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This Special Issue collects updated evidence about pharmacovigilance and regulatory
actions which can be translated into the change and control of prescribing behaviour.

Pharmacovigilance is a key public health process which helps in monitoring the
safety of medicines and reducing the risks related to drug use in the post-marketing phase
(phase IV) [1–8].

The emergence of safety signals in this phase may result in regulatory action, translat-
ing into modification of the terms of the marketing authorization or the way the drug can
be used to protect public health [9–25].

Nevertheless, the safety of a medicine is related not only to its pharmacological
properties, but also to the product’s quality and to how it is used in clinical practice.
According to the World Health Organization (WHO), inappropriate drug use has been
reported for more than 50% of all medicines in the market and results in various health
risks, including the onset of adverse events [26].

The appropriate prescribing, dispensing, and use of drugs include several steps
performed both by healthcare professionals and by patients.

Therefore, appropriate drug use helps to avoid medication errors and increase drug safety.
Regulatory agencies can use several tools to control and manage each step of the

process in order to guarantee the appropriateness of medicine use.
Sardeli et al. (Contribution 1) investigated the role of community pharmacies to detect

errors in prescribing, drug–drug interactions, and patients’ compliance. A significant
number of patients (16%) did not comply with prescribed pharmacotherapy, and 32% used
drugs for self-medication. In total, 9% of prescriptions included drugs with potentially severe
drug–drug interactions and 59% with moderate interactions. Community pharmacies are
crucial in the detection and evaluation of prescribing errors and pharmacotherapy problems.

The review by Gozzo et al. (Contribution 2) underlines the criticism of drug substi-
tution in the particular case of generics of drugs with a narrow therapeutic index (NTI).
Moreover, generics cannot automatically be considered bioequivalent each other due to the
biocreep phenomenon. These issues should be taken into account by healthcare profession-
als in order to guarantee patients’ safety.

In these regards, the study by Alsufyani et al. (Contribution 3) aims to understand
the role of hospital pharmacists for generic substitution, a pharmacist-initiated act usu-
ally justified by medication unavailability, side effects, patient characteristics, outcomes,
and economic reasons. This practice is recognized as a valuable support to improve
patients’ outcomes.

Moreover, pharmacovigilance awareness is a key factor in improving the culture of
adverse drug reaction (ADR) reporting.

Valinciute et al. (Contribution 4) aim to understand the consumer knowledge regard-
ing ADRs and factors impacting their engagement in reporting with a questionnaire-guided
cross-sectional survey among 404 patients. This study demonstrates a generally poor under-
standing of Lithuanian consumers of pharmacovigilance, but a favourable attitude toward
ADR reporting. The results can help to develop educational interventions to address current
limitations in the culture of pharmacovigilance.
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Real-world evidence (RWE) represents an important data source which can comple-
ment evidence from clinical trials and support post-approval assessments by competent
authorities, particularly in pharmacovigilance.

Alhlayl et al. (Contribution 5) analysed data from Swansea University’s United
Kingdom (UK) Multiple Sclerosis (MS) Register, a platform containing information of more
than 17,600 people with MS. The aim of the study was to elucidate the trends in the patterns
of medicines used by people with MS.

The frequency rates of disease-modifying drugs (DMDs) used in this study ranged
from 1% to 4%. Moreover, to manage associated symptoms such as pain, spasticity, fatigue,
bladder dysfunction, and depression, patients used concomitant medications including
muscle relaxants, anticonvulsants, antidepressants, and antianxiety medicines.

Han et al. (Contribution 6) assessed the patterns of pharmacological treatment for out-
patients with postherpetic neuralgia (PHN), from the database of the Hospital Prescription
Analysis Program of China.

Gabapentin and pregabalin were the most commonly prescribed drugs, in accordance
with current guidelines, followed by opioids. The frequent use of oxycodone raised
concerns about appropriateness, also from the economic point of view.

The study by Mattioli et al. (Contribution 7) showed the adverse events (AEs) related
to co-treatment with ACE inhibitors (ACE-I), and/or angiotensin receptor blockers (ARBs),
with diuretics and non-steroidal anti-inflammatory drugs (NSAIDs), leading to emergency
department (ED) visits and/or hospitalisations in Italy, using the MEREAFaPS database.
Polypharmacy can lead to serious AEs, poor adherence, and drug–drug interactions. In
the reference period, 80 patients visited the ED for AEs, and 47 were hospitalised (58.75%),
but no significant differences in the risk of hospitalisation were found according to demo-
graphic, clinical, or pharmacological features. In total, 261 suspected drugs were identified,
and drug–drug interactions were associated with kidney injury.

Adherence is another crucial parameter for treatment outcomes in several medica-
tion settings.

Inoue et al. (Contribution 8) conducted an anonymous self-administered web-based
survey to study real-world treatment adherence in 1030 Japanese people living with HIV
(PLHIV), critical for antiretroviral therapy (ART) efficacy. Among 821 PLHIV who re-
sponded to the survey, 291 (35%) were included in the low adherence group. Risk factors
for low adherence were young age, moderate to severe depression, and drug dependence.
Adherence was also influenced by a shared decision-making process; therefore, better
support from care providers should be considered critical for improving adherence.

The study by Mucherino et al. (Contribution 9) aims to adapt the original Ascertaining
Barriers for Compliance (ABC) Taxonomy on medication adherence for the Italian language.
The Taxonomy is useful in research, academic, and professional fields in order to harmonize
adherence terminology.

Finally, Gozzo et al. (Contribution 10) report the updated safety data of gilteritinib in
patients with acute myeloid leukemia (AML) [27]. In particular, the study is focused on
the gastrointestinal (GI) toxicity of the drug, indicated as very common in the summary of
product characteristics, even if the association has not been confirmed. Indeed, serious GI
AEs represent an important potential risk to be monitored in postmarketing surveillance in
patients treated with gilteritinib.
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