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Abstract

Community pharmacists are the health professionals that are the most accessible to ambulatory patients, being in the best
position to assist them with the safe use of medicines. The aim of our paper was to analyse the legal and professional
framework for the community pharmacists’ activity in Romania, to identify ways of expanding their roles in pharmacovigilance.
To this end, we carried out documentary research and a thematic analysis in comparison with the Best Practice Paper on
Pharmacovigilance and Risk Minimisation, which expresses the Pharmaceutical Group of the European Union (PGEU)
policy regarding the European community pharmacists’ roles in pharmacovigilance. The Romanian standards of pharmacy
education and training do not include pharmacovigilance among mandatory disciplines, contrary to the development and
complexity of this field. The Romanian legislation acknowledges the community pharmacists’ competence, but it does not
include all the roles they may play in pharmacovigilance. It only mentions informing patients about risks associated with
dispensed medicines, monitoring flu vaccinated patients in community pharmacies and reporting adverse reactions to the
competent authority. The ongoing regulatory process regarding pharmaceutical services may be beneficial for expanding the
community pharmacists’ roles in pharmacovigilance, by setting specific standards for training and monitoring patient
treatments. Building up a culture of pharmacovigilance, with expanded roles for community pharmacists, requires patient-
centred education and training, legislation to include pharmaceutical services in the health insurance system and standards of
professional ethics in pharmacovigilance.

Rezumat

Farmacistii comunitari sunt profesionistii din sénatate cu accesibilitatea optima pentru pacientii ambulatori, fiind cei mai in
masurd sa-i ajute pentru utilizarea in siguranta a medicamentelor. Scopul lucrarii a fost de a analiza cadrul legal si profesional
al activitatii farmacistilor comunitari din Romaénia, pentru a identifica modalititi de extindere a rolurilor lor in
farmacovigilentd. In acest scop, am efectuat o cercetare documentari si o analizd tematic in comparatie cu Best Practice
Paper on Pharmacovigilance and Risk Minimisation, care exprima politica PGEU in privinta rolurilor farmacistilor
comunitari europeni in farmacovigilentd. Standardele nationale pentru educatia si formarea farmacistilor nu recunosc
farmacovigilenta ca disciplina obligatorie, in contradictie cu dezvoltarea si complexitatea domeniului. Legislatia Romaniei
recunoaste competenta farmacistilor comunitari, dar nu prevede toate rolurile pe care ei le pot avea in farmacovigilenta,
limitandu-se la informarea pacientilor in privinta riscurilor medicamentelor eliberate, monitorizarea pacientilor vaccinati
antigripal in farmacia comunitara si raportarea reactiilor adverse la autoritatea competentid. Reglementarea serviciilor
farmaceutice, care este in curs, poate fi fructuoasa pentru extinderea rolurilor farmacistilor comunitari in farmacovigilenta,
prin exigente specifice de formare si de monitorizare a tratamentelor pacientilor. Crearea unei culturi a farmacovigilentei, cu
roluri extinse pentru farmacistii comunitari, necesitd educatie si formare cu centrare pe pacient, legislatie de includere a
serviciilor farmaceutice in sistemul de asigurare a sanatatii si standarde de etica profesionald in farmacovigilenta.
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Introduction authorities and the marketing authorisation holders
[4, 8, 10, 11, 41-43]. In 2013 however, the Directive
2005/36/EC on the recognition of the professional
qualifications was also modified, by adding the
following activities that EU pharmacists could pursue:
personalised support for patients who administer their
medication, contribution to local or national public
health campaigns and reporting of adverse reactions
of pharmaceutical products to the competent authorities
[9, 12]. Though community pharmacists are acknowledged
as the most accessible professionals in the health system,

