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ABSTRAKT

Reaksionet e padéshiruara t€ barnave (Adverse
drug reactions - ADRs) jané t€ mundshme me ¢do
medikament q€ pérshkruhet ose administrohet né
zyrén dentare. Vlerésimi i njohurive, géndrimeve dhe
praktikés s¢ ofruesve t&€ kujdesit shéndetésor né lidhje
me farmakovigjilencén dhe raportimin e ADR-ve mund
té ndihmojé né hartimin e strategjive pér pérmirésimin
e skemave t€ raportimit pér t€ garantuar siguriné e
pacientéve. QE€llimi i kétij studimi ishte t& hulumtojé
géndrimet, pérvojén dhe praktikén rreth raportimit té
ADR-ve té stomatologéve né Republikén e Maqedonisé
s¢€ Veriut.

Né kété studim jané pérfshiré 100 stomatologé té
punésuar né institucionet shéndetésore publike dhe
private né qytetin e Shkupit. Hulumtimi éshté kryer
duke pérdorur njé pyeté€sor anonim t€ dedikuar pér
profesionistét e kujdesit shéndetésor.

Rezultatet tona kané treguar se 60% e stomatologéve jané
pérgjigjur pozitivisht se Eshté e nevojshme té raportohen
ADR-t€, 70% e t& anketuarve jané pérgjigjur pozitivisht
se profesionistét e kujdesit shéndetésor duhet t€ njohin
sistemin e farmakovigjilencés. 45% e stomatologéve
kané deklaruar se kané vérejtur ADR tek pacientét e
tyre, ndérsa vetém 16% i kané raportuar ato. 64.45% e
ADR-ve t€ regjistruara jané t€ paraportuara nga dentistét
dhe faktori kryesor q¢ i dekurajon éshté véshtirésia pér
té pércaktuar nése béhet fjalé pér ADR ose jo.

Ky studim tregoi se shumica e stomatologéve kishin njé
qéndrim pozitiv pér farmakovigjilencén dhe e kuptonin
nevojén e raportimit t&€ ADR-ve, por shkalla e ADR-
ve & raportuara éshté shumé e ulét. Eshté i nevojshém
zbatimi mé i madh i sistemit t€ farmakovigjilencés dhe
bashképunimi ndérmjet universiteteve, stomatologéve,
pacientéve, prodhuesve, agjencive qeveritare dhe
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ABSTRACT

Adverse drug reactions (ADRs) are possible with any
medication that is prescribed or administered in the
dental office. Evaluating the knowledge, attitudes,
and practice of healthcare providers regarding
pharmacovigilance and ADRs reporting can help to
devise strategies for improving reporting schemes
to ensure patients’ safety. The aim of this study was
to investigate the attitudes, experience and practice
about ADRSs reporting of dentists in Republic of North
Macedonia.

This study included 100 dentists employed in public and
private healthcare institutions in the city of Skopje. The
research was conducted using an anonymous survey
questionnaire intended for healthcare professionals.
Our results showed that 60% of dentists responded
positively, that is, that it is necessary to report ADRs,
70% of the respondents responded positively, that
healthcare professionals need to be familiar with the
pharmacovigilance system. 45% of dentists declared
that they have observed ADRs in their patients, and
only 16% reported them. 64.45% of registered ADRs
are unreported by dentists, and the main factor that
discourages them is the difficulty in determining
whether they are ADRSs or not.

This study showed that majority of the dentists had
positive attitude towards pharmacovigilance, and
that they understand the need for ADRs reporting,
but the rate of reported ADRs is very low. Greater
implementation of the pharmacovigilance system and
cooperation between universities, dentists, patients,
manufacturers, the government and national agencies,
the media, the civil society and the international
organizations working on drug safety is needed.
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kombétare, mediave, shoqérisé civile dhe organizatave
ndérkombétare qé punojné pér sigurin€ e barnave.
Fjalet kyce: farmakovigjilenca, qéndrimi, pérvoja,
praktika, reaksione té padéshiruara té barnave,
stomatologé

HYRJE

Reaksionet e pad€shiruara té barnave (ADR-t€)
nga Organizata Botérore e Shéndetésisé (OBSH)
pérkufizohen si “reagim ndaj njé medikamenti qé éshté
i démshém dhe i paqéllimshém, dhe qé ndodh né doza
qé¢ zakonisht pérdoren tek njerézit pér profilaksing,
diagnostikimin ose pér terapi t€ njé sémundje, apo
pér modifikimin e funksionit fiziologjik” [1]. ADR-t&
kané disa efekte negative, té€ tilla si shtrimet né spital
q¢ lidhen me barnat, géndrimet mé t& gjata né spital,
vizitat né departamentin e urgjencés dhe njé rrezik
mé té larté t€ vdekshméris€ (2,3). ADR-t€ jané né
gendér t€ vémendjes sé farmakovigjilencés, e cila né
sistemin ligjor kombétar éshté pércaktuar si sistem i
cili aplikohet pér zbulimin, mbledhjen, pércjelljen e
procesit dhe sigurimin e t€ dhénave t€ reja pér siguriné e
barnave dhe pér raportin ,,rrezik — pérdorim” lidhur me
pérdorimin e barnave ose ndérveprimin e tyre me barna
té tjera (4). Profesionistét e kujdesit shéndetésor luajné
njé rol vendimtar né sistemin e farmakovigjilencés.
Ata kérkojné njohuri dhe ekspertizé té konsiderueshme
né fushén e siguris€ sé barnave, e cila do t& kontribuojé
me sukses né kété fushé pérmes njohjes, menaxhimit
dhe raportimit t€ hershém té problemeve lidhur me
siguriné e barnave. (5).

