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Aim of this session

After the session the students will be able to:

Discuss the benefits and obligations of
member countries of the WHO Programme for
International Drug Monitoring
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THE WHO PROGRAMME
FOR INTERNATIONAL
DRUG MONITORING

Elki Sollenbring & Johanna Stenlund
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Who has access to VigiBase?

VigiLyze

Search and Analyse VigiBase™

Drug: Carbamazepine x
| Exact phraze

ame Lastiname Logout

the WHO Global Database of Individual Case Safety Reports (ICSHS)

&  Reaction: [7] Search

A Exact phrase (*) MedDRA () WHO-ART Reset

Help

Refine by:
¥ Drug

¥ Single ingredient
¥ [Asubst Carbamazepine
A Carbamazepine
View all (112}
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Multiple ingredients

¥ Reaction (MedDRA)

> mm Blood and lymphatic system
disorders

P [15°= Cardiac disorders

[ 3 L]m Congenital, farmilial and
genetic disorders

P [%% Ear and labyrinth disorders

P [J5°% Endocrine disorders

P []5°= Eye disorders

P 59 Gastrointestinal disorders

> Dm ‘General disorders and
administration site conditiona

P [¥2% Hepatobiliary disorders

P [J5° Immune system disorders

P[5 Infections and infestations

P 555 |njury, poisoning and

) procedural complications

P (5% Investigationa

> Hm Metabolism and nutrition
disorders

B 50 Musculoskeletal and
connective tissue disorders

P 5% Neoplasms benign, malignant

(| and unspecified (incl cysts

and polyps)

¥ Country

¥ Ahsia
AArmenia
# Brunei
A Cambodia
EAChina
RACyprus
RAlndia
BAIndonesia

Clear O

Clear

View: | s otafistics | = IGSR List

226 ICSRs match your search:
Drug: Carbamazepine
Reaction: S0C Blood and lymphatic system disorders

Country: Asia
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ICSRs Cumulative

ICSRs in VigiBase
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Frequency of report submission

Why is it important?



Do you work with signal detection?

If yes:
How do you communicate the outcome?

Partlof ll
Newsletter 5

EPVQ Volume 3

May 2012

EDA

Egyptian Drug Authority
Central Administration of Pharmaceutical Affairs (CAPA

Egyptian Pharmacovigilance Center (EPVC)

Tel: 25354130 Fax:23610497 Email: pv.center@eda.mohealth.gov.e

* Nicotinic acid-- Label Update

In reference to the clmnical trial called the Atherothrombosis Intervention m
Metabolic Svndrome with Low HDIL/High Triglvceride and Impact on Global



Which UMC developed software
and/or terminologies are you using?

WHO-
ART

VigiFlow

.







Support and resources -what have you used?

www.who-umc.org

www.Capm.ma

www.who.int/medicines/
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www.who-umc.org

PUBLIC SERVICES »

the UPPSALA
MONITORING
CENTRE

safeguarding patients

Publications - Links

To Improve Worldwide Patient Safety

The Uppsala Monitoring Centre (UMC) is an independent foundation and a centre for international
service and scientific research.

Our priorities are the safety of patients and the safe and effective use of medicines in every part of
the world.

We meet these priorities by innovative research and development, and by providing data, reference,
consultative and training resources to medicines regulatory agencies, health professionals,

researchers and the pharmaceutical industry all over the world.

UMC's Vision is to improve worldwide patient safety and welfare by reducing the risk of medicines.

VigiBase reaches 8 million
reports

The Uppsala Monitoring Centre has
now entered 8 million adverse drug
reaction (ADR) reports from countries
contributing to the WHO Global
Individual Case Saf...







the UPPSALA
MONITORING
CENTRE

Who we are What we do News Training Resources umcC Forum Contact Us

You are here: Home

Welcome to the UMC-A
website!

If you are involved in healtheare in
any role in Africa, there's something
here for you.

Our job at UMC-A is to help ensure
the safety of patients and the safe
and effective use of medicines in

Africa.

