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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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What is VigiFlow?

VigiFlow is a web-based ICSR data management
system

It is your country’s own national pharmacovigilance
database which supports the collection,
processing, analyzing and sharing of ADR and AEFI
reports.
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report Id date first received
12 |los |[2015 |
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reporttitle | |@ 0
type of report [spontaneous V|
serious Ovyes O no dlear U
reason for seriousness
[] death [] life-threatening (7
[] hospitalization/prolonged [ | disabling
[ congenital-anomaly [] other medically important condition
country of occurrence country of primary source
Sweden V| |Sweden hd
does this case fulfill local criteria Ovyes Ono clear

for an expedited report
additional documents held by sender iyes Ono clear

was the case medically confirmed ) yes Ono clear

Information on sender 2

type of sender () pharmaceutical company () health professional clear
) regulatory authority ( regional pharmacovigilance center
O other

date first received at | | |
nndaw
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... to VigiFlow

2 Export~

< To Report list m VigiLyze

Unsaved ICSR

Regert information
Repo rmation

Patient

Report title Report type Status of report ©
Casa namative and other infor... v Open v
WMedical and past drug history
Initial received date @ Initial report date @ Received from Other report id @
Resction 20 | June v 2019 v M i
Drig +
Tasts and procedures Parent Child report
Assessment Initial reparter information Sender information Link ICSR Motes Literature report
T
Reporter qualification Title @ Country of reporter
v Sweden v | Primary @
Family name € Given name €
Department @ Organisation @
Street address €@ City @ State or Province € Fostal code €
Telephone & E-mail @
Patient
Patient initials & Date of last menstruation € Body weight (kg) Body height {cm)
v v
Age at onset of reaction Age group
v v v

Additional fields v

Case nammative and other information

Case narrative @ Reporter's comments €

Medical and past drug history



Main features of VigiFlow

* Compatible with updated international standards (ICH-
E2B(R3))

— MedDRA is the medical terminology

* Improved data entry options for ADR and AEFI reports

— e.g. enter multiple dosage info for same drug or vaccine

— Possible to capture 25 AEFI core variables

* Possible to capture causality assessment results from

different methods:
— WHO-UMC causality; Naranjo;, WHO AEFI; The French method
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Additional features in VigiFlow

. Phase 4 . Phase 5*

- Phase 1 W Phase 2 W Phase 3
Manual data entry Interface and Import and export Different access Online form for
medical of xml files for levels that will data entry for

Direct reporting for
patients and
healthcare
professionals
(eReporting)

terminology in
English, French,
Portuguese and
Spanish

exchange of ICSRs
between the NC
and other
stakeholders (e.g.
pharmaceutical
industries)

enable multiple PV
centers to report
ICSRs directly into
the national
database

pharmaceutical
industries and
public health
programs
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* Features are under development and will be implemented in the upcoming months



Standardized terminologies in VigiFlow

MedDRA is the only medical terminology available in VigiFlow. It can be used to add
adverse reactions, drug indication, medical history, cause of death, test names and
diagnosis. For further information about MedDRA, go to https://www.meddra.org/.

WHODrug is the dictionary embedded in VigiFlow for finding drug names or active
substances. For further information about WHODrug, go to https://who-
umc.org/whodrug/whodrug-portfolio/.

Both terminologies are automatically updated whenever a new version is released.
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https://who-umc.org/whodrug/whodrug-portfolio/

How to access VigiFlow

* Recommended web browser: Google Chrome

* Web address: https://vigiflow.who-umc.org

* Questions: vigibase@who-umc.org
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https://vigiflow.who-umc.org/
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Login page
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| Keep me signed in

00 and 22.00 Swedish time (GMT
+1 hour), due to scheduled maintenance. For any questions please contact us at
helpdesk@who-umc.org.




erms and Conditions for the use of VigiFlow

At the first login, the user will be prompted to read and accept the Terms and Conditions
for using VigiFlow to be able to use the system.

