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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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Important considerations for the data entry

You should follow your national centre's standard operational procedures
for data entry

Because VigiFlow is compliant with international standards of ICH E2B(R3),
it contains a large amount of fields with the aim of allowing a more flexible
data entry. It is not required to fill in all fields to complete the data entry.

In some cases there are alternatives to enter the same information either in
free text or in structured fields. The UMC recommends to use the
structured fields as much as possible because it will facilitate the data
analysis later on.
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Features from Data Entry section
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Accessing the Data Entry page

To enter a new report, click + New ICSR in the Report List page

Report list VigiFlow - National PV Centre
e —— e
Timponty & export | Manage accounts |RUGTIREES
20558 IC5Rs match your search with 0 filter(s) applied Page 1of 1028« ¢« n 2|3 4 5 . 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 2]
v O oRG.20002080 o Hospital A2 T Cardiaz arrest Chioroguine 30072020 30072020 Open
~ [fomc-uncora-200020801 m () Regional Centre & Rash, lich Tylenol, Bata-alanine 20072020 20072020 Closad v
~ [fumc-uncore-200020800 @ National BV Centre Discomfort Diovan 28072020 28072020 Open !
Ewy D bunc- CORG-200020800 @ Mational P Centre Hypotension Lamictal 27072020 27072020 Open
~ [lepon-arioetainzis National P Centre 07011871 Cardiac arrest 20072020 20072020 Open
- D b 1A-TestcaseD8-nullifym) Mational P Cantre MH Jaundice, unspecified, not of newbern 27082018 07072020 Open
Lv3 D EE-EMA-Testcase07-followndeup National FV Centre MH Jaundice, unspecified, not of newbom 27062018 07072020 Open
[ D DE-EMA-Testease08 Mational P Centre HWII Liver failure 27062018 07072020 Open
Evy D P EMA-TE: E05 Mational PV Centre MM Cardiac armest Calpol, Calpol 27052018 07072020 Open
[ D s-sPONSOR-TESTCASEDR Mational PV Centre Paolydactyly of toes Migraleve pink, Migraleve pink 27062018 07072020 Open
Ev3 D bS-SPONSOR-TESTCAS National PV Centre MH Pre-zclampsia Migraleve pink, Migraleve pink 27062018 07072020 Open
Ewy D LS MAH-TESTCASEDZ National PV Centre JTK 22031821 Food interaction, Explosive diarhoea 27062018 07072020 Cpen
o D lSE-EMA-TESTCASED National PV Cantre MM Cardiac arrest Calpol, Calpol 27062019 07072020 Open
Ewy D Mational P Centre ABC 30082000 Pregnancy, Lack of drug effect 01072020 01072020 Closed !
[ D j1-002147023_T-N BxoTES24 Mational PV Centre POP 080519850 Angina pectors Owcarbazepine 26062020 26062020 Closed
Ewy D bunc- CORG-300020804 e Mational P Centre 15062020 15062020 Closed
Evy D bnc- ORG-200020893 ° Mational PV Centre Rash gum |pamof 10062020 10062020 Closed S
Ewy D bunc- CORG-300020802 @ Mational P Centre Paracetamaol 02052020 02052020 Closed
Evy D bnc- CORG-200020821 e Mational PV Centre Ursofalk 02052020 02052020 Under assessment
Ewy D 1 CORG-300020820 e Mational P Centre Abdominal pain Diovan 05062020 05062020 Closed
—

To update an existing report (e.g. enter follow-up information), click on its worldwide unique id in the list of reports



Data Entry initial page

VigiFlow - Mational PV Centre

< To Report list New ICSR R8T

2 PDF/Excel/XML ~ m
Report Unsaved ICSR

Report informa
Patient

i)
i

(17
o
w
i
1

Report title Report type
Case narrative and other informat. .. w
Medical and past drug history

Initial received date € Initial report date € Received from Other report id ©
Reaction P

w
3 July v | 2020 hd Report id Source
Drug Add
Tests and proceduras
Does this case fulfil the local criteria for an expedited report?

Azzessment Mo | Clear

D Parent Child report
Overview o

nitial reporter information Sender information Link ICSR Motes Literature report Study information Diocumenis

= Initial reporter information

Reporter qualification Title © Country of reporter
v Sweden v Primary ©
Given name & Family name -]
Department & Organisation &
Street address & City -] State or Province € Postal code @

Telephons © Email address @



Functions in the top bar menu

Delete this ICSR

Change status

Go back to
Report list

Enter another
ICSR

Access
VigiLyze

of report*

/

< To Report list | & SEHE S | Vigilyze

Patient

Report title

Casze namrative and other informat. ..

Medical and past drug history

Initial received date €

Reaction

Drneg

Tests and procedures

Aszassment

Overview

31 July

Delegate ICSR to
another organisation*

\E'E T T D AR T

Unsaved ICSR

Report information

Report type

Initial report date € Received from

w | 2020 v

Does this case fulfil the local criteria for an expedited report?
() ves () Mo| Claar

[[] Parent Child report

nitial reporter information

Sender information Link ICSR MNeotes Literature repart

*See the slides about decentralisation in VigiFlow available at this link.

Study information

Send a copy of this
ICSR to VigiBase

Other report id (5]

Report id

Documents

Export ICSR to
PDF or XML

Save ICSR

2 PDF/ExcellXML ~

Source
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https://www.who-umc.org/global-pharmacovigilance/vigiflow/training-materials/english/

Viewing mode — (1) ICSR Sections

VigiFlow offers 2 viewing modes for data entry:
1) ICSR sections: displayed in the left menu
You can move between sections to enter data in the most convenient way for you.

No data will be lost when moving from section to section, but it is recommended to
regularly save your work.

ﬂ\em}n nformation

Unsaved ICSR

Patient

Patient
Initials € Sex Date of last menstruation & Eody weight (kg) Body height {cm)
Case namrative and other informat. .. . o
Medical and past drug history Date of birth & Age at onset of reaction Age group
L b L

Feaction

Additional fields +
Drug
Tests and procaduras

\ Azzsssment j

Overview



Viewing mode - (2) Overview

VigiFlow offers 2 viewing modes for data entry:

2) Overview: all ICSR sections are displayed in the same page

Unsaved ICSR
Report information

Report information

Patient

Report title Report type
Case namative 2nd other informati_.. v
Medical and past drug history

Initial received date € Initial report date € Received from Other report id @
Resction 3 | C v

31 [ July v | 2020 A Report id Source
Drug Add
Tasts and procedures
Does this case fulfil the local criteria for an expedited report?

Assessment S

[] Parent Child report

rifial reporter information Sender information Link ICSR Mates Literature repart Study information Documents

Initial reporter information

Reporter qualification Title @ Country of reporter
i Sweden i Prmary @

Given name € Family name @
Department & Organisation @
Street address © City @ State or Province @ Postal code &
Telephone @ Email address @

Patie

Initials € Sex Date of last menstruation @ Body weight (kg) Body height [em)

hd L
Date of birth & Age at onset of reaction Age group
v v v

Additional fields v




Saving the report

Click Save to keep the latest editing done on the ICSR.

If your PV centre has unstable internet connection, it is recommended to save the report
frequently to avoid losing information.

< To Reportlist VigiLyze
U N‘C—U M CORG—300020903 Created by organisation: Mational PV Centre
Report information

Delete || & Send copy || & PDF.‘ExceI;‘XML

Patient

Report title Report type Worldwide unique id Safety report id
Cass narrative and giher information Spontaneous report v UMC-UMCORG-300020002 UMC-UMCORG-300020803
Medical and past drug history

Initial received date €@ Initial report date © Received from Other report id €
Reaction 9 q iont [ O n w

31 July w | 2020 v Patient / Consumer Reportid Source

Drug L
Tests and procedures . . .

Latest received date © Does this case fulfil the local criteria for an expedited report?
Assessment 31 | July w | 2020 (0) Yes () No| Clear

] Parent Child report

Overview o

nitial reportar information Sender information Link ICSR Maotes Literature report Study information Documents

= Initial reporter information

Reporter qualification Title € Country of reporter

Consumer or ofher Non-Health Professin W Sweden w Frimary €



2 PDF/ExcelXML ~ | g BRI

Safety Report ID creation

yze
Unsaved ICSR
Report information
Report title Repart type
Spontaneous report w
Received from Other report id ©
v
Report id Source

Initial report date €
v Patient / Consumer

Initial received date €
w | 2020

31 | July
Once a new ICSR is saved for the first time, the Safety report ID will be created,
Delegate to organisation ~ || Status of report: Open ~ || @ Delete ||  Send copy | & PDF/Excel’XML ~ m

otherwise it will say “Unsaved ICSR”.
Worldwide unique id Safety report id
UMC-UMCORG-300020803

UMC-UMCORG-300020803

liLyze
I\-1 C-U MCD RG-SGUUZOQDS =ated by organisation: Mational P\ Cenire
Report type
Spontaneous report
Other rensrt-id g
Source

Report informatic
Report id

Report title
Received fra
Patient / Consumer

The Safety report id consists of 3 elements:
<country code>-<organization name>-<sequential number>

Initial report date €
w

Initial received date @
w | 2020

31 | July



Worldwide unique id as report header

The Safety report id is generated by VigiFlow as an internal identification number for the
ICSR.

If the ICSR was entered manually (example 1), the safety report id and the worldwide
unique id are identical. However, if the ICSR was imported from an xml-file (example 2), it

has a worldwide uniqgue id that represents the name and country of the organisation that
sent the xml-file.

UM C-U NlCO RG-300020903 reated by organisation: Mational PY Cenira

Report title Report type Worldwide unigue id Safety report id
Exa m p I e 1 Spontaneous report " UMC-UMCORG-2000202032 UMC-UMCORG-300020803

Initial received date @ Initial report date € Received from Other report id €

K3 July v | 2020 v Fatient / Consumer b

Report id Source

MX-SA-EDEUSADDO1 85 Qreated by organisation: Matonal PV Centre

Report title Report type Worldwide unigque id Safety report id
-SA-202 X C-UMC 2
Example 2 Spontaneous report ~ Mx-SA-20205A000185 UMC-UMCORG-200020885
Initial received date & Initial report date & Received from Other repart id €
27 May w2020 W Fharmaceutical Company v

Report id Source



Delete ICSR

To delete an ICSR, it is required to specify the reason why the ICSR should be
disregarded.

Even when deleted, it is possible to find an ICSR through the search filters in the Report
List.

Delete of ICSR

Reason for delete of ICSR:

I you delete, the ICSR will be inactivated. However you can find deleted ICSR:s in Report list.
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Sending a copy of the ICSR to VigiBase

This functionality is available only for the national pharmacovigilance centre.

By sending a copy of the ICSR to VigiBase, the report will be available for
analysis in Vigilyze together with the ICSRs shared by the national
pharmacovigilance centres from other member countries of the WHO
Programme for International Drug Monitoring.

As Vigilyze is updated once a week, it might take a few days to see the report.