We are here to support and work
with everyone who shares that

Get 4 weeks of theoretical and practical PV training with

¢ R

- -

sign up for our

\__' PV Fellowship

ambition. What's New?

If patient safety is your priority, for
your country, your public health
programme or your hospital or
clinie, take a look through this
website and see what we may be
able to do together.

Your enguiries or reactions will be
welcome: do get in touch!

‘

=il
Search UMC-A visits Liberia A change blowing over Africa  Pharmacovigilance in Eritrea
— promise and potential
[ J Liberia is a country located in Pharmacovigilance in Africa is
the western coast of Africawith  going through a rapid phase of lyassu Bahta and Mulugeta
a population of about 3.5 growth and development Russom The Eritrean National
. . million. The country has sh.. thanks to several initiatives Pharmacovigilance Centre
Our social media pages from (ENPC) was established in

f |
the UPPSALA !
MONITORING ‘(;"-J) WHO Collaborating Centre for
b \s'i' W& Intemational Drug Monitoring

2003 in which

www.umcafri

Uppssla Monitoring Centre - Africs (UMC-A) is the Africa field office of Uppsala Monitoring Centre (UMC)

ca.org

UMC is the fieid name for WHO Coliaborating Centre for Internationsl Drug Monitoring, Uppeala, Sweden
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PV Toolkit « Malaria PV Toolkit =

Pharmacovigilance Toolkit

This Pharmacovigilance (PV) Toolkit is a collection of resources
and information nmeeded for the practice of pharmacovigilance. The
main aim of its development is to ensura that PV practitionars in low-
and middle-income countries get access to information on the
processes and activities involved in PV from a trusted source. The
Toolkit contents are endorsed by the WHO Adwvisory Committee on
the Safety of Medicingl Froducts after the origingl text has been
written and reviewed by global experts.

In addition to this website, the Toolkit is available on USE drives in a
similar format to this website, for use in areas with poor internet
connectivity. The Toolkit is currently available in English, and efforts
are underway to have it translated into other languages, zlthough this
is dependent on availability of volunteers and/or funding. The Toolkit
will be reviewed pericdically to ensure that  is abreast with
developments in PV,

The Toolkit Management Team is keen to have your feedback such as
what you think can be added, removed or modified in order to make
its use more beneficial.

Disease-specific Toolkits

Although this PV Toolkit covers all the basics required for PV work,
there are peculiarities when carrying cut PV for certain diseases and
subgroups of people. This has led to the development of the Malaria
and HIV PV Toolkits, with a TB Toclkt currently being developed in
addition. These disease-specific toolkits should be used in
combination with the main PV Tookit.

pvtoolkit.org

Toolkit content reviewed by

What's New?

Definition and Application of Terms for Vaccine
Pharmacovigilance

Report of CIOMS/WHO Working Group on Vacane
Pharmacowgilance. ...

The World Medicines Situation 2011: Pharmacovigilance and
Safety of Medicines

The world Medicines Situation 2011: Pharmacovigilance
and Safety of Medicines ...

-

Supporting PV in Developing Countries. The Systems
Approach

Supporting Pharmacovigilanca in Developing
Countries, The Systems Approach. ...

Toolkit is managed and maintained by
WHO Collaborating Centre for Advocacy &
Training in Pharmacovigilance, University of
Ghana Medical School, Accra, Ghana

WHO (safety of Medicines Programme)

WHO Advisory Committee on Safety of Medicinal Products (ACSoMP)
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Centre Anti Poison et de Pharmacovigilance du Maroc

Ay haal el S et
A gall ARENy aash
Centre Anti Poison et de
Pharmacovigilance du Maroc

.r’,g\ WHO Collaborating Centre
"h; £, W for Pharmacovigilance
= g

Accueil Mot du directeur Départements

Historique

Contact

Alertes

L'eau de javel ambulatoire L=l

JSl= 1 Un prix bas mais des

risques élevés - Jalal Ghyslaine
Plus de détails

Diluant : danger 3 domicile -
Hardouz Houria
Plus de détails

"Lkina elkhadra” | szl a5l vendue
en épicerie! - Benabdallah Ghita
Plus de détails