Terms and Conditions for the use of VigiFlow

table Use Policy outlin
using our services, you agree to be bound by these te , General Terms, our P

ment. All unauthorized u;
entative of 2
icense agreement with UMC.
er with login credentials to VigiFlo'
to keep your password confidential and may be held liable for any lo:

o If you become aw

password and report the
You agree that UMC m
including your

Acceptable Use Policy

to do so_ For example, you must not fry to do any of




Main screen — Report List

After logging into VigiFlow, you get directly into the Report List

VigiFlow - National Centre A Heloisa Conesa ~

+ New ICSR | ® Import ICSRs [RReS 2 Export~

Page1of2  « < - 2 3 » 25ICSRs match your search with 1 filter(s) applied
Worldwide unigue id Organisation Patient initials Date of birth Reaction / event (MedDRA) Drug name (WHODrug) Latest received date Status of report 2]
Ev LIMC- CORG-200000068 National Cenfre  AB Metformina 18022018 Open
w UMC-UMCORG-200000067 National Cenfre D Betaferon 12022018 Open
Ev UMC-UMCORG-1008 National Centre | TE 16071964 Patchy rash Acetylsalicylic acid;Caffeine;Paracetamal 04102018 Open

Ev UMC-UMCORG-2108 Mational Centre  UMC 17051878 Fever, Sneezing 13112017 Open

gy LIMC- CORG-5T81 Mational Centre  GD Rhabdomyolysis Thiamazol 02032017 Open

gy UMC-UMCORG-5808 Mational Cenire UAS 1836 Abnormal dreams, Ethmoid sinus surgery Dill, Drill 02032017 Closad <
gy CORG-5865 Mational Cenire NO 02011820 Pneumaonia Fenoxdimetilpenicilina 02032017 Open

Ev UMC-UMCORG-4032 Mational Centre  XZ Stevens Johnson syndrome Lamictal, Trileptal, Valproic acid 02032017 Clozad

gy UMC-UMCORG-1006 Mational Centre 12072008 Polydactyly of toes Propylthiouracil 02032017 Open

Ev UMC-UMCORG-1005 Mational Centre  Paul Svensson 06011851 Anaphylaxis, Shortness of breath, Hypotension | Captoril, Aspirin, Metformin, Insulin 02032017 Clozad

gy UMC-UMCORG-1004 Mational Cenire Product counterfeit Zolpidem 02032017 Open

gy UMC-UMCORG-1003 Mational Centre HW 1870 Hypersomnia Cymbalta 02032017 Open

gy CORG-1002 Mational Centre  patient ID: 125-0871 17011867 Fever, Diarrhoea, Neutropenia 02032017 Clozad

Ev UMC-UMCORG-1000 Mational Centre  Smith Jaundice, Acute hepatic failure, Coma Cimetidine, Digoxin, Ranitidine 02032017 Clozad

gy UMC-UMCORG-4004 e Mational Cenire ZZ 03101985 Heart arrest, Stone heart Cilaheart, Heartzin 06022002 Open

v UMC-UMCORG-200000024 Mational Centre  HH Open

gy DE-SOMEDRG-345345 National Centre Rash, lich Alvedon, Beta-alanine Open

gy UMC-UMCORG-2008 Mational Centra Feeling "cool" Zofil, Aeggvitehydrolysat Open

gy UMC CORG-2098 Mational Centre B_OB URTI Tol Open !

Ev UMC-UMCORG-3087 Mational Centre R_UT Low BP Dolex Open <

Page 10of 2 &« <-2 Pow



Information displayed at the top

The name of the page in

which you are current located

The name of your country’s national

pharmacovigilance centre

VigiFlow - Mational Centre

The name of the person
logged into VigiFlow

2 Heloisa Conesa ~

+ New ICSR | ® Import ICSRs [RULIREE

Page 1of 2 & <n2 P

Worldwide unigue id
A UMC-UMCORG-200000068
b4 UMC-UMCORG-200000067
b4 UMC-UMCORG-1008
A UMC-UMCORG-2100
b4 UMC-UMCORG-5781
b4 UMC-UMCORG-5688

hd UMC-UMCORG-

b UMC-UMCORG-4033

h UMC-UMCORG-1006

25 IC5Rs match your search with 1 filter{s) applied

Organisation

Mational Centre

National Cenire

Mational Cantre

Mational Centre

National Cenire

Mational Centre

Mational Centre

National Cenire

Mational Cantre

Patient initials

AB

JD

TE

umc

GD

UAS

NO

XZ

Date of birth

180710684

17051878

1836

02011820

12072008

Reaction / event (MedDRA)