The role of community pharmacists in the health
care services for the general population has developed
in the recent years, from the mere dispensing of
medicines to quality pharmaceutical services aiming
at the rational, efficient and safe use of medicines
[3, 14, 17, 38, 52, 53]. The increased safety of the
medicines for human use was the aim of the European
Union (EU) in developing the legislation on pharmaco-
vigilance, during 2010 - 2012, which established
obligations in this field, but only for the competent
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being the best positioned to help patients manage
their medication safety issues [2, 14, 19, 20, 28, 35,
38, 52, 53], reporting adverse reactions of medicines
to the competent authorities is not a current activity
of these professionals [14-17, 20, 52, 57]. Among
the reasons put forward are the insufficient training
in pharmacovigilance, intricate reporting procedures,
limited collaboration with the prescribing physicians,
work overload, therefore lack of time for pharmaco-
vigilance, unpaid activity, lack of interconnectivity
between the pharmacy management software and
the one used for reporting adverse reactions to the
competent authority [14-20, 28, 36, 52, 53, 57].
Temporary measures for an improved involvement
of pharmacists in adverse reactions reporting are far
from sufficient, therefore a sustained approach to
achieve a long-term solution is needed. The absence
of a pharmacovigilance culture at the level of community
pharmacists is an important cause of non-implication,
but it may be resolved by organisational and systemic
changes, namely political and legal decisions, which
would integrate pharmaceutical services into the national
health insurance systems, mainly through: patient-
centred pharmaceutical education and practice, access
of community pharmacists to the patient’s medical
record and responsibility for the management of the
patient’s medication, and also payment for the
pharmaceutical services that ensure rational, efficient
and safe use of medicines [52, 57].

In 2019, the Pharmaceutical Group of the European
Union (PGEU) gave some excellent examples of
community pharmacists’ implication in pharmaco-
vigilance, in their policy document Best Practice Paper
on Pharmacovigilance and Risk Minimisation. The
PGEU document describes, in the context of the EU
pharmaceutical legislation evolution, the roles that
community pharmacists could play in pharmaco-
vigilance. Also, PGEU emphasised the necessity of
raising the awareness of European and national
institutions and authorities regarding the importance
of community pharmacists’ participation in pharmaco-
vigilance, to help patients manage their medication
safety issues: contraindications, precautions, interactions,
adverse reactions, errors, duplications, misuse, abuse,
non-adherence to risk minimisation measures, treatment
failure [38].

In Romania, though the pharmacists’ role in pharmaco-
vigilance is less prominent, in the last years there
has been a growing concern from the national and
professional authorities to establish new rules regarding
the services provided by community pharmacists
[25-27, 50, 51, 54]. In this context, we believe that it
is of utmost importance to include pharmacovigilance
provisions into the new regulations regarding
pharmaceutical services, in order to implement, on
this basis, good practice guidelines for the rational,
efficient and safe use of medicines. The aim of our
paper was to analyse the legal and professional
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framework for the pharmacists’ activity in the Romanian
community pharmacies in comparison with the PGEU
document of reference — Best Practice Paper on
Pharmacovigilance and Risk Minimisation, in order to
identify ways of expanding the Romanian community
pharmacists’ roles in pharmacovigilance and raise the
awareness of Romanian authorities on the opportunity
to increase the Romanian patients’ right to safety by
using the community pharmacists’ competences.

Materials and Methods

To achieve our goal, first, we conducted documentary
research [56] to identify and select national legislation
and regulations including provisions regarding the
implication of community pharmacists in pharmaco-
vigilance, together with relevant education and practice
materials issued by the Romanian authorities and
professional pharmacists associations. Second, we
performed a thematic analysis [56], which included
a process of reflection, discussions, investigation
and interpretation of the Romanian documents in
comparison with the PGEU Best Practice Paper on
Pharmacovigilance and Risk Minimisation. During
this process, the main themes of the comparative
thematic analysis were crystallised, around which we
formulated the results and discussion: community
pharmacists’ education and training, roles in pharmaco-
vigilance and ethics in pharmacovigilance. Third,
based on those results, we developed proposals for
expanding community pharmacists’ roles in pharmaco-
vigilance in Romania, intended for regulatory authorities
and professional associations concerned with the
rational, efficient and safe use of medicines.