Archive des alertes

Evénements

17/06/2013 au 28/06/2013
7éme cours francophone de
pharmacovigilance
Rabat

Plus de détails

Pour une vie meilleure
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Espace Professionnel de Santé

pgaall pliad
Espace pour le Public

Le Centre Anti Poison et de Pharmacovigilance du Maroc (CAPM) est un
institut du Ministére de la Santé, assurant une fonction de vigilance et
d'alerte sanitaire. L'objectif étant I'amélioration de la santé de la population
marocaine par la diminution de la morbidité, de la mortalité et des dépenses
économiques liées aux intoxications et aux effets indésirables des
medicaments et des autres produits de santé.

Déclarez,
nous agissons

Demandez,
nous répondons

Appelez,
nous écoutons

Aslall Jaa o g g gl Al o L2) (8 palia ks

Le numeére économique :

0801 000 180

Prix d'une communication locale

Un médecin spécialiste est @ votre disposition 7 |/7, 24 h/24

www.capm

.md



www.who.int/medicines/

«# | %X | English | Frangais | Pycckmit | Espafiol

World Health
Organization

4A  Health topics = Data and statistics Media centre = Publications Countries Programmes and projects About WHO

Q Search Advanced search
Medicines
Medicines Norms and Standards: Quality, safety and efficacy of edgicines publications
About us medicines
News and events
Areas of work WHO's mandate is to “develop, establish and promote international standards QQ'?
- - % with respect to food, biological, pharmaceutical and similar products” (Article l i D
Medicines publications (SESal 2, WHO Constitution). WHO Member States rely on WHO for expertise and r
Medicines topics guidance in regulation, safety and quality assurance of medicines through _1 )
Training resources development and promotion of international norms, standards, guidelines and
nomenclature.
— Guidance on Norms and Standards Search "Medicines publications”...

WHO provides relevant expertise and technical assistance through various activities in Browse "Just published"...

the areas of Quality Assurance, Regulation and Legislation, Safety and Efficacy.

. ) - - L Latest News and Events
Activities comprise guideline development, workshops and training courses, coordination

and promotion of pharmacovigilance for global medicine safety, regulatory and other —
information exchange, and review of narcotic and psychotropic substances.

Activities and Services Areas of work a

-
Quick links Quality assurance of medicines
— Counterfeit medicines — More information The Pursuit of Responsible Use of
— Drug Alerts ) o Medicines: Sharing and Learning from
— ICDRA Regulation and legislation Country Experiences

— International Pharmacopoeia — More information
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Support and resources -what have you used?

www.who-umc.org

www.Capm.ma

www.who.int/medicines/
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Access to the international network







Browse

MONITORING
CENTRE

the UPPSALA

Home Vigimed VigiFlow UMC-A UMC Portal Support VigiLyze Users

Discussion Forum
Regulatory status
Product warnings

Pharmacovigilance
issues (including early
signals)

Meetings, courses,
events

Other

Planning and
information

Calendar
Announcements
Links

Library
Vigimed Documents
Newsletters

Global Vaccine Safety
Initiative

2013 NC meeting
2012 NC meeting
2011 NC Meeting

Vigimed Users

[ an site content

Welcome to Vigimed

Vigimed is the restricted forum site set up to stimulate discussion and facilitate rapid exchange of information between representatives of National Centres participating

Vigimed » Home

Online Collabaration Site for members of the WHO Programme for international drug monitoring

in the WHO International Drug Monitoring Programme. A list of the current Vigimed users is available as a link (on the left in Quick Launch).

You can add items to Vigimed, but not edit or delete. Please contact us at info@who-umc.org if you have any comments or queries.

Before you start a new discussion please check if a thread on the same question already exists by doing a search for the subject in the search square (top right).