Patchy rash

Fever, Sneezing

Rhabdomyolysis

Abnormal dreams, Ethmaid sinus surgery

Pneumonia

Stevens Johnson syndroms

Polydactyly of toes

Drug name (WHODrug)

Metformina

Betaferon

Acetylsalicylic acid:Caffeine:Paracetamal

Thiamazel

Dile, Drill

Feng:dmetilpenicilina

Lamictal, Trileptal, Valproic acid

Propylthiourasil

Latest received date

18022018

18022018

04102018

12112017

02022017

02032017

02032017

02022017

02032017

Status of report Vigilyze @

Open

Open

Open

Open

Open

Closed o
Open

Closed

Open




Information displayed at the bottom bar

4 New ICSR | ® importICSRs VigiLyze 2 Export~

W UMC-UMCORG-200000120 Mational Centra 13052018 Open

W UMC-UMCORG-200000120 National Cenire lce pick headache Dolmen 02052018 Open

W MC-UMCORG-200000128 A Mational Cenira 12042011 Headache, Dizziness Gentamicin 02052018 Open

Ew) autharitynumb Mational Cenire Patient (name or inifials) 26081874 Vizsual field checking procedures Alvedon 02052019 Open

W MC-UMCORG-20000012T Mational Centra 26042001 27042018 Under assessment !
Ews UMC-UMCORG-200000125 Mational Cenire 28041888 27042018 Open

Ews UMC-UMCORG-200000125 Mational Cenire 28041888 27042018 Open

W UMC-UMCORG-200000124 Mational Cantra 28041938 27042018 Open

W UMC-UMCORG-200000123 Hospital A2 Teste nolif encerrads 26042018 Closed

Page 1 of 7 « ‘n 2|3 4 5| . yo®

Hn MUpEtsal'a 2 Uppsala Monitoring Cantre MedDRA version: 22.0
Centre I Contact | Privacy policy | Cockies | Terms of use | Help
UMC logo is clickable and will If your computer is enabled, by By clicking Help, you will be directed MedDRA version currently
direct you to the UMC website clicking Contact a blank e-mail to VigiFlow page at the UMC implemented in VigiFlow
(www.who-umc.org) message will open up automatically website, where you can find
directed to vigibase@who-umc.ore. technical documents and training
You can use this e-mail address for materials.

any inquiries regarding VigiFlow.



http://www.who-umc.org/
mailto:vigibase@who-umc.org

Language settings

By clicking in the username, it is possible to change the language in VigiFlow.

2 Heloisa Conesa ~
Language
Logout =

Received from

ODrug) @
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Choosing the language

Choose the language you want to use

NOTE! The same language is set for the interface and medical terminology, which means
that it is not possible to have the system in one language and use MedDRA in a different
language.

Select language

® English
) gpanish
) French
) Portuguese

') Russian




eReporting
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eReporting: add-on to VigiFlow

eReporting is a standardized online ADR reporting form developed by the UMC
to facilitate electronic reporting from patients and healthcare professionals

= Reports go directly into VigiFlow without delay
» Information is automatically placed in the corresponding fields

= Minor manual data entry left for the PV centre

Confirmation
email

({(
({0

Reporters eReporting VigiFlow VigiBase
National ICSR WHO global
database ICSR database



eReporting fields (1/3)

Reporter
Email *

Reporter * (2)

User of the medicine
Initials *
Sex *
Weight (2)
Date of birth * (2)

Country where the
reaction(s) started (?)

email@reporter.com

Pharmacist A

JD

Male '‘® Female
kg

or Age at time of reaction |50

United Kingdom v

Year Y
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eReporting fields (2/3)

Describe what happened

* Describe what happened in your own words, any symptoms or side effects you suspect were caused by your
medicine, and what happenead since then.

