v Diabetes mellitus e
v Search |Jel=El

Initial received
date

28072020

27052020

20042020

30012020

|, Sulindac, Sulindac, 12122010

17002010

Latest received
date

28072020
27052020
20042020

30012020

12122010

17092010

Page 1of1  «

Status of Vigilyze
report

Open
Open
Opan

Open

Open

Open




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.

Initial received date (from) € Initial received date (to) Report title € Status of report € Received from
A hd v A4
Report type Initials © Reaction | event (MedDRA) & Drug name (WHODrug) @
v e
Means of reporting Sex Serious Active ingredient{s) (WHODrug) ©
v v v
Reporter qualification Date of birth € Seriousness criteria ATC code ©
v ~ v
Report identifier @ Outcome of reaction Additional drug-related problems
v w
Study type Assigned to Batch number / Diluent batch number &
~

Study name / Study registration number & Delegated to organisation Indication (MedDRA} €

| Include deleted ICERs ] Created by organisation

Bkl SRt o bia coniacia o o Clear

[C] Show only ICSRs with at least one drug or reaction that is not codad -
[] Include sub organisations
241ICSRs match your search with 1 filter{s) applied Page 10f13 ¢ < - 2 02 4 5 . o
(] Worldwide unique id Delegated to Initials Date of birth  Reaction / event (MedDRA) Drug name Initial received date  Latestreceived date  Status of report  Vigilyze
organisation (WHODrug)
@ Mational Canire 27072020 27072020 Open

v [Jumc-umcors-245 @ Mational Cantre Pain Metformin 27072020 27072020 Open
& [JUMC-UMCORG-244 e National Cenre Cangenital hepatitis B infection 14072020 14072020 Open
v [JumC-UNMCORG-211 University Hospital 1944 Pain in limb, Leg oedema Actapax 14072020 14072020 Open
v [(JHR-FFIZER NG University Hospital Leukopenia, Back pain lorance, Fulvestrant | 06072020 06072020 Closed
v [JNO-vHC-5573 National Cenre 28062020 20062020 Open '
V| INOHEEeTE QERUE e FET =




ICSRs available in VigilLyze

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

* <blank>: the ICSR has not been shared
» Vv':the latest version of the report has been shared

e I: the latest version of the ICSR has not been shared

[ werldwide unique id Delegated to organisation  Initials Date of birth Reaction / event {(MedDRA) Drug name (WHODrug) Initial received date Latest received date v  Status of report
Evs D UMC-UMCORG-200020802 o Hospital A2 Cardiac arrest Chioroguine 30072020 30072020 Open
Evs D UMC-UMCORG-300020801 AB Regional Centra A Rash, lich Tylenal. Bata-zlanine 20072020 20072020 Clozad o
o D UMGC-UMCORG-300020900 o Mational PV Cantre Discomfort Dicvan 28072020 28072020 Open !
+ [ UMC-UMCORG-300020808 o Mational PV Centra Hypotensicn Lamicizl 27072020 27072020 Open
- AE-DOH-ARIDOD91411218 National PV Centre 07011871 Cardiac arrest 20072020 20072020 Open
National FY Centre MH Jaundice, unspecified, not of newborn 27062018 07072020 Open

~ [u

EMA-Testeaz=08-nullifyme

E¥3 \:‘ EE-EMA-Testoase07-followmeup MNational FY Cantre MH Jaundice, unspecified, not of newborn 27062018 07072020 Open

gy DE-EMA-Testcasa06 National PV Centre HVII Liver failure 27062018 07072020 Open

gy DJD-EI'\I.-‘-.-T'E_:ASECE National PV Centra MN Cardiac arrest Calpol, Calpol 27062018 07072020 Open

gy D US-SPONSOR-TESTCASED4 National PV Centre Polydactyly of toes Migraleve pink, Migraleve pink | 27052018 07072020 Open

gy D US-SPONSOR-TESTCASEDD National PV Centre MH Pre-aclampsia Migraleve pink, Migraleve pink | 27052018 07072020 Open

~ D US-MAH-TESTCASED2 National PV Centre JTK 22021921 Food interaction, Explosive diarhoea 27062018 07072020 Open

~ [|SE-EMATESTCASED National PV Centra MN Cardiac arrest Calpel, Calpol 27082018 07072020 Open

