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The World Health Orgaration (WHO) reports that one in four patients is harmed by the carg tieeeive in primary

and ambulatory care settings. Adverse events are responsible for a large proportion of emergency department visits
and hospitalisationsSpecifically, thglobal cst associated with medication errors has been estimated by the WHO as
USD 42 billion per year. It is therefore not a surprise that patient safety has become a global emergency and many
nations are placing patient safety on their national health prioritgratps.

Patient safety is broadly acknowledged as a patient being fi@® any harm and/or accidental injuries during the

course of receiving health care. Medication safety, recognised as a component of patient safety, refers here to
preventing and managg medicatiofNS f G SR SNNEBNE 'y R 02y aSl| degfaying/usiig NIY Ay
journey. While the fallibility of humans and their resultant errors appears to be a contributing factor to medication
errors and patient harm, errors often do not havsiagle cause. Healthcare organisations and systems, including people

who create legislation and policy, people who implement standards and guidelines, and healthcare professionals who
deliver services and provide patient care, are all responsible forrenggpatient safety. To make healthcare systems

safer, a shift towarda collaborative systems approach that fosters a safety culture and promotes effective prospective

neither prevents nor mitigates harm, nor @s it enable a positive working environment.

Pharmacists are essential healthcare professionals and are critical members of the whole healthcare team. Pharmacists
work in varied settings such as community and hospital, industry and regulatory affagsrdiess of where
pharmacists work, and whethéhneir roles provide direct or indirect patient care, all pharmacists contribute to safe and

quality health care. In promoting patient safety and advocating a safety culture, pharmacists have a number tof role

L Fed ¢KA& NBEFTSNBYy@BsaRBOUZKENKEOSHGAOGt SR Bt Ay WaSRAOI (A
information about what pharmacists can do to promote patient safety at an individual patient level, as well as at
organisational and inpolicy development levels (which may be locayjanisational through to national and
international). This document encourages each of us to take new steps and make initiatives towards safer care at our
workplace. We all are advocates of patient safetypAarmacists, we are particular advocates of rnoation safety.

This reference document is supported by evidence of the positive impact of pharmacists on patient and medication

alk FSGe AYyGSNYylFGA2yl e dsafdy ARMNIdatabypEneSaiaiedyhdussy, this réfarénée 2 ( K S
doaument highlights what pharmacists can do to create a safety culture and ensure patient and medication safety
wherever they work. Case examples have been provided from a range of countries as examples bfHafni & Q NP f ¢
patient and medication safetyra these can act as a guide for implementation of strategies in other countries and
contexts.

This reference document can serve as a platform to inform policy and practice development of patient and oredicati
safety initiatives in your practice or cougitcontext. At the same time, it is the intention to keep it very practical so that
it can serve as a tool for pharmacists to ignite further discussions and to support implementation of s@t/ites
organkational, and even national levehat have bea@ shown to prevent adverse events and reduce the risk of
unnecessary harm associated with healthcare provision.
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Medicines are one of the most common interventions used in health care to cur@ravent diseases and mitigate
symptoms. Medicines are used by the very young to the very old, in inpatient and outpatient settings, and
predominantly in the home setting wie patients are responsible for their own setanagement (either alone or with

the help of their carers and family members). In addition to prescribed medicines, there is a wide range of symptoms
and conditions that can be managed by using #poascriptim medicines (including herbal and complementary
medicines) without consulting anyehlthcare professional or, if consulted, with the advice of a community pharmacist.

Although effective, medicines are often challenging to manage and use appropriatelis @he to a number of factors,
such as increasingly complex pharmacotherapielygmarmacy, ageing populations with multiple diseases, and limited,
or inadequately coordinated resources in healthcare systefs.

Even though access to safe health care is a fundamental right of patients #ueos®rld, recent estimates by the

World Health Organization (WHO) indicate that as many as one in four patients is harmed by the care received in primary
and ambulatory care settingsApproximately 6% of hospitalised patients experience an adverse @ragt (ALE)

during their hospital stay.lt is esimated that in England alone, there are around 237 million medication errors
annually? In hospitals in the United States, over 700,000 emergency department visits and 120,000 hospitalisations
result from ADEs. These visits translate to an estimated financial impact of up to USD 3.5 billion in extra medical costs
annually. This egtiate maynot completely account for costs associated with readmissions, malpractice and litigation,

or other injuries to patients as a result of ADESs.

These error rates are comparable to those in other EU countries and in thé T, the clinical, humanistic, and
economic burden of medication errors is immense at the individual, orgémisd, rational, and global levels. Globally,
the WHO has estimated that the cost associated with medication errors is USD 42 billion eatPatiamts in low
income countries lose twice as many disabiéitfjusted lifeyears due to medicationelated harm compared with those

in high-incomecountries® Growing eidence ofpatient safety risks related to medication in health systems all over the
world has created a need to develop new strategies to manage these risks.

Given the importance of patient safety, the FIP Board of Pharmaceutical Praeticg thedFIPworking group on

patient safety¢ in March 2018 The objectives of the working group are to support FIP in providing technical expertise

on the topic of patient safety and explore possibilities of increasing the visibility of pharmacists in patient safety,
pk NI AOdzf NI & (GKSANI O2yGNROdziA2Yy G2 GKS AYLX SYSyildlGAzy
g A G K2 dz® Fukhedgré, ¢the group was tasked to produce an inventory of systematic literature reviews of
LIKI NYIFOAaGaQmORYONBAdzfAAYASGB 6! yYySE mM0X (2 SYLKI&AAAS
safety, to outline the importance of safety culture and medication risk management, and to identify some of the
available resources that pharmacists can use in theictire to improve patient and medication safety.

1.1 Medication safety as part of patient safety

Patient safety consists of the identification, analysis, and management of pagkéd risks and incidents, also called

adverse events or medical errors, irder to make patient care safer and minimise harm to patiént€©ne of the most

6ARSE & dzASR RSTAYAGNBPR2FFFNRGASPOARBYBLE AfedNRSE RdzN
dactivities b avoid, prevent, or correct adverse outcomes which may result frondétigery of health carg®d °

Safe pharmacotherapy can bevitied into drug safety and medication saféb/? Drug safety is related to
pharmaceutical products, and usually concentrates on their hlaemefit ratio in terms of adverse drug reamns
(ADRs}¥%'2 An ADR is a response to a medicinal producttviie noxious and unintended and which occurs at doses
normally used in humans for the prophylaxis, diagnosis or therapy of disease or the restoration, correction or
modification of physiological functichMedication safety refers to preventing and managing medication errors (MES),
which are unintendd mistakes in the medicinasse process caused by omissions emmissions, as well as other

errors (Figure %21y S| NJ YAaa o0az2YSiAayvySa rfaz2 OFrftfSR I aOftz2as
medication error that has the potentlado cause harm, but has not, either by luck or because it was intercepted and
corrected® Near misses are an indication of systemic issues that could leadadvamse drug event (ADE)























https://www.who.int/patientsafety/education/curriculum/course1a_handout.pdf
https://www.who.int/patientsafety/highlights/COE_patient_and_medication_safety_gl.pdf
https://www.mja.com.au/journal/2006/184/10/shared-meanings-preferred-terms-and-definitions-safety-and-quality-concepts
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We have learnt to trust that it is safe to travel by a&ven to take long flights to the other side of the globe. Aviation
safety is an outcome of systematic work and quality assurance that covers every detailppbtiess of a flight. Pilots
and other aircraft personnel have learnt to work together to confthat the passenger leaving from destination A will
safely arrive at destination BMedicines use can be considered to have the same kind of journey for the
patient/medicineuser. A key component of the journey is communication with the patient and stimolved in the
care of the patient.