This functionality is the equivalent to the commit functionality in old VigiFlow.

yZe Delegate to organisation » || Status of report: Open « i Deletg]| E Send cop';r_' ¥ PDF/ExcelXML m

U M C—UM CORG-SDDUQDQOE‘ Created by organisation: Mational PV Centre

Report information

Report title Report type Worldwide unique id Safety report id

Spontaneous report agt UMC-UMCORG-200020902 UMC-UMCORG-200020003

Initial received date & Initial report date € Received from

Anen

Other report id @

S L e



Minimum information for sending a copy of

an ICSR to VigiBase

ICSRs can be sent to VigiBase at any time, i.e., it is not necessary to have them assessed
or complete. However, there is a minimum amount of information that an ICSR must
contain to be able to send it to VigiBase.

The @ symbol indicates that there is information missing in a specific section and the
ICSR cannot be sent to VigiBase yet.

. Unsaved ICSR

aaaaaaaaaaaaaaa

Report information
wwwwwww

eeeeeeeeee Report type

352 namative 3nd cther information v
Medical
date @ te® ~ Receivedfom  Otherreportid (-]
RRRRRRR 0
1] dut 2020 e Y Repertid o ce
Drug
Tests ar ced
he local o pe

Assess

ve ] mily name @
Department o (-]
Street address @ City @ State or Province @ Postal code @
ne @ (-]
Patient
nitals®  Sex  Dateoflastmenstruation @  Bodyweight ikg) od; {em}




Full list of minimum information for sending

a copy of the report to VigiBase

In general terms, a report must contain at least the 4 minimum criteria to be sent to
VigiBase.

By clicking on the symbol @ by the Overview tab, it is possible to see the complete list of

missing information.
Unsaved IC5R

Report information
Report information

Patient

This ICSR has insufficient detail to be included in the data set for analysis in Vigilyze.
Caze namative and other information

The information below must be entered:

Medical and past drug history

Report information

Reaction = Initial received date
« Report type
Drug « Latest received date (if new information has been added since the ICSH was
previously sent (follow-up))
Tests 3nd procedures + Repaorter qualification (for the initial reporter marked as Frimary) I
Patient
Azzessment
« Patient inifialz or
s Sexor
@ Date of birth or
« Age at onset of reaction or A
=« Age group or
o If the report iz a Parent Child report
= Gestafional age at onset of reaction {if fetus) or I

= Gestafional age at exposure (if fetus) (under Drug)

Drug

¢ Toindicate at least one drug as Suspect or fwo Interacting drugs
« Dmug name (WHODmg) or
« Dnug name as reported by initial reporter

Reaction

» Reactionfevent (MedDRA)



List of minimum information for sending a

copy of the report to VigiBase

Unsaved ICSR

After entering some of the minimum

Patient

required information, the list of Casenartve and ofhs nfomation
m i S S i n g i nfo r m at i O n i S u p d ate d Heesm s e ey Initial received date €3 Initial rennrt date € Received from

a CCO rd i n g | y Feaction This ICSR has insufficient detail fo be included in the data set for analysis in VigiLyze.
. |

Report title Report type

Drug The information below must be entered:

Report information

Tests and procedures

= Initial received date o
Assessment = Report type
. . . . Lalegt received date (if new information has been added since the ICSR was
At th Is eXa m p I el th e m I n I m u m _ o ;r::;?::‘;z:;:::ﬁv(—;fie initial reporter marked as Primary)
information to identify the patient Drug
. = Toindicate at least one drug as Suspect or fwo Interacting drugs
were entered so it does not show on * Drug name (WHODRg or |
o Drug name as reported by initial reporter
the list anymore. Reaction

« Reaction/event (MedDRA)

Department € Organisation @
Street address © City €
Telephone @ Email address &

Initials € Sex Date of last men
Female ~
Date of birth @ Age at onset of reaction Age group
v w

Additional fields %

Case namative and other information




Missing information in a specific section

It is also possible to see the list of missing information in a specific section by clicking on
the symbol @ by its title.

Report information
Patient

This ICSR has insufficient detail to be included in the data et for analysis in Vigilyze. Report type

Casze namative and other il w
The information below must be entered:

Medical and hist : .
o5l =nd pastana M=t Report information

Received from Other report id €
Reaction = Initial received date -
» Report type Report id Source
Drug » Latest received date (if new information has been added since the ICSR was

previously sent (follow-ug))
Reporter qualification (for the initial reporter marked as Primarny)

Tests and proceduras
teria for an expedited report?

Assessment I (j\ Yes C\ No | Clear |

|:| Parent Child report

o

Overview

nitial reporter information Sender infarmation Link ICSR Maotes Literature report Study information Documents

= Initial reporter information
Reporter gualification Title @ Country of reporter

v Sweden v Frimary @

Given name B Family name (2]
Department & Organisation 8
Street address € City @ State or Province @ Fostal code @

Telephone @ Email address @



Minimum information does not mean

completeness

When the icon @ disappears, it means that the report contains the minimum
information required for sharing it with the WHO global ICSR database.

However, it might not mean that the report is complete. The UMC advises to always
enter as much data as it is available in the original report. A more complete report will
lead to better data analysis.

UMC-UMCORG-300020900 crested by organisation: Natianal 7 Centre:

Report information
Repart title Report type Worldwide unique id Safety report id
Case namative and cther information Spontaneous report v UMC-UMCORE-200020900

Initial received date @ Initial repart date © Received from Other reportid @

Given name @ Family name @
Department -] Q
sssssssssss -] City @ State or Province € Postal code @
ne € (-]
Patient
Initials © Sex o dy weight (kg) od {em}
Fem
Dat h @ ge at onset




Help texts, which can be found at the icon @), support data entry by providing
information such as:

* How to enter data in the field

*  Which data is private and will not be shared with the WHO global ICSR database

(VigiBase)

ICSR sections

Report information

Case narrative and other information
Medical and past drug history
Reaction

Drug

Tests and procedures

Causality assessment

Initial reporter information

Overview

Unsaved ICS|
Patient

Date of birth @

Patient initials €

Date of death @

Possibility to indicate age in three different ways (Date

of birth, Age at onset of reaction, Age group). the more .
precise the better. However, to be in conformance with

the regional confidentiality requirements.

Date of birth: if date and/or month is unknown, only
year is sufficient to enter

4+ Cause of death

Cause of death (MedDRA) €

Cause of death as reported by initial re
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Example of Privacy Data — Patient initials

U M G —U"H'1 CD RG—E!D{}{}EDQDD Created by organisation: Mational PY Centre

I

Pafient f you do not know the initials/mame of the patient, fill in ‘unknown'.

Initials &
Case namative and other infermation " Note! This data will not be available for other member countries in VigiLyze.

Date of birth € Age at onset of reaction Age group

Report information

Medical and past drug history

Reaction: Discomfort

Additional fields
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Identifying fields containing data

When data is entered into the fields the background turn yellow.

Recert information UMC—UM CORG—SDDOZOQOO Created by organisation: National PV Centre

Report information

Patient
Report title Report type Worldwide unique id Safety report id
1o-UME ) C-UN .
Cass narative and other infarmation Spontaneous report v HME-IMEORG- 200020900 UME-UMCORG-300020800
Medical and past drug history
Initial received date @ Initial report date € Received from Other report id €
Reaction: Discomfort i 02( it v
28 | July w | 2020 v Health Professional Report id Sourse
Drug: Diovan
Tasts and procaduras Latest received date @

Does this case fulfil the local criteria for an expedited report?

28 | Juy  v|2020

Yes -_:_- No | Clear
Azsessment

[[) Parent Chiki report

ENEEEE o oo twesm s

+ Initial reporter information

Literature report Study information Documents

Reporter qualification

Title & Country of reparter
Other Health Professional v Sweden v Primary @
Given name @ Family name @
Department & Organisation @
Cardiology Hospital XYZ
Street address @ City @ State or Province @ Postal code @
Stockholm
Telephone €& Email address @
Patient
Initials © Sex Date of last menstruation € Body weight {kg) Body height {em}
TJ

Female g v

Age at onset of reaction

w 57 Year wE

Age group

Additional fields v

Case narrative and other information

Case narrative @ Reporter's comments €



Repeatable sections and fields

The + icon indicates that the corresponding section / field can be repeated for adding other
drugs, dosages, reactions, etc.

By clicking on the +, a new section / field will appear.

Drug role & Strength @ s
.

Marketing Authorisation Holder (WHODrug) @ Dose @ Doses in interval @ Dosing interval &
WHODrug
v v v

Drug name @ Marketing Authorisation Holder © Dosage
Active ingredient{s) & Country where drug is authorised
v Pharmaceutical form Route of administration
Drug name as reported by initial reporter €@ . v
Country where drug was obtained
v Batch number
Suspected ingredient &
v Start of administration € End of administration @
v v
+ Indication Duration @
Indication (MedDRA) € v Celeuzz
[ 0E Vaccine information @
Indication as reported by initial reporter &
® Y s Dose number @ Expiry date
v v
Diluent name Diluent batch number
Additional drug-related problems
= Site of administration Vaccination session
y | =
+ o v v
“Acton taken © Was 3 rechallenge performed® k J
v Yes No Unicnown | Clear
Additional information on drug Time interval between administration and reaction onset @
Reaction ! event (MedDRA) Firstdose Last dose
Missing MedDRA term v =

Cumulative dose to first reaction ©



Repeatable sections in the ICSR section menu

To enter more than one reaction or more than one drug, the whole sections can be
repeated.

For every repeated section, a specific tab will appear in the ICSR sections menu.

Additional sections and fields can be removed by clicking the trash icon.

Unsaved ICSR

Report information

——
+ Reacti i
Patient Reaction [}
. Reaction ! event (MedDRA) [~} Reaction / event as reported by initial reporter a Country of cccurrence -]
Case namative and other informat. ..
Vomiting L )E Sweden v
Medical and past drug history
Reaction: Vomitin
g Onset date © Time & End date € Time @ Duration @
v : L : v Caleulate
Reaction: Diarrhea
" . Dutcome Medical confirmation by healthcare professional @
Crug: Hepatitis b vaccine
v es Mo | Clear
Crug: Diclofenac sodium
Serious Seriousness ©
T 3 8 fes Mo | Clear
@sts and procadures Resulis in death Congenital anomaly / birth defect
Causality assessment . . . . o
Disabfing / incapacitating Caused / prolonged hospitalisation

o Life threatening Other medically important condition
Owerview



Error message

A vertical red bar indicates that information was entered incorrectly in the field / section.

A message in red will provide additional information about the error.

Report information

Case namative and other information

Medical and past drug history

Feaction: Discomfort

Crug: Diovan

l Report information

Report title

Initial received date €
f 22| v || 2020

'y - H H—r—
Drate format iz invalid or out of

valid ranges

Initial report date €

b

UM E—UM CDRG—SD{}{}EDQDD Created by organisation: Mational PV Centre

Repori
Spo

Receiv

Hea
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Export the ICSR

The ICSR can be exported in two different file formats (PDF or XML) depending on the
purpose of the export.