Other specific details about each medicine and relevant dafes can be enfered below, but please include enough
information here to connect fo the Reactions/Symploms section below

Case narrative

s
Reactions/Symptoms
Enter & short description (headache or diarrhoea for instance) for each reaction that you suffered and the
relevant details. Click on the “Add another reaction/symptom” button for each new reaction you need to describe.
1 Reaction/Symptom * Remaining 183
Flu-like symptoms
s
Start date * End date Duration
10 ||2018 ar v
Qutcome of reaction
Recovered/Resolved Reaction ended, but with after effects
Recovering/Resolving Fatal
Not recovered/Not resolved Unknown
| & Add another reaction/symptom
Did the reaction(s) lead to any of the following Uppsala
— Monitoring
Tick those thaf apply or leave blank
et & Centre
Caused/prolonged hospitalization (7) Life threatening
Disabling/Incapacitating Results in death

- Building a global safety culture
Congenital anomaly/birth defect Other medically important condition



orting fields (3/3)

Medicines

Enter the name and details for each medicine you were taking before the reaction occurred. Click on “Add
another medicine” for each new medicine you need fo describe. Please also describe any herbal preparations,
recreational drugs or other alternative medicines you were taking.

1 Name on medicine * (2 Medicine producer (7)

Eetaferon #| Probably causing the reaction @
Strength (3 Dosage (3
alternate days
Route Place where medicine was obtained (2
Injection into skin v v
Start date End date (2) Duration
@ .
10 |[|2018 ar v
Reason for taking the medicine (3 Rermsinir

Multiple sclerosis

What else did you do? (3) J— Action taken with medicine

P

Has the medicine caused a similar reaction before? Yes No Unknown Clear

z - Add information on all medicines, one by one. Please do not forget about “over the counter”
| & Add another medicine medicines, herbal preparations, recreational drugs or other alternative medicines

Additional information

Flease give a chort description of your medical history. This is important since some reactions only appear with a
combination of previeus or ongoeing disease, special diets, recreational drugs, smoking habits, alcohol intake or
allergies. You can also enter other comments you feel are important.

Current and previous ilinesses Remining. 10000
Uppsala
Monitoring
= Centre
Additional comments Remaining: 500
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Connection between eReporting and

VigiFlow

When a new case is reported in eReporting, it automatically shows in the list of
reports as seen below.

If the drug names are recognized by the WHODrug dictionary, they are
automatically coded.

[

Page 1 of 2 « ¢ 2 ¥y » 24 ICSRs 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
v UMC-UMCORG-300000067 National Centre  JD Betaferon 18022019 Open ]
v UMC-UMCORG-1008 National Centre TE 16071964 Patci rash Acetylsalicylic acid:Caffeine;Pédacetamol 04102018 Open
v National Centre  UMC 17051978 Fever| Sneezing 13112017 QOpen

UMC-UMCORG-2109

Reaction is blank
Drug name is auto-mapped
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Auto-mapping of information entered in

eReporting

Reports received through eReporting require less manual data entry because
information entered in the eReporting online form are automatically transferred to the
corresponding field in VigiFlow.

