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Introduction

Communication is one of those taken-for-granted,
everyday activities to which we tend to pay little
conscious  attention.  Although  everyone can
communicate at some level, we can learn to do it much
better and put it to good use at work. Effective
communications are fundamental to the delivery of the
best healthcare because only communications can
address many of the fundamental problems.
Communication Is a vital stage In the
pharmacovigilance process but one that is hard to get
right, particularly if there is an urgent need to act.



Communication in PV

v Promoting knowledge and good practice
v Educating professionals and the public
v Engaging and motivating all parties

v
v
v

Providing information about risk
nfluencing prescribing

nfluencing policy

v Attracting funding

Protecting patients from harm



What i1s effective communication?

Effective communication

 The sending of a message with evidence that it has
been received and understood, has prompted some
change or action, and has generated feedback about

the process.

A completed and closed, but evolving circular process



Effective communication
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Good communication
oo

» Clear and simple to understand
* Provokes a reaction or change
» Accessible and timely

* Provides benefits

« Cements relationships

« Catches and holds attention

— Attractive

— Stands out from the crowd

— Relevant and interesting to us



The core elements of all communication

Universal elements
» Sender
* Receiver
* Intention and reaction
* Message or signal
* Encoding and decoding
« Channel (voice, print, social media, etc)
* Noise: interference, disruption
* Response or effect

All are important; any may be problematic



Key requirements for a successful

drug safety communication (ABOUT)
-

Requirement Comments

v Accurate Are the facts and numbers correct? Is all the information
which the reader needs to know included?

v Balanced Have both _risks and benefits been considered? Is the overall
message right?

Is the communication completely honest about the hazard

v Open without any attempt to hide or minimise it?
Und dabl Should be as straightforward as possible — the reader is more
v understandanle likely to respond appropriately if the message is simple and clear.

T d This involves considering who is the intended audience and
v largete their specific information needs.




Basic model for a drug safety
communication

Short heading which includes the drug and hazard
1. Nature of the problem: drug, hazard, precipitating
factor(s)

2. Summary of the evidence for the hazard

3. What is being done: for example reviewing,
Investigating, new studies,

changing labelling and so on

4. What are the implications for (a) health professionals (b)
patients?

5. Overall balanced view of risks and benefits

6. Where to get further information/contact details



Pharmacovigilance in Azerbaijan
o000 |

In Azerbaijan, the Pharmacovigilance Department of the
Analytical Expertise Center of the Ministry of Health is
responsible for the safety of drugs. The Pharmacovigilance
activities started in 2007, by the establishment of Analytical
Expertise Center of the Ministry of Health. Three years later,
In 2010, Azerbaijan joined the Uppsala Monitoring Centre
(UMC) of the World Health Organization, and has since been
reporting adverse drug reactions (ADRs) to the UMC
database. In 2017, the Pharmacovigilance Department was
established. At the present time, Azerbaijan providies changes
In the Law on Medicines and will approve new national
regulations for pharmacovigilance activities to harmonize the
system with that of the European Union (EU).



Improvement of the communication in
Pharmacovigilance in Azerbaijan

1 - All health facilities must have a local contact person for
pharmacovigilance;

2 - Establishment of electronic prescribing and electronic
health recording system (medical information database);

3 - ADR online reporting system;

4 - SMS reporting system for pharmacy;,

5 - Improvement of the online website and publication of
the newsletter by the National PV;

6 - Development of a specific mobile application for the
patient for access to medicine information also reporting of
ADR.