Profesionistét mjekésoré dhe dentaré luajné njé rol
té réndésishém né funksionimin e sistemit té ofrimit
té kujdesit shéndetésor. Prandaj, rreziku i ADR-ve
nuk mund t€ injorohet né€ kété fushé dhe kontributi i
tyre né pérmirésimin e raportimit spontan nuk mund
té nénvlerésohet. Suksesi 1 farmakovigjilencés varet
nga pérshkruesit bashképunues dhe té€ motivuar. Nén-
raportimi i ADR-ve nga pérshkruesit éshté njé problem
i zakonshém. [6]

Né praktikén moderne stomatologjike pérdoren
gjithkund vetém disa kategoriagjentésh farmakologjiké.
Kéto pérfshijné, por jo vetém: anestetiké lokal,
depresanté t€ sistemit nervor gendror (p.sh. oksidi i
azotit, benzodiazepinat dhe anestetikét e pérgjithshém),
analgjezikét [p.sh. barnat anti-inflamatore jo-steroide
(NSAIDs), acetaminofen dhe opioidet] dhe antibiotikét
(p-sh. penicilina, klindamicina dhe metronidazoli).
Eshté thelbésore qé ekipi i kujdesit shéndetésor dentar
té jeté 1 pajisur miré pér t€ menaxhuar ¢do ADR té
parashikueshme dhe té paparashikueshme qé ndodh né
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INTRODUCTION

Adverse drug reactions (ADRs) are defined by the
World Health Organization (WHO) as “a response to
a drug which is noxious and unintended, and which
occurs at doses normally used in people for the
prophylaxis, diagnosis, or therapy for a disease, or
for the modification of physiological function” [1].
ADRs have several negative effects, such as drug-
related hospital admissions, more extended hospital
stays, emergency room visits, and a higher risk of
mortality (2,3). ADRs are in the center of attention
of pharmacovigilance, which, in the national legal
system, is defined as a system applied to detect, collect,
monitor, evaluate and ensure the adequacy of new data
on the safety of the drug, and the risk-benefit ratio in
connection with the use of the drug or its interaction
with other drugs (4). Healthcare professionals play a
crucial role in the pharmacovigilance system. They
require considerable knowledge and expertise in the
field of medication safety which will successfully
contribute to this area through early recognition,
management, and reporting of the medicine safety
issues. (5).

Medical and dental professionals play a significant role
in the functioning of the healthcare delivery system.
Hence, the risk of ADRs cannot be ignored in this
field, and their contribution in improving spontaneous
reporting cannot be underestimated. The success
of pharmacovigilance depends on cooperative and
motivated prescribers. Under reporting of ADRs by
prescribers is a common problem. [6]

In modern dental practice, only a few categories of
pharmacological agents are ubiquitously used. These
include, but are not limited to: local anaesthetics,
central nervous system depressants (e.g. nitrous
oxide, benzodiazepines and general anaesthetics),
analgesics [e.g. non-steroidal anti-inflammatory drugs
(NSAIDs), acetaminophen and opioids] and antibiotics
(e.g. penicillin, clindamycin and metronidazole). It is
critical that the dental healthcare team is well equipped
to manage any foreseeable and unforeseeable ADRs
that occur in the dental office setting. In addition, it
is the responsibility of the healthcare professional
to thoroughly understand the health status of their
patients whenever prescribing new drugs or altering
dosages to avoid provoking avoidable ADRs in their
patients. ADRs are possible with any medication that
is prescribed or administered in the dental office. (7)
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mjedisin e zyrés dentare. Pérveg késaj, €shté pérgjegjési
e profesionistit t€ kujdesit shéndetésor qé t€ kuptojé
plotésisht gjendjen shéndetésore té pacientéve té tyre sa
heré g€ pérshkruajné barna t€ reja ose ndryshojné dozat
pér t€ shmangur provokimin e ADR-ve t€ shmangshme
te pacientét e tyre. ADR-t€ jané t€ mundshme me ¢do
mjekim € pérshkruhet ose administrohet né zyrén
dentare. (7)

Shkalla e raportimit t¢ ADR-ve varet nga shumé faktoré,
té tilleé si programet kombétare PV, rregulloret dhe
njohurité dhe géndrimet e profesionistéve té kujdesit
shéndetésor [8]. Vlerésimi i njohurive, géndrimeve
dhe praktikés sé ofruesve t€ kujdesit shéndetésor né
lidhje me raportimin PV dhe ADR mund té ndihmojé
né hartimin e strategjive pér pérmirésimin e skemave
té raportimit pér t€ garantuar sigurin€ e pacientéve [9].
Qéllimi i kétij studimi ishte t€ hulumtojé géndrimet,
pérvojén dhe praktikén rreth raportimit t&€ ADR-ve té
stomatologéve né Republikén e Maqgedonisé s€ Veriut.