UMC-UMCORG-300000033

Report information

Report information
Patient

Report title Report type Status of report @ Safety report id
Case narative and other information Spontaneous report v Open o UMC-UMCORG-200000023
Medical and past drug history

Initial received date @ Initial report date @ Received from Other report id @ Worldwide unique id
Reaction: flu-like symptoms 18 | February v 2019 18 | February v |2019 Health Professional v GB-UMCPRS-87d5b99d-b5cc-4fdc-b29f-de | WMEUMEORE 200000023

Drug: Betaferon
Latest received date @

Tests and procedures 18 | February ¥ | 2019

Parent Child report
Assessment

nitial reporter information Sender information Link ICSR Hates Litersture report

= Initial reporter information

Reporter qualification Title @ Country of reporter

Pharmacist v United Kingdom of Grea ¥ @) Primary @
Family name & Given name @
Department & Organisation &
Street address @ City @ State or Province @ Postal code @
Telephone © E-mail @

email@reporter.com

Patient
Patient initials @ Sex Date of last menstruation & Body weight (kg) Bady height (cm)
MBT Male hd v
Date of birth € Age at onset of reaction Age group
v 50 Year v v

Additional fields v

Case namrative and other information

Case narrative § Reporter's comments

Case narrative



Identifying reports received via eReporting —

Search filters

These reports are also identifiable through the Means of reporting, available
as a search filter and a column in the Excel export.

Initial received date {from) € Initial received date (to) Report title € Status of report @ Received from
v v v ¥
Report type Patient initials € Reaction / event (MedDRA) @ Drug nams (WHODrug) @
v o
Means of reporting Sex Sericus Active ingredient{s) (WHODrug) €
eReporting v ¥ T
Reporter qualification Date of birth € Sericusness criteria ATC code &
v v v
Report identifier € Outcome of reaction Additional drug-related problems
v v
Includs deleted IC2Rs Ascigned to Batch number / Diluent batch number @

Show only ICSRs that can be copied to Wigilyze

Organisation

Page 1 of 1 € 4 n ro® 1 I1C5Rs match your search with 1 fiter|s) applied
Worldwide unigue id Organisation Patient initials Date of birth Reaction / event (MedDRA) Drug name [WHODrug) Latest received date - Status of report Vigilyze (=]
[ UMC-UMCORG-200000067 Mational Centre JD Betaferon 18022018 Open

Pageiof1 ¢ - s Uppsala
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dentifying reports received via eReporting —

xcel export

These reports are also identifiable through the Means of reporting, available
as a search filter and a column in the Excel export.

VigiFlow_Excel_11122018_111141.xlsx - Excel Heloisa Conesa B (m]
Formulas  Data Q Tell me what you want te do |& Share
-y o [ .
J Cut Calibri -z - A A General - K [0 | normal2 Normal gm Bx @ 23 P Ay p
B Copy - Condif | F - - IEEI I:k)EEII Fe FIH' SZ & Find &
. . CA- = . @, <0 oo Conditional Formatas| Bad Good nsert Delete Format ort & Fin
"~ ' Format Painter Tu-L- Sl S Merge & Center T ting- Tablew | g - Clear™  Filter~ Select~
Clipboard ) Font o Alignment [} Number ) Styles Cells Editing -
c1 ~ f- Means of reporting =
A B C D E F G H
Last edited by Senders Means of reporting Received from Worldwide unique id Safety report id Other report id Initial received
organisation date
1
eReporting Health Professional UMC-UMCORG-300000024 UMC-UMCORG-300000024 GB-UMCPRS- 20181211 1
2fdb52cf-8f47-
A76¢-805f-
2 48375407eb42
Vigiflow Testl Import - non-validated UMC-UMCORG-5000 UMC-UMCORG-9000 '20110111
B
Vigiflow Testl Import - validated Other (e.g. Distributor, Study UMC-UMCORG-1007 UMC-UMCORG-1007
Sponsor, Contract Research
Organisation, or non-Commercial
4 Organisation)
Vigiflow Testl Manual data entry UMC-UMCORG-1000 UMC-UMCORG-1000 0030514 I
5
Vigiflow Test1 Manual data entry UMC-UMCORG-1001 UMC-UMCORG-1001 0010101
Summary | ICSRs | Drugs | Reactions ® 1 3
Ready Count: 24 = Eo- 1 + 100%




Questions:
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Uppsala Monitoring Centre (UMC)
Box 1051, SE-751 40 Uppsala, Sweden
Tel: +46 18-65 60 60 www.who-umc.org


mailto:vigibase@who-umc.org