Results and Discussion

Education and training

As stated in the PGEU Best Practice Paper on
Pharmacovigilance and Risk Minimisation, “pharmacists
are exposed to a unique mix of disciplines during
their education and training including scientific,
regulatory and clinical elements” [38]. In Romania,
the basic elements of pharmacovigilance are taught
at the Faculty of Pharmacy in the disciplines of
Pharmaceutical and Therapeutical Chemistry,
Pharmacology, Toxicology, Pharmacotherapy and
Clinical Pharmacy, Pharmaceutical Care, Patient
Counselling and Communication in the Pharmacy. In
addition, Pharmacovigilance is studied as an individual
discipline in the 5" year usually, when students under-
take 6 months practical training in a pharmacy, before
becoming practitioners. Unfortunately, contrary to the
European legislation and practice trends, starting
with 2021 Pharmacovigilance lost its standing as a
mandatory discipline and became optional, according
to the standards set by the Romanian Agency for
Quality Assurance in Higher Education (Agentia
Romdnd de Asigurare a Calitatii in Invatamantul
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Superior, ARACIS), which evaluates and accredits
university study programs in our country [44].

In our opinion, Pharmacovigilance should be included
among the mandatory disciplines of the Faculty of
Pharmacy and developed by the introduction of practical
applications and simulations, in order to acquaint the
future pharmacists with the activities related to the
safety issues of the medication taken by the patients.
In fact, PGEU, together with the European Association
of Faculties of Pharmacy (EAFP), the European
Pharmaceutical Students’ Association (EPSA), the
European Industrial Pharmacists Group (EIPG) and
the European Association of Hospital Pharmacists
(EAHP) proposed the modification and enhancement
of Directive 2005/36/EC, to better reflect the scientific
progress of the pharmacist profession. These associations
proposed that the set of knowledge and skills acquired
during university studies should include, among others,
“adequate knowledge and skills on medicines safety
in order to manage the appropriate use and risks
associated with the use of medicines” and “adequate
knowledge and skills to perform clinical risk
management on medication use, including the monitoring
of dosing, drug-disease and drug-drug interactions and
analysing laboratory/clinical data and pharmaco-
vigilance” [39]. We also support this proposal, and,
moreover, we suggest that the list of subjects for the
training of pharmacist, as in Annex V 5.6.1. of the
Directive [9, 39], should include Pharmacovigilance,
which would emphasise the importance of training
in medicine safety management of all pharmacists,
from those practicing in research and industry to
those working in community pharmacies.

An example of further and in-depth training in this
field in Romania is the Master program in Pharmaco-
vigilance: Monitoring the safety of medicines, provided
by the “Iuliu Hatieganu” University of Medicine and
Pharmacy of Cluj-Napoca, Romania, since 2013
[49]. This Master program has formed, every year,
between 15 and 35 specialists in pharmacovigilance,
including community pharmacists, with the aim to
improve public health and patient safety in relation
to the use of human medicines [18]. Other authors
have also demonstrated, by their studies, that further
and continuous training in pharmacovigilance is
necessary so that community pharmacists may expand
their activities of risk management related to the
patients’ use of medicines and that the reporting of
adverse reactions to the competent authorities may
become current practice [14, 15, 20, 28, 57]. Some
authors have shown the benefits of a good collaboration
between physicians and pharmacists for managing
issues related to the use of medicines, especially in
elderly patients, which would require shared learning
initiatives for widening physicians’ knowledge [36].
Other authors have maintained that a patient-centred
education, including the development of a culture
of pharmacovigilance, requires a higher exposure of
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pharmacists, ever since school, to the clinical
environment, work in multidisciplinary teams, with
the presence and participation of patients [52]. We
entirely agree with this approach, and we believe that
the education and training of pharmacists in Romania
need a change of paradigm at the level of the
Universities of Medicine and Pharmacy, shifting the
focus on the development of pharmacists’ abilities to
help patients manage the safety of their medication,
including through a better cooperation with physicians
and other health professionals. For example, within
every specialised discipline of the Faculty of Pharmacy,
the teaching process should include practical sessions
related to the patient, including in community pharmacies
and university hospitals, which would imply practical
training throughout the academic year. The collaboration
between the academic staff, community pharmacists
and medical practitioners in charge of the students
during these practical sessions is essential for fulfilling
these goals.