Although this sounds simple,danbe challenging to ensure patient safety during the medication journey. Consequently,
adverse events related to medication are among the most common adverse events indgealtiroughout the world.

Figure 4 presents early work from the US that demonstrates the dramatic increase in deaths from prescription
medicationassociated errors ding a 20year period from 1976199826 At the same time, the risks related to common
modes of transportation, such as motor vehicle, railway, air and water transport remained staden decreased.
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A systems approach @ucial to manage errors in healttare. When an error occurs, the focus should be on how and
why the defences failed, not investigating who made #neor. An effective error and risk management strategy relies
on a blameless culture and learning fromraes and near misses. Healthcare organisations should identify errors and
near misses, evaluate causes and contributing factors, and take actiongtovienpatient and medication safety.
Pharmacists are in a key position to take a lead on medicationysasgpart of patient safety in their organisatiott$?
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To be successful, pharmacists should adopt the following key conceptual approaches related to patient and medication
safety in clinical practé&

1 Risk managementActivities or measures taken by an individual or a healthcare org@oiisto monitor in
order to prevent, remedy or mitigate the occurrence or recurrence of a real or potential (patient) safety
event®®

1 Safety culture:An integrated pattern of individual and organisational behaviour, based upon shared beliefs
and values, that continuously seeks to minimise patient harm which may result fromrtivegses of care
delivery® 2t

1 Sydems approach:An approach to safety stating that errors are generally consequences of systemic factors,
e.g., weaknesses in organisational procesg@aiilding system defences to reduce and prevent errors is the
main method of safety improvement in a systems approach.

3.1 Human error treory as a theoretical framework in systems
based risk management

Reaso® Theory of Human Error has been widely used akearétical framework in systerdsased patient and
medication safety worR.3% 4°To manag@ errors and risks in organisations and processes, psychologist James Reason
has explained the challenge of human error with two approaches: the person and the system, which lead to different
philosophies of error and risk management. The theobaised m observations and research on cultural characteristics

of highreliability organisations, i.esystems operating in hazardous conditions but experiencing fewer adverse events

and an almost complete absence of catastrophic failures, such as npolearplants and air traffic control cerdgs *%
51

Traditionally, the person approach to human error has been a dominant approach in bagdtfi It focuses on unsafe
acts, errors and procedural violations by people on the frontline. In thisagmbr, individual healthcare practitioners
(e.g, physicians, nursepharmacists) are blamed for errors primarily due to human behaviours such as forgetfulness,
inattention, poor motivationor incompetence. However, most of the unsafe acts are not intevai®® This person
approach asily ignores the circumstances where people warkich can leadd similar outcomes and repetition of
errors despite the people involved.

The basis of a systems approach is the premise that humans are fallible and errors, caused by omissions coeemmissi

are to be expected even in the best organisations withlihet people?® Instead of seimg errors as causes of actions,

they are consequences of systemic factors such as complex processes with unclear responsibilities. Because we cannot
expect endlessly perfect human performantiee conditions under which humans work must be changed tomiga

or avoid errors.

An effective error and risk management strategy relies on a blameless reporting culture and learning from analysis of
errors and near missé8.A more recent trad has been the shift towards the prospective error and risk agament

with the development of process defences, barriers and safeguards to prevent errors ant? Beifences can, for
instance, be engineered (e,g@larms, physical barriers, automatic shutdowns, check and dechdek), dependent on

people and their competencies and routine egprocesses (e.gsurgeons, anaesthetists, pilots) or dependent on
procedures and administrative contra(e.g., quality assurance processedpwever, these defensive layers can also

have weknesses. Reason described thidi K Swisscheesé model of systemaccidents (Figure 5. Defences are
illustrated as slices of Swiss cheese (Figure 6). The errors and near misses occur when the holes in many layers
momentary line up and permit the passing of an error throughedéfiit steps of the process.
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Some illustrative cases are provided below:

Case description ofi fatal medication error due to methotrexate overdose in a Finnish central hospital:

An 86year old female patient was admitted to a hospital due to a pulmonary embolism. Medioaterstarted
immediately. According tthe referring hysician the patient was under treatment for rheumatoid arthritis and w
using methotrexate 5mg on Tuesdays. The dosing was, however, transcribed as 5mg in the evening and rec
i KS LI {dic&tigntham Thy Satient started to recover frométpulmonary embolism, however, after a wet
of hospital admissionher condition worsened. The doctors suspected an infection, but instead they diagr
anaemia and neutropenia. This finding led to ckiag the medicatiorthart of the patient after 12 day of hospital
stay. The healthcare staff discovered that 5mg of methotrexate had been administered to the patient evel
although the correct dose should have been 5mg once a week. Despite attémnpde the patientshedied of
sepsis after 20 dayia hospital>

Case description of erroneous exchange of asparaginase forms in the treatment of acute lymphoblastic leul
(ALL)n the Netherlands:

For the treatment of ALL in children, Dutchegliatriconcologists use the Dutch Childhood Oncology Group AL
protocol. Asparaginase ismaedicineused in this disease state and comes in various formulations, each with difi
pharmacokinetic parameter&scherichia codisparaginase, Erwinia asparagi@sand pegylatedt. colasparaginase
(PEG asparaginasd&his r@ort highlights a case ofthree-yearold patient with ALL who was erroneously treat
with E. coliasparaginase instead of PEG asparaginase. Consequently, the patient went undertreatextoivas
rectifiedand by the end of treatment the patient wable to reach complete remission. The full case report identi
the reasons why this error was made and suggests possible preventive me3sures.

Trial description of selfeported uptake ofrecommendations after dissemination of medicatiancident alerts in
the Netherlands:

In the Netherlands, a Central Medication Incidents Registration (CMR) system is in place to prevent the rec
of reported medication incidents. The system sendsradication incident alerts with recommendationader the
assumptionthat the healthcare worker will use clinical judgement in the implementation of the recommendat
This crossectional study was conducted among 33 Dutch hospital pharmacies froi2808 to September 201!
with the objective of exforing the degree of selfeported uptake of recommendations. The goal was to iden
potential determinants associated with these successful recommendation uptakes. The three alerts tha
observed irthe study were: 1) administration of methotrexaite a dosage of once a day instead of once a w2l
administration of glucose 50% potassitsmdiumphosphate concentrateand 3) administration of glucose 50
instead of 5%. The study concluded that #herts varied in degrees of seported uptake othe recommendations,
with the methotrexate alert having the highest degree of uptake. No significant associations with pot
determinants were found?