The file downloaded in the selected format will show in the lower left corner of the
screen.
‘

UMC-UM CORG-SDD{}EOQOO Created by organisation: Mational PV Centre Masked PDF {1::

Report information

Patient

< To Report list | & AR 0| Vigilyze Delegate to organisation = || Stafus of report: Open = il Delete || @ Send Copy

Repaort title Report type Worldwide unique id Safety report Jd Unmasked PDF (1)
UMC-UMCORG-200020000 UMC-UMCORE- :
Unmasked XML (1)

Case narrative and other information Spontaneous report i

Medical and past drug history

Initial received date @ Initial report date € Received from Other report id @
Reaction: Discomfort np I it w
28 | July v | 2020 v Health Professiona Reportid Source
Drueg: Diovan
Tests and procaduras Latest received date @ Does this case fulfil the local criteria for an expedited report?
28 July v | 2020 () ves () Mo | Clear
Assessment
D Parent Child report
Crverview nitial reporter information Sender information Link ICSR MNotes Literature report Study information Documents
== Initial reporter information
Repaorter gualification Title € Country of reporter
Other Health Professional v Sweden v Frimary @

VigiFlow_UMC-UM...pdf A Show all




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



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>
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Fields available in Report Information section

Report information

Report title Report type
W
Initial received date € Initial report date € Received from Other report id €
03 i) & [ L
03 | August ~ 2020 i Report id Source
Dioes this case fulfil the local criteria for an expedited report?
() ves () Mo| Clear
|:| Parent Child report
nitial reporter information Sender information Link ICSR Motes Literature report Study information Documents
= Inifial reporter information
Reporter qualification Title & Country of reporter
v Sweden v Primary @
Given name €& Family name &
Department € Organisation €
Street address @ City & State or Province © Postal code @

Telephone @ Email address @



Report title

The Report title is a free-text field that can be used to label the report according to the
standard operating procedures of your organisation

Report information

Report fitle Report type
w
Initial received date @ Initial report date € Received from Other report id ©
03 | August | 2020 i b

Report id Source

Uppsala
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Initial and Latest Received Dates

The initial and latest received dates represent respectively the date when the ICSRs was
first received at your organization and the date when your organization received updated
information about the ICSR (for example, follow-up information).

For new ICSRs entered manually, the initial received date will be pre-populated with the
current date. Remember to change it if the ICSRs was received at your organization
another day.

The Latest Received Date field will be shown after the ICSR is saved for the first time.

Report information

Report title

ﬂnitial received date & \ Initial report date €
03 | April w 2020 W

Latest received date & Does this case fulfil the local crit

03 | August | 2020 () ¥es () No| Clear Uppsala
\ J Monitoring
Centre

- Building a global safety culture




Latest Received Date

After the ICSR is saved for the first time, the Latest Received Date field is displayed and it
will be populated with the same day as in the Initial Received Date.

The Latest Received Date should be changed whenever your organization receives
updated information about the report.

UMC-UMCORG-300000041

Report information

Report title Report type
Spontaneous report v
ﬁnitial received date € Initial report date € Received from
27 | February v | 2019 v Pharmaceutical Company v

Latest received date €
27 | February ¥ | 2019

| Literature report

Parent Child report



Report type and Received from

The Report type indicates if the ICSR was reported spontaneously (by patients,
healthcare professionals, etc), collected in the context of a clinical study or if it was
reported in another manner.

Report information

Report title Report type

Spontaneous report
Initial received date © Initial report date @ Report from study

03 | August w 2020 w Other
Mot available to sender (unknown)

The Received from field should be used to indicate the type of sender that sent the
report to your organisation. Additional information on the Sender information slide.

Report information

Report title Report type Worldwide unique id Safety report id
o UMC-UMCORG-200020004 UMC-UMCORG-200020004
Initial received date € Initial report date @ Received from Other report id @
03 | August w 2020 v v | o r—

Pharmaceutical Company

Health Professiona

Regional Pharmacovigilance Centre

Patient / Consumer

03 | August w | 2020 () Yes () Noj| Clear Regulatory Authority

(Other (e.g. Distributor, Study Sponsor, Contract Research Organisafion, or non-Commercial Organisation)

Latest received date €@ Does this case fulfil the local criteria fi

[C1_Parent Child rennct



Other report id

As mentioned before, the safety report id will be created in VigiFlow after the ICSR is
saved for the first time.

If the report has an id number from another Source (e.g. from a pharmaceutical
company), it can be captured in the Other report id field.

All identification numbers are shown in the Report Information section.

SE- BAYE R—201 8—6?890 Created by organisation: National P Centre
Report information

Report title Report type Worldwide unigue id Safety report id
Spontaneous report s SE-BAYER-2018-67380 UMC-UMCORG-200000138
Initial received date @ Initial report date € Received from Other report id €
i " o
12 June w2019 w FPharmaceutical Company Report id Source
m

\SE-BA\E ER-20158-87500 Bayer

/

Uppsala
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Centre

- Building a global safety culture




Parent-child report

Definition: Fetus or breast-feeding infant that is exposed to
one/several drugs through the parent AND experienced
one/several adverse reactions.

Report information
Report title &
Initial received date & Initial report date €
L3 v

Latest received date &

L

Repo 0 dicate e case
d pare a epo
pe adata e eld
= elavailable ome
e O
Parent Child report
/-hn Uppsala
Monitoring
Centre
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Parent-Child fields in the PATIENT section

Patient initials @ Sex Date of last menstruation € Body weight (kg) Bady height {cm)

v v

Date of birth @ Age at onset of reaction Age group Gestational age at onset of reaction (if fetus) @

Additional figlds v

Parent information

Parent initials € Sex Date of last menstruation & Body weight (kg) Body height {cm)

v v

Date of birth @ Age (years)

T
Parent medical history @

Medical history (MedDRA) & Start date @ End date @ Continuing @

ACH MNo Unknown | Clear

il
-
4

Medizal comments

+

Relevant medical history

Parent drug history @

Previous medications @

Indication (MedDRA} € Reaction (MedDRA) © Start date © End date @

= /




arent-Child fields in the DRUG section

In the Drug section, 2 new fields appear when we select Parent-Child report:
* Gestation age at exposure

* Parent route of administration

Drug role @ Strength ©

v % Dosage information

Marketing Authorisation Holder (WHODrug) @ Dose © Doses in interval € Dosing interval @
‘WHODrug v
v

Drug name & Marketing Authorisation Holder € Dosage
Ative ingredient{s) @ Country where drug is authorised
- Pharmaceutical form Route of administration
Drug name as reparted by initial reporter € v

Country where drug was obtained

~ Batch number Parent route of administration

Suspected ingradient @

. Start of administration €

v W

n Duration €

Indica

Indication {MedDRA) @ ~ || caleulate

Vaccine information @

Indication as reported by initial reporter €

Dase number & Expiry date
v v
Diluent name Diluent batch number
Additional drug-related problems
— Site of administration Vaccination session
v| o
o - v

+

Action taken € Was a rechallenge performed?

Unknown | Clear

Additional information on drug

Reaction | event {(MedDRA) First dose Last dose
Missing MedDRA term - -
Cumulative dose to first reaction @ Gestational age at exposure (if fetus) ©




Tabs available in Report Information section

Report information section includes the following tabs:
Initial reporter information, Sender information, Link ICSR, Notes, Literature
report, Study information and Documents.

Report information

Report title Report type
v
Initial received date € Initial report date © Received from Other report id €
03 ) - () b
03 | August v | 2020 hd Repaort id Source

Information to be
entered in
different tabs

Does this case fulfil the local criteria for an expedited report?

.;::;. fias .;::;- Mo | Clear

D Parent Child report

Reporter qualification Title © Country of reporter
v Sweden v Frimary @
Given name [>] Family name €
Department © Org tion €
Street address @ City € State or Province € Postal code @



Initial reporter information tab

The reporter is the person who initially reports the facts provided in the case.

Enter the information available about the reporter. For confidentiality reasons, only the
Reporter Qualification and Country of reporter (highlighted below) will be shared with
the WHO global ICSR database; the remaining information will be kept in VigiFlow only

and they can be useful when you need to contact to reporter to obtain additional
information about the case.

Initial reporter information Sender information Link ICSR Motes Literature report Study information Diocumenis

4 Initial reporter informztion

Reporter qualification

ountry of reporter

Physician Dr. Sweden Primary €

Given name a Family name '9

Reporters name Reporter's last name
Department & Organisation &

Cardiology University Hospital
Street address 9 City 9 State or Province 9 Postal code 9

Uppsala

Telephone [+] Email address &

000000000000 doctor@hospital.se

Last edited by Nome do usudrio ZB0T2020



Sender information tab

Sender is the person or entity that sends the report to the pharmacovigilance centre. Very often the reporter and the sender are the
same but in some cases it is necessary to distinguish between the two, eg. if a report is received from a MAH (on a CIOMS form etc)
initially reported by a physician — then the sender is the MAH and the reporter is the physician.

Information about the sender is entered in;
1. The field Received from which will indicate the type of sender.

2. The Sender information tab where details about the sender can be entered. The sender Country of reporter is autopoulated.

Initial received date @ Initial report date @ Received from Other report id @
12 | June w | 2019 w @ Pharmaceutical Company L

. Renaort id Sournce

Health Profesziona

Reagional Pharmacovigilance Centre
Patient / Consumer
) Regulatory Authority
12 | June w | 2019 (@ Yes () No| Clear Other (e.g. Distributor, Study Sponsor, Contract Research Organisation, or non-Commercial Organisation)

Latest received date @ Does this case fulfil the local criteria fi

[[] Parent Child report

Initial reporter information @Ear der information Link ICSR Motes Literature report Study information Documents
Organisation @ Department & Title @
Bayer Sweden Global Pharmacovigilance
Given name @ Family name e Country [=]
Sweden v
Street address 9 City 9 State or Province Q‘ Postocode 9
Medical Department Stockholm

Telephone & Fax & Email address &



Link ICSR tab

This tab can be used to capture the identifier of another report that should be evaluated
together with this ICSR as well as the reason why the ICSRs are related. This includes, but
is not limited to:

* a parent-child pair of reports where both had events/reactions
* siblings with common exposure
» several reports involving the same patient

e an ICSR previously sent via paper without a conformant E2B Worldwide Unique Case
Identification Number

» several similar reports from same reporter (cluster).

Initial reporter information Sender information Link ICSR Motes Literature report Study information Documents
Link IC5R € Reasocn
UMC-UMCORG-30000025 | Same cluster of ICSRs Add
UMC-UMCORG-300000250 Same cluster of ICSRs ﬁ'ﬂ



Notes tab

The Notes tab is a free-text field to include internal comments about the report.

The information available in the Notes will not be transferred neither to VigiBase nor to
the Excel and PDF exports.

Initial reporter information Sender information Link IC5R Motes Literature report Study information Documents

Motes

Internal comments about the report

Uppsala
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Literature report tab

In the tab Literature Report it is possible to enter the literature reference (Vancouver
style) when an ICSR is identified in an article.