Roles in pharmacovigilance

According to PGEU Best Practice Paper on Pharmaco-
vigilance and Risk Minimisation, community pharmacists
are the most adequate for performing pharmacovigilance
activities in order to minimise risks associated with
the use of medicines by ambulatory patients [38]. In
Romania this is stipulated by Law 95/2006 on health-
care reform. Thus, in Title I, on public health,
pharmacovigilance is an activity belonging to
pharmaceutical care. Also, in Title XIV, on the
pharmacist profession, the Law has established since
2006 that the pharmacist, based on academic credentials,
is competent to undertake pharmacovigilance activities,
while the reporting of adverse reactions of pharmaceutical
products to the competent authorities was introduced
only in 2016, to transpose the modified provisions
of Directive 2005/36/EC [9, 12, 50]. Following the
modifications in 2018, the Law no. 266/2008 of
pharmacy stipulates that the services provided by the
community pharmacists are not limited to dispensing
medicines, but also include counselling on their
proper and rational use, monitoring their administration,
identifying and preventing adverse reactions, in order
to ensure the best response to the patients’ needs
[51]. Moreover, the Order of the Minister of Health
no. 444/2019, which set the application rules for the
Law of pharmacy, includes pharmacovigilance activities
among the community pharmacists’ duties [24].
Consequently, Romania has a legal framework
acknowledging the community pharmacists’ competence
in pharmacovigilance and their implication in this
field, as a component of the pharmaceutical care
meant to improve public health.

Based on the PGEU reference document, the community
pharmacists’ roles in pharmacovigilance include:
preventing, reporting and resolving adverse reactions
and other medication-related issues (contraindications,
interactions, duplication, abuse, off-label use, errors,
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non-adherence etc.); providing advice to special patient
population (pregnant and lactating women, paediatric
and geriatric populations, driving and operating heavy
machinery, concomitant treatment and conditions etc.);
supplying medicines reclassified from prescription-
only to non-prescription and consultation for their
safe, effective and rational use; integrating elements
of pharmacovigilance and risk minimization practices
into good pharmacy practices, procedures and protocols;
ensuring that restricted medicines are supplied in
accordance with new regulations; preventing the supply
of recalled or withdrawn medicines; disseminating
safety alerts concerning medicines to patients and
the public [38].

In the Romanian regulations referring to the community
pharmacists’ roles in pharmacovigilance we have
identified rules regarding: preventing, reporting and
resolving adverse reactions and other medication-
related problems [23, 26, 27, 47], providing advice to
special patient population [26,27], integrating elements
of pharmacovigilance and risk minimisation practices
into good pharmacy practices, procedures and protocols
[23, 26, 27, 47] and preventing the supply of recalled
or withdrawn medicines, through the applicable procedure
according to good pharmacy practice [47].