MATERIALI DHE METODA

Né kété studim jané pérfshir€ 100 stomatologé té
punésuar né institucionet shéndetésore publike dhe
private n€ qytetin e Shkupit, Republika ¢ Magedonisé
sé€ Veriut. Hulumtimi éshté kryer duke pérdorur njé
pyeté€sor anonim té dedikuar pér profesionistét e
kujdesit shéndetésor. Pér két€ géllim, éshté pérdorur
njé version i modifikuar i pyetésorit, sipas Gupta et al.
[8]. T€ dhénat e mbledhura jané pérpunuar statistikisht
duke pérdorur SPSS Statistica v23 pér Windows, me
teste adekuate pér karakteristikat e mostrés.

REZULTATET

Mosha mesatare e stomatologéve t€ anketuar €shté
48.3+13.0 vjeg.
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The rate of ADR reporting depends on many factors,
such as national PV programs, regulations, and the
knowledge and attitudes of healthcare professionals
[8]. Evaluating the knowledge, attitudes, and practice of
healthcare providers regarding PV and ADR reporting
can help to devise strategies for improving reporting
schemes to ensure patients’ safety [9].

The aim of this study was to investigate the attitudes,
experience and practice about ADRs reporting of
dentists in Republic of North Macedonia.

MATERIAL AND METHOD

This study included 100 dentists employed in public
and private healthcare institutions in the city of Skopje,
Republic of North Macedonia. The research was
conducted using an anonymous survey questionnaire
intended for healthcare professionals. For this purpose,
a modified version of the questionnaire, according
to Gupta et al. [8], was used. The collected data
were statistically processed using SPSS Statistica
v23 for Windows, with tests adequate to the sample
characteristics.

RESULTS

The average age of the surveyed dentists was 48.3+13.0
years.

Tabela 1. Qéndrimi i stomatologéve ndaj farmakovigjilencés dhe raportimit té ADR-ve

Pyetje Pozitiv | Negativ | Papérgjigje | Gjithsej
P1. A mendoni se &shté e nevojshme té raportohen 60% 26% 14% 100%
reaksionet e padéshiruara té barnave?

P2. A mendoni se €shté e nevojshme € profesionistét 70% 16% 14% 100%

¢ kujdesit shéndetésor t€ njihen me sistemin ¢

farmakovigjilencés?

P3. A keni lexuar ndonjéheré ndonjé punim / artikull mbi 74% 26% 0% 100%
parandalimin e reaksioneve t€ pad€shiruara t€ barnave?

P4. A keni marré pjes€ ndonjéheré né trajnim / edukim pér | 30% 69% 1% 100%
raportimin e reaksioneve t€ padéshiruara té€ barnave?
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Table 1. Attitude of dentists towards pharmacovigilance and ADR-reporting

Question Positive | Negative | No answer | Total
Q1. Do you think it is necessary to report adverse | 60% 26% 14% 100%
drug reactions?

Q2. Do you think it is necessary for healthcare 70% 16% 14% 100%
professionals to be familiar with the

pharmacovigilance system?

Q3. Have you ever read a paper/article on the 74% 26% 0% 100%
prevention of adverse drug reactions?

Q4. Have you ever attended training / education | 30% 69% 1% 100%
on reporting adverse drug reactions?

60% e stomatologéve jané pérgjigjur pozitivisht se
€shté e nevojshme t€ raportohen ADR-té (P1). Kemi
regjistruar njé ndryshim statistikisht domethénés né
pérqgindje midis t€ anketuarve q€ kané dhéné pérgjigje
pozitive, né krahasim me t€ anketuarit qé kané dhéné
pérgjigie negative ose nuk kané dhéné pérgjigje
(x2=34.160; p<0.01).

Né P2, 70% e té anketuarve jané pérgjigjur pozitivisht
se profesionistét shéndetésoré duhet té njohin sistemin e
farmakovigjilencés. Ekziston njé ndryshim statistikisht
domethénés né pérqindje qé Eshté regjistruar midis
té anketuarve q€ kané dhéné pérgjigje pozitive, né
krahasim me t€ anketuarit qé¢ kané dhéné pérgjigje
negative ose nuk kané dhéné pérgjigje (x2=60.560;
p<0.01).

74% e stomatologé€ve kané deklaruar se kané lexuar
ndonjé punim/artikull pér parandalimin e ADR-ve.
Ekziston njé ndryshim statistikisht domethénés né
pérqgindje qé &shté regjistruar midis t€ anketuarve
qé kan€ dhéné pérgjigje pozitive, n€ krahasim me té
anketuarit q€ kané dhéné pérgjigje negative ose nuk
kané dhéné pérgjigje (¥2=23.040; p<0.01).

Né P4, numri mé i madh i t€ anketuarve (69%) kané
deklaruar se nuk kané ndjekur asnjéheré trajnim/
edukim pér raportimin e ADR-ve. Ekziston njé
ndryshim statistikisht domethénés né pérqindje qé
€shté regjistruar midis t€ anketuarve qé kané dhéné
pérgjigje negative, né krahasim me té anketuarve qé
kané dhéné pérgjigje pozitive ose nuk kané dhéné
pérgjigje (¥2=69.860; p<0.01).
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60% of dentists responded positively, that it is
necessary to report ADRs (Q1). We registered a
statistically significant percentage difference between
the respondents who responded positively, as opposed
to the respondents who responded negatively or did not
respond at all (¥2=34.160; p<0.01).