Ugoya et al Joumal of Medical Case Reports 2011, 5105
hapeffwww jmedicalcasareports.com/centent/5/1/105 . JOURNAL OF MEDICAL

CASE REPORTS

CASE

POR Open Access

Parkinsonism caused by adverse drug reactions:
a case series

O Ugoya', Emmanuel | Agaba, Cor

Solom

A Daniyam

Abstract

Introduction: Parkinsonism puts a high direct cost
2en publ
ane inducing parkin

burden on both patient and caregiver. Several reports of drug-
the best of our knowledge, there has

en any report of

ly caused by adv
d black Hausa {

igh-dose guinine
i tential

Introduction Halothane is an inhalational anaesthetic agent, chemi-
The most common cause of parkinsonism is Parkinson's  cally designated 2-bromo-2-chloro-1,1,1-trifluoroethane
e (PD), accounting for approximately 77.7% of  Halothane anaesthesia augments the action of nondepo-
followed by parkinsonism-plus syndrome (12.2%).  larizing skeletal muscle relaxants and ganglionic block-
Secondary causes such as drugs, trauma, vascular condi-  ing agents, and is also a potent uterine relaxant [6]. The
tions, acquired immunodefi e and toxins  side effects include hepatic necrosis, cardiac and respira-
make up around 8.2%, and the remai 6% of cases  tory arrest, hypotension, cardiac arrhythmias, hyperpyr-

are classified as Heredodegenerative parkinsonism [1]. exia, shivering, nausea and emesis [6].
Quinine was the first antimalarial drug available, which Several drugs and toxins have been reported to cause
Initial reporter information Sender information Link ICSR Motes Literature rep Study information Documents

Literature Reference(s) &

Ugoya S0, Agaba El, Daniyam CA. Parkinsonism caused by adverse drug reactions: a case series. Journal of medical case reports. 2011 Dec;5(1):1-3.

=+



Study information tab

When selecting Report type = Report from study, it becomes mandatory to fill in the Study
information fields. The following fields are available in the Study tab to capture information
about the study:

3 Study type (dropdown list)
Study name

Study sponsor number

Study registration number )
Repeatable section

& & & &

Study registration country

Report information

Report type

Report title
Report from study

Initial received date @ Initial report date @ Received from
30 September ¥ | 2019 v v
Latest received date €

30 September ¥ 2019

Parent Child report

Initial reporter information Sender information Link ICSR Motes Literatura report Study information

Study type &
Clinical trials hd

Study mame

Study sponsor number

Study registration number Study registration country




If the report contains additional files such as pictures from the adverse event, lab test
results, etc, it is possible to indicate which Additional documents are available.

If an ICSR imported in VigiFlow through a XML-E2B file contains additional files, the list of
documents will be displayed in Imported additional documents.

Initial reporter information Sender information Link ICSR Motes Literature report Study information Documents
Additional documents Imporied additional documents

The sender of this ICSR has indicated that there are additional documents available.

ECG printout
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Patient
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Patient — Additional Information

The most common information to identify the patient are easily visible.

As other patient identifiers (e.g. record numbers) and information about the cause of
death are not reported frequently, they are available under the Additional fields.

It is not required to fill in all fields for patient identification.

Patient initials € Sex Date of last menstruation €& Body weight (kg) EBody height {em}
v v
Date of birth & Age at onset of reaction Age group
v v v
Specialist record number & GP medical record number & Hospital record number € Investigation number
Date of death & Was autopsy done?

fas Mo Unknown | Clear

v
4= Cause of death

Cause of death {MedDRA) @

Cause of death as reported by initial reporter &



Patient age

There are 3 ways to report patient age.

It is best practice to enter the most specific information available.

Patient
Patient initials € Sex Date of last menstruation @ Body weight (kg) Body height {cm)
v v
1 Date of birth &) 2 Age at onset of reaction 3 Age group
v v v

Additional fields +*

Uppsala
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Cause of death

There are 2 options to enter information on cause of death:
1. Either select the corresponding MedDRA term

2. Or type the exact wording from the original ADR form in the Cause of death as
reported by initial reporter field.

The 2 fields can also be used in combination to reflect both what has been reported
originally and its corresponding MedDRA term.

Patient initials & Sex Date of last menstruation @ Body weight (kg) Body height {cm)
v v
Date of birth Age at onset of reaction Age group
v v v
Specialist record number @ GP medical record number Hospital record number @ Investigation number @
Date of death @ Was autopsy done?
v ez Mo Unknown | Clear

& Cause of death

Cause of death {MedDRA) &

Cause of death as reported by initial reporter @

2



Cause of death after autopsy

If the patient underwent autopsy, it is possible to specify the cause of death after
autopsy in 2 different ways:

1. Select the corresponding MedDRA term

2. Type in free text the exact wording from the original ADR form in the Cause of death
after autopsy field

The 2 fields can also be used in combination to reflect both what has been reported
originally and its corresponding MedDRA term.

Patient initials € Sex Date of last menstruation @ Body weight (kg) Bady height {cm)
v v
Date of birth @ Age at onset of reaction Age group
v v v
Specialist record number @ GP medical record number Hospital record number @ Investigation number €

Date of death & Was autopsy done?

v » fes Mo Unknown | Clear

o Cause of death = Cause of death after autopsy

Cause of death after autopsy (MedDRA) ©

Cause of death after autopsy @

2

Cause of death (MedDRA) ©

Cause of death as reparted by initial reporter €
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Case narrative and Reporter’s comments

Report information

Patient

Both case narrative and reporter’s comments fields are free-text fields which can expand
to accomodate large texts.

By writing the case narrative with the words and phrases used by the initial reporter, it is
possible to keep the original narrative and use it in combination with the structured

fields for a better analysis.

Unsaved ICSR
Case narrative and other information

Case narrative 9 Reporter's comments 9

Case namative and other information Patient started on anti-histamine for seasonal allergies. Four weeks after starting the
treatment, the patient complained of depressed mood and she felt the need of being

Medical and past drug histo e 2 - S .
e R hospitalised. At the hospital, Aerius was withdrawn and after 3 weels the patient reported

Reaction

Drug

Tests and procedures

Aszessment

Owerview

feeling better and she was discharged

Concomitant therapies 9

Case Summary and Reporter's Comments in Additional Language

Case Summary and Reporter’s Comments € Language of case summary and reporter’s comments

Swedish v

Uppsala
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Concomitant therapies

If the patient received other treatments that cannot be captured in the Drug section,
select the Concomitant therapy checkbox and describe in the case narrative which

therapies were received.

Case narrative and other information

Case narrative @& Reporter's ¢

Patient started on anti-histamine for seasonal allergies. Four weeks after starting the
treatment, the patient comelained of denrescad mond and che felf the nead af heinn

hospitalised. At the hospitl  If there were concomitant therapies at the time of the reaction, please describe them

feeling better and she was  in the Case namative.

For example:
Concomitant therapies € = radiotherapy
= drug class
Case Summary and Reporl « dietary supplements

Case Summary and Reporter's = other products not otherwise describable under Dirug

Uppsala
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Translations of case narrative and reporter’s

comment

The field Case Summary and Reporter’s Comments in Additional Language:

VigiFlow offers a specific field to capture the case narrative and reporter’s comment translated to
any applicable language. This feature is considerably important for national centres requiring the
industry/MAH to share safety information in a specific language. The E2B-files sent by the
industry/MAH containing information about narrative/reporters comment translated to any
language, will be displayed in these fields when imported to VigiFlow.

‘Case narrative and other information

Case narrative @ Reporter's comments @

Initial information received on 03-Jan-2019 regarding a solicited valid serious case received from investigator
via Eli Lily and company (MFR control number: ES201901000320), in the scope of unsponsored study -

Concomitant therapies €

Case Summary and Reperter's Comments in Additional Language

Case Summary and Reporter’s Comments & Language of case summary and reporter’s comments

Company Narrative Spanish; Castilian b
Informacién inicial recibida el 3 de enero de 2019 sobre un caso serio valido solicitado recibido del investigador a través de Eli Lily y
compafifa (ndmero de control de MFR: ES201901000920), en el dmbito del estudio no patrecinado "UNSPON_O_OXALIPLATIN®Este caso
invelucra a una paciente de 73 afios de edad que experimentd un absceso periamigdaline, mientras que fue tratada con oxaliplatin, folinato
de calcio (Leucovorin) y fluorouracilo (5-FU)

El historial médico relevante del paciente y los medicamentos concomitantes no fueron ningune.

El 12 de junio de 2018, &l paciente comenzo a tomar el primer ciclo de oxaliplafino a una dosis de tratamiento ciclico de 85 mg / m2 por via
intravenosa, primer ciclo de folinato calcico a una dosis de tratamiento ciclico de 400 mg / m2 por via intravenosa, primer ciclo de
Fluorouracilo a una dosis de 400 mg / m2, tratamiento ciclico, por via infravenosa y primer ciclo de Fluorouracilo a una dosis de 2400 mg /
m2, tratamiento ciclico, por via intravenosa (con un nimero de lote desconocido y fecha de vencimiento para todos) para el cancer de
péncreas metastdsico. EI 11 de diciembre de 2018, el paciente recibié Iz dltima dosis de los firmacos del estudio antes del evento adverso
(mismos detalles de dosificacion, ciclo desconocido, dia desconocido).

El 2 de enero de 2019, & meses y 21 dias desde la primera dosis de oxaliplatino, folinato de calcio v flucrouracilo y 22 dias desde la dltima
dosis, el paciente experimentd un absceso periamigdalino de grado 3 y fue hospitalizado el mismo dia (Criterios de gravedad).

Los resultados relevantes de las pruebas de laboratorio incluyeron:

Proteina C reactiva (5-0 mg / L) - El 02-enero-2019: 275.5mg /L

Mo se tomaron medidas para el oxaliplatino, el folinato de calcio y el fluorouracilo

No se informo si el paciente recibio un tratamiento correctivo.

El resultado se informd como la resolucion del absceso periamigdaling

La causalidad del reportero se informd como no informada con respecto a todas las drogas sospechosas.

La causalidad de la empresa se informd como repertable con respecto a fodas las drogas sospechosas

No se informé mas informacion relevante

***Nuevo informacion recibida el 19 de enero de 2020

GRADQO 1 de informacion Este es el seguimiento 2 no se proporciona mas informacion del caso

+
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Medical history

There are 2 options to enter information about medical history:

1. either using the structured fields
Relevant medical history (MedDRA); Start date; End date; Continuing Yes/No; Medical comments

2. orusing the free-text field below it

= o Unsaved ICSR
eport infoarmation
Medical and past drug history

Patient
Medical history @

Caze namative and other information

Relevant medical history (MedDRA) Q Start date & End date & Continuing [+]
Medical and past drug history (i 0= v w (O ves () Me () Unknown| Clear m
Reaction 1 Medical comments

] Family histary

Drug

Tests and proceduras

Relevant medical history Q

Assessment

Owerview

Drug history @

Previous medications @

Indication (MedDRA) € Reaction (MedDRA) © Start date © End date &

-
o
[wii]

£



Past drug history

This section concerns relevant drugs administered which have been discontinued before
the reaction onset date.