Thus, during 2010 - 2011, both the Order of the
Minister of Health no. 75/2010, which approved the
good pharmacy practice rules and the model of
procedure for dispensing medicines, elaborated by the
Romanian College of Pharmacists in 2011, stipulate
the obligation of community pharmacists to inform
the patient about the risks associated with the
medicines dispensed with or without medical
prescription (contraindications, adverse reactions,
precautions, interactions) and also to report the
adverse reactions to the competent authority [23,
47]. More recently the Order of the Minister of
Health no. 2382/2021 has established that the essential
service of dispensing prescription medicines, which
includes identification and reporting adverse reactions
and other medication risks, has as a main objective
the patient’s increased adherence to treatment and
minimisation of adverse reactions [26]. In our opinion,
these provisions are not sufficient to develop the
community pharmacists’ role in pharmacovigilance,
as between their duty to inform the patient of the
medication risks and their obligation to report adverse
reactions to the competent authority there are a few
steps toward a complete quality pharmaceutical act.
More precisely, community pharmacists should not
only inform patients about the risks related to their
medicines, but also prevent them, if possible, like for
instance make sure there are no contraindications or
interactions with other medication or foods. Moreover,
community pharmacists should counsel the patient
regarding the management of medication risks, mainly
adverse reactions, including through appropriate
minimisation measures, especially in case of
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mandatory additional measures or medicines on the
additional monitoring list. It is true that the model
procedure of the Romanian College of Pharmacists
includes the possibility that community pharmacists
follow up the patient through a plan devised in the
pharmacy, which records information on the patient
adherence to treatment and issues on the medication
efficacy and safety [47], but this is not common
practice in Romanian pharmacies, unfortunately,
rather an exercise for students during their practice
[40]. In order to implement into the Romanian
community pharmacies current practice the prevention,
reporting and resolving adverse reactions and other
medication-related issues, our proposal to the Ministry
of Health is to add to the rules of good pharmacy
practice a chapter dedicated to pharmacovigilance
that would establish quality standards for those
activities. We also propose that the Romanian
College of Pharmacists elaborate models of standard
operating procedures for such activities in community
pharmacies, plus models of working protocols for
the management of specific safety issues. An example
of best practice in this respect is given by PGEU,
referring to the Irish Pharmacy Union, which developed
a protocol to help community pharmacists safely
dispense, without prescription, medicines with domperidone,
whose use had been restricted [38]. Finally, according
to the Romanian College of Pharmacists, detecting
prescribing errors is another task to be performed
by the community pharmacist [47], not sufficiently
explained however in the procedure of dispensing
medicines; the ways of preventing other medication
errors, related to dispensing and administrating medicines,
are not included either in the good pharmacy practices,
or the procedure models of the professional association.
The minimisation of risks related to medication errors
or their impact on patient health, especially if entailing
adverse reactions or other untoward effects, is also
an activity that contributes to quality assurance in
the community pharmacy, to be improved not only
by training and guidelines, but also by applying
modern management methods at organisational level
[2, 19, 35] or modern tools for managing patient
information, such as the pharmaceutical record, used
in France and Belgium and given as examples by
PGEU [38].

Regarding the pharmacists’ role in advising special
patient populations, the Order of the Minister of
Health no. 2382/2021 has established that community
pharmacists could provide advanced services (including
counselling and monitoring to increase patients’
adherence, medication safety and efficacy) to the
following categories: patients on multiple medication,
patients with chronic diseases (hypertension, diabetes,
lung diseases, dyslipidaemia), patients under treatment
with oral antineoplastics or oral anticoagulants, patients
requiring oral emergency contraception and patients
wishing to quit smoking [26]. For the time being,



FARMACIA, 2023, Vol. 71, 6

these services are only synthetically mentioned in the
Order, their implementation and payment depending
on the elaboration and publication of the specific good
pharmacy practice guidelines [26]. Those guidelines
should set detailed rules for community pharmacists
to implement practices with documented efficacy,
such as medication review, which “is a structured
evaluation of a patient‘s medicines with the aim of
optimising medication use and improving health
outcomes. This entails the detection of drug related
problems and recommending interventions” [38].
We consider essential to establish quality standards
for the community pharmacists’ activity of monitoring
patients throughout their treatments, providing support
for responsibly managing their medication safety
and reaching expected therapeutic results, especially
in the case of a new treatment course [3, 38];
however, it must be accompanied by appropriate
training, support and feedback from the professional
association for sustainable implementation.