Kettunen has described a fatal medication error due to methotrexate overdosa Finnish central hospital with
wS | &2y Qreesémade Figure 7.5
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A: Medication reconciliation, medication reviews, taking part in medical rounds

B: Logistic tasks, e,gtock control using automatl dispensing systems

C: Medication reconciliation, creatimgstructions, providing medication information, medication reviews
D: Giving medication information to patients

E: Giving medication information to patients, therapeutic monitoring, medicatioreves

F:Medication reconciliation, medication reviews, demgingmedicinesuse process

3.2 Creation of safety culturen medicinesuse management

According to the systems approach, active failureg/ar latent failures can contribute to adverse events. Active

failures are the human mistakes, while latent failures areigk situations or phases in the process (i.e., batethe

cheese) that have predisposed the system to have active failures that lead to adverse events. These holes in the cheese
may be due to imperfect or missing potential defences. Latent failureqwidlys be present in a process or system. It
is important to evaluate the system and processes to identify points of potential failure and potential contributing

factors to the failures in order to reduce or eliminate them. Examples of methods appl@dhtoate the safety of the
medicinesuse process idade:

1 Retrospective methods, such as learning from medication error reports, root cause analysis of contributing

factors of severe errors (what happened and why) and analysis of patient records
1 Prospecive methods, such as failure modes and effects aiglgnd
1 Learning from welperforming practices and processes.
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National reporting programmes usually collect and analyse medication error reports from healthcare providers in their
own country and onlydisseminate guidance to healthcare providers witttie borders of their country. However,
national reporting programmes can benefit from sharim@road range of alerts and newsletters about medication
errors that enhance learning between countrié%.

The systems approach utilises two broad strategies to mitigate or prevent errors. The first is to prevaitizh&ource

of the error. However, thisisnotalway8 @ a A 6 f S® ¢KS &aSO02yR aiuN)yGS3e Aa G2 Ay
problems and risks. Examples of risk reduction strategies include: protocols, checklists, medication reconciliation and
review, enhanced communication among pertinent individufdsy, patient, physician, nurse, pharmacist) and
increased access to important patient information. These actions can reduce the liketihalbthe holes in the cheese

aligring, thereby reducird G KS 2 @SNI f f & & a (PSRéegrdlessLa? ieS solitibr, tontifudusJrisk 1 NJY @
evaluation needs to be employed to optimise results (reduced harm). It also needs to be kept in mind that not all
defences implemented in the system are effee. Thus, their effectiveness needs to be criticallylea®ed in terms of

clinical, humanistic and economic outcomes. These evaluations form a growing area of health technology assessment.

Although a number of initiatives to improve safety have beerplemented by healthcare organisations, the
effectiveness bthese interventions has been diminished iyt adhering tosafety culture”->8 Poor engagement with
the safety interventions by practitioners, particularly those at fnentline, can be a reflection oi negaive safety
culture.

The biggest challenge to moving towassafer health system is changing the culture from one of blaming individuals
for errors to one in which errors are treated not as personal failures, but as opportunities to improve temsysd
prevent harm2® A number of factors, including cost efficiencies, inability to acknowledge fallibility and thespiona

norm of perfectionism and hierarchy, combine to create a culture that is considered a potential risk factor and one of
the greatest barriers to improving patient safety®°

¢ KS é db things around hegeinfluences not only how things are currently done, but also the likelihood that a
newly introduced initiative will fail or succeed. Culture can help or hinder the implementation of an innovation like
polypharmacy managenm or counselling patients on theiedication. In fact, failure to account for organisational
culture is one of the main reasons cited when evaluating why planned change initiatives are not able to overcome
barriers. Not only should the culture of the émt health system be considered, thalso cultural norms withirthe
professions involved.

3.3 Measurement of safety culture

There has been a growing interest for health systems and organisations to evaluate safety culture as part of their efforts

to improve patient safety and quality of carehus, safety culture assessments have been integrated as part of other
evaluation actiities. In the literature, the terntsafety culturé is often used interchangeably with the terésafety

climatet. However, safety climate specifically refers to the e@®p®Sa Q LISNODSLIWiA2ya 2F (KS
organisation at a particular point ifme % 62In fact, the safety culture of an organisation cannot lrectly evaluated,

so an alternative approach isto evaludte/ 2 NHI yAal A2y Qa &l ¥SGé Ot AYIFGSd { | F¢
healthcare organisations and institutions for several purposes, including:

Identifying safety issues that requinmprovement;
Raising patient safety awareness;

Bvaluating tient safety interventions;

Performing benchmarkingand

Being part of directives or regulatory requiremertts.

=A =4 =4 -4 A

For health systems to evaluate safety culture, a multilevel ethnographic approach is requiredi¢cstamd the
elements of safety culturéhat are not necessarily visibld.i$ important to pull from avariety of data sources in order

to obtain a robust and complete picture of medication saf€t@ucha picture of the safety climateis often used to
evaluate the safety culture of an organisatigiThe purpose of measurement is to leaand improve. Ultimately,
measurement serves as a mechanism for feedback and accountability. There are various sources of metrics for
determining the relative safety and/or quality of a healthcare organisation or specific process. Data may include:

1 Voluntary error reports submitted through (formal) reporting programmes;
1 Automated trigger tools (e.gusing naloxone as a marker for opioid overdgse)
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91 Direct observation of errors;

1 Reviewing patient charts;

1 Data from technology applications and hardware, including smart pumps, automated dispensing cabinets and
electronic medical recordsind

1 Data from dispensing records.

It is important to remembethat each of the data sources &#s strengths and limitatios. This is one of the reasons
why multiple measures of safety are necessary to obtain a more accurate assessment of safety in an organisation.
Repeated assessments of safety are particularlyulder evaluating changes over time.

Pharmacist involvemensiessential in:

1 PManning the measurement strategy
1 Carrying out data collection, analysis and interpretatiang
1 Implementingthe necessary changes guided by the measures taken.

Pharmacists @uld perform as responsible managers for thestions, e.g., in the role of medication safety officers. It

is also important to involve as wide a range of health professionals as possible in safety work, as their likelihood to
report data on errors and @nts increases if that information is transpateand used for learning purposes to improve
practice®

Survey tools are commonly used to measure the safety clinkbdeiever, the survey tool needs to be carefgigfected,

taking into consideration whether the tool has been validated to measure safety climate in the specific population of
interest. This is to ensure that the desired outcomes are actually being mea®urethe absence of such a validated
survey tool, it is recommended to use a survey tool that has been previously used in a population with similar
characteristics, rather than developing a new evaluation f8dlhe following four criteria have been recommended to

be used for selecting a tool for a safety climate evaluatfon

The cultural domains or attitudes that are being assessedcbytadol;

The professiorfor whichthe tool has been previously used

The setting for which the tool was developeahd

The validity and reliability analyses that have been conducted on the tool.