= o Unsaved ICSR
eport infoarmation
Medical and past drug history

Patient
Medical history @

Caze namative and other information

Relevant medical history (MedDRA) Q Start date & End date & Continuing [+]
Medical and past drug history (i 0= v w (O ves () Me () Unknown| Clear m
Reaction Medical comments

] Family histary

Drug

Tests and proceduras

Relevant medical history Q

Assessment

Owerview

/[fr'ug history @ \

Previous medications @

Indication (MedDRA) € Reaction (MedDRA) © Start date © End date &

-
o
[wii]

£

. Y,



Reaction
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Fields available in the REACTION section

Reaction / event (MedDRA) &

Reaction | event as reported by initial reporter @

Onset date 9 Time 9 End date '9
W
Qutcome
W
Serious Seriousness @

Resulis in death

Country of sccurrence €

OcE Sweden

Time 9 Duration Q

Medical confirmation by healthcare professional €

MNo| Clear

Congenital anomaly ! birth
defact

Disabling / incapacitating Caused / prolongad

Life threatening

hospitalisation

Other medically important
condition

Language of reaction / event as reported by initial reporter

Swedish

Calculate

b
Vaccine information @
AEFI category
W
Uppsala
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Entering a Reaction / Event

There are 2 options to enter a reaction:
1. Select the corresponding MedDRA term* for the reaction

2. Write the Reaction / event as reported by the initial reporter in free-text and pick
the language in which the reporter described the adverse reaction. These fields can
be used when the reaction described by the reporter is different than the MedDRA
term or when you don’t find an adequate MedDRA term. Be aware that reactions
entered in free-text will not be searchable in Vigilyze for analysis.

The 2 fields can also be used in combination to reflect both what has been reported
originally and its corresponding MedDRA term.

Reaction | event (MedDRA) 8 Country of occurrence @

Urinary retention 0 E Brazi v

Reaction | event as reported by initial reporter @ Language of reaction ! event as reported by initial reporter

Paciente ndo conseguia urinar Fortuguese w

2

*The procedure of how to select a MedDRA term must be handled by the NC. Contact MedDRA MSSO if you have questions.



https://www.meddra.org/

Finding the right MedDRA term

When searching for a MedDRA term, a drop-down list appears with suggestions of
Lowest Level Terms (LLT).

If you are not certain about how to find the most accurate term, type parts of words and
the list will bring the matching results.

By clicking on the icon @, it is possible to check the MedDRA hierarchy with all SOCs.
Select the term that best matches the reaction originally reported.

Reaction / event (MedDRA) & Country of occurrence €
| urin|reten 0E Brazi

Fetention urine
Retention urinary
Urinary retention

Fetention of urine

LLT Urinary retention postoperative

Acute retention of urine ) i )
| PT Urinary retenticn postoperative

Chronic retention of urine

Paradoxical urinary retention HLT Urinary fract prc-oeu:_lu.ral. -::umpllca1m|1§ .
HLGT Procedural related injuries and complications MEC

@ Urinary retention postoperative ) > | SOC Injury, poizoning and procedural complications

Cther specified retention of urine €

Qo000 Q

HLT Eladder and urethral symptoms
Serious HLGTUrinary fract signs and sympfoms
Y e -::::Z- Mo | Clear S0C Renal and urinary disorders




Search the MedDRA term directly on the

hierarchy

It is possible to browse the full MedDRA hierarchy to search for the best term by clicking
on the icon [Z.

When a term is selected, the Reaction/event (MedDRA) field is automatically filled in.

MedDRA

¥ Neoplasms benign, malignant and unspecified (incl cysts and polyps)=oc
v Nervous system disorders 50
¥ Central nervous system infections and inflammations
¥ Central nervous system vascular disorders
¥ Congenital and peripartum neurclogical conditions
¥ Cranial nerve disorders (excl neoplasms)
¥ Demyelinating disorders
¥ Encephalopathies
v Headaches
¥ Headaches NEC
+ Migraine headaches
¥ Abdominal migraine
¥ Basilar migraine
2 Familial hemiplegic migraine
¥ Hemiplegic migraine

v Migraine

Acute migraine
Chronic migraine

Complicated migraine T Uppsala
Confusional migraine MoF:\Fi)to ring
Episodic migraine - Centre

Selected LLT: Chronic migraine

- Building a global safety culture
Cancel




Suggestions of other LLTs

When selecting a LLT, by clicking on the icon @, it is possible to see the other LLTs which
are related to the same preferred term (PT). In that way, you can easily check if there is
another term which is more similar to the one reported and that is related to the same
medical concept of the PT.

MedDRA

Hierarchies

LLT Chronic migraine
PT Migraine

HLT Migraine headaches
HLGT Headaches
S0C  Mervous system disorders

HLT Cerebrovascular and spinal vascular dizorders NEC
HLGT Wascular disorders NEC
S0C  Vascular disorders

LLTs under the same PT

Acute migraine
Complicated migraine
Confusional migraine
Episodic migraine
Fulgurating migraine
Menstrual migraine
Migraine

Migraine aggravated
Migraine headache
Migraine NOS
Migraine type headaches
Migraine, unspecified
Migrainous headache
Migrainous neuralgia



Help to find the best matching term in

MedDRA

If your organization has a MedDRA license, you have the rights to access the MedDRA
browser. The MedDRA browser can be used as a reference for assigning MedDRA terms.

If you can’t find a MedDRA term, contact MedDRA MSSO to suggest its inclusion in the

terminology.

",

MedDRA Web-Based Browser

Medical Dictionary for Regulatory Activities

MedDRA
End Usar License Agreement

— Login to WBB

Preferred Language
English v

MedDRA |D:

Password:

[Login|

Welcome to the MedDRA WEB
website

If you have problems logging in, please
contact the MSSO Help Desk at
mssohelp@meddra.org or 1-877-258-

8280

Uppsala
Monitoring
Centre
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Adding more reactions

If more than 1 reaction has been reported, click the + Reaction to add as many Reaction
sections as needed.

Each reaction has its own section.

UN]C— U NICORG—300020901 Created by organisation: Regional Centre A
+ Reaction

Report information

Patient
Reaction |/ event (MedDRA) € Country of occurrence @
Case narrative and oiher information Rash e = Sweden b
Medical and past drug history Reaction / event as reported by initial reporter @ Language of reaction / event as reported by initial reporter
Reaction: Rash Swedish v
Reaction: Itch
Reaction: Dry skin Onset date @ Time @ End date & Time @ Duration @&
W : W : b Calculate
Crrug: Tylenol
Outcome Medical confirmation by healthcare professional Q
Drug: Beta-alanine w (™) ves () MNe| Clear
Tests and procaduras Serious Seriousness © Vaccine information @
.;::;. fas (::] No | Clear
Assassment Results in desth Congenital anomaly { birth AEFI category
defect
w
Disabling / incapacitating Caused / prolonged
Orverview hospitalisation
Life threatening Crther medically important

condition

Uppsala
Monitoring
Centre

- Building a global safety culture



Serious and Seriousness — Data entry

When a reaction is identified as Serious, it is mandatory to select at least one
Seriousness criterion for that reaction.

NOTE: The serious / seriousness is associated with the specified reaction.

Seriousness criteria serves as a guide for defining reqgulatory reporting obligations (i.e.
expedited reporting).

Reaction / event (MedDRA) © Country of occurrence @
Urinary retention 1 )= Sweden v
Reaction | event as reported by initial reporter @ Language of reaction / event as reported by initial reporter
Swedish hd
Onset date @ Time @ End datz © Time @ Duration @
L : w : w Calculate
Outcome Medical confirmation by healthcare professional @
v .;::;- Yas .;::;. Mo | Clear
/ Serious Seriousness @ \ Vaccine information @
@ ‘ve= () Mol Clear
[] Resultsin desth [ Cengenital anomaly { birth AEFI category
defact
b
|:| Disabling / incapacitating D Caused / prolonged
hospitalisation
[ Life treatening [ oCther medically impartant
condition

Sario ooz orferns mush lort when Ser iz zef to Yes
\ Serouzness cniteria musf be selecied when Serous iz zef fo Yes J

e




Seriousness - New concept in ICH E2B(R3)

The latest international standard of ICH E2B(R3) established that seriousness should be
considered on the reaction level.

Thus, each entered reaction has it’s own corresponding serious / seriousness field.

= Reaction

m
Reaction | event (MedDRA) @ Country of oesurrence (-]
Urinary retention 1= Sweden v
Reaction / event as reported by initial reporter € Language of reaction / event as reported by initial reporter
Swedish v
Onset date @ Time & End date @ Time & Duration @
v v v/ ¢
Outcom Medical ion by ional @
v Yes Na| Cl
Serious Seriousness @ Vaccine information @
@ e He | Cla:
[[] Resuitsin deatn [[] Cengenital anemaly / birth AEFI category
defect
v
[ Dissbling ! incapacitating Caused / prolongad
hospitalisation
[ Life threstening (] Other medically important
condition
.
Seriousness on —— -
Reaction / event (MedDRA) @ Country of occurrence Q
t o I I Vomiting 0= Sweden ~
caction / event as reported by initial reporter @ Language of reaction | event as reported by initial reporter
Swedish =
Onset date € Time € End date € Time & Duration €
v v v c
. .
— R — ° NOTE: The top reaction is
v ) Yes Ma| Ck
. .
Sencus Seriousness © marked Yes for serious, while the
() Yes (@ Mo|C
- Results in death Congenital anomaly / birth . .
s ottom reaction is marked No
.
Disaling / incapacitating Caused | prolonged
hospitalisstion T
Life thrastening o
o




Similar to the seriousness criteria, the outcome is defined for each reaction.

<= Reaction

m
Reaction | event (MedDRA) @ Country of sccurrence @
Urinary retentien )E Sweden v
Reaction { event as reportad by initial reporter @ Language of reaction / event as reperted by initial reporter
Swedish hd
Onset date € Time @ End date © Time & Duration @
v v v || Calculate
Outcome Medical by pi (-]
Recovered / Resolved v () Yes (O No| Clear
Serious Seriousness @ Vaccine infermation @
() Ne| Clear
Resuits in deatn Congenital snomaly / birth AEFI category
defest
v
Disabling { incapacitating Caused / prolenged
hospitalisation
Life threatening Othar madiczlly impartant
condition
Outcome on — -
t [ I I Reaction | event (MedDRA) @ Country of occurrence @
reac Ion eve Vomiting 0= Sweden v
Reaction | event as reported by initial reporter @ Language of reaction / event as reported by inifial reparter
Swedish ~
Onset date € Time & End date € Time & Duration @
v v v || calcuste
Outcome Medical confirmation by healthcare professiond
- - . .
Recovering / Resolving ~ () Yes () No| Clear N OTE . Th t t
- - . € top reaction Is
Serious Seriousness @
O O nolGem marked Recovered/Resolved,
Results in death Cangerital anomaly / birth

defact

N while the bottom reaction is

haspitalisation

L esnng e | Marked Recovering/Resolving.




Drug

Uppsala
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Fields available in the Drug section

Drug

Dirug role @

WHODrug

Drug name €&

Active ingredient(s) &

Drug name as reported by initial reporter €

Strength @

Marketing Authorisation Holder (WHODrug) (=]

Marketing Authorisation Holder €

Country where drug is authorised

Country where drug was obtained

Suspected ingredient @

Indication (MedDRA] &

Indication as reported by initial reporter €

Additional drug-related problems

+

Action taken @

Additional information on drug

e

Was a rechallenge performed?