1.Local contact person for
pharmacovigilance in health facilities
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2. Electronic prescribing and electronic
health recording system
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. ADR online reporting system

Bildirimi vapan kisi

e-posta * elmin_pct@amail.com

Bildirimi yvapan kisi * Doktor A

Ad Soyad basharfleri *

Cinsiyet = Erkek Kadin

Adirhk & kg

Dodgum tarihi * (7 va d5 Hastamn reaksiyon tarihindeki yass -
Reaksiyonun basladigy Turkiye -

dilke (&)

MNe oldugunu tammilaym

= Me oldudunu, ilacimzin yol actidindan siphelendiginiz belirti ve van etkileri kendi sézclklerinizle
tarmmlayin.

ferr bu alana
i weterdi bilgiyi

Ancak,
Kurmak

“alan karaki=r: 20000

Reaksiyonlar/belirtiler

Yasadigimz her bir reaksiyvon (basadrisi yva da ishal gibi..} ve bununla ilgili aynntilar hakkinda kisa
bir aciklama yazimiz. Birden cok reaksiyvon girmek isted nizde, belirtmek istediginiz her bir
reaksivon icin "Yeni reaksivon/belirti ekle” butonuna tklayimz.

1 Reaksiyon/belirti * Halan karskter: 200




4. SMS reporting system for
pharmacy
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5. Online website

& C  ® Hesawnuero | pharma.az/index.php?lang=3&ind=main&id=62&page=0

i Mpunowssmn 0 UMC | Uppsala Manit...

About Us

Control on Medicines »

Import of Medidnes~  Registration of Medidnes~

#& |/ Pharmacovigilance

General information

Information for healthcare professionals
Information for Patients
Pharmacavigilance dictionary

Reparting forms

Online reporting

Contacts

@) WHO | World Health 0 European Madicinas. EDQM - European Dir... U & Food and Drug A + Tirkiye Ilag ve Tibbi @ Pharma 0 VigiFlow 0 Vigilyze & WHODrug Insight @ Vigitceess .l Vigilyze

Labo Pharmacovigilance»  Private medical institutions» ~ Conacts

General information

Analytical Expertise Center Pharmacovigilance sector's main activity is systematic monitoring of adverse drug reactions and risk-benefit
balance to ensure the safe use of the medicines, gathering information, registering, evaluating, archiving, establishing contacts between
the parties and taking the necessary measures to minimize the damage caused by drugs. Activities for this purpose are as follows:
Tracing, recording, evaluating, archiving adverse drug reactions, transmitting information to the Uppsala Monitoring
Center of the World Health Organization;

By examining the official websites of World Health Centers, minimizing the risk by monitoring the wamings on pharmaceutical
safely, investigating security-related applications by registering awners, taking advantage of the risk-benefit balance assessment
based on these data applying appropriate measures for medicinal products which has already registered or is going to registration
procedures in our country;

Taking the necessary measures, by investigating Risk Ianagement Plans (RMP) and Periodic Safety Update Reports (PSUR);
Preparation of a list of medicines under additional menitoring;

Delivery of information to healthcare professionals;

Establishment of pharmacovigilance control system;

Taking the necessary measures to promote the spontaneous data transmission by healthcare professionals for the best
application of pharmacovigilance system

Organization of pharmacovigilance fraining and courses.



6. Publication of the newsletter
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7. Specific mobile application for the patient for access to
medicine information also reporting of ADR




Conclusion
o

In addressing the question of patient safety, we
need to look at the nature of the systems that
constitute  healthcare and Increase their
coherence and focus. ‘Communication Is a
cornerstone of patient safety’, is relevant for every
aspect of healthcare, at almost every moment of
every day. Medical and technical expertise without
effective communications will not, on their own,
serve the best Interests of patients, and, indeed,
run a real risk of damaging them.



ADR form for HCP

KONFIDENSIAL

LAV TOSIiR HAQQINDA BiLDIRIiS KARTI

AZSRBAYCAN RESPUBLIKAS| S2HIYYa NAZIRLIYI ANALITIK EXSPERTIZA MaRKaZI

Sahiyya Nazirliyi

A. X8STOY8 AID MALUMATLAR
1. Xostonin Adi va Soyadinin bag
horfari

B. BLAVS T8SIR (L8R)

EM

Ciddi oimayan[J
Ciddidirss, agagidaki variantiardan uygun olan
igaralayin
(] Oom

Badan
s, | Kotesi

iZAHEDICi QEYDLOR

KONFIDENSIALLIQ

Bildiris kartindaki bitiin 1n maxfiliyi A:
Sahiyya Nazirliyi Analitik Ekspertiza Markazi tarafindan tamin olunur va
heg bir vasita il bildirig géndaran saxsa garsi istifada olunmur.