=A =4 -4 =4

In community pharmacieshe organisational structures.g, where there may be a single pharmacist working who owns

and runghe practice, needs to be considered in the safety culture evaluations. This is because the same kinds of systems
and infrastructure to monitor and manage safe practices mayexatt andbr apply that are regarded as a standard in
secondary or tertiary care settings. Thus, measures that are valid in large, specialised care units in inpatient care may
not be valid in outpatient units and community pharmacies. There have beemadespecift tools developed to assist
community pharmacists in improving the safety culture within their practice (although community pharmacy systems
vary greatly by country¥’

3.4 Role of leadership for safety culture changad
Implementation

Adapting to a systembased safety culture requires a new approach: one that embraces the skills of the members of
the healthcare team, and thatds the leaders of the organisation positioned to improve patient safety. Creating a new
sdety culture requires a new set of leadership skills, integrating principles of systems approach to patient safety with
contemporary management principlegross diférent organsations Acquiring these leadership competencies should

be part of the standal educationalcurricula of all healthcare professionals. Also, postgraduate academic and residency
programmes should include these leadership competencies in meaiicaafety to attract pharmacy graduates to a
career path focusing on patient and medicatisafety within organisations.

Those working in leadership positions entrusted to and ensuring patient and medication safety in their organisations
mustuse a set bresources thaincludesa wide range of management tools, such as continuous qualityawegment,
teambuilding, tracking and assessing progress, communication and cultivating innovation, to promote transformational
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changes in safety programmes. The nmstcessful leaders are those who make every decision with the patient in mind
and employ hange management skills to implement and promote safe practices.

Change management is a skill needed to be employed by pharmacists and other healthcare professianalshe

world to adapt to the changes in safety culture, i.e., shifting from a blarouityre to a systems approach. Some
OKIy3Sa NBIdzZANSE YSGK2RAOFE | YR A ytanBrmstignadh @ ¢YNIGSHET 20NRVAl £
change is the restulof a tangible shift in the business culture of an organisation and its underlying gizatand
processes. This type of change requires strategic planning, solid leadership and unwavering support. Instead of
methodically implementing new processes, thgstem may be drastically transformed, altering and expanding the
limiting mindset in whib the individual or organisation operates. When discussing a mindset, we are referring to
attitudes, perspectives, rationales and logic. An impetus to transfornsgsralquired. In other words, if no one thinks

the ship is sinking, it is difficult to gpeople to abandon it. If there is no obvious reason, or impetus, to change, then it

is very difficult to motivate change. As part of the transformational changeuress must be allocated to support the
2NBI yAal GA2y Qa 32 f & > musydrosdtraditibnal iAtraiganisdtighdl BoandariésS OK I y 3

A good leader and manager should involve employees in all phases of the transition to ensure succegis allltypes
of change, and specifically transformational change, leaders can createigatianal environments that are best
positioned to support safer use ahedicinesP C2 NJ SE | Y 63fstSps prodessiai atlRgichangé® in
combination with strong leadership have been shown to be adaptive to drive change.

In some organisations and health systems, a change towards a safety culture may require a transformational change.
This can generate anxietiesnce the activities requiredf individuals and groupare different, and there may be a loss

of existing roleslndividuals may need to be challengaldoutthe reasons to break the status quo. Major change often
requires the whole organisation to chang&llowing individuals to have a role in a collaborative solution development
helps to build momentum, ownership drsustainability. Leadership needs to acknowledge that there will be resistance

to change and it is best to anticipate the barriers to thegass before they arise. Continuous reflection in this aspect

2F OKIFy3aS A& AYLIRNIL y lietiés 5 RitemNddei o theZhiost hallkngirglashacks dflthis dype of y E
work.

3.5 The need to improve safety culture in pharmacies

There has been dapal acknowledgement of the need to improve safe practices within both community and hospital
pharmacies. For inahce, more than half of the community pharmacists surveyed in Malaysia think that patient safety
should be improved® There is a need to support staff through appropriate training, suchoasynication skills for
patient counselling. There is also a need to improve communication between shifts (haptioaenid mistake&

Another common theme regded as a barrier to patient safety is heavy workloads. Community pharmacists complain
that they do not have enough time to perform patientfsty activities since they are too busy with their dispensing
tasks. Their workflow is also constantly interruptedth new tasks that have arisen in the pharmacy. The heavy
workloads and constant interruptions in their working environment produce morendutr and are associated with
more dispensing errors, which directly endangers patient s&fg®verwhelming workload and hence inadequate time
have been identified as common contributifaptors to negative patient safety culturé%$’* Hospital pharmacists also
report negative attitues from doctors and nurses due to egos, conflicts between different professionals, and differences
in hierarchical status ahauthority.®

LYLRNIFyGfes LIKFENYEFOAAGAQ NIXA] dpbrygpriadeSrairng provided ATheseskilly S S R
contribute to improving the patient safety environment in outpatient pharmacy settings. Moreover, the lack of a good
error reporting system also acts as a barrier to a positive safety cuitui®e’® "Therefore, better protocols when

facing patient safety issues, appropriate training and education, and reasonable work responsibilities for pharmacists
are needed in order to improve patient safety cultures for hodptaarmacists.
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Pharmacists are in a unique position to address the challenges related to medicines use. They-positiged to
minimise safety risks related to the entire medicina® process. They have key roles in:

Ensuring the apprajateness of prescriptions at initiation of treatment;

Ensuring safety in transitions of care between hospitals/other healthcare units and the community;
Ensuring the accurate and appropriate supplyngdicines;

Ensuring patients are using their medicirieshe correct way; and

1 Identifying and resolving clinically significant, potentially harmful medicatieted problems.
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Thus, pharmacists can focus their expertise and apply their knowledgekdisd® many areas of health care, notably
clinical pactice, the pharmaceutical industry and regulatory and policy sectors. Some of the more specific areas in
clinical practice include:

Ensuring access to safe and effective medicines;

Supplying medicatio information;

Medication review;

Medication history t&ing and reconciliation;

Improving medication adherence;

Providing health and wellness services;

Optimising medicines use;

Delivering medication management services;

laaSaaAiy3a LIGASydiaQ KSIHtGK adrkddzaT
Preventing illness;

Supporting seltare and selfnanagement;

Monitoring impact of therapy;

Implementing collaborative health care;

Reporting and investigating medication errors;

Leading and coordinating safe medication practices; and
Contributing to policies and procedures around safe medicines use.
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expanding and evolvingi KSa4S OKI LJISNBE R2 y24 AyuSyR (2 O2@SNJ I ff¢
pharmacists consist of both commiyipharmacists who work in the retail setting, and ambulatory pharmacists who
work in outpatient clinics or healthcare facilitiéghey play a key role in managing patient and medication safety in the
primary care setting and have the greatest opportunitympared with other healthcare professionals to improve
patient and medication safety due to their frequent contact with the paBliFor example, in Australia there are
approximately 449 million individual visits every year to a community pharmacy compared with 140 million visits to
general medical practitionef®.This gynificantly higher number of visits suggests a larger number of opportunities for
community pharmacists to ensure patient and medication safety.

Pharmacists in hospitals and other inpatient settings play a critical role uriagspatient safety when wiing alone

or as a member of the healthcare team. The American Society of Hegdfem Pharmacists published the 2019 update
from the Pharmacy Accountability Measures Working Group regarding quality measures that-dyesaétin
pharmacists can implemenbtensure patient safet§: This update included measures such as international normalised
ratio (INR) monitoring for patients taking warfarin, undergoing venous thromboembolism prophylaxis in the intensive
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care unit, taking medicine®of glycaemic control or using opioids. Having pharmacists as fundamental members of the
healthcare team has been proven to substantially reduce ADEs caused by prescribinéf€frors.