Unknown | Clear

= Dosage information

Dose ©

Dosage

Pharmaceutical form

Batch number

Start of administration @

w

Duration €

Vaccine information @

Dose number €

Diluent name

Site of administration

Time interval

Dasing interval @

Dioses in interval €

W
Route of administration
v
End of administration &
w
W Calculate
Expiry date
W W
Diluent batch number
Vaccination session
W W

tration and reaction onset €@

Reaction / event (MedDRA)

Urinary retention
“Womiting

Faver

First dose Last dose
w v
w v
w v

Cumulative dose to first reaction @



Drug role

Use it to indicate if the drug is Suspect, Concomitant, Interacting or Drug not
administered.

The causality assessment will be available only for drugs characterized as either Suspect
or Interacting.

The drug role is one of the minimum information required for sending a copy of the

report to VigiBase.

Drug role ©

Suspect v

WHODrug

Drug name ©

Coartem (3]

Active ingredient(s) © Vool
ppsala
« Artemether -’m-M- Mt():nit?ring

+ Lumefantrine entre

- Building a global safety culture



Entering the drug name

There are 2 options for entering a drug:
1. Find the drug in WHODrug (Recommended)

2. Use the drug name as reported by the initial reporter the write the drug name in
free-text. It can be used when the drug name provided by the reporter is different
than the drug name in WHODrug or when you don’t find the correct drug in
WHODrug. Be aware that drugs entered in free-text will not be searchable in

Vigilyze for analysis.

The 2 fields can also be used in combination to reflect both what has been reported
originally and the corresponding match in WHODrug.

Drug role Q
v

Suspect

WHODrug

Drug name @
Paracetamol;Phenylephrine a

1

Active ingredient(s) &

» Paracetamol
+« Phenylephrine

Drug name as reported by initial reporter €

2 Tylenol Sinus + Headache Daytime



Using WHODrug

When searching for a drug in WHODrug, you can Drug role ©
either: = Y
WHODrug
- Enter the complete drug name
Drug name &
- Enter the first letters of the drug name [ 0ol e
Daolel 0\»
Dr Dolev o y initial reporter €
You can search for brand names or active Dolex  ©
substances. £ o
Dolex i ]
Dolex i ] ©
Dolex i ]
. . . ) d by initial reparter €
A drop-down list appears with the results matching Dolex g =
Dolex
your search. el O
Adolen €
Ad Adolen o roblems
f ’ f d d h . 4 Adolex &
If you can’t find a good match in WHODrug, 7 ooen ©
contact the UMC to suggest its inclusion in the Dolene @ B
dictionary. a0 O
Adoless @
Aldoles €
Andolex €

N

.


mailto:WHODrug@who-umc.org

Checking the Active Ingredients

To ensure that you select the most accurate suggestion, click on the icon @ to verify the
active ingredients and ATC codes.

Drug role €

Suspect r

WHODrug

Drug name &

I Dole (1 ]
2]

Dolel

LT,
oy DOlEv

Dolex

by initial reporter €

Dolex

i
e
i
i
i

Active ingredient(s) Rofecoxib
ATC code(s) MO1AH

Dolex i ]

Dolex o d by initial reporter € Uppsala
Monitoring
Fhmlase F-% Centre

- Building a global safety culture



Visible active ingredients

After the drug has been selected, the active substances will be displayed in read-only
mode.

Drug role @

Suspect r

WHODrug

Drug name €
Dolex (1]

Active ingredient(s) &
« FRofecoxib

Drug name as reported by initial reporter €

Uppsala
Monitoring
Centre

- Building a global safety culture



Searching for combination drugs in WHODrug —

active substances

To search for combination drugs use “space” or “semicolon”.

For example, the combination drug miconazole and tinidazole can be found by typing:

*  “mico tini”

*  “miconazole;tini”

Drug role @ Strength @ Drug role @ Strength ©

v

Dose © v
Marketing Authorisation Holder (WHODrug) © Dose ©
WHODrug Marketing Authorisation Holder (WHODrug) €@
v WHODrug

Dosage v

Drug name @ Marketing Authorisation Holder @ Dosage
- = Marketing Authorisation Holder
l mico tini (i ] Drug name @ g o
Active ingredient(s) Miconazole, Tinidazole I _r_n_\_(_:glj_@_z_g_lg. tmi e

Miconazole;Tinidazole

Active ingredient(s) Miconazole, Tinidazole
ATC code(s) GO1AF, PO1AB o g (s) ’
§ . . ATC code(s) GO1AF, PO1AB
redient & Batch nur pru Miconazole nitrate; Tinidazole i

pry Miconazole nitrate;Tinidazole e
Miconazole;Neomycin; Tinidazole e e
Miconazole nitrate witinidazole e v Miconazole;Neomycin;Tinidazole e  m— Batch nu
Tinidazol + Nitrato de Miconazol e Start of ac Miconazole nitrate w/tinidazole e !
Clotrimazole;Miconazole; Tinidazole e _ Clotrimazole;Miconazole;Tinidazole e Start of a
Menthol;Miconazole; Tinidazole;Zinc e Duration ( Menthal:Miconazole: Tinidazole:Zinc e _
Clotrimazole;Miconazole nitrate; Tinidazole e L Clotrimazole:Miconazole nitrate: Tinidazole (5 ] Duration
Miconazole nitrate;Neomycin sulfate; Tinidazole e Vaccine Miconazole nitrate;Neomycin sulfate; Tinidazale @ i)
MentholMiconazole nirate; Tinidazole:Zinc sulfate @ Dose ni Menthol;Miconazole nitrate; Tinidazole;Zinc sulfate € Vaccine



Searching for combination drugs in WHODrug —

Brand names

Omeclamox ﬁak

omeprazole
clarithromycin
amoxicillin

TRIPLE THERAPY SIMPLIFIED

Drug role © Strength ©

Suspect v

Marketing Authorisation Holder (WHODrug) @
WHODrug

v
Drug name @ Marketing Authorisation Holder @
Omeclamox Pak (1 ]

Active ingredient(s) @ Authorisation country @

« Amoxicillin trinydrate
« Clarithromycin

« Omeprazole Suspected ingredient @

v Uppsala
Drug name as reported by initial reporter @ Monitoring
Centre

- Building a global safety culture



Strength of the active ingredient(s)

For example, if the drug has multiple active ingredients

*Each film-coated tablet contains: NN = Manufactured for:

250 mg amonxicillin as the trihydrate NDC 65862-501-30 Aurobindo Pharma USA, Inc.
W= and 1%5 mg clavulanic acid as T %40(3 Roﬁj &é)]%onh

clavulanate potassium. Each tablet A " d ayton,

contains 0.63 mEq potassium. mOXICI In an Manufactured by:

Aurobindo Pharma Limited

Usual Dosage: See accompanying CIaVUIanale PotaSSium Hyderabad-500 072, India

prescribing information.

M.L No.: 57/RR/AP/2003/FR
Store at 20° to 25°C (68 to 77°F). Tablets, USP Batch :
[See USP Controlled Room

reApetRie] 250 mg/125 mg* [Sed

Dispense in a tight container [see P1404915
USP]. Advise patients to keepina Rx only 30 Tablets

closed container. |
o 2= AP AURDBND! E
Use only if inner seal is intact. =

0€ - L09||' 89899‘|||

b

Drug role @ Strength €
Suspect b 250 mg f 125 mg
Marketing AUthorisation Holder (WHODrug) @
WHODrug
v
Drug name & Marketing Authorisation Holder €
Amoxicillin;Clavulanate potassium | €
Active ingredient{s) & Authorisation country @&
= Amoxicillin v

» Clavulanate potassium

Suspected ingredient € Uppsala
Drug name as reported by initial reporter & v M%‘::?:Ieng

amoxicillin and clavulanate potassium

- Building a global safety culture



Identifying the Marketing Authorisation

Holder

There are 2 options to identify the Marketing Authorization Holder (MAH):
* Find the corresponding MAH connected to the selected drug name in WHODrug.

* Enter the MAH name in the corresponding free-text field if the right MAH is not found

in WHODrug
Drug role © Strength ©
Suspect v
ﬁ.ﬂarketing Authorisation Holder (WHODrug) 0\
WHODrug
A
Drug name © Marketing Authorisation Holder &
Aspirine (1 _)
Active ingredient(s) © Authorisation country @
« Acetylsalicylic acid v

Drug name as reported by initial reporter @ Suspected ingredient @



Finding the corresponding MAH in WHODrug

By selecting a drug in WHODrug, VigiFlow will automatically bring the list of
corresponding MAHSs that are registered in WHODrug for this specific drug.

Drug role © Strength ©

Suspect v

Marketing Authorisation Holder (WHODrug) @
WHODrug
v

Drug name @ Bayer
Aspirine o Bayer health care
Brocacef
Active ingredient(s) © Emra-med
» Acetylsalicylic acid Eureco pharm
Fisher farma
Drug name as reported by initial reporter @ Inava laboratoires

Medcor Pharmaceuticals B.V.
Pharm central hosp

Promopharm
Siphat
Stephar
o Upsa
Indication (MedDRA) © Vemedia b.v




Country where drug is authorised and

Country where drug was obtained

In most cases, the drugs mentioned in the ICSR are registered and bought in
the same country where the adverse event occurred.

However, is the drug is registered in another country, select the corresponding
coutnry in Country where drug is authorised. Similarly, if the drug was bought
in another country, select it in Country where drug was obtained.

Drug role & Strength €
Suspect w
Marketing Authorisation Holder (WHODrug) €
WHODrug
w
Dirug name ﬂ Marketing Authorisation Holder E
Aspirina (1]
Active ingredient(s) € Country where drug is authorised
« Aceiylsalicylic acid "

Counfry where drug was obtained

"
Uppsala
Suspected ingredient € M(():I::t):;ng

- Building a global safety culture

Drug name as reported by initial reporter €



Suspected ingredient

It is possible to indicate which component of the medicinal product is the suspect of
causing the events according to the following list:

* Active ingredient
* Preservative

e Antioxidant

hd Stabilizer Drug roleg Strength 0

Suspect v

°
CO | O r Marketing Authorisation Holder (WHODrug) @
WHODrug
v

* Flavouring agent

Drug name @ Marketing Authorisation Holder ©@
S | Viagra (3]
® olvent
Active ingredient(s) @ Authorisation country ©
« Sildenafil citrate v

* Constituent

Drug name as reported by initial reporter @ Suspected ingredient ©

* Excess percent

Active ingredient
Preservative
Antioxidant
Stabilizer

+ Indication

Indication (MedDRA) @

Flavouring agent
Solvent
Constituent, unclassified
Excess percent

Indication as reported by initial reporter @




The indication to which the drug was prescribed can be registered in 2 ways:

1. Select the corresponding MedDRA term for the indication

2. Write the Indication as reported by the initial reporter in free-text. This field can be
used when the indication described by the reporter is different than the MedDRA
term or when you don’t find an adequate MedDRA term.

The 2 fields can also be used in combination to reflect both what has been reported
originally and its corresponding MedDRA term.