~ [JNowHo-5678 National PV Centre ASC 30052000 Pregnancy, Lack of drug effect 01072020 01072020 Closed !
~ [ Mx-002147023_T-NVSC2020MK076524 Mational PV Centra POP 08051950 Angina pectoris Oxcarbazepine 26082020 26082020 Closad

w [JUMC-UMCORG-300020804 e Mational PV Centra 15082020 15082020 Closed

w [JUMC-UMCORG-300020893 o Mational PV Centra Rash gum lpamal 10082020 10082020 Closed vy
-~ D UMC-UMCORG-300020802 @ National PV Centre Paracetamaol 02052020 02082020 Closad

gy D UMC-UMCORG-300020881 e National FY Centre Ursofalic 08052020 02052020 Under assessment

- \:‘ UMC-UMCORG-300020800 e MNational FY Centre Abdominal pain Dicvan 05062020 05062020 Closed



nowing which ICSRs can be shared with the

HO 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.

Initial received date {from) @ al received date {to} Report title € Status of report @ Received from
hd hd b W
Report type Initials € Reaction | event (MedDRA) © Drug name (WHODrug) €
v o
Means of reporting Sex Serious Active ingredient{s) (WHODrug) @
v v w
Reporter qualification Date of birth & Seriousness criteria ATC code ©
b W v
Report identifier @ Qutcome of reaction Additional drug-related problems
w A
Study type Assigned to Batch number ! Diluent batch number @
v v
Study name | Study registration number € Delegated to organisation Indication (MedDRA) €

v e

Created by organisation

Show only ICSRs that can be copied to Vigilyze

[] Include sub organisations

8068 IC SRs match your search with 1 filter(s) applied Page 1 0f 404 €« - 2 3 4 5 ro®
[ Worldwide unique id Delegated to Initials Date of Reaction / event (MedDRA) Drug name (WHODrug) Initial received | Latestreceived  Status of

organisation birth date date report
v [JuMC-UMCORG-300020002 ° Hospital A2 Cardiac armest Chioroquine 30072020 30072020 Open
v [JUMC-UMCORG-200020801 Regicnal Centra & Rash, lich Tylenal, Bata-alznine 20072020 20072020 Closad o

MC-UMCORG-3 AB
.

w [JUMC-UMCORG-300020800 o National PV Centra Discomfort Digvan 28072020 28072020 Open !
v [Ja H-ARIOD0R1411218 National PY Centre 07011871 Cardiac arest 20072020 20072020 Open

as Ml mois TreTranens National PV Centre ' MN Cardiac arrest Caloal. Calool 27062018 07072020 Ooen



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.

Study name ! Study registration number € Delegated to organisation Indication (MedDRA) €

D Include deleted ICSRs Created by organisation
D Show only ICSRs that can be copied to VigiLyze w
Show only ICSRs with at least one drug or reaction that is not coded

] Inciude sub organisations

) ICSR: 3282 ICSRs match your search with 1 filter(s) applied Page 10f 185  « ¢ n 23 4 5
D Worldwide unigue id Delegated to Initials Date of birth Reaction / event (MedDRA) Drug name (WHODrug) Initial received Latest'received Status of report  Vigilyze
organisation date date o
v [ UMC-UMCORG-300020529 @ Mational PV Centre Hypatension Lamictal 27072020 27072020 Open
+ [ AE-DOH-AR/0021411218 Nationsl PV Cantra 07011871 Cardiac armest 20072020 20072020 Open
[ D LV-EMA-Testcase0s-nullifyme National PV Centre MH Jaundice, unspecified, not of 27062019 07072020 Open
newbom
EwS D EE-EMA-Testease0T-followmaup Mational PV Cantre MH Jaundice, unspecified, not of 27082018 07072020 Open
newbom
[ D DE-EMA-Testcase06 Mational PV Centre HwVII Liver failure 27082018 07072020 Open
a D JP-EMA-TESTCASEDS National PY Centre MM Cardiac arrest Calpel, Calpel 27062019 07072020 Open
[ D US-SPOMSOR-TESTCASED4 National PV Centre Paolydactyly of toes Migraleve pink, Migraleve pink 27082018 07072020 Open
L3 D US-SPONSOR-TESTCASED National PY Centre MH Pre-eclampsia Migraleve pink, Migraleve pink 27062019 07072020 Open
E D US-MAH-TESTCASED? National PV Centre JTK 22031931 Food interaction, Explosive diarhoea 27082018 07072020 Open
a D SE-EMA-TESTCASED National PY Centre MM Cardiac arrest Calpel, Calpel 27062019 07072020 Open
v [JNO-vHC-5878 Mational P Centre  ABC 30062000  Pregnancy, Lack of drug effect 01072020 01072020 Closed !

v [ uMC-UMCORG-200020804 @ Mational PV Centre 15062020 15062020 Closad



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.