NOLSRI BILDIRM3K LAZIMDIR?

—Ciddi alava tasirlar (6liima gatirib giearan, insan hayatini tahliika altina
qoyan, yerlasd vaya da galma r ini
uzatmaga vadar edan, uzun miiddat arzinda amak qabiliyyatinin
itirilmasina va ya alilliya gatirib ¢ixaran va ya anadangalma inkisaf

i va ya qiisura sabab olan har hansi manfi reaksiya)

Baglanma tanxi Bitma tarixi
1. Blave Tesiri Tesvir Edin Natice
(Gn /Ay 1) | (GoniAyil ) T Fioyat Ogan skl
LSS 0 Xastoxanaya yerlogdirimaye sabsb olma
valva ya xestaxanada galma moddatinin
O sagalma marhaiasind? | zanmasi (... giin)
R . O mak gabiliyystinin mavaqaati va ya daimi
o itirimasi, aiilik
Anadangaima anomaliya ve / va ya
O Davam edic Anadangaims inkisaf qUsuru
Tibbi cahstdsn vacib (izah etm n
e ] 18l e imch ettty
O Malum deyil
O Diger Xasta oldd 153 6I0m sababi :
¥
(Bali 55 ol r sanadi alava edin.)
3L Neticeleri ( Tarixiori Gan7Ay Ty

An
(Gn/ Ay/ i)

C. ISTIFADS EDILGN DORMAN VASITSSI(LORI

4 Blagodar Xostolik Tarixgosl | Yanas: Xostolikior

Mosalon: Allergiya, hamilol, siqarol va Spirll igki istfadosi, qaraciyor | boyrak caligmaziiyi, diabel, hiperienziya _ve s
adangeime anomaliyalar Ugiin hamilelik zaman: anan istifads etdiyi bilin derman vasiteler ve meruz qaldid: xestelikier ile birikde son mensturasiya tarixini de gOsterin

D. BILDIRIS GONDSREN $8XS58 AID MOLUMATLAR

10.Darman vasitesi
1.50bhsii Derman 2lstitads |3.Gonde- tadesi- | sitadosi kesiince vaya | W2SI08 yeridan istifade
Vasitosinin Adr qaydas:: | ik doza: ‘davam edilirsa, DAVAM yazin gisterig: | Kesidimi? dozas szaidiidia] Yerian ediiikde Blave Tosir
Bilinmirsa, istifada moddatini ¥ da dlave Tasir | SE0S, tokrarlandimi?
qeyd edin azaldmi?
TIBali [JXeyr TIBali [J Xeyr | JBaki (JXeyr | L] Bah L] Xeyr
0 Molum deyil | O Mslum deyil | O Malum deyil | O Malum deyil
O 8eli Oxeyr | DIgeli O Xeyr | Ogeli Oxeyr | Bali [T Xeyr
0] Molum deyil | CMolum deyi | O] Melum deyil | ] Molum deyil
0 Bl (] Xeyr ol (] Xeyr | [JBoh (IXeyr | L B [ Xeyr
[J Melum deyil ] Melum deyil [ Melum deyil | [J Melum deyil
11. E) da istifade olunan digar derman vasitaileri): (yaranan alave tesirin istifada olunanlar xaric)
12. Digar mugahidalar va garh:(istifada edilan darman vasitasinin
k ila slagadar bir problemdan sobha edilirsa, sUbha edilen
mahsulun sefya NOMIBS| va SO IStifada tarixini gostararak bu
probiemi qeyd etmayinizi xahis edirik.)
13. Blave tesirin i derman istifade tarixari (gUn/ayiil) il birfikda)