Another advanced pharmaceutical service established
by the Order of the Minister of Health no. 2382/
2021 is vaccination in the pharmacy [26]. Though
the Law of pharmacy mentioned the possibility of
implicating community pharmacists in vaccines
administration ever since 2008 [51], only in 2022
were the first steps made in this process. Thus, by
the Order of the Minister of Health no. 3262/2022,
a pilot program was organised and started for
vaccinating the population against seasonal flu in
the community pharmacies in Romania. The Annex
of the Order includes good practice guidelines for
community pharmacists, setting rules for pre-
vaccination assessment, in order to identify patients
at high risk of adverse reactions, rules for patient
monitoring and adverse reactions management, including
reporting them to the competent authorities [27].
The Order refers to the methodology for surveillance
and reporting of post-vaccination adverse reactions
elaborated and published by the National Institute
of Public Health (Institutul National de Sandatate
Publica, INSP), to be observed by community
pharmacists trained to administer anti-flu vaccines.
Community pharmacists are asked to record all
adverse reactions of flu vaccines in the National
Vaccination Registry managed by INSP and to
report them to the competent authority, the National
Agency for Medicines and Medical Devices of Romania
(Agentia Nationala a Medicamentului si a Dispozitivelor
Medicale, ANMDMR) [27, 33]. Based on these
provisions, it is probable that community pharmacists
providing vaccination services will report more adverse
reactions than those not providing such services,
particularly due to the special training they have
received and to regulatory requirements. This is
still to be found by future research, but it suggests
possible pathways of extending community pharmacists’
roles in pharmacovigilance. A similar situation was
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mentioned in relation with pharmacists prescribing
medicines in the United Kingdom [52]. Though it is
the newest service implemented in Romanian pharmacies,
anti-flu vaccination benefits from detailed good
practice guidelines, including on pharmacovigilance,
which makes us confident in the future regulations,
regarding other advanced pharmaceutical services to
be provided by Romanian community pharmacists.
Regarding the reporting of adverse reactions to
ANMDMR, community pharmacists may use the
official form for health professionals approved by
the Order of the Minister of Health no. 891/2006
[22], while patients may use the form approved by
the Scientific Council of ANMDMR no. 11/2015
[32]. These forms, together with detailed information
regarding adverse reactions reporting, are available
online on the ANMDMR website, to be filled in
and sent, or downloaded and sent by regular post, fax
or e-mail to the indicated addresses [31]. Transmission
is not complicated, but filling in the form by the
health professionals requires information and knowledge
not only about the medicines, but also the patient,
enough time for information collection, assessment
and communication with the physician and other
health professionals, based on the patient consent.
As in other countries [52, 57], neither in Romania
do we have a culture of pharmacovigilance and
reporting adverse reactions to the competent authorities.
We realise that feedback, support and reminders
from the authorities would help increase confidence
and sustain continuity in pharmacovigilance activities
[14-16, 57], but we also believe, like other authors,
that specific and experiential training in assessing
and classifying adverse reactions, establishing the
causality relations between medication and suspected
adverse reactions, communicating with patients and
physicians, other health professionals and competent
authorities are essential in developing this activities
of community pharmacists [17, 28, 36, 52, 57]. In
fact, the implementation of the pilot program of
anti-flu vaccination in pharmacies required mandatory
theoretical and practical training of community
pharmacists, according to a well-established curriculum
that included adverse events management, in order
to obtain authorisation for this activity [27]. The
programs offered by the Universities of Medicine
and Pharmacy were promoted by the Romanian
College of Pharmacists, through its website dedicated
to pharmaceutical services [48].