Page 1 of 1 € - » = 201C5Rs match your search with 1 filter(s) applied
Worldwide unique id Organisation Patient initials Date of birth Reaction / event (MedDRA) Drug name (WHODrug) Latest received date + Status of report Vigilyze Q@
~ SE-X¥-12345 Uppsala Monitoring Centre JJFUP 3 17 ketosteroids urine normal 18022019 Open
Audit trail
Worldwide unique id Initial received date Latest received date Status of report Description Changed date Last edited by
SE-XX-12345 10022010 10022010 Closed Edited 18022018 14:46:54 Heloisa Conesa
SE-XX-12345 18022018 18022018 Open Imnported
SE-XX-12345 18022018 18022018 Open Imnported
Ewy UMC-UMCORG-1008 Uppsala Monitoring Centre TE 16071084 Patchy rash Aratylsalicylic acid;Caffeine;Paracetamal 04102018 Open
Evy UMC-UMCORG-2108 Uppsala Monitoring Centre umMc 17051878 Fever, Sneezing MNezeril 13112017 Open
Ewy UMC-UMCORG-5761 Uppsala Monitoring Centre GD Rhabdomyolysis Thiamazol 02032017 Open

Evy UMC-UMCORG-5593 Uppsala Monitoring Centre UAs 1836 Abnormal dreams, Ethmoid sinus surgery Dill, Drill 02032017 Closad o
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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

Comments for UMC-UMCORG-300000086

Add 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.

Worldwide unique id

bl UMC-UMCORG-200000024
b UMC-UMCORG-1008
b UMC-UMCORG-2108
v UMC-UMCORG-5T81
b UMC-UMCORG-5565
b UMC-UMCORG-1008
b UMC-UMCORG-1004
b UMC-UMCORG-1003
b UMC-UMCORG-4004
b UMC-UMCORG-200000025
b UMC-UMCORG-2000
b UMC-UMCORG-23020
b UMC-UMCORG-2098
b UMC-UMCORG-8087
b UMC-UMCORG-1342
b UMC-UMCORG-1007
b UMC-UMCORG-1001

Assigned to: !i a user it is specified here

Wilson Moody

Here you can unassign the report
Unassign %
Assign to me L — yourself

If the report already is assigned to

.

Here you can assign the report to

Fatima Walfe
Cassidy Mclaughlin
Rodolfo Jimenez
Alizza Bernard
Shyann Alvarez
Melody Stafiord
Davion Hinton
Lorelei Patterson
Kirsten Hopkins
Cuentin Waller
Delaney Carroll

Lauryn Day

Users within your organisation are listed and

g you can assign the report to any one of them




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.

Study type Assigned to Batch number / Diluent batch number &
A Carina Akerhei e
Study name / Study registration number € Delegated to organisation Indication {MedDRA) &

D Include deleted ICSRs Created by organisation
D Show only ICSR= that can be copied to VigiLlyze "
D Show only ICSRs with at least one drug or reaction that is not coded

Clear

[} Include sub organisations

0 ICSRs 9 IC5Rs match your search with 1 filter(s) applied Page 1of1 = < »

D 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 VigilLyze Q@
- D UMC-UMCORG-244 National Cenire Congenital hepatitis B infection 14072020 14072020 Open

National Cenire 128082020 12062020 Under assessment

ACORG-235

ACORG-223 National Cenire Paracetamal, Genu varum Ad, Gme, Plavix 15052020 15052020 Open
Mational Centre Hepatic enzyme increased, Hepatic enzyme incressed Lopinavin'Ritonavir 22042020 22042020 Open

National Cenire 18042020 16042020 Open

£ D UMC-UMCORG-200010748 National Cenire 26091982 Depression, Gambling disorder Sifrol, Paracetamol 12032020 12022020 Open

National Cenire Faver Creon 25112018 25112018 Open

~ D US-ABBVIE-10P-163-1457 123-00

£ D US-ABBVIE-10P-163-1457040-00 Mational Canire JM 15011064 Shock, Peritonitis Hurira 25112010 25112019 Open

+ []US-ASBVIE-18K-163-1456105-00 National Centre W 023111842 Hospitalization Humira 25112010 25112019 Open