Regarding Q2, 70% of the respondents responded
positively, that health professionals need to be
familiar with the pharmacovigilance system. There
is a statistically significant percentage difference
that is registered between the respondents who
responded positively, as opposed to the respondents
who responded negatively or did not respond at all
(x2=60.560; p<0.01).

74% of the dentists declared that they had read a paper/
article on the prevention of ADRs. There is a statistically
significant percentage difference that is registered
between the respondents who responded positively, as
opposed to the respondents responded negatively or
did not respond at all (32=23.040; p<0.01).

Regarding Q4, the highest number of respondents
(69%) stated that they had never attended training/
education on reporting ADRs. There is a statistically
significant percentage difference that is registered
between the respondents who responded negatively, as
opposed to the respondents who responded positively
or did not respond at all (¥2=69.860; p<0.01).
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Tabela 2. Shfagje e pérgjigjeve té profesionistéve té kujdesit
shéndetésor ndaj ADR-ve té vértetuara tek pacientét e tyre dhe
raportimi i ADR-ve
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Table 2. Display of healthcare professionals' responses to determined

ADRs in their patients and reporting of ADRs

Pyetja/ Question

Pozitiv/
Positive

Negativ/ | Pa Gjithsej/
Negative | pérgjigje/No | Total
answer

P5. A ka pérjetuar ndonjé nga pacientét
tuaj nj€ reaksion té padéshiruar nga bari?/
Q5. Has any of your patients had an
adverse drug reaction?

45%

25% 30% 100%

P6. A keni raportuar ndonjéheré njé
reaksion t€ padéshiruar nga bari?/
Q6. Have you ever reported an adverse
drug reaction?

16% 84% 0%

100%

45% e stomatologéve kané deklaruar se kishin vérejtur
ADR tek pacientét e tyre, 25% kané deklaruar se
nuk kishin vérejtur ADR tek pacientét e tyre dhe
30% e stomatolog€ve nuk dhané pérgjigje né kété
pyetje. Diferenca né pérqindje e regjistruar ndérmjet
té anketuarve qé kané dhéné pérgjigje pozitive, né
krahasim me t¢ anketuarit q¢ kané dhéné pérgjigje
negative ose nuk kan€ dhéné pérgjigje éshté statistikisht
domethénése (¥2=6.500; p=0.039).

Vetém 16% e t& anketuarve kané raportuar ADR,
ndérsa 84% e t€ anketuarve u pérgjigjén negativisht
né P6. Ekziston njé ndryshim statistikisht domethénés
né pérqindje qé &shté regjistruar midis t€ anketuarve
qé kané dhéné pérgjigje negative, né krahasim me té
anketuarit qé kané dhéné pérgjigje pozitive (y2=46.240;
p<0.01).

Tabela 3. Pérgindja e ADR-ve té paraportuara, ndérsa té regjistruara

Mjekét e
Stomatologjisé

Pérqindja e ADR-ve | 64.45%
t€ paraportuara

N¢ tabelén nr.3 &sht€ paraqitur pérqindja e ADR-ve
té regjistruara dhe té paraportuara. 64.45% e ADR-
ve té regjistruara nuk jané raportuar nga mjekét e
stomatologjisé.
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45% of dentists declared that they have observed
ADREs in their patients, 25% declared that they haven't
observed ADRs in their patients, and 30% of dentists
did not respond to this question. The percentage
difference registered between the respondents who
responded positively, as opposed to the respondents
who responded negatively or did not respond at all, is
statistically significant (¥2=6.500; p=0.039).

Only 16% of respondents have reported ADRs, while
84% of respondents responded negatively to Q6. There
is a statistically significant percentage difference that
is registered between the respondents who responded
negatively, as opposed to the respondents who
responded positively (y2=46.240; p<0.01).

Table 3. Percentage of unreported but registered ADRs

Doctors of

Dental Medicine
Percentage of 64.45%
unreported ADRs

Table no.3 shows the percentage of registered but
unreported ADRs. 64.45% of registered ADRs were
not reported by doctors of dentistry.
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Grafiku 1. Faktorét gé ndikojné né raportimin spontan té ADR-ve

Faktorét gé ndikojné né raportimin e ADR-ve

mnuk ka kompensim
mnukka kohé

= njé ADR e paraportuar nuk do té
thoté asgjé pér sistemin

mnuk éshté e mundur t& pércaktohet
nése béhet fglé pér ADR

Si faktor kryesor qé dekurajon profesionistét e
kujdesit shéndetésor nga raportimi i reaksioneve té
padéshiruara t€ barnave (T7), pérqindja mé e madhe
(50.0%) e stomatologéve deklaruan se nuk &shté e
mundur t€ pércaktohet nése béhet fjalé pér njé reaksion
té padéshiruar barnash ose jo (grafiku nr. 1).

