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OZET

Advers ilag reaksiyonlarinin raporlanmasi hemsirelerin sorumluluklarindandir. Diger iilkelere kiyaslandiginda,
tilkemizdeki advers ilag reaksiyonlarim raporlama oranlar1 hala ortalamamn altindadir. Bu derlemede amag, ders
programindaki farmakovijilansin ve materyovijilansin 6nemi hakkinda farkindalik olusturmak ve yiiksekdgretimdeki
hemsirelik akademisyenlerinin roliiniin altin1 ¢izmektir. Ayrica advers etki ve tibbi cihaza bagl olay raporlanmasini,
kisisel bakim {irtinleri ve farmasétiklerin giivenli atilimini artirmak ve “second victim” fenomeni hakkinda farkindalik
yaratmaktir. Bu makalede, hemsirelik egitimcilerinin rolleri ve sorumluluklari, ders programina yonelik oneriler
farmakoloji egitiminin temellerine dayanmaktadir.

Anahtar kelimeler: Farmakovijilans, materyovijilans, second victim, hemsirelik.

ABSTRACT

Adverse drug reaction (ADR) reporting is a responsibility of nurses, ADR reporting in Turkey is still below the average
when compared to other countries. The aim of this review is to raise an awareness of importance of pharmacovigilance
materiovigilance in curriculum and to underlie the role of nursing academics in higher education. In addition, it is aimed
to promote nurses effective ADR and medical device reaction reporting, and also safe disposal of pharmaceuticals and
personal care products and raise awareness of second victim phenomenon. In this article the roles and responsibilities
of nursing educational practitioners and curricular recommendations are based on the principles of pharmacology
education.
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Introduction
Advances in technology, guided by the fast

collection of relevant knowledge force
institutions in higher education to seek
curricular interventions to improve their

graduates readiness for healthcare delivery
systems. In recent decades, competency-based
curriculum has become a core model for
adapting nurses for current practice needs.

The core element of curriculum is to
determine the competencies that is expected to
be developed by the graduates during their
education life. Competent graduates are able to
conduct and utilize research, manage healthcare
services introducing innovations into their
working environment and influence policy in
the era of evidence-based practice (Frenk et al.,
2010; WHO 2009, 2010). Nursing academics
should educate the upcoming nurses whom will
be the vital members of healthcare providers
team, in a way that they can achieve their duties
with conviction and autonomously, based on
scientific and practical knowledge and skills
and exhibiting professional attitudes at the
same time.

As of 2017, number of healthcare providers
in Turkey is 920.939, among these; number of
doctors is 149.997 and number of nurses and
midwifes are, 166.142 and 55.417 respectively
(T.C. Saglik Bakanlig1 Istatistik Yillig1, 2017).

In Turkey, nursing education in higher
education has made appreciable advance since
1955. University of the Aegean was the first
nursing education in higher education in 1955.
By 2015, “Nursing Undergraduate Programs”
were being conducted in 34 foundation and 86
state university, including School of Health,
Faculty of Nursing, School of Nursing, Faculty
of Health Sciences (OSYS Kilavuz, 2015).
Undergraduate programmes in nursing require
at least four years to complete (4600 hours of
theoretical and practical education).

In  accordance with the accelerated
developments in science and technology many
schools of nursing are involved in curriculum
revisions in response to satisfy future demands
for healthcare delivery system. Nursing
Education administrators in higher education
should seek the appropiate curricular revisions
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that will yield the greatest improvements in
undergraduate  nursing students lifelong
academic performance.

In 2014 in line with the “criteria set forth by
the European Union for Nursing Education and
the Bologna Process”, a ‘“National Nursing
Core Training Program” (NNCTP 2014)
framework was constructed for the purpose of
defining “the minimum standards of nursing
education programmes and accomplishing
nationwide standardization for the
undergraduate nursing programmes” (NNCTP,
2014).

Pharmacovigilance was defined by the
World Health Organization (WHO) as “the
science and activities relating to the detection,
assessment, understanding, and prevention of
adverse effects or any other drug-related
problem”. The WHO defined adverse drug
reaction (ADR) as “a response to a drug which
is noxious and unintended, and which occurs at
doses normally used in man for the prophylaxis,
diagnosis, or therapy of disease, or for the
modification of physiological function” (WHO,
2002).

Pharmacovigilance, the monitoring of drug
safety after marketing approval, highly builded
upon on the adequate reporting of adverse drug
reactions (ADRs). Studies indicate that ADRs
account for approximately 5% of all acute
hospitalizations (Pirmohamed et al., 2004;
Leendertse et al., 2008; Angamo et al., 2016).
Healthcare professionals responsible for ADR
reporting are described as a physician,
pharmacist, dental practitioner, nurse or
midwife in the Regulation on The Safety of
Medicinal Products in Turkey (TMMDA
2014a; TMMDA, 2014b). Underreporting is a
global problem creating health, and ethical
burden, and Turkey’s reporting rates are low
compared with that in developed countries
(Aydinkarahaliloglu 2018). There is therefore a
need to raise healthcare professionals’ (not only
practitioners, pharmacist, dentist, nurses,
midwifes but also veterinary doctors and other
healthcare  professionals) awareness  of
pharmacovigilance, afterlife  of  drugs,
footprints of health industry in environment and
encourage them to adopt proper ADR reporting
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and safe disposal practices for pharmaceuticals
and personal care products (PPCPs).