>

[=

o
o
A
]
o=
o



Indicator shows
how many 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.

are selected

+ New

R

3 ICSRs selected «

Delegate to organisation | Regional Centre A

74 IC5Rs match your search with 1 fil

| National PV Centre ABC

V[ UMC-UMCORG-200000¢ Hospital XYZ

|| SE-EMA-RI-TESTCASEN [ ] @ Matianal B Centra

W || AE-ZZZ-MMID00B131217

w

w

US-SPONSOR-TESTCASEDS

ABC

[ o Regional Centre A

Regienal Centre A

UMC-UMCORG-300000082 Hospital

Hncnital

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

reports to any one of them

applied

Patient initials

MM

0701187

01011885

AnAnnn

VigiFlow - National FV Centre ABC

Reaction / event (MedDRA)

Cardiac arrest
Cardiac arrest

Polydactyly of toes

Drug name [WHODrug)

Calpol

Migraleve pink. Migraleve pink

Dymista

Page 1of4

Latest received
-
date

20032018
20032010
20032018
28032018

27032018

ITOEINAD




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.

Initial received date {from) @ Initial received date (to) Report title & Status of report @ Received from
b b W b
Report type Initials € Reaction | event {MedDRA} @ Drug name (WHODrug) €&
v e
Means of reporting Sex Serious Active ingredient{s) (WHODrug} €
W v b
Reporter qualification Date of birth € Seriousness criteria ATC code &
A w w
Report identifier & Outcome of reaction Additional drug-related problems
b v
Study type Assigned to Batch number ! Diluent batch number €
v b

Study name ! Study registration number € ﬁlegat&d to organisation \ Indication (MedDRA) €

Hospital A2 v Q

[ include deleted ICSRs National PV Centre

[[] =Show only ICSRs that can be copied to Vigilyze CE. 1 Search |[KeEES
D Show only ICSR= with at least one drug or reaction that is not codad CE?2

CE3

GIC
Hospital A2
0 |C5Rs zelected = 11C5Rs mateh your search with 1 filter(s) applied Hospital A3 Page 1of1 & < - ¥
Hospital A4
D Worldwide unigue id Delegated to crganisation nitials Date of birth Reaction / event (Meg R HOSpital Ab Latest received date « Status of report WVigilyze [+]
Hospital B1
~ [ UMC-UMCORG-200020802 Hospital A2 Eardize arrest HOSFITALE LA SAMARITANA b Open
\ Regional Centre A

Regional Centre B




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.

Study name ! Study registration number € Delegated to organisation Indication (MedDRA) €

hd o
D Include deleted ICSRs Created by organisation
D Show only ICSRs that can be copied to Vigilyze Regional Centre A v Search [|REEER

D Show only |ICSRs with at least one drug or reaction that is not coded o
[] Include sub srganisations

0 ICSHs selected = 51CSRs match your search with 1 filter(s) applied Page 1 of 1 & | 1 r B

D 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 Vigilyze e

Regional Centre A atz-zlanine 20072020 20072020 Closed <

| These ICSRs were created

~ [Jumc-UMCORG-200020001 i ()

[ D autharitynumb MNational PV Centre Patient (name or initials) 18032018 08012020 Open
I by Regional Centre A but
- D UMC-UMCORG-300000552 National PV Centre 12112018 12112018 Under assessment
R they are delegated to the
National PV Centre 19032010 18032018 Under assessment

b D UMC-UMCORG-200000074

National PV Centre

Gandalf 3018 inderer 18022010 10022018 Open

Uppsala
Monitoring
Centre

- Building a global safety culture
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Search report by status

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

Initial received date {from) € Initial received date {to) Report title @ status of report @ Received from
hd bl Under assessment h v
Report type Initials € Open Drug name (WHODrug) @
v Under assessment
: Closed
Means of reporting Sex Active ing tis) (WHODrug) €
v ~ v
Reporter qualification Date of birth & Seriousness criteria ATC code @
v v v
Report identifier © Outcome of reaction Additional drug-related problems
v v
Study type Assigned to Batch number / Diluent batch number ©
v v
Study name ! Study registration number € Delegated to organisation Indication (MedDRA) €
hd o
[ Include deleted ICSRs Created by organisation

[[] Show anly ICSRs that ean be copied to Vigilyze v Search |NeiEE

[C] Show only ICSRs with at least ane drug or reaction that is not coded
[ Include sub organisations