This initiative of the professional association follows
that of support of pharmacovigilance during the
pandemic, started in October 2021, by the call for
reporting adverse reactions to COVID-19 vaccines
published on its main website front page, linking to
the ANMDMR guidelines, including answers and
questions for the patients and ways of reporting
adverse reactions [21, 45]. These guidelines also
helped pharmacists better manage the issues related
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to COVID-19 vaccination brought to their attention
by patients and to help them report adverse reactions
to vaccination. Some authors have shown that some-
times patients describe in blogs adverse reactions they
have to medicines, for the purpose of discussion
and exchange of experience in a virtual community,
but are reluctant to report them officially, at least to
a health professional [34]. It may be that some
patients don’t even know that they could report
them to the physician, pharmacist, or directly to the
competent authority, and that this would be an
extremely important personal contribution to the
advancement of knowledge, especially in case of
new medicines under additional monitoring, according
to European and national legislation [8, 38, 50]. This
aspect may be developed if community pharmacists
would get involved, for example by mentioning the
possibility for patients to contact them and describe
their adverse reactions, either by phone or online, in
the chat-box in the individual account on the pharmacy
website or through other modern tools that use new
information and communication technologies [29,
34, 37, 38, 53].

A very interesting project in the field of pharmaco-
vigilance in Romania was the campaign “Safety
matters! Report an adverse reaction!”, conducted in
2018 by the Ethica group of independent pharmacies
in collaboration with the Medicines Information
Research Centre (now Pharmacovigilance Research
Centre) of the “luliu Hatieganu” University of
Medicine and Pharmacy Cluj-Napoca, Romania.
The campaign included flyers offered freely in
pharmacies, forms for adverse reaction reports and
articles published in the Ethica Journal — “Your
Guide to Health” [13]. We strongly believe that
such campaigns should be permanent and carried out
at the national level, both by community pharmacists
and by competent authorities, through mass media
and social media, to educate the population and
achieve a sustained long-term positive response.
Considering that PGEU, in its reference document,
provides examples of best practices from various
European countries, for each of the community
pharmacists’ roles in pharmacovigilance [38], Romanian
authorities and professional associations could use
them as models in developing pharmacovigilance
regulations and practices for Romanian community
pharmacies. For example, the patient electronic
record, as stated in Title IX* of Law no. 95/2006,
can only be accessed by the patient’s attending
physician [50]. We believe that community pharmacists
need to have access to the patient electronic record,
to allow them to properly evaluate their medical
and medication history, in order to avoid contra-
indications, interactions, medication errors, duplication
or abuse. This is also supported by PGEU through
the best practice examples and by other authors who
even argue in favour of developing collaboration

1337

guidelines, innovative technologies for professional
communication and securing political support for
the integration of pharmaceutical services into the
health insurance systems [17, 29, 34, 37, 38, 52, 53, 57].
We propose to the Romanian College of Pharmacists,
Ethica and other pharmacists associations to undertake
actions of raising awareness and advocacy with
healthcare authorities, especially the Ministry of
Health and the National Health Insurance House, to
regulate the access of Romanian community pharmacists
to the patient electronic record or at least to the
emergency care summary, which would contribute
not only to increasing the safety of medication use,
but also to reducing costs in the health insurance
system, ensuring the continuity of care and a better
collaboration with other health professionals, including
from hospital, after the patient’s discharge [16, 17,
29, 37, 38, 52, 57].