Patient and medication safgtbegin at the point of medication development and production. Pharmacists in industry
work diligently to develop new medicines that are safe and d¢iffec The medication development and approval
process, plus posharketing surveillance, ensure that meities are safe to use. Pharmacists working in pharmaceutical
companies often also serve as the medical service liaison between the industry andgeness@ind educate prescribers

on how to use/prescribe new medication appropriatéy.

Nowadays, there are techtagy solutions for error reporting, enabling pharmacies or institutions to record, review and
analyse patient safety incidents quickly and secutéRetailed reporting helps people to learn from errors that have
occurred and can contribute to continuous improvemé&n£®Onesuch platform is Pharmapod (currently available in
UK, Ireland, and Canada) that enables pharmacists to systematically record mediettted incidents to derive
intelligence and identify risks in practice that contrib to errors and implement mitigeon processes for
improvement®” Another example is HaiPro in Finland, which integrates reporting of MEs with reporting of other medical
events!” 8 Holmstrom has published an inventory of medication error reporting systems finavides a
comprehensive overview of evolution of MERs and their characterigtics.

4.1 Roles and contributions

To be safe, pharmacotherapies used in anyisgttequire weldesigned care processes both for individual patients and

at the organisational lel. Since medication safety risks have been identified as one of the most important preventable
factors jeopardising patient safety, international patienfety initiatives have prioritised strategies and policies to

improve safe medication practices. 83e strategies have emphasised the creation of a safety culture, learning from
medication errors through reporting systems, and development of preventiveractior potential risk management.

¢2 YIylr3asS (KSaS Nanalasz SEGSytem gae andkphtiNdy bafedy avirk kas Beghd 2 £ O ¢
increasingly addressed in patient safety initiatives.

With regard to medicines use, the definition of patient sgfeould be rephrased as the absence of preventable harm

or the reduction of risk of unnecessararm to a patient during the medicines management cycle or pathway. The
medicines management cycle or pathway is a multistep process that can consist oiljingstranscribing (if electronic
prescription not available) and documenting, compounding, whpplicable, medication revision and reconciliation,
dispensing, administering and monitorinthe process is interprofessional, and even although the prodiéfess in

inpatient and outpatient care, physicians usually prescribe and make the treatmersiatesi and pharmacists usually

review prescriptions/orders and then dispense the medicines and provide patient counselling, suppert self
management and adheyeOS> | yR Y2y AiGi2N) STFSOlABSySaa 2F (KSasS (KSI
are dso related to counselling, sathanagement, adherence support and monitoring the effects of therapies.

CNF RAGAZ2Y T &3 LIKI NYIQhe@nddiifes (58 pfacdsd hawdzprimarily focusied ondhke meslidine A
supply chain, such as ensuribgNE LISNJ A G 2N} 3S YR LINBLI NI A2y d 5dzNAy 3T GF
extended towards patient cal8 NA SY i SR Gl ala® t KI Mdké Ddudel ensuring theNidpsf G N2
prescribing of medication with appropriate dose regimens andadesforms; clarifying instructions on medicines use,
including patient counselling; preventing potential medicitisease, medicinenedicine and medicinéood
interactions; avoiding known and predictable ADRs; minimising unnecessary treatment; and dogsidercost of

medicines. Pharmacists also hold roles in many specialty areas of a healthcare system including the emergency
department, infectious diseasencology, pain management and anticoagulation management.

Annex 1 provides evidence of the effed @Sy Sadak2dzi 02YSa 2F LKINXYIFIOA&aGaQ 02y
safety as demonstrated via recent systematic reviews (Jan@04ay 2018). Five majatatabases (PubMed, Web of

Science, BioMed Central, Ovid, and International Pharmaceutical Afstraere searched in May 2018 for recent
systematic reviews and metanalyses that have involved pharmacists or pharmacy services regarding patient and
medicaion safety, and which were published between 2013 and 2018. The review was conducted by x I@&atidi

University of Florida, USA, Oraj Ozbek and Aksun Talu, Yeditepe University, Turkey, Eveliina Maattanen and Prof. Marja
Airaksinen, University of Hehki, Finland.
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Patients receiving the incorrect medicine, or form or strength of medicine;

Prescription labels containing incorrect infiaation, or information inconsistent with the originptescription;

Patients receiving the incorrect quantity of medicines;

Patients receiving an expired medicine;

Patients receiving medicines which were incorrectly compounded;

Pharmacists not detectingrdg interactions or clearly documenting allergy infoitioa, resulting in adverse

effects for the patient;

T tFiGASyGa NBOSAGAY3 a2YSaydS St asSQad LINBAONARLIIA2Y YSRI
1 Patients receiving a different brand of a medicine that they already have (leadingtication).
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It is important to make sure that the rigpiatient is getting the righinedicineat the right strength and to ensure that
the medicinehas not expiredPharmacists should also provide counselling andouragepatients to ask questions
prior to supplyingthe medicines®?

More researb is required into dispensing errgrparticularly in middle- and lowincome countries and into the
underlying causes of dispensing erréts.

Technological advancement has introduced automation and telepharmacy to aithéldéinesuse process. Many
pharmacies nowadays utilisich technologyo increase prescriptiofill numbers and to reach out to a wider patient
population. Examples of automation include automated dispensing units and remote dispensimg unit

1 Automated dispensingunits T also referred to as automated dispensing cabinets, automated dispensing
devices, automated dispensing machines, automated pharmacy systems oibaseéd cabinetst are
mechanical systems that perform operations or activities relating to the stofzigking, packaging, labelling
and issuing of medicines and medical devices. Thisratcemedicineselection and preparation errofs.

1 Remote aitomated dispensing ung may be used to dispensaedicinesand devces for longterm (chronic)
therapy thereby improving access tanedicines Patient safety must be ensured when using this innovative
approach through audiwisual communication with the patienas outlined in sgtion 4.

Automation in healthcare is graing due to the rapid rate of technological advancements. Although sometimes
heralded as a panacea for patient safety, automation is only one approach to eliminate human factors in contributing
to medication safet incidentsand can give rise to new type$ error. One of the earliest forms of automation in the
medicinessupply process was the use of barcode scanners during the dispensing process to check the correct selection
of medicines However, workarounds caaccur, increasing the risk of medicatiomr@s becausethe interaction
between human and machine plays a pivotal role in technology incidént¢hile barcode scanning is mandatory in
several developed countries, automation is now wreing in several otar places in the medicirsssupply process. In

the hospital setting, wardbased computerised automated dispensing systems have been shown to reduce error rates
and cost$> % However, decentralised automated diggging systems have been shown to have limited effect in
reducing medication error¥. During the administration process, the use of electronic medication records, together
with barcode scanning of products, have@been shown to be beneficial in reducing medication erfdrs.