0 71CSRs mateh your search with 1 filter{s) applied Pagedofi « « n >
[ Woridwide unique id Delegated to Initizls  Date of birth Reaction | event (MedDRA) Drug name Initial received  Latestreceived  Status of Vigilyze

organisation [WHODrug) date date report

Naiional Canire 02011986 Paracatamol 25062020 26082020 Under
assessment

v [Jumc-UMGORG-235 e National Canira 18062020 18062020 Under
asseszment

+ [ MmionPH-122-458 Nazfional Gantra 23061060  Jetlag, Heat stroke Helles 3--2n 08062020 12062020 Under
assessment

[ UMC-UMCORG-117 Netions| Centrs 14082012 14082018 Undler
assessment

.

+ [JsEBAvER2D1e-12345  Nefional Gentre Palpitation 10062018 10062019 Under
° assessment

~ [ COMPANYNUMBSerious | Nafional Gentre 17 ketostercics urine normal 27022018 21052018 Undler
° sssessment

National Cenire zz 01012010 Accessory breast, Chronic proststitis, Cranial sutures widening, Bons giant cell tumor malignant, Gallbladder edema, 08042018 08042018 Under
Fascioliasis, Chlamydia rachomats infection sssessment

10883666566



Exporting ICSRs

Uppsala
Monitoring
Centre

- Building a global safety culture



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.
/D” Uppsala
Monitoring
Centre
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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 All data is masked, except for Reporter m Uppsala

reporter Qualification and Country of reporter Menitoring

Centre

- Building a global safety culture



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.

4+ New ICSR | @ import VigiLyze 2 PDF/Excell XML ~

221 IC35Rs match your search with 0 filter(s) applied Page 1 of 12 #® |« - 2
D Worldwide unigue id Delegated to Initials Date of Reaction / event (MedDRA) Drug name (WHODrug) Initial received Latest received
organisation birth date date
v [Jun :-,r.-'-:ORG-:¢-3® Mational Centre 27072020 27072020
Mational C. Pai Metfo 27072020 27072020 ccel (221)
P D.J'."C.-Jc'COF!G-E‘S@ ational Centre '3in Metformin TOT202 707202
Admin statistics (221)
v Jumc _U,._-.:ORG_Eq@ Mational Centra Congenital hepatitis B infection 14072020 14072020 Open
“ D UMC-UMCORG-211 University Hospital 1944 Pain in limb, Leg oedema Actapax 14072020 14072020 Open
£ D HR-FFIZER INC- University Hospital Leukopenia, Back pain Ibrance, Fulvestrant 06072020 06072020 Closad
2020232865
L D MO-VHC-58T2 Mational Centre 22062020 28062020 Open !
» D NO-VHC-5578 Mational Cantre ABC 30052000 26062020 26062020 Open
“ D MA-NCMA-123458 Mational Centre 020118858 Paracetamal 25062020 26062020 Under
asseszment
v O J'.*:-J.-'COF:G-BS@ Mational Centre 18062020 13062020 Under
assessment
- D MinionPH-123-456 Mational Centre 23061980 Jetlag, Heat stroke Helles 3-i-en 08052020 12062020 Under
assessment

- D MinionPH-123-456 Mational Cantre 23051980  Jetlag. Heat stroke Hellez 3-i-=n 028082020 028052020 Open



Summary sheet in the Excel

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

AutoSave (@ off) [H] = L = =g Shows the date and
File Home Insert Draw Page Layout Formulas Data Review View Developer time for the eXpO"t

uz21 = e
VigiFlow /

Print date 07082020 08:23:54 Shows the total number of reports
Number of reparts 656 included in the export

Search criteria

Initial received date 01012019 : 31122019
Received from Pharmaceutical Company Shows if any search filter was applied

(=T = B B = R, B SR S R ]

[ e e Rl ==
BRRERBLEESEIRERERIEIE

t

Summary | ICSRs | Drugs | Reactions [ »

Ready @ (&) Display Settings HH - 1 + 100%



ICSRs sheet in the Excel s

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.