DISKUTIM

Ky studim hulumtoi qgéndrimin, pérvojén dhe
praktikén e stomatologéve né lidhje me ADR-té dhe
farmakovigjilencén né€ Republikén e Maqgedonis€ s&
Veriut. N vendin toné€, raportimi i ADR-ve &shté i
detyrueshém dhe t€ gjithé profesionistét shéndetésoré
g€ bien né kontakt me pacientin, prodhuesit e barnave,
bartésit e miratimit dhe shitésit me shumicé jané té
detyruar té informojné Agjenciné pér Barna dhe Pajisje
Mjekésore (MALMED) pér informacionin e marré
pér ADR-t€ dhe qé nga viti 2014, me ndryshimet né
ligj, pacientét, pérdoruesit si dhe prindi, kujdestari ose
pérfagésuesi ligjor i njé personi t€ paaft€ pér puné,
kané t€ drejté t€ informojné drejtpérdrejt MALMED,
né rast dyshimi pér njé reagim negativ nga pérdorimi
i barnave (4). Organizimi dhe monitorimi i mbledhjes
dhe vlerésimit té reaksioneve té padéshiruara t€
barnave, pérpunimi dhe vlerésimi i t€ dhénave té
marra pér sigurin€ e barnave kryhet nga Agjencia pér
Barnat dhe Pajisjet Mjekésore (MALMED), népérmjet
Qendrés Kombétare t&€ Monitorimit t€ Reaksioneve t&
Padéshiruara t& Barnave (10).

Né studimin toné€, 60% e stomatologéve konsiderojné
se raportimi i reaksioneve té padéshiruara &shté
i nevojshém, gj€& g€ tregon se stomatologét
jané t€ vetédijshém pér réndésin€ e sistemit té
farmakovigjilencés dhe ADR-ve. Megjithaté, t&€ dhénat
e literaturés tregojné€ se nevojitet njé ndérgjegjésim
mé i madh i stomatologéve pér raportimin e ADR-ve.
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Graph 1. Factors that affect spontaneous ADR reporting

Factors that affect ADR non-reporting

m There is no compensation
m There is no time

® One unreported ADR will mean
nothing to the system

m [t isnot possible to determine
whether it is an ADR or not

As the main factor that discourages healthcare
professionals from reporting adverse drug reactions
(Q7), the highest percentage of dentists (50.0%) stated
that it is not possible to determine whether it is an
adverse drug reaction or not. (chart no. 1).

DISCUSSION

This study investigated the attitude, experience and
practice of dentists about ADRs and pharmacovigilance
in Republic of North Macedonia. In our country,
reporting ADRs is mandatory, and all healthcare
professionals who come into contact with the patient,
drug manufacturers, approval holders as well as
wholesalers are obliged to inform the Agency for
Medicines and Medical Devices (MALMED) about
the received information regarding ADRs, and from
2014, with the amendments to the law, patients, users
as well as a parent, guardian or legal representative
of a person with disability, have the right to directly
inform MALMED, in case of suspicion of an adverse
reaction from the use of a drug(4). Organization and
monitoring of the method of collection and assessment
of adverse drug reactions, processing and assessment
of the obtained data on the safety of drugs is carried
out by the Agency for Medicines and Medical Devices
(MALMED), through the National Center for Adverse
Drug Reactions Monitoring (10).

In our study, 60% of dentists consider that the
reporting of adverse reactions is necessary, which
indicates that dentists are aware of the importance of
the pharmacovigilance system and ADRs. However,
literature data indicates a greater awareness about
ADRs reporting in dentists. Namely, in a survey
conducted among pediatric dentists in India, all
respondents responded positively to this question
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Pérkatésisht, né njé anket€ té kryer midis stomatologéve
privat né Indi, t€ gjithé té anketuarit iu pérgjigjén
pozitivisht késaj pyetjeje (11), ndérsa né njé studim
tjet€r t€ kryer midis stomatologéve privat né€ Indi,
88.67% e stomatologéve pajtohen se raportimi i ADR-
ve &shté€ i nevojshém (12). Né studimin e kryer nga
Sudhakar dhe cop., 94% e stomatologéve u shprehén
se raportimi i ADR-ve ésht€ i nevojshém (13), ndérsa
né studimin e kryer nga Torwane et al., kjo pérqgindje
ishte 72.53. (14). N& hulumtimin e kryer nga Khan
dhe cop. (15), autorét zbuluan se 84.4% e dentistéve
besojné se ADR-t€ duhet t€ raportohen pér njé ilag qé
&sht€ 1 ri né treg dhe 87.9% e té anketuarve besojné
se ADR-t€ duhet té raportohen pér barnat ekzistuese
té disponueshme né treg. 39.6% konsiderojné se
reaksionet e padéshiruara ndaj barnave pa receté nuk
duhet té raportohen. N& anketén né fjalé, mbi 50% e
té anketuarve nuk e diné se raportimi i ADR-ve éshté
obligim profesional i punonjésit shéndetésor.
Hulumtimi yné tregoi se 70.0% e stomatologéve e
konsiderojné té nevojshme qé punonjésit né kujdesin
shéndetésor té njihen me sistemin e farmakovigjilencés.
Né hulumtimin e Torwane et al. (14), kjo pérqindje
éshté 78,87. Né njé studim t& kryer né Turqi, 80% e
stomatologé€ve deklaruan se si kursi i detyrueshém i
farmakovigjilencés gjaté periudhés sé arsimit ashtu
edhe programet e trajnimit pasuniversitar né vend
pune kontribuojné né€ zhvillimin e nivelit t¢ diturive.
83% e mjekéve stomatologé jané dakord g€ lénda e
farmakovigjilencés duhet t'u mésohet profesionistéve
té kujdesit shéndetésor pérmes programeve arsimore
té detajuara dhe né vazhdimési. (16) Njé numér i
madh autorésh tregojné se pérmes diskutimeve dhe
fushatave t€ ndryshme pér t€ rritur ndérgjegjésimin pér
réndésiné e reaksioneve t€ padéshiruara t€ shkaktuara
nga barnat, géndrimet negative mund té eliminohen
dhe t€ kontribuohet gé raportimi i ADR-ve t€ jeté
pjesé integrale e praktikés klinike (14,17). Autorét
(18,14,19) tregojné se profesionistét shéndetésoré
duhet t€ p&rmirésojné njohurit€ e tyre pér sistemin
e farmakovigjilencés, duke filluar nga studimet
universitare dhe duke vazhduar me edukimin mbi kété
temé, si dhe té keté disponueshméri mé t€ madhe té
formularit pér raportimin e ADR-ve. N¢ kéto aktivitete,
ne besojmé se menaxhmentet e spitaleve, kompanité
farmaceutike, agjencité rregullatore té barnave duhet
té japin njé kontribut té réndésishém né edukimin e
mjekéve pér monitorimin dhe raportimin e ADR-ve.
Njé pjesé integrale e edukimit t€ punonjésve té kujdesit
shéndetésor &shté monitorimi i risive né literaturé
dhe ndjekja e ngjarjeve t€ edukimit t€ vazhdueshém
(kongrese, simpoziume, seminare, etj.) Pér té vlerésuar
nése reaksionet e padéshiruara t€ barnave pérfagésohen
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(11), while in another study conducted among private
dental practitioners in India, 88.67% of dentists agree
that reporting ADRs is necessary (12). In the study
conducted by Sudhakar et al., 94% of dentists stated
that ADRs reporting is necessary (13), while in the
study conducted by Torwane et al., this percentage was
72.53%. (14). In the research conducted by Khan et al.
(15), the authors found that 84.4% of dentists believe
that ADRs should be reported for a drug that is new
to the market, and 87.9% of respondents believe that
ADRs should be reported for existing drugs available
on the market. 39.6% believe that adverse reactions
to over-the-counter drugs should not be reported. In
the mentioned research, over 50% of the respondents
don’t know that the reporting of ADRSs is a professional
obligation of the healthcare worker.