Marketing Authorisation Holder (WHODrug) @
WHODrug
L

Drug name @ Marketing Authorisation Holder @
Metformin hydrochloride (1]
Active ingredient(s) € Country where drug is authorised
« Metformin hydrochloride L

Drug name as reported by initial reporter @ Country where drug was obtained

Suspected ingredient ©

o
Indication (MedDRA) @
Type Il diabetes mellitus 0E Uppsal_a
Monitoring
Indication as reported by initial reporter @ Centre
Type 2 diabetes

- Building a global safety culture



Additional drug-related problems

Use this field to indicate if the case is also related to:

== Drug

® COU nte rfeit Drug role © Strength €
Suspect v
® Overdose Marketing Authorisation Holder (WHODrug) ©
° Drug ta ken by the fathe r Drug name € Marketing Authorisation Holder €
Bentyl e
o D rug ta ke n beyo n d exp i ry date Active ingfedienl:{s] a . Authorizsation country €
s Dicycloverine hydrochloride v

* Batch and lot tested and found within specifications Drug name 23 reported by inital reporter © Suspected ingredient ©
* Batch and lot tested and found not within specifications

+ Indication
* Medication error Indication (WedDRA) @

o=
° M is use Indication as reported by initial reporter €
* Abuse
. Additional drug-related problems

*  Occupational exposure S 3

e Off-Label use —

By using this field, it will be easier to search for reports related to the same problem.

Uppsala
Monitoring
Centre

- Building a global safety culture



Additional drug-related problems as a

reaction

The specific drug-related problem should also be included as a reaction by finding the

corresponding MedDRA term.

MedDRA

Hierarchies

LLT Drug administered via inappropriate rouie
PT Incorrect route of drug adminisiration

HLT Product administration errors and issues
HLGT Medicafion errors and other product use errors and issues
S0C  Injury, poisoning and procedural complications

Synonyms

Enteral formulation administered by other route
Inappropriate route of vaccination

Incorrect route of drug adminisiration

Intramuscular formulation administered by other route
Intrathecal formulation administered by other route
Intravenous formulation administered by other route
Rectal formulation administered by other route
Respiratory formulation adminisiered by other route
Subcutaneous injection formulation administered by other route
Unintentional intravascular injection

Wrong route of administration

- Building a global safety culture
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Dechallenge and Rechallenge according to

ICH

Dechallenge:

Action taken with suspect drug (i.e. drug withdrawn) due to the reaction together with
the outcome of the reaction (if the patient recovered or not).

Rechallenge:

Re-administration of the suspected drug and the outcome of the rechallenge (i.e. If
reaction recurred or not).

Uppsala
Monitoring
Centre

- Building a global safety culture



Capturing Dechallenge and Rechallenge

If answered Yes to the question "Was a rechallenge performed?”, then a new

section appears to indicate the result of each reaction.
UMC-UMCORG-60

Report information

= Drug
Patient

Drug role @ Strength €
Case namative and other information Suspect &

Medical and past drug history

Marketing Authorisation Holder (WHODrug) Q
WHODrug
v

Reaction: Hypotension

Drug name @ Marketing Authorisation Holder @
Reaction: Felt dizzy Captopril o
Active ingredientic) @ Authorisation country @
= Captopril v

Sucpected ingredient &

Tests and procadures Drug name as reported by initial reporter @

Causality assessment

Overview

Indication as reph by initial reporter €

Additional drug-related problems

v =
ction taken ﬁ Was a rechallenge performed?
Drug Withdrawn L . ez Mo Unknown | Clear
Rechallenge information
Reaction | event (MedDRA) Did reaction recur on re-administration?
Hypatension Reaction recurred v

Vizzing MedDRA term
Miszing MedDRA te Outcome unknown v




Dosage information

There are 2 options to enter Dosage information:

1. Use the structured fields

* Dose: quantity of a drug taken or recommended

to be taken at a particular time

* Doses in interval / dosing interval: amount of
doses and time interval between doses.

2. Entering the Dosage in the free-text field

The 2 options can also be used in combination to

reflect both what has been reported originally and

the structured representation of dosage.

= Dosage information

Dose € Doses in interval €

500 mg
Dosage

2 500 mg once a day
Pharmaceutical form

Batch number

Start of administration @

b

Duration &

L Calculate

Vaccine information @

Dose number &
Diluent name

Site of administration

Dosing interval @

1 Day v

Route of administration

End of administration €

b

Expiry date

Diluent batch number

Vaccination session



Entering the dose unit

Type either the abbreviation or the description of the dose unit to see all the
corresponding options available on the list.

o Dosage information

Dose @ Doses in interval & Dosing interval (2]
500 [ mo 1 1 Day

Both value and uni must he enfened
500 mg ong Per milligram (/mg)
milligram per decilitre (mg/dL)
Pharmaceutic: milligram per square metre (mgim2)
milligram per kilogram {mg'kg)
Batch number milligram per litre (mg/L)
milligram per millilitre {mg/mL)
Start of admin| femtomaole per milligram (fmol/mg)
femtomole per milligram of cytosol protein (fmol/mag{cyt_prof})
Duration & femtomole per milligram of protein (fmolfmg{prot})
gram per milligram {g/mg)
Vaccine infor international unit per milligram of creatinine ([iU)/mg{creat})
microgram per milligram {(ug/mg)
Cose numibse
micregram per milligram of creatinine {ug/magicreat})
micromale per milligram {umalfmag)

Diluent nam i - ) . . -
micromale per milligram of creatinine (umolimg{creat})

milli enzyme unit per miligram (mU/mag) U I
Site of admi ppsaia
milli enzyme unit per milligram of creatinine (mU/mg{creat}) Monitoring
Centre
milligram fibrinogen equivalent unit per litre {(mg{FEU}L)

mi |igram per 1 0 hour [ru-lgl.'[-' 0.hN - Building a global safety culture



Examples: Dose / Dosing interval / Dosage

7.5 mg once daily 50 mg every other day
* Dose=7.5mg * Dose=50mg
* Dosesininterval =1 * Dosesininterval =1
* Dosing interval=1 Day * Dosinginterval = 2 Day
Dose @ Doses in interval @ Dosing interval @ Dose @ Doses in interval @ Dosing interval @
7.5 mg v 1 1 Day v 50 mg v 1 2 Day v
Dosage Dosage

7,5 mg 1x/day 50 mg every other day

5 mg four times in one day (QID) 5 g as a single dose (e.g. in case of an overdose)
* Dose=5mg * Dose = Sg
s Doses in interval = 4 * Dosgs n interval =1
«  Dosing interval = 1 Day * Dosing interval = Total
Dose © Doses in interval @ Dosing interval @ Dose @ Doses in interval @ Dosing interval @
5 mg v - 1 Day v 5 mg v 1 Total v
Dosage Dosage

5 mg 4x/day (QID) 5 mg as a single dose



Pharmaceutical form

Currently, Pharmaceutical form is available only as free-text.

= Dosage information

Dose @ Doses in interval @ Dosing interval @
v v
Dosage
Pharmaceutical form Route of administration
Tahlet v

Batch number

Start of administration & End of administration &

T L

Duration @

¥ || Calculate

Vaccine information @

Dose number €

Diluent name Diluent batch number
Uppsala
Monitoring
Centre
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Route of administration

Route of administration can be selected from a drop-down list. If there is not an
appropriate option, type the route of administration in the Dosage field.

+ Dosage informafion

Dose & Doses in interval @ Dosing interval €

Dosage

Pharmaceutical form

Tablet

Batch number

Start of administration €

v

Duration @

¥ | Calculate

Vaccing information @

Dose number &

Diluent name

L

/Rnul:e of administration \

v

_

intravenous drip
intravenous bolus
subcutaneous
nasal

sublingua
topical

rectal
intra-articular
intrathecal
intra-arterial
auricular {otic)
huccal
cutaneous
dental
endocervical
endosinusial
endotracheal

epidural

Uppsala
Monitoring
Centre
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Time interval between drug administration

and reaction onset

This field can be used particularly on cases when the interval between the therapy dates
and the reaction onset date is too short (e.g. anaphylactic reaction).

All the listed reactions will appear automatically, no matter if they are coded in MedDRA
or not.

mmmmmmm Q Marketing Authorisation Holder ©
Metformin hydrochloride (1]

Active ingredient{s) € Country where drug is authorised
Metformin hydrochloride w

Pharmaceu tical form Route of administration
uuuuu y where drug was obtained v
v Batch numbsr
ests 3 Suspected ingredient €
Aszzessment v Start of administration @ End of administration &
v v
o Duration &
wwwwww
Indication {MedDRA) © v |[ calcul= ‘=

Type |l diabetes mellitus . .
. Vaccine information @
Indication as reported by initial reporter €@

Expiry dat
Type 2 digbetes N 0>U | | | Doserumber® = = FEoiydae

Additional drug-related problems

+

Action taken @ Was a rechallenge performed?
v () Yes (O) Mo (0) Unknown | Clear

Additional information on drug
7ime interval between administration and reaction onset €

Reaction / event (MedDRA)
Urinary retention
‘Vomiting

Pain



Adding more drugs

If the ICSR refers to more than 1 drug, click the + Drug to add as many sections as
needed. All added drugs appear on the ICSR sections menu.

UMC-UMCORG-60

Report information

Patient
Drug role &

Case namrative and other information Concomitant L

Medical and past drug history WHODrug

Feaction: Hypotension
Drug name &

KDH..Q: Captopril Insulin 1)

Active ingredient|s) €
Drug: Aspirine « Insulin

Crug: Metformin Drug name as reported by initial reporter €

Tests and procadures == Indication

Causality assessment Indication (MedDRA) ©

o Indication as reported by initial reporter &
Crwerview
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Test and procedures section

In this section, enter lab tests results that are relevant for the case assessment.

U M C—U M CORG—3OO 02 0903 Created by organisation: Mational P\ Centre

Tests and procedures

Report information

Patient
Results of tests and procedures @

Cas= namative and other information

Test date @
Medical and past drug history v el
Reaction: Urinary retention Test name (MedDRA) Test result Test result (code) Normal low value Hormal high value

QE v

Reaction: Vomiting

Test name Result Comments by initial reporter
Reaction: Pain
Drug: Captopril

Dirug: Metformin

Tests and procedures.

Azsessment

Owverview o
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Test name

There are two options to enter the test name:

* Test name (MedDRA): choose the corresponding MedDRA term under the SOC
Investigations

* Test name: enter the test name in free text

Results of tests and procedures @

Test date ©

W

Test name {MedDRA) Test result Test result (code)
| glucose 8=

| Result
Glucose

CSF glucose
Glucose low

(-2 - -

‘ LLTBlood glucese

Glucose high PT Blood glucose

Blood glucose

HLT Carbohydrate tolerance analyses (incl diabetes)
HLGTMetabolic, nufritional and blood gas investigations
S0C Investigations

Glucose urine

Serum glucose
Urine glucose

Glucose normal
Flasma glucose

Glucose abnormal

Glucose increased

& Uppsala Monitoring Centre
CS5F glucose normal

Contact | Privacy policy | Cookies | Terms of use | Help
' sl v
Monitoring
Centre

- Building a global safety culture

Glucose sirip fest

o

e

]

o

e

i)
Glucose decreased [ ]
o

i)

e
W Glucose urine high [i ]
Glucose intolerance a

Blood glucose normal [i ]

CSF glucose abnormal €

Glucose abnormal NOS 6



Test date

When entering a test, it becomes mandatory to enter the date when the test
was performed.