E. DARMAN VASITaSININ QEYDIYYAT V@SIQasININ SAHIBING AID
MALUMATLAR (Yaimz derman vas} yyat vasigesinin sahibi
tarafindan edilon bildirislards doldurulacaqds

0 ikin [ Nazarat

ur):
1. Adi, Soyad 2. Ixtisast 1. Darman vasitesinin geydiyyat 1a. Blage melumatlar
wvasigesinin sahibinin adi Tel
3Tl Faks:
Onvan:
& Onvani 5 Faks 2 Farmakonszarst Gzre masul gaxsin 2a)
Adi ve Soyad:: Tel
- Faks:
. E-mal =
7.Imza 2b. Gnvan: 2c. Imzasi
8. Bildirig firmaya da bildirildimi?
O Bsii 0 Xeyr [ Melum deyil
9. Bildirig tarixi: 10. Bildirigin ndvl: 3. Darman vasitasinin geydiyyal vasigasinin sahibinin bildiris némrasi:

4. Darman vasitasinin qeydiyyal vasiqasinin sanibinin Ik xabardar oIdugy arix:

Qeydiyyal némrasi:

5.Bildirisin AEM-2 bildirilma tarixi

6. Bildirigin novo:

O lkin O Nezarst

- ciddi olmayan alava tasirlar
- gozlanilan alava tasirlar (istifada talimatinda gostarilan)
- gozlanilmaz alava tasirlar (istifada talimatinda gastarilmayan)

- effektivliyin olmamasi barada

Azarbaycan Respublikas Sahiyya Nazirliyi Analitik Ekspertiza Markazi
darman vasitalari va digar tibbi mahsullarin (bitki, ananavi va alternativ
darmanlar daxil olmagla) istifadasi zamani gériilan bitiin sibhali alava
tasirlar barada bildirislarin géndarilmasini tévsiya edir. Xasusila, xiisusi
nazaratda olan dsrman vasitalarinin istifadasi zamani gérilan bitiin alava
tasirlar bildirilmalidir.

Karti miimkiin oldugu gadar tam doldurun. Karta sahifa va sanad alava
eda bilarsiniz.

BILDIRIS KARTININ GOND@RILMa3SI

Pogt adresi:

‘Azarbaycan Respublikas: Sahiyya Nazirliyi Analitik Ekspertiza Markazi
Farmakonazarat Sektoru

AZ1065, Azarbaycan Respublikas; Baki sah.,

Fuad lbrahimbayov kiic., 31.

Faks: (99412) 596-07-16

(

Tel.: (39412) 596-05-20
Qaynar xatt (99412) 596-07-12

adr@pharma.az

@

Onlayn Bildiris:

http://www.pharma.az/
Bildiris kartim asagida géstarilan linkden yiiklamak olar:

http://www.pharma.az/

Azarbaycan Respublikas: Sahiyya Nazirliyi Analitik Ekspertiza Markazi Farmakonazarat

Sektoru AZ1065,

hitp://www.pharma.az

Baki gah., Fuad = |

SN AEM 3T bildiris karti/ mart 2017



ADR form for patients

DIRMAN VASITSSININ SLAVD T3SIRi
HAQQINDA BiLDIRIi$ KARTI

(Bu Kart pasiyent va pasiyentin yaxinlar giin nazarda tutulmusdur)

Azarbaycan Respublikast EM
Sahiyya Nazirliyi Analitik Ekspertiza Merkazi
*isarali butin hissalari doldurmag va mimkin gadar ¢gox mals ver izi xahis edirik!