Our survey showed that 70.0% of doctors of dentistry
consider it necessary for healthcare professionals to
be familiar with the pharmacovigilance system. In
the research by Torwane et al. (14), this percentage
is 78.87%. In a study conducted in Turkey, 80%
of the dentists stated that both the compulsory
pharmacovigilance course during the education period
and the post-graduate in-service training programs
will contribute to the development of the level of
knowledge. 83% of the dentists agree that the subject
of pharmacovigilance should be taught to healthcare
professionals through detailed and continuing education
programs. (16) A number of authors indicate that
through various discussions and campaigns for raising
awareness about the significance of adverse reactions
caused by drugs, negative attitudes can be removed,
and the reporting of ADRs can be an integral part of
the clinical practice. (14,17). The authors (18,14,19)
indicate that healthcare professionals should improve
their knowledge of the pharmacovigilance system,
starting from undergraduate studies, and continuing the
education on this topic, as well as greater availability
of the form ADRs reporting. In these activities, we
believe that hospital managements, pharmaceutical
companies, drug regulatory agencies should pay a
significant contribution towards educating doctors on
ADR monitoring and reporting.

An integral part of the education of health professionals
is following the news in the literature and attending
events for continuous education (congresses, symposia,
workshops, etc.) In order to assess whether adverse
drug reactions are represented as topics on these
events, or whether healthcare professionals got the
impression of their importance from the literature that
was available to them, the following questions were
included in the survey questionnaire: 1) Have you ever
read a paper/article on the prevention of adverse drug
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si tema né kéto ngjarje, apo profesionistét e kujdesit
shéndetésor kané fituar pérshtypjen e kuptimit té tyre
nga literatura q€ kishin né€ dispozicion, n€ pyeté€sorin
e sondazhit u béné pyetjet ¢ méposhtme: 1) A keni
lexuar ndonjéheré njé punim/artikull mbi parandalimin
e reaksioneve t€ padéshiruara té barnave? dhe 2) A
keni marré pjesé ndonjéheré né trajnim/edukim rreth
raportimit té reaksioneve t€ padéshiruara té barnave.
Né pyetjen e par€ jané pérgjigjur pozitivisht 74,0% e
mjekéve té€ stomatologjis€, ndérsa né pyetjen e dyté
30,0% e mjekéve t& stomatologjisé jané pérgjigjur
pozitivisht. N& hulumtimin e kryer nga Torwane et
al. (14), 7.04% deklaruan se kishin lexuar njé punim/
artikull pér parandalimin e reaksioneve té padéshiruara
té barnave. Rezultatet e fituara tregojné se temat pér
raportimin e ADR-ve jané té pérfaqésuara né ngjarjet e
edukimit té vazhdueshém t€ organizuara n€ Republikén
e Magedonis€ s€ Veriut.