Automation has been gradually implemented in community pharmacy to varying degrees. Automated dispensing
systems have reduced the manual dispensimgkioad andhave enabled community pharmacists to undertake greater
clinical roles. However, there has been limited evidence to shaeduction of errors in the community settirf§.
Additionally, automation has l@m used in the repacking ehedicinesinto dose administration aids or monitored
dosage systems. However, studies have shown that there are significant rates of error that can still occur with
automation 1% 192A number of technological advances have occurred since these studies were conducted, particularly
in the automated checking of the repackawkdicinesachets to ensure a higher accuracy rate. However, automation is
not a panacea, and its effect on errorade and therefore patient safety will depend on how well it is introduced and
integrated into the routine processes in hospital and community pharmacies as well as other settings. Importantly,
LIK I NJY I O sidintég@tingaitbnation and continuouslyiguring quality remain essential

Telepharmacy can present its own challenges in patient care and skfeisder to ensure that the correchedicineis
being provided to thecorrect patient and that the patient is able to take thmedicineappropriately, he pharmacist
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Pharmacists working in an outpatient setting, especially community pharmacists, act lasttldefence between the
patient, the public, and inappropriate satiedication with oveithe-counter or nonrprescription products. Self
medication is an important part of setire. The WHO defines selfare as the ability of individuals, families and
communities to promote health, prevent disease, maintain health, and to cope with iliness and disability with or without
the support of a healthcare providéf®

Seltmedication can be considered as the medicatiefated decisionmaking of individuals with or without the
assistance of healthcare practitioners. SeHdication can occur at any point, from leetion of a medicine tats
administration. For a medicine to be available for-seéfdication,it must undergo a regulatory procedure to determine

that it is safe, appropriate and in the interest of public hedfh¢ K S 2 duidefires for the regulatory assessment

of medicinal products for use in seifedication recommends that medicinebe available for noprescription sale if

athe use of the product has been doiéntly extensive or in high enough volume; the product has been marked on
prescription for at least five years (to monitor for adverse events or the need for major changes to product information);
and its adverse eventdvg no cause for concern, and th&equency has not increased unduly during the marketing
perioc. 07

Although seHmedication can provide wider and easier accessaalicines this process is not wibut risks. The WHO
report has identified several risks including:

Incorrect seldiagnosis;

Failure to seek appropriate medical advice promptly;

Incorrect choice of therapy;

Failure to recognise or safiagnose contraidications, interactions, warnirsgand precautions;
Failure to recognise that the same active substance is already being taken under a different name;
Failure to recognise or repoADRS

Incorrect route of administration;

Inadequate or excessive dosage

Excessively prolonged use;

Risk of dependence and abuse;

Food and drug interactionsnd

Storage in incorrect conditions or beyond the recommended shelf%ife.
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Asthe custodians ofmedicines pharmacists can play a key role in ensuring safensetfication® This is particularly

important today with patients turning more often towardhle internet for their health information. When presented
with a direct product request in theootnmunity pharmacy, or with a question regarding a seddicated product in a

clinic visit, it is important that the pharmacist undertake several steps to ereppeopriate sedmedication. These may
include:

1 Taking a detailed patient history to ensureattan appropriate diagnosis has been made and checking for any

potential medicationrelated problems;

Checking the source and accuracy of the health and medicatformation from the patient;

If appropriate, supplying the product requested, providing gfagient with clear and appropriate instructions

for use, timeframe for use and timeframe to seek further advice from a pharmacist or other healthcare

professiorals, especially if there is no improvement in symptoarg]

1 If not appropriate to supply, cordring evidencébased alternative therapies such as ARgimarmacological
therapies that may be appropriate as well as referring to other healthcare professihiaalsay be able to
provide appropriate management.

f
f

In addition to these steps, pharmacists sifthensure that adverse events and inappropriate usmeélicinesavailable
without a prescription is reported to the appropriate local authorities. This widbdman understanding on a population
level of the potential safety issues that may be facetthwi product.
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Pharmacists also serve as a great resource to educate patients on the safe disposal of unwanted (including uneeded) or
expiredmedicinesandmedicinegeturn or takeback programmes. This can help prevergdicinedrom posing a harm
to the environment, and prevent inappropriate distribution and use of controlled substances and antibi®ts.

5.3 Medication history taking andreconciliation

Pharmacists play a key role in medication reconciliation procesaeb,asvhen patients are admitted to or discharged

from a hospital or care facility. In an inpatient setting, medicatioronediation reduces discrepancies between a

LI GASYy(iQa K2 Y@&dhobtRey dddtaking 2hgmedicinasit home) with the inpatnt medication list, and

the discharge medication list. This helps to ensure that patients are on optimal therapy bagkeir most ugto-date
conditions and to prevent potentigddDES*! Pharmacists can identify and resolve medicatietated issues to reduce

the number of medication errors, prevent potential adverse drug eseanhd improve patient safety. Some of these
errors include restarting an omittechedicing removingduplicate therapy, adjusting incorrect doses or quantitiés
resolving medication discrepancies, and reduchizRs'!® 14t K NI OA&aGaQ Ay @2t @dSYSyid Ay
after discharge can also reduce readmission rates and improve monitoring of pharmacothErapgdication
NBO2yOAtAlLGAR2Y A& |y SFTFFSOGAGBGS sFe 2F LINBGSYyldiy3a SNNERI
hospital visit, and ensuring other healthcare facilities can receive the most accurate d@nebdape medication history

when the need aises. This process is particularly important in healthcare systems that are highly fragmented and where
patients sedlifferent healthcare professionalgho do not readily share informatiomnexample of a highly fragmented
healthcare system ishat in the United States!® In many cases, there is little communication between the hospital,
outpatient pharmacy, and other healthcare professionals, which leads to gaps in medication history and inappropriate
or duplicatedmedicines

Thepositive mpact of pharmacists conducting medication reconciliation has been demonsttatédstudy in Brazil
has shown thathiere are high numbers of unintentional discrepancies between the medication prescribed at iatmiss
Iy R LI 4 A $gdiciae@ Thi ftudySconcluded that pharmaeisti medication reconciliation was highly effective
in detecting and addressing medicatidiscrepancies before they caused harm to the pati@rimilar conclusions
were made in another study dorie Bogo#, Colombia. The study showed that medication reconciliation and medication
history review which involve pharmacists during admission reduces the risk of potAltRéand prevents clinical
deterioration due to medicatiomrelated adverse events?

5.4 Monitoring medicinesuse

For pharmacists to review the appropriateness of pharmacotherapy, it is imperative that they have &ccest LI (G A Sy (i
complete medication lsitory. Pharmacists can identify potentiADEs drugdrug and drugfood interactions, and

duplicate therapy by reviewing the medication history. A study in the Netherlands showed that pharmacist intervention
successfullyand statisticallysignificantly, decreased the risk of upper gastrointestinal complications irstesnidal
anti-inflammatory drug (NSAID) u$¥.The interventions incided stopping NSAID use or adding a gastitective

F3Syd FFGSNI NBOSAQGAY3I AYyF2NNIFGA2Y | o2dzi GKS LI GASYGQ3
community pharmacists were able to provide recommendations to almost half of the studiadatimm concerning
inappropriate (duplicatd, contraindicated, etcmedicines interactions, potentiaBADRsand overdose after a complete
medication reviewt?° This helps preverADEsand detect prescribing errors. Both interventions would not be possible

if the pharmacist A R y 24 KI @S | OOS & ahistbrigs Tharefore Stysicriictal for BhRrinaRibtsita aye

access taheseto ensure patient safety.