TMMDA is the sole national authority
responsible for developing and implementing
regulatory, supervisory, and steering policies
for medicines, medical devices and cosmetics.
Three main EU Directives “90/385/EEC”,
“93/42/EEC”, “98/79/EEC” relating to medical
devices are harmonized to Turkish Legislative
Acts by the Agency. Inspections related to
medical device vigilance system and market
surveillance are conducted by the Agency.
Medical device incident reporting is also in the
responsibility of medical device users.
(TMMDA 2002a; TMMDA 2002b; TMMDA
2003). Nurses should also be educated about
medical device vigilans system in the working
field of materiovigilance.

Adverse drug reaction and medical device
incident reporting is a critical element of
collecting post-marketing safety data, these
practices are also regulated by national
pharmacovigilance and medical device
regulations. We determined that activity of
ADR and MDR and materiovigilance and
pharmacovigilance are not mentioned in the
‘pharmacology section” of NNCTP-2014
(NNCTP 2014).

We propose to add “pharmacovigilance and
materiovigilance” to pharmacology section
under theoretical content in Table 4. Subjects
related to basic and behavioural sciences,
content, aims/learning outcomes in NNCTP
2014. We also propose to add ‘ADR and MDR
reporting’ and ‘Safe disposal of PPCPs’ to the
aims/learning outcomes section in NNCTP
2014.

Medical errors are the third leading cause of
death in United States. They are notable source
of mortality and morbidity (Makary et al.,
2016). Expectation of patients from their
clinicians is perfection. Many of them think
their clinicians as faultless clinicians.
Physicians similarly prone to expect the same
illusion of perfection from their ego. This
deceptive image of perfection is so fragile and
may clashess with the realities of being human
and working in a complicated health care
delivery system. In 2000 “To Err is Human”

book revealed that, “there are not bad people
working in health care, rather good people
working in bad systems that need to be made
safer” (Kohn et al., 2000). The term, “second
victim” is coined by Albert Wu in 2000. The
definition was further enlightened with the
description of being “second victim” nine years
later: “A health care provider involved in an
unanticipated adverse patient event, medical
error, and/or a patient related-injury who
become victimized in the sense that the
provider is traumatized by the event. Frequently
second victims feel personally responsible for
the unexpected patient outcomes and feel as
though they have failed their patient, second
guessing their clinical skills and knowledge
base” (Scott et al., 2009; Wu 2000). Aside from
the “second victim phenomenon”, there are also
“first victim” described as patient and family
involved, and “the third victim” described as
the organization in which the first and second
victims’  experiences  occured.  Nurses’
experience of medical errors is potentially more
challenging than the experience of other health
care providers placing them in more tough
situations in the aftermath of medical error
because of the nurses’ provision of hands-on
patient care (Institute of Medicine 2004).
Another aim of this article is to rise the
awareness of importance of second victim
phenomenon for education administrators in
higher education and graduates, both of whom
can be second victims of medical errors, that
will help their preparation for medication
administration, medication error, and their
personal experience with error making and a
second victimhood.

We propose that nursing educators in higher
education may discuss the integration of this
newly developing area; second victim
phenomenon into the national nursing core
curriculum (into the Patient Worker Safety and
Quality Management section) in the next
update meeting.

Training nurses about the “second victim
phenomenon” is recommended as well as the
methods to manage the effects of this
phenomenon, the supportive resources, and
legal issues (Institute of Medicine 2004; Edrees
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et al.,, 2016). Studies indicate the need to
develop organisational support programmes for
these workers. There is a scarce literature about
the steps involved in organisational support
programmes development (Edrees et al., 2016).

Conclusion

Creating awareness and educational
approach culture to error and reassuring
contributive institutional interactions may be
useful strategies to manage the severity of
second victim experiences and to prevent
nurses leaving their profession. These can be
developed primarily by educating the future
nurses.

It is hoped that this review will raise the
awareness in nurse managers who are essential
members of chosen teams for second victim
supporting and training programmes in their
institutions to foster a culture in which all
employees were resilient and mutually
supportive before, during and after stressful
event (Edrees et al., 2016).

We hope this article will improve the
dialogue and encourage systematic, ethical and

formal evaluations about the concept of
pharmacovigilance,  materiovigilance  and
second victim in nursing education in

particular. The curricular provisions may be
developed to close the practice—education gap
on the aforementioned concepts in the next
update of NNCTP-2014 meeting. It can be
discussed how undergraduate nurses are being
better prepared to meet today’s complex health
care needs and improve the well-being of the
society.

We suggest that it is possible to answer these
issues by creating good theoretical structure,
discussing the integration of theoretical and
practical dimension of aforementioned
concepts’ education.
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