Ethics in pharmacovigilance

Community pharmacists’ activity is ruled by a code
of professional ethics, whose principal aim is to
observe the patients’ rights [46]. In a previous study,
we have shown that European pharmacovigilance
legislation include provisions for the observance of
the rights stipulated in the European Charter of
Patients’ Rights [1, 7]. PGEU does not explicitly
mention ethics and patients’ rights in the Best
Practice Paper on Pharmacovigilance and Risk
Minimisation, but they may be deduced from key
words such as: preventive measures, access to
medicines and care, counselling and information,
consent, privacy and confidentiality, quality of care,
medication and patient safety, personalised support
for patients. Also, PGEU infers the confidence
bestowed on community pharmacists, which lies at
the basis of the professional relationship with their
patients: “Located in the heart of communities,
pharmacists often establish long-term relationships
with their patients and local populations” [38]. Actually,
the Ministry of Health, in the Good practice vaccination
guidelines for community pharmacists, considers
the “Community pharmacy — an ideal place for
vaccination service” [27]. In this context, the Romanian
Pharmacist’s Deontological Code stipulates the
obligation of pharmacists to report to the prescribing
physician or competent authorities any adverse
reaction of medicines, with the aim to optimise the
patient’s treatment [46]. Also, the decision to
dispense a medicine without prescription, especially
in emergency cases, should be made by community
pharmacists considering the patient’s medical history
and the contraindications and adverse reactions of
that medicine [23, 46, 47]. Even more so, in such
cases, the access to the emergency care summary is
imperative, as not only the continuity of access to
medicines and pharmaceutical services are at play,
but also the very health and life of the patient.
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Considering our previous research in this field, we
emphasise once again the necessity to enhance and
append the Romanian Pharmacist’s Deontological
Code of 2009, in order to explicitly include the
ethical obligations entailed by the expanded roles of
pharmacists in monitoring medication safety [5, 6].
We truly believe in the motivational power of
professional ethics, expressed by a Code that reflects
the evolution of practices and the new conceptual
and technological challenges currently at work. For
example, as part of a new culture of quality and
safety in the community pharmacy, we would need
appropriate strategies, such as the implementation
of the obligation to report on medication errors that
led to adverse reactions on a “no blame” basis;
however, to be successful, these must be supported
by the employers of community pharmacists [2, 19,
35, 55]. We propose the Romanian College of
Pharmacists to evaluate and update the Pharmacist’s
Deontological Code, considering the evolution of
knowledge and the pharmacists’ role at the European
and global levels.

Since the outbreak of the war in Ukraine, Romania
has hosted and accommodated Ukrainian citizens,
who need health and pharmaceutical care. Under
these circumstances, ANMDMR has published on
its website recommendations for reporting adverse
reactions for patients coming from Ukraine [30]. It
is a touching pharmacovigilance initiative, and also
an example of best practice from our competent
authority to which community pharmacists are called
to rally, as a token of solidarity against the humanitarian
disaster on our doorstep.

Conclusions

The evolution of the European legislation regarding
pharmacovigilance has led to a remarkable expansion
of this activity in the field of human medicine,
community pharmacists being able to assume new
roles in monitoring the safety of medicines used by
ambulatory patients.

The reference document is the Best Practice Paper
on Pharmacovigilance and Risk Minimisation, which
expresses the PGEU policy regarding the role of
European community pharmacists in pharmacovigilance,
with examples of these roles in various European
countries.

Though Romania has a legal framework acknowledging
the competence of pharmacists in pharmacovigilance,
the national standards of accreditation of pharmaceutical
studies do not include pharmacovigilance as a mandatory
subject, in contradiction with the current development
and complexity of this field, from the level of the
pharmaceutical industry to the community pharmacy.
Not only is a change of standards required, but also a
shift of the educational and training system, focusing
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on the patient and the support provided in the effective
and safe management of medication treatments.
Romanian legislation establishes certain duties regarding
pharmacovigilance for community pharmacists but
does not specify all the roles they might fulfil in
this field. The established roles concern informing
patients on the risks associated with the use of
dispensed medicines, monitoring of anti-flu vaccinated
patients and reporting adverse reactions to the
competent authorities. Standardisation of advanced
pharmaceutical services is a process underway, and
it may be fruitful for expanding the community
pharmacists’ roles in pharmacovigilance, by setting
specific requirements of training and monitoring
patient medication treatments.

The growing roles of community pharmacists in
health care, including through the provision of
pharmacovigilance services, also require a reconsideration
by the professional association of the deontological
norms, namely their optimisation, for suitability to
the current conceptual and technological challenges
that impact on the pharmacy.

Developing a culture of safety monitoring within the
community pharmacy and expanding the community
pharmacists’ roles in pharmacovigilance would also
require a sustained activity of raising awareness and
advocacy with healthcare authorities. The adoption
of new legal provisions to include pharmaceutical
services into the health insurance system and to
allow pharmacists to access patient electronic
records would really make them members of the
multidisciplinary medical team in Romania.
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