Prescription medication monitoring in institutions and hospitals ensuiha$ patients receive pharmacotherapy as

intended by the prescribing clinician or specialist. Pharmacists have a role in prescription medication monitoring to
identify medicationrelated problems, patient and medication risk factors that can compromiseepiasafety, and
opportunities for optimisng therapy. Whéa this role can be conducted by the pharmacist alone, working in a

Ydzf GARAAOALE Ayl NE O2ftftl 02Nl GAGPS KSItfGKOINB GSIY gAaftf FI
outcome for the patient. This multidisciplinarypgroach has the primary objective of patient safety and optimal
medicine use which includes the detection of early stagesRiRsand medication toxicity?!
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An example of a pharmacist service dalagto a multidisciplinary team is the ward pharmacy serdceard pharmacy
service is a patienbriented, decentralised servidhat requires the pharmacist to become an integral and indispensable
part of the professional healttare team of a hospital @ institution. Ward pharmacists are required to use their
knowledge and skills in terms of pharmaceutical sciences and pradizcenesto ensure and promote safety, efficacy,
and economic use of mediciaén an advisory capacity to clinicians and nurses] where neededo specialist care
teams???

In outpatient settingsprescriking errors such aimcorrectdose, frequency, or route of administrati@an also occut??
Although electronic prescription and electrarprescribing tools can help reduce esoomparedwith traditional paper
prescriptiors, pharmacists should check each prescriptiorefidly to ensure the selectethedicine dose, frequency,

and route of administration are appropriate for the patient bef dispensing the produét®More advanced electronic
prescribing systems that include dose and frequency checking tools may help further decrease the rate of prescribing
errors if the system is well set up andad!?*

Therapeuticdrug monitoring allows for adjustments to doses in order to obtain maximum clinical benefit and limit
potential unnecessary toxicity through measurement and close itndng of plasma concentrations of the
administeredmedicine Pharmacists havan important role in the interpretation and communication of results from
GKSaS NBLR2NIAP ¢KS NBLRNIa FyR R2 0dzy S¥fdnd daktRerefore Qe S LI
to monitor progress and ensure patient safety.

Ambulatory care pharmacists are also able to monitor the outcomes of other therapies through direct monitoring, such
as, blood pressurtherapy, blood glucose therapy and anticoagulation therapy by taking jpdioére blood pressure,

blood glucose and INR levels, respectively. Pharmacists can also make recommendations to modify existing therapy
based on the outcomes of the testinyloreover, in some countries, pharmacists are legally allowed to prescribe
medicines All these activities help to monitor patient outcomes and symptomABREsPharmacists therefore can aid
physicians and other healthcare providers by providing feedbackexsticinesuse and patient safety issues.

As polyphamacy becomes more common due to an ageing population with several chronic medical conditions,
pharmacists have an increasing role in identifying inappropriate polypharmacy remminmending appropriate
deprescribing, especially where the risk of harm oliths any potential benefit®®> Pharmacists can serve as effective
facilitators between prescribers and patients, and support appedprdeprescribing and related patient education to
ensure patient safety.

Pharmaceutical companiebave the reponsibility © monitor safety througbut the life of a medicine from
development to use by patients. Pharmacovigilance issitience and activities relating to the detection, assessment,
understanding and prevention of adverse effects or any other ptessiledicationrelated problemsi?® 12’The specific
aims of pharmacovigilance are &

1 Improve patient care and safety in relation to the use médicinesand all medical ash paramedical
interventions

1 Improve public health and safety in relation to the usevadicines;

1 CGontribute to the assessment of benefit, harm and effectivenesmedicines encouraging their safe, rational
and more effective (including cosffective)use and

1 Promote understandingeducation and clinical training in pharmacovigilance and its effective communication
to the public.

The number of pharmacistand healthcare professionals working in the pharmaceutical industry involved in
pharmacovigilancés growing. This has been isponse to the high regulatory standards that have been set at national
and international levels and the increasing requirement for gaggbroval monitoring set by national medication
regulatory authorities. Postnarketing suveillance ofmedicinesis mairy coordinated by government agencies (such

as the US Food and Drug Administration) or other national pharmacovigilance centres. They participate in collecting and
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As medication experts, pharmacists can contribute to patient safety and therapeutic outcomes in a variety of healthcare
settings, as reported in Section 5. Including pharmacists as mesnberultidisciplinary healthcare professional teams

will be an evidencévased approach to improve medication adherence, preVeDE&nd, subsequently, ensure patient
safety104 129

Pharmacists do not work alone in the pharmacy. Pharmappati personnel are critical in ensuring that patient safety

remains a priority throughout thenedicinesuse process. Many organisations have successfully exploqeahding

roles for pharmacy support personnel, including pharmacy technicians. As phainda¢ls a 02 LJS 2 F LINI O A ¢
expand, pharmacy support personnel are becoming increasingly important, not only in relieving pharmacists of more
traditional roles, but also in supporting pharmacists in more advanced and complex paBeiried servicalelivery.

With expanding roles comes the need to engage in additional training. Therefore, pharmacists must strongly support

the development of uniform education,dming, registration, certification and recertification of pharmacy technicians,

in particdar. Standardisation will be required at all levels of pharmacy technician praétidespecific example of the
expandedNR f S& 2F LIKIF NXI O&8 adzlJ2 NI LISNER2YYy St Ay RAFFSNByd C(
pharmacy support workforce cadres working with pharmacisty? A y i N2 RdzOG 2 NB 3206t RS&EON.

With the most extensive knowledge ahedicines pharmacists aa contribute to the interdisciplinary team by
eliminating unnecessary, duplicative or egsize pharmacotherapy during the medicatisalection process. They can

also help in identifying and resolving medication therapy problems,-drugand drugfood interactions, and potential
adherence barrier$®? Researchers have shown that including pharmacists in interdisciplinary teams is associated with
lower ADEgelated to prescribing errors, reduced hospitalisation, and lower mortality r&¥&s> However, theres a

need to increase awareness of the value of pharmacists in healthcare teams, and imp&pesyriate policy changes

to optimise the use of highly trained pharmacists to improve the quality of healta’® 2

6.1 Advocate for the profession

It is also important for pharmacists to engage in advocacy initiatives for pharmacists in order to be more recognised as
an integral part of thenealthcare team that works to ensure patient safétyPharmacists are not yet recognised as
primary care providers in many countries and many other healthcare professiomatotiaware of how pharmacists

can contribute to an interdisciplinary team. $hian impede their work in patient safety in many wi®Because of

the differences in status, pharmacists can receive unfavourable attitudes from colleagues. Patients may not recognise
the experti® of pharmacits, which can therefore prevent them from trusting pharmacists and accessing high quality
care. Therefore, documentation of interventions made by pharmacists to prevent patient harm and optimise patient
care should be part of the routine prdme of pharmaists. Furthermore, evidence needs to be collected to support the

key role that pharmacists play in healthcare teams, in particular, of their contributions to patient &ty critical to

raise awarenessogpharmacists can be practising at full scope and contiitgib hightvalue activities related to patient

care. Additionally, pharmacists should work on building credibility and trust with other healthcare professionals through
building relationships andemonstrating competence.
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7.3 Medicinenames