Pér t€ marré njohuri pér pérvojén e profesionistéve
té€ kujdesit shéndeté€sor né zbulimin dhe raportimin e
reaksioneve t€ padéshiruara t€ barnave, ne shtruam
edhe nj€ pyetje n€ pyetésor: "A ka pérjetuar ndonjé nga
pacientét tuaj njé reaksion t& padéshiruar nga barnat?".
Nga stomatologét e anketuar, 45.0% jané€ pérgjigjur
pozitivisht. Rezultatet ¢ marra tregojné se punonjésit e
shéndetésis€, n€ praktikén e tyre té pérditshme klinike,
pérballen me problemin e “efektit anésor té barnave”.
Por ajo g€ ishte e réndésishme pér ne pér t€ pércaktuar
&sht€ nése punonjésit e shéndetésisé kané paraqitur njé
raport pér reagim negativ ndaj ndonj€ ilagi, pér t€ cilin
kjo pyetje éshté pérfshiré edhe né anketé. Pérgjigje
pozitive kané dhéné 16.0% e mjekéve t€ stomatologjisé.
(tabela nr. 2). Hulumtimi yné tregoi se 64.45% e ADR-
ve té regjistruara nuk ishin raportuar nga mjekét e
stomatologjisé (tabela nr. 3). Né hulumtimin e kryer
né Shqipéri (20), autorét kané vértetuar se té gjithé
stomatologét kané vérejtur ADR tek pacientét e tyre
qé kané ndodhur me aplikimin e anestetikéve lokalg,
analgjezikéve ose qetésuesve, ndérsa 12.6% e tyre
kang€ konfirmuar se ky fenomen éshté i zakonshém tek
pacientét e tyre. Njé pjesé e vogél e t€ anketuarve e
dinin se ekziston njé formular pér raportimin e ADR-ve
dhe vetém 28.6% e t€ anketuarve e dinin procedurén e
raportimit. Né njé hulumtimin e kryer tek stomatologét
né Britanin€ e Madhe (21), éshté vértetuar se vetém
2.3% e t& anketuarve kané deklaruar se kishin raportuar
njé reaksion té padéshiruar té barnave g€ kishte
ndodhur tek pacientét e tyre, megjithése 58.5% e té
anketuarve ishin pérgjigjur se kishin vérejtur njé efekt
negativ nga reagimi i ilagit tek pacientét e tyre. Né njé
studim nga Khan et al (15), pérqindja e té anketuarve
qé kishin raportuan ADR ishte 13.7%. N& njé hulumtim
tjetér, 34.5% e té€ anketuarve kishin regjistruar ADR
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reactions? and 2) Have you ever attended training/
education about reporting adverse drug reactions.
Regarding the first question, 74.0% of the doctors of
dentistry responded positively, while 30.0% of the
doctors of dentistry responded positively to the second
question. In the research conducted by Torwane et al.
(14), 7.04% stated that they had read a paper/article on
the prevention of adverse drug reactions. The obtained
results indicate that the topics for ADRs reporting
are represented at the continuing education events
organized in the Republic of North Macedonia.

In order to gain knowledge about the experience of
healthcare professionals in the detection and reporting
adverse drug reactions, we also asked a question in the
questionnaire: "Has any of your patients experienced
an adverse drug reaction?" Of the surveyed dentists,
45.0% responded positively. The obtained results
indicate that in everyday clinical practice, health
professionals face the problem of "adverse drug
reaction". What was significant for us to determine was
whether the healthcare workers submitted a report on
an adverse drug reaction, for which this question was
also incorporated in the survey. 16.0% of the doctors
of dentistry answered positively. (table no. 2). Our
research showed that 64.45% of registered ADRs were
not reported by doctors of dentistry. (table no. 3). In
the research conducted in Albania (20), the authors
determined that all dentists observed ADRs in their
patients, that have occurred with the application of
local anesthetics, analgesics or sedatives, while 12.6%
of them confirmed that this phenomenon is common
in their patients. A small part of the respondents knew
that there is a form for reporting ADRs, and only 28.6%
of the respondents were familiar with the reporting
procedure. In a survey conducted among doctors
of dentistry in Great Britain (21), it was determined
that only 2.3% of the respondents stated that they had
reported an adverse drug reaction that occurred in their
patients, although 58.5% of the respondents answered
that they had observed an adverse drug reaction in their
patients. In a study by Khan et al. (15), the percentage
of respondents who reported ADRs was 13.7%. In
another study, 34.5% of respondents have observed
ADREs in their patients, and none of the dentists have
reported ADRs (14). The data obtained in our research
as well as the data available in literature indicate that
only a small number of ADRs are reported by dentists.
Considering that the majority of research indicates
that a large number of adverse drug reactions remain
unreported, we wanted to determine the factors that
condition this. 50.0% of our respondents responded that
it is not possible to determine whether it is an adverse
drug reaction or not (graph no. 1). In a study conducted
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tek pacientét e tyre dhe asnjé nga dentistét nuk kishin
raportuar ADR (14). Té dhénat ¢ marra né hulumtimin
toné si dhe t€ dhénat e disponueshme né literaturé
tregojné se vetém njé numér i vog€l i ADR-ve
raportohen nga stomatologét.