Worldwide unique id Safety report id Reaction / event (MedDRA] Serious Seriousness Outcome Onset date/ Time End date/ Time Duration Drugrole Drug name [WHODrug]
- - - - - - - - - - -

UMC-UMCORG-1000 UMC-UMCORE-1000 Jaundice Suspact Cimetidine

Acute hepaticfailure Fatal Concomitant Digoxin

Coma Concomitant Ranitidine
UMC-UMCORG-1002 UMC-UMCORE-1002 Fever Recovered /Resolved 20030511 20030515 4Day Suspact

Diarrhoss Recovered /Resolved 20030511 20030520 9 Day Concomitant

Neutropenis Yes Caused / prolonged hospitalisation Recovered [Resolved 20030526 20030602
UMC-UMCORE-1005 UMC-UMCORE-1005 Anaphylaxis Yes Life threatening, Caused /prolonged | Recovered / Resolved 20160714 08:21 20160716 14:23 Interacting Captoril

Shortness of breath hospitalisation Recovered / Resolved Interacting Aspirin

Hypotension Recovered [ Resolved Concomitant Metformin

Concomitant Insulin

Uppsala
Monitoring
Centre
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Drugs sheet in the Excel

Summary

ICSRs

Reactions

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

roOws.

Worldwide unique id

Safety report id

UMC-UMCORG-1000

UMC-UMCORG-1000
UMC-UMCORG-1000

UMC-UMCORG-1000

UMC-UMCORG-1000
UMC-UMCORG-1000

UMC-UMCORG-1002
UMC-UMCORG-1002
UMC-UMCORG-1005

UMC-UMCORG-1002
UMC-UMCORG-1002
UMC-UMCORG-1005

Drug role

Suspect

Concomitant
Concomitant
Suspect
Concomitant
Interacting

Drug name as reported Drug name (WHODrug)

by initial reporter
Cimetidine

Digoxin
Ranitidine
Danthium
Domeridone
Captoril

Active ingredient(s) (WHODrug)

Cimetidine Cimetidine
Digoxin Digoxin
Ranitidine Ranitidine
Captoril Captopril

Uppsala
Monitoring
Centre
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Reactions sheet in the Excel

Wiarldwids unicue id

Summary | ICSRs | Drugs I

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.

Safatyv ranart id

UMC-UMCORG-1000

UMC-UMCORG-1000

UMC-UMCORG-1000

UMC-UMCORG-1000

UMC-UMCORG-1000

UMC-UMCORG-1000

UMC-UMCORG-1002

UMC-UMCORG-1002

UMC-UMCORG-1002

UMC-UMCORG-1005

UMC-UMCORG-1002

UMC-UMCORG-1002

UMC-UMCORG-1002

UMC-UMCORG-1005

Fever 38°C

Anaphylaxis presented initially as shortness of
breath and severe hypotension.

Reaction / event as reported by initial reporter Reaction [ event (MedDRA) LLT

PT

HLT

Jaundice

Acute hepatic failure

Jaundice

Acute hepatic failure

Cholestasis and jaundice Hepatic and nepatobiliary Hepatobiliary disorders

Hepatic failure and
associated disorders

HLGT S0C

disorders
Hepatic and hepatobiliary Hepatobiliary disorders
disorders

Coma Coma Coma states Neurological disorders Nervous system disorders
NEC
Fever Pyrexia Febrile disorders Body temperature General disorders and
conditions administration site
conditions
Diarrhoea Diarrhoea Diarrhoea (excl infective) Gastrointestinal motility ~ Gastrointestinal disorders |

Neutropenia

Anaphylaxis

Neutropenia

Anaphylactic reaction

Neutropenias

Anaphylactic and

anaphylactoid responses

and defaecation

conditions

White blood cell disorders Blood and lymphatic
system disorders

Allergic conditions Immune system disorders

Uppsala
Monitoring
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Admin statistics

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

+ New ICSR | @ import VigiLyze 2 PDF/ExcellXML ~

0 221 IC 8Rs match your search with 0 filteris) applied Page1of12 « <« - 2
D Worldwide unigue id Delegated to Initials Date of Reaction / event (MedDRA) Drug name (WHODrug) Initial received Latest'recei\red
organisation birth date date
v [Jumc-un -:ORG-2¢-3® National Centre 27072020 27072020
v [Jumc-um -:ORG-245® National Centre Pain Metformin 27072020 27072020 Excel (221)
Admin statistics (221)
v O _J.,f;_ur..-.;ORG_zq@ Mational Cenire Congenital hepatilis B infection 14072020
Ev) D UMC-UMCORG-211 University Hospital 1044
All the ICSRs shown in the Report List will be included in the Admin statistics.
" HR-PFIZER INC- University Hospital oy . . . . . . .
U In the brackets, it is shown the number of reports which will be considered in the statistics
2020232665
v [Jno-vHC-5675 National Cenire 28062020 20082020 Gpen !
v [JNovHC5a7E Nations| Cenr  ABC 30062000 26062020 26062020 Open
Ev D MA-MCMA-123456 Mational Cenire 02011988 Paracetamal 25082020 28062020 Under
assessment
v [Jumc-um '3ORG-235@ Mational Centre 18062020 18082020 Undar
assessment
- D MinionPH-122-456 Mational Centre 23061980 Jet lag. Heat stroke Helles 3-i-en 08052020 12062020 Under
assessment