* To start a new discussion thread:

= click on the topic area related to your comment (in the quick launch to the left),

chick +Add new discussion,
*» type Subject and message,
= complete with Save.

Link to FAQ

Last item in Regulatory status

[[] subject

Diphenhydramine and ethanol

Last item in Product warnings

[Fl subject Created By

proveron Maytham Hadi

Last item in Pharmacovigilance issues (including early signals)

[ subject

Injection paracetamol (acetaminophen)

Created By

Shynar Baidullayeva

1=-1 »
Replies
0
1-1 »
Created By

Rokiah Isahak

i-1 »

Replies Last Updated

2 04/05/2013 15:45

Last Updated

20/12/2012 15:26

Replies Last Updated

4 12/04/2013 05:45
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Medfarm Play

UPPSALA
UNIVERSITET

Hem  Filmer  Kanaler Live Loggalin

the UPPSALA
MONITORING
CENTRE
” e
'\ safeguarding patients

Pharmacovigilance
Kontaktperson: MedfarmDolT

63 videor

£ Prenumerera

Spontaneous adverse reaction monitoring

Part of category: ADR reporting
Lecturer: Sten Olsson

Click the link for copyright information: http://www.who-umc.org/graphics/25569.pdf






What we expect from you

Reporting format compatibility &
report quality

Frequent submissions of ICSRs

Regulatory information

Acti C e SAFER MEDICINES, - *§
ctive partICIpatlon SAFEI'E USE OF MEDICINES,

Drug formulary

What UMC is doing to help it happen

the UPPSALA
MONITORING
CENTRE




FASS.se 0 FASS.se FOR FORSKRIVARE FASS for allménheten

Kallan till kunskap om lakemedel FASS for forskrivare

FASS om djurlikemedel

LAKEMEDELSFAKTA PATIENTFORUM LAKEMEDELSUNIVERSITETET LANKAR INFO & HJALP

De senaste uppdateringarna

22 oktober 2012 av ldkemedel pa Fass.se
I Férklara svédra ord +32 Funka Nu Likemedel _ Uppdatering
Divina® Plus Biverkningar
PRODUKTEAKTA Divina® Plus Varningar och férsiktighet
Ga till ' Naturlikemedel Divina® Plus Kontraind...
. Las om naturlakemedel och Divina® Plus Dosering
Min Fass .... . vaxtbaserade ldkemedel Divina® Plus Indikationcr
us LAS MER
0 Alla nyheter
. SOK Prenumerera pa nyheter
Likemedelsnamn PRODUKTFAKTA A .
e SOK FASS 2012 - Prenumerera pa RSS-fliden
Arets bokutgdva kan bestéllas fran
Substans i var webbshop.
| e 50K
Overdosering .
| ey SOK - Anvéndare pé Fass.se
B PRODUKTFAKTA Aktiva anvandare p3 Fass.se just nu: 1626
® Lakemedel Hogkostnadsskydd
-01- Geografisk férdelning
C Substans _ Fr.0.m. 2012-01-01 galler hojda eogralisk fordeinin
belopp i formanstrappan.
" ATC-kod ws |LAS MER
Overdoserings-
information >> PRODUKTFAKTA
Sok | FASS-text Overdosering
| SOK S0k i var databas med

overdoseringsinformation.

Avsnitt:

[-Alla -]

Lakemedels-

ns LAS MER

rupper (ATC) >>

Skyddsinformation >>

MiljGinformation >>

Tablett-
identifiering >>

Foretag >>




What you get from the UMC

Access to VigiBase™

Early information about
potential safety hazards

Terminologies and software

SAFER MEDICINES, |
(il 1 pog
SAFER USE OF MEDICINES;

Support, guidelines and resources

What UMC is doing to help it happen

Access to the international network the UPPSALA
nnME‘%‘%ﬁSMNG



GLOBAL LEADERSHIP FOR THE
SAFER USE OF MEDICINES

Thank you for your attention!

the UPPSALA
MONITORING
CENTRE