Tests and procedures

Results of tests and procedures @

Test date &

(I v

Test date iz required because

jest name 13 _IJSCL'-'E.‘EG'

Test name (MedDRA) Test result Test result {code) Normal low value Normal high value
Elood glucose B v
Test name Result Comments by initial reporter

Uppsala
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Test results

There are three options to enter the test results:
» Testresult / Normal low value / Normal high value: for tests with measurable results

* Test result (code): for tests whose results are indicated as positive, negative,
borderline or inconclusive

* Result: for tests with free-text results that cannot be properly entered in the
structured fields

Tests and procedures

Results of tests and procedures @

Test date @

2 | March w2020 ]
Test name (MedDRA] Test result Test result {code) Normal low value Normal high value
Blood glucose = 5 mmol v 4 mmoliL 6 mmoliL
Testname Result Comments by initial reparter
Test date €
2 | March w2020 ]
Test name (MedDRA] Test result Test result {code) Normal low value Normal high valus
Cholesterol 1 1= Borderline v
Test name Result Comments by initial reporter
Negative
Borderline
Test date €
2 | marcn w2020 u
Test name (MedDRA] Test result Test result {code) Normal low value Normal high valus
Skin biopsy 1 3= v
Test name Result Comments by initial reparter

Lymphogcylic chronic vascuitis



Adding more test results

By clicking on the + button, it is possible to add more test results for either repeated
tests in different dates or multiple tests.

Tests and procedures

Results of tests and procedures @

Test date Q

2 | March w2020 ]
Test name (MedDRA) Test result Test result {code) MHormal low value Normal high value

Blood glucose NS 5 mmol w 4 mmol/L g mmol/L
Test name Result Comments by initial reporter
Test date @

2 | March ~|2020 ]
Test name (MedDRA) Test result Test result (code) MNormal low value Normal high value

Cholesterol 8E Borderline ~
Test name Result Comments by initial reporter
Test date @

2 | March /2020 ]
Test name (MedDRA) Test result Test result {code) Mormal low value Normal high value

Skin biopsy 3 = -
Test name Result Comments by initial reporter

Lymphocylic chronic vascuitis

@
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Fields available in the Assessment section

1. The causality assessment matrix

2. The field Diagnosis provides the opportunity to flag the case with a
MedDRA-term that was not explicitly reported by the initial reporter(s); e.g.
combine reported signs and symptoms into a diagnosis or if you disagree
with the diagnoses given by the initial reporter(s),

3. The Comment field is a free text filed to capture and document any
additional comments and assessments about the case (review comment,
pharmacovigilance comment etc.).

Assessment from: National Centre

= Causality assessm ent

Method © Source [~}
WHO-UMC Causality v Mational Centre

Relatedness of Drug(s) and Reaction(s) &

@ Warfarin

Gl bleed Probable/Likely

Diagnosis @ Comment &

@+ L1 )] @

/ Uppsala
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Matrix of Relatedness of Drug(s) and Reaction(s)

The matrix consists of:

* Drugs that have been classified as either Suspect or Interacting, no matter if they
were categorized in WHODrug or described in free text

* Reactions, no matter if they were categorized in MedDRA or described in free text

U M C—UM C O‘RG—ED DUOQO 903 Created by organisation: Mational PW Centre

Assessment from: National PV Centre

Method € Source @

Report information

Patient

Case namative and cther information
Medical and past drug history WHO-UMC Causality v Mational PV Centre

Rezction: Urinary retention Relatedness of Drug{s} and Reactionis) €

Captopril Metformin
Reaction: Vomiting
Urinary retention “ v
Reaction: Pain
Vaomiting w w
Drug: Captopril
Pain “ w

Crug: Metformin

Tests and procedures

Diagnosis & Comment &
Assessment o

+
Overview o



Causality assessment methods

VigiFlow allows to capture the causality assessment results of four different methods:

*  WHO-UMC Causality (default method)
* Naranjo
* WHO AEFI

* The French method

Method € Source @
WHO-UMC Causality MWational PV Centre

action|s) @

Maranjo

Captopril Metformin
WHO AEF
French method
w w
Vomiting " "

Pain " "



Causality assessment - Source

Source is the name of the organisation that performed the assessment. It can be the
initial reporter, the national PV centre or any other organization.

By default, VigiFlow shows the name of the organisation to which the user belongs to.

Assessment from: National PV Centre

= Causality assessment

Method & Source &
WHO-UMC Causality National PV Centre

Relatedness of Drug(s) and Reaction{s) @

Captopril Metformin

Urinary retention o w

Vomiting " "

Pain e e



Causality assessment results

If the national PV centre disagrees with the causality assessment made by the initial
reporter or uses a different method, VigiFlow allows to capture the different
assessments in separate matrices indicating the different sources.

Assessment from: National PV Centre

= Causality assessment

Method & Source €&
WHO-UMC Causality National PV Centre

Relatedness of Drug(s) and Reaction{s) &

Captopril Metformin
Urinary retention Possible W Unlikely v
= Causality assessment [}
Method & Source €&
Maranjo w University Hospital
Relatedness of Drug(s) and Reaction{s) &
Captopril Metformin
Urinary retention Probable v Doubtful v
Diagnosis @ Comment €

+



Assessment section — for a decentralized

organisational VigiFlow structure

To allow for flexibility in the case management process, all organisations in the structure

can enter causality, diagnosis and comment in the assessment section, not only National
Centres.

Assessment from: Regional Centre 1

Method €

Source €
WHO-UMC Causality T RC 1

Relatedness of Drug(s) and Reaction{s) &

Alvedon

Beta-alanine
Certain v Unlikely

ConditionallUnciassifed Diagnosis can be specified v| [ Probable/Likely Each organisation can comment
by each organisation

on their assessment

Diagnosic &

Comment &
11-beta-hydroxylase deficiency

o=
+

The RC 1 comment

It is only National Centres that can delete assessments, ie Regional Centres can add and
edit assessments but not delete.

The delete button is only
Method h h f
WHO-UMC Causality v RC 1 shown when a user rrom a

National Centre is logged in



Assessment section — for a decentralized

organisational VigiFlow structure

Each organisation can view all assessments in a report but can only edit
their own.

Assessment from: Regional Centre 2

Method
WHO-UMC Causality v RC 2

Source

Assessments from other organisations

Relatedness of Drug(s) and Reaction(s)

are displayed but cannot be edited

Alvedon
Rash Certain v Unlikely v
ltch Conditional/Unclassified v Probable/Likely v
Diagnosis Comment
11-oxysteroid activity increased ﬂ

The RC 2 comment

Assessment from: National Centre

—]

Method © Source @ l.e. a user from a National Centre can only
WHO-UMC Causalfy | [ Naflonal Cenfre edit the assessments belonging to that
Relatedness of Drug(s) and Reaction(s) € orsan |Sati0n
Alvedon g
Rash Certain v Unlikely v
Itch ConditionalUnclassified v Probable/Likely v
Diagnosis (] Comment &
11-beta-hydroxylase deficiency 6E The NC comment

+



UMC'’s online course on signal detection and

causality assessment

If you would like to learn more about Assessment and signal detection, sign up for the
free online course developed by the UMC at https://www.who-umc.org/education-
training/online-courses/

Signal detection and causality assessment

Notstarted | 120 min | 4 modules

he i bjective this cours [ concepts of signal detecticn
ant V 35! ent an S D alysis C C our modules,

essons (each les: reasoning
Uppsala /) has been launched and is
Monitoring
Centre

Introduction to signal detection
Not startec 30 min

Learning objective: To be able to explain the basic concepts, the rationale and the principles of signal
detection

Causality assessment of single case safety reports

30 min

Learni bjective: To understand the complex nature of causality assessment in Individual Case
Safety Reports (ICSRs) and the value of structured approaches

Previous module required

Causality assessment of case series

30 min

Learning objective: To understand the important elements to consider when assessing causality in a
case

series and the relevance of the Bradford Hill criteria
Previous module required

Signal assessment

d | 30 min
Learni bjective: To be able to understand the signal assessment process, to apply the steps
explained and to perform a simple signal assessment

Previous module required


https://www.who-umc.org/education-training/online-courses/

Specific fields for Adverse Events Following
Immunization (AEFIs)



Enter AEFIs in VigiFlow

In the same way as suspected adverse drug reactions are registered in
VigiFlow, it is possible to use the same data entry fields to register
adverse events following immunization (AEFIs).

Due to the particularities of AEFIs, there are fields to capture specific
data from the vaccines suspected of having caused adverse events
and they will be explained in the upcoming slides.
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Reaction — AEFI category

The AEFI category field can be used to indicate if each adverse event is related to:
* Vaccine reaction

* Programme error

. .
e Coincidental
* Injection / anxiety-related reaction
* Unknown
== Reaction (1]
Reaction [ event (Med DRA) (-] Country of occurrence 5]
Fever 1 E Sweden v
Reaction / event ac reported by initial reporter & Language of reaction | event as reported by initial reporter
Swedish v
Onset date @ Time @ End date © Time @ Duration @
b : b : w Calculate
Outcome Medical confirmation by healthcare professional [-]
~ {::::: Yes (::::: Mo | Clear
Serious Seriousness @ [‘u’a-:-: ne information @ \
() ves () Mao|Glear
N - Results in death Congenital anomaly | birth AEF| category
defect
bt |
Disabling ! incapacitating Caused / prolonged

hospitalisation . .
pils Vaccine reaction

Programme error

Coincidental
Injection/anxiety-related reaction
Unknown

Life threatening Other medically important

condition




Drug - Vaccine information

If the ICSR is related to a vaccine, the suspect vaccine information shall be entered as any
other drug. In addition, there are specific fields to capture information about vaccines;
Dose number, Expiry date, Diluent name, Diluent batch number, Site of administration and
Vaccination session

Drug role @ Strength @

Marketing Authorisation Holder (WHODrug) @ Dose @ Doses ininterval € Dosing interval &
WHODug
v v v

Drug name @ Marketing Authorisation Holder @ Dosage
Engerix-b (5]
Active ingredient(s) @ Country where drug is authorised
+ Hepatitis b vaccine rHBsAg (yeast) v Pharmaceutical farm Route of administration
intramuscular v
Drug name as reported by initial reporter & Country where drug was obtained
v Batch number
Suspected ingredient ©
v Start of administration @ End of administration @
30 | September v | 2019 30 | September v | 2019
+ Indication Duration @
TSRS y
Indication (MedDRA) @ s Z
(i 1E Vaccine information @
Indication as reported by initial reporter @ Dose number @ Expiry date
v v
Diluent name Diluent batch number
Additional drug-related problems
= Site of administration Vaccination session
v =
+ o v v
Action taken @ Was a rechallenge performed?
v ves No Unknown | Clear
Additional information on drug Time interval between administration and reaction onset @

Reaction | event (MedDRA) First dose Last dose
Missing MedDRA term v v

Cumulative dese to first reaction @



It is possible to register the results of causality assessment performed with the
method developed by WHO to evaluate adverse events following
immunization by selecting the WHO AEFI option.

Assessment from: National PV Centre

= Causality assessment

Method & Source &
WHO AEF W Mational PV Centre

Relatedness of Drugis) and Reaction(s) e

Dtp vaccine

Fever e

Consistent causal association to immunization
Indeterminate
Inconsistent causal association to immunization

Diagnosis & Unclassifiable

)
+
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Questions:
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