PR e O [ Matinnal Canirs 29NFEADAN lat lan Hast stenke Hallaz Lian DENRINH NANRINTN Pnan



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
— Agegroup
— Serious
— Reporter qualification
— Country of reporter
— Report type
— Received from

— Created by organisation

Summary | 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:

A E C D

1 |Year Month Mo Yes

2 2002 February 0 1
3 2014 lune 0 1
4 2016 February 1] 1
3 2016 April 1 0
& 2016 May 1] 1
T 2017 April 0 1
8 2017 Novembe 1 0
] 2018 October 0 1
10 2019 lune 2 o

Uppsala
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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.

Report list VigiFlow - National PV Centre 2 User name ~

+ NewICSR | @ import VigiLyze T Fitter (RN

Masked PDF (3)
3 IC5Rs selected = | 5 1CSRs match your search with 1 filter(s) applied Page 1] Masked XML (3)

D Worldwide unigue id Delegated to organisation  Initials Date of birth Reaction / event (MedDRA) Drug name (WHODrug) Initial received date = d date + Status of re|

Unmasked PDF (3)

P UMC-UMCORG-300020801 |l @ Regional Centre & Rash, Iltch Tylenol, Bata-zlanine 20072020 Closed Unmasked XML (3)
p autharitynume Mational PV Centra Patient (name or initials) 28051974 COpen

O ——— National BV Ganbe Several ICSRs can be exported to PDF at once from = )

P D UMC-UMCORG-200000074 Mational PV Centre Demo patient the re po rt IiSt Vi ew. Under assess Adm”_-l statitics (5)
~ D UMC-WHOUMC-2018-44335 o Mational PV Centre Gandalf 14023018 Dermatophytosis of scalp and beard  Happy wanderer 12032018 12032018 Open

Data eniry VigiFlow - National PV Cenire

< To Report list | & MUEHEE | Vigilyze Delegate to organisation « || Status of report: Under assessment « I Delete || & Send cogf

2 PDF/ExcelXML =

Masked PDF (1)
UMC-UMCORG-300000552 crastac by organsation: Ragional Canta & )
Report information Masked XML (1)
Patient
Report title Report type Worldwide unique id afety reportid Unmasked PDF (1)
Case narative and other information Spontaneous report w UMC-UMCORG-2000008 UMC-UMCORG-20800( :

Unmasked XML (1)

Medical and past drug history

loiinl cnnaiuad date €3 Leidinl cnmmnt dnbe £

The ICSR can be exported to PDF within the data
Uppsala
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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.

Report list VigiFlow - Mational PV Centre 2 Username ~

+ NewICSR | @ import VigiLyze 2B a2 PDF/ExcelXML ~

{ Masked PDF (3)

3 ICSRs selected = | 5 ICSRs match your search with 1 filter(s) applied Page 14 Masked XML (3)
Worldwide unique id Delegated to organisation  Initials Date of birth Reaction [ event (MedDRA Drug name (WHODruy Initial received date Latest received date « Status of rep
u a g a { ! g name l Unmasked PDF (3)
C-UMC! ] "o Regional Centre A Rash, lich Tylenol, Beta-alanine 28072020 28072020 Closed |
v Eumc-uncorG-anonzooot  pm (B e Y = == - Unmasked XML (3)
[ a.r.l—:ar tynumb Mational PW Centre Patient (name or iniialsy 26081974 Visual field checking procadures Alvedon 18032018 03012020 Open
A UMC-UMCORG-200000552 Mational PV Centre Chills Dil 18112018 12112018 Under assess Excel (5)
Admin statistics (5)
A D UMC-UMCORG-200000074 Mational PV Centre Cremo patient Caffeine consumption Caffeine max 12032018 12032018 Under assess
A D UMC-WHOUMGC-2016-44335 o Mational PV Centre Gandalf 14023018 Drermatophytosis of scalp and beard  Happy wanderer 18032018 12032018 Open