Duke marré parasysh se shumica e hulumtimeve
tregojné se nj€ numér i madh i reaksioneve t&
padéshiruara t€ barnave mbeten té paraportuara, ne
donim t€ pércaktonim faktorét qé e pércaktojné kété.
50.0% e té anketuarve tané jané pérgjigjur se nuk éshté
e mundur t€ pércaktohet nése éshté njé reaksion negativ
ndaj nj€ bari apo jo (grafiku nr. 1). N& njé studim t&
kryer nga Khan dhe cop. (15) ishin analizuar faktorét
qé inkurajojné stomatologét té raportojné ADR-té dhe
faktorét q€ i dekurajojné t€ njéjtit té raportojné ADR-
té. Faktorét qé inkurajojné dentistét té raportojné ADR-
té, sipas té anketuarve té p&rfshiré né kété studim, jané:
ADR serioze (84.4%), ADR té pazakonta (68.9%),
ADR té reja (50%), té njohura mir€ (37.9%) dhe ADR
té caktuara (32.7%). Si faktoré qé i dekurajojné jané:
véshtirésia pér t€ vendosur nése njé ADR ka ndodhur
apo jo (65.5%), letargjia (58.6%), faktorét e frikés
(29.3%) dhe shqetésimi se raporti mund té jeté i gabuar
(27.5%). Né hulumtimin e Torwane et al. (14) 70.42%
e stomatologéve e kishin té véshtiré t€ vendosnin nése
ADR ka ndodhur apo jo.

Nén-raportimi ka qené njé problem global edhe
né vendet me sisteme farmakovigjilence mé té
organizuara. Arsyet pér t€ mos raportuar né nivel
global jané gjithashtu té ngjashme me ato né gjetjet
e studimit toné, me arsyet mé té zakonshme g€ jané
mungesa ¢ kohés, pasiguria rreth diagnozés ADR,
cfaré dhe ku té raportohet, véshtirésia né trajtimin e
formularéve té raportit dhe mungesa e ndérgjegjésimit
pér kérkesat e sistemit t€ raportimit. (22). Zbatimi
i sistemit t€ farmakovigjilencés éshté nevoja e cila
€shté e mundur nga bashképunimi midis universitetit,
ofruesve t& kujdesit shéndeté€sor duke pérfshiré
farmacistin, pacientin, prodhuesin, geverin€, mediat
dhe shoqériné civile, Qendrén e Monitorimit té Uppsala
(UMC), Suediné qé vepron nén (OBSH), FDA, Isop
dhe organizata té tjera ndérkombétare gqé punojné
pér siguriné e barnave. Raportimi i ¢do ngjarjeje té
dyshimté ADR nga profesionisti i kujdesit shéndetésor
€shté shqetésues sepse me sa duket marrédhénia midis
ilagit dhe reagimit té tij nuk éshté shumé e qarté, por
analiza pas raportimit mund t& vler€sojé réndésiné e
tij. (23)
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by Khan et al. (15) the factors that encourage dentists to
report ADRs and the factors that discourage them from
reporting ADRs are analyzed. Factors that encourage
dentists to report ADRs, according to the respondents
included in this study, are as follows: serious ADRs
(84.4%), unusual ADRs (68.9%), new ADRs (50%),
well recognized (37.9%) and certain ADRs (32.7%).
Factors that discourage them are as follows: difficulty
of deciding whether an ADRs has occurred or not
(65.5%), lethargy (58.6%), fear factors (29.3%) and
concern that the report may be wrong (27.5%). In the
research by Torwane et al. (14) 70.42% of the dentists
considered it difficult to decide whether the ADR has
occurred or not.

Underreporting has been a global problem even in
countries with more organized pharmacovigilance
systems. Globally, the reasons for not reporting are
similar to those in the findings of our study, the most
common reasons being lack of time, uncertainty about
ADR diagnosis, what and where to report, difficulty
in handling report forms, and lack of awareness of the
reporting system requirements. (22). Implementation
of a pharmacovigilance system is a need which
is possible by collaboration between universities,
healthcare providers, including pharmacists, patients,
manufacturers, the government, the media, and the
civil society, Uppsala Monitoring Center (UMC),
Sweden operating under (WHO), FDA, Isop and other
international organizations working on drug safety.
Reporting of any doubtful ADR event by healthcare
professional is of concern because it seems that the
relationship between the medicine and its reaction is
not as much as clear, but analysis after reporting can
evaluate its importance. (23)
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KONKLUZIONE

Ky studim tregoi se shumica e stomatologé€ve kishin
géndrim pozitiv pér farmakovigjilencén dhe e kuptonin
nevojén e raportimit t&€ ADR-ve, por shkalla e ADR-ve
té raportuara €shté shumé e ulét.

Pérqgindja e ADR-ve t€ regjistruara dhe t€ paraportuara
nga ana ¢ stomatologéve &shté 64,45%. Nevojitet
zbatim mé i madh i sistemit t& farmakovigjilencés dhe
bashképunimi ndérmjet universiteteve, stomatologéve,
pacientéve, prodhuesve, agjencive qeveritare dhe
kombétare, mediave, shoqérisé civile dhe organizatave
ndérkombétare g€ punojné pér sigurin€ e barnave.
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CONCLUSIONS

This study showed that majority of the dentists
had positive attitude about pharmacovigilance and
understand the need for ADRSs reporting, however the
rate of reported ADRs is very low.

The percentage of registered and unreported ADRs
by dentists is 64.45%. Greater implementation of the
pharmacovigilance system and cooperation between
universities,  dentists, patients, manufacturers,
government and national agencies, media, civil society
and international organizations working on drug safety
is needed.
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