*Adi ,Soyadi va ya ad-soyadin bas harflari: Cinsi: [_lQadin Ikisi

*Yasi ya da dogum tarixi: Boyu: Badan kiitlasi:

Digar malumatlar (Pasiyentin xastalik tarixi, sokar xastaliyi, yiiksak gan tazyiqi, allergiya kimi
xastaliklari varmi, pasiy hamiladirmi, hamiladirsa son aybasi tarixi malumatlari vas. ):

*3lava tasiri va neca meydana galdiyini izah edin (yerlasmadikda karta alava sahifa alave eda

bilarsiniz

Na vaxt basladi? (daqiq tarix bilinmirsa alava tasirin d
d tdiyint yaza s

*3lava tasir pasiyentin hayatina neca tasir etdi? ( uygun olani isaralamayiniz xahis olunur)
[ vangal [ Nar

D yerlasdiril ina sabab oldu ["] Daimi alilliys sabab oldu

"] Anadangalma bir giisura sabab oldu

|| Gox ciddi bir xastaliya sabab oldu "] Olimla naticalandi | Digar

*3lava tasirin miisahida olundugu saxsin indiki vaziyyati necadi?

na gadar vaxt sonra

ancaq glndalik hay tasir etmadi | | Giindalik hayatina tasir etdi

D Olava tasir tamamila kegdi/sagald 1] sagahr D davam edir/:
] Xastaliyi agirlasdi ] 6ida '] pigar
Daha ¢ox mal vera bilar ? lan pasiyent alava tasirin mialicasi ticiin basqa

darmanlar istifada etdimi? Slava tasira géra darmanin istifadasini dayandirdimi?

* isarali bitiin hissalari doldurdugunuzdan amin olun.

Xahis edirik, sahifani gevirin.

—

*Darman vasitasinin adi:

Dozasi (masalan 100 mq tablet, giinda 3 dafa) :

Darmanin istifads sababi:

Baglanma tarixi: Bitma tarixi:

OSlava tasir sababindan darman vasitasinin istifadasi kasildimi? [ Bali O Xeyr

istifade edilan darman vasitasinin keyfiyyati ila bir pr dan subha edirsini
darman vasitasinin seriya némrasi va son istifada tarixini gostararak bu problemi qgeyd
etmayinizi xahis edirik:

Eyni zamanda istifads edilan basqa darman vasitasi varmi? Varsa bu darmanlar hagqinda da malumat
vermayinizi xahis edirik. Birdan ¢ox darman ugiin malumat vermak istayarsinizsa, sahife alave eda
bilarsiniz. istifada edilan bitki tarkibli mahsul va ya alternativ mialicalar varsa bunlarla alagadar atrafli
malumat verin.

Digar darman vasitasinin adi:

Dozasi (masalan 100 mq tablet, giinda 3 dafa) :

Darmanin istifada sababi:

Baslanma tarixi: Bitma tarixi:

Bu darmanin da bildirdiyiniz alava tasira sabab ola bilacayini dusunirsinizmi? (xahis edirik,
uygun xanani isaralayin) [_| Bali [ IXeyr "] ola bilar

Blava tasir sababindan darman itasinin istifadasi kasildimi? [ Bali O Xeyr

Slava malumat ala bilmak li¢iin alaga mal larinizi vermay bizim iigiin lidir!
*Ad, Soyadi:
Telefon: e-mail :
*Unvani:

Pasiyentin hakimininin adi, soyadi, invani va ya isladiyi tibb muassisasi (istaya bagh):

Daha atrafli tibbi malumata ehtiyaciniz oldugu halda hakiminizla alaga quracaginizi
tasdiglayirsinizmi? || Bali 1 Xeyr
Karti dglin edirik. Karti faks, e-mail va ya pogt vasitasila géndara bilarsiniz.
Poct adresi:Azarbaycan Respublikasi Sahiyya Nazirliyi Analitik Ekspertiza Markazi Farmakonazarat sektoru
AZ1065, Azarbaycan Respublikasi; Baki sah., Fuad ibrahimbayov kiig., 31.
Faks: (+99412) 596-07-16  e-mail: adr@pharma.az
Suallariniz va malumatlariniz Ggiin (+99412) 596-07-12 némrali telefonla bizimla alaga qura bilarsiniz.




Thank you for your attention!
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