Uppsala
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Examples of PDF exports

Masked PDF
VigiFlow

Safety report id: UMC-UMCORG-300020902
Worldwide unique id: UMC-UMCORG-300020002

Unmasked PDF

Safety report id: UMC-UMCORG-300020502
Worldwide unique id: UMC-UMCORG-300020202

. VigiFlow
National PV Centre g9 National PV Centre

Individual Case Safety Report (ICSR) Individual Case Safety Report (ICSR)

Repaort information

Inkial received date

30072020

Report information
Fapert e Repart ik
Labest changed date 31072020 08:00:56 Lotest changed date 31072020 08:00-56

Latest received date

30072020

Iniisl received date

30072020

Latest received date

30072020

Sender's nial received dabe

Sender's inkisl received date

Sender's btest received date Sender’s blest received date
Il report date Inkel report date
Receied from Henith Professtinal Received from Hesskh Professionsl
Report type: Spantanecs report Report type Spontaneaus repor:
Reporter qualfcation Dther Heath Frofezsonal Reparter qualication Qther Heath Professional
Leerature report Lierature repart
Faren Chid report Parent Chidl repest
Lked KSR Linked ISR
Lterature Reference(s): Lierature Reference{s):
Study type: Study type:
‘Study names Study name:
Other report id: Other report i:
Fatient e
ik |nmn|nm| |ﬂg=akmrxmﬁnn |sec(nmunn merstnaten) |mw=3m-:ug> |mnm|an] Tnitisks |Dﬂ!!ﬂ' brth |'9!"m0fmﬂﬂ" “y!vﬂup ‘Sﬂtnﬂ!m‘" menstrustion) |h’v'='1h! ) |ﬂ“ﬂ¥ el jem)
n | B5 ear | | MK | | 65 Year ‘ ‘ Maike | |
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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.

<7l version="1.0"
<MCC1_IN200100U

coding»"UTF-8"7>
01 xmins="uwrn:hl7-org:v2* 1

'2070071713165500200' />

L ’NCCI ,INTOOIOOUVQI' r
SystemVersion="2.0" co

MC-UMCORG-300020899" rc
1 ="202007271116494+ 0000

dassCod

ecelver>
Je="SND" >
minerCode="INSTANCE" cdlassCod
umMc

rocess dassCode="CACT"
"PORR_TEO49016UV

"INVSTG® mo

<id exten
<code code

PAT_ADV_EVNT® Sy

effectiveT
<avallability T value="20200727"/>
G "COMP™ >

‘ons”
Vers

fitype=
nEvent>

<component typeC
<ad v
<subjectl ty
<primary

des«"COMP" >

extension «"PORR_IND42016UV" root

(=" UMC-UMCORG-300020899°
=*'UMC-UMCORG-300020899"
stem="2.16.840.1.113883.5.4°/

sVersion="XML_1.0" xsl:schemalocation="urm:hl7-org:v3
Mlp://eudravlqilanm.ama.wlopa.nu/xsn/mullkadm«ha
wmins: xsis "http:/ / www.w3.org/ 2001 / XML Schoma-instance
J extenslon="d2202961-0fbe-4731-0%8a-8d1079c410a6" 100t="2,16.840.1,113883,3.989,2.1.3,.22"/>

%/ MCCI_IN200100UV01 . xsd”

~"2.16.840.1.113883.1.6"/>

oM «"2.16.840.1.113883.3.989.2.1.1.17/>

“2.16.840.1.113883.3.989.2.1.3.17/>

“«"2.16.840.1.113883.1.6"/>

e="DEV">

" r00t="2.16.840.1.113883.3.989.2.1.3.12/>

o="DEV" >

="2.16.840.1.113883.3.989.2.1.3.11" />

jCode="EVN">
System="2.16.840.1.113883.1.18"/>
lLe="20200727111649+ 00007/ >

C jc-'EVN
2. 16 $40.1.113883.3.989.2.1
01="2,16.840.1.113883.3.989.2. l

EVNT
codeSystom«"2.16.840.1.113883.3.989.2.1.1.19"/>

moodCode=

Y \hu* ="2,16.840.1,113883.3,989,2.1,1.19"/ >

cassCode="INVSTG" moodCode="EVN" >

<player] determinerCode="INSTANCE" classCode="PSN" >
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