Medicine names pose a risk to patient safety through labke and soud-alike (LASA) confusion, specifically for
prescribers andlispensers. Pharmaceutical companies should be required to test proposed medicine names to identify
and remedy potential LASA confusion with existing medicine n&rh&$SAconfusionalso concerns desigsf outer
packaging and the actual product in unit dose, involving colours, design, layout, font size etc. LASA confusion should be
assessed during the registration of medicines, and companieddbeuwiscouraged from using names that |di&k or
soundlike existing products. The rise of generic medicines manufacturingstiakeroblem worse. Both the regulators

and manufacturers should be held accountable and take this matter seriously. TdygeBnmMedicines Agency suggests

that authorities should enge that the proposed name of a medicine does not sound similar to the name of another
medicine; the labelling of a medicine does not look similar to the labelling of other medicines; and thietioas in

the product information(e.g., package inserts @ILspn the use of the medicine are clear so as not lead to medication
errors,*3for example where similar looking medicines are intended for different administration roGtasributing to

the LASA confusion is illegible handwritimgomplete knowledge of medicine names, newly available products, similar
packaging or labelling, similar clinical use, similar strengths, similar dosage forms, similar frequency of admministratio
and the failure of manufacturers and regulatory authi@stto recognise the potential for error and to conduct rigorous
risk assessments, both for ngmoprietary and brand names, prior to approving new product nafiés#® Some
examples include:

I Soundalike brand names: Lasix® (furosenmideliuretic) and Losec® (omeprazoleproton pump
inhibitor)!¢1 to avoid confision,the brand name for omeprazole has been changed to Prilosec in the USA

1 Lookalike brandstrengths Eltroxin® 0.01ug and Eltroxin® 0.005ug

1 Lookalike and sounéhlike brand names: Pulmicort® Turbohaler (budesonideral inhalation) and
Rhinocort® (bdesonider nasal inhalation}*¢and

1 Lookalike and sounghlike generic namestydroxyzine and hydralazinertramadol and trazodongor
cyclosporine/cyclosenie.

Also, @EZDrugID on Twitter provides réifé examples of of poorly designed ampes/outer packaging that put
clinicians at risk of selection errors

¢KS 21 hQa Ly ipopiptaniNargey Expert B@yp works to develop international-pmprietary names
for pharmaceutical medicinal substances for acceptance worldwide. Howbevand names are developed by the
LIN2 R dr@riufaciurer or sponsorand often differ significantly between countries. It is therefore advised that
pharmacists actively @&htify and manage the risks associated with LA®8icinesby regularlyreviewingthoseused in
their pharmacy and developing protocols on how to managerigies,e.g, storing lookalike medicines away from each
other on shelves and checking the indicai of soundalike medicined#’
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Many industries have incorporated safatyeasures in their everyday practice. Higgk industriessuch as aviation,
railway transportatiorandnuclear plants, have developed safety models that could be adapted for hesaikth

8.1 Lessons from the aviation industry

The aviation industry is widelited as a great role model of safety for the healthcare industry. The number of daily
flights has doubled in the past two decades, however, the number of fatal accidergdémeased ansiderably**8 The
healthcare industry on the other hand, has a midgher number of fatalities due to preventable safety incidences and
medication errors. It has been estimated that the annual number of preventable fatalities in loasadtis equivalet

to three plane crashes every da$f Pharmacists need to learn frothe experiences of the aviation industry in order to
improve patient safety?8

The aviation industry and healthcare industry have different priorities. The aviation industry faousesety and has
establisheda blamefree culture and a robust erraeporting system. In contrast, the healthcare industry has competing
interests such as financial and economic factors and reputation of the institution that impact patient safety. For
instance,in some countries such as the Uftients may not be giverhe most appropriatemedicinedue to their
insurance coverage. Safety is an obligation to airline comparvtieseasit is only a priority to some members of the
healthcare industry* One of the most important steps pharmacists need to take is to increas@reness of safety
issues irdirect patient caresettings and be conscious about patient safety when making clinical decléfons.

The human brain is subjeto three cognitive limitations when executing a procedure. We may not remember to
perform one of the stepsye mayremember but for some reason not perform the step vag mayexecute the action
incorrectly. Therefore, the aviath industry extensivelytilises checklists to avoid solely focusing on the memory of
pilots. Checklists are not as common in the healthcare industry. Pharmacists rely on their memory and experience to
execute procedures every day. There is a need forldiss and electronic remder systems to make sure no step is
missed during a procedure and no mistake is made during the process. The importance of technology during the
dispensing process has been shown in a study in the United States. In a hospitalosét than 200 beds, these of
technologyassisted workflow in thentravenousroom (a place for the sterile preparation wiedicine$ was associated

with detection of 14 times more errors comparadgth non-technologyassisted workflow#® Therefore, it is important

for pharmacists not to rely solely on memory and experience but to effectively utilise checklists and technologies such
as electroniceminder systems oclinical decision suppotb aid their work!48

{AYdzE F 2NE |yR &AGdzr A2yt GNIAYAYy3a INB dzaSR Ay LIAf204a:
to assess their continuous ability to perfin all necessary task¥he aviation industry also ensures that pilots have the
necessary nottechnical skills to handle safety isswalemergency situations, and avoid mistakés the other hand,

in many countries, pharmacists are not revalidatedmarevalidated every fewears and simulator/situational training

is limited during their training (howevethis may be slowly chamng). It is common for pharmacists to graduate from
pharmacy schools and not know how to handle a situation when a meéalicatror or safety issuarises. It is important

to introduce situational training into the pharmacy curriculum so pharmacists know what to do in the clinical setting,
g KSy | LI niayb®af siaReSA priotacdl 8n how to avoid and handle medicatierrors should become aalit

or an instinct. It is also very important to teach ntacthnical skills such as leadership, temmork, decision making,
situational awarenesand stress management, and how to manage fatigue, in order to avoid medicatiorserrde

first place*®

Working environments for pilots and pharmacists are very different. Pilots carry out thetoetdgy duties in what they

Ol f sterilé coakpif = | R #réelzdnd idvihic2they can focus on the progeslthey are performingThe cockpit

is sealed off from the outside and there are strict rules and regulations on who can enter the cockpit during the entire
FEAIKGD t KIEINYFOA&GAY 2y GKS 23GKSNJ KI yRI warkilawls cangtanttyy Sy @
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interrupted by incoming calls, questions from the pharmacy team and other healthcare professionals, emergencies that
arise in other departments, etc. These interruptions negatively impact the procedures that are being performed by
pharmacistspringingchaosand stress into the work environment, which increases the chance of error. There is a higher
chance of making mistakes when a pharmacist must switch between tasks (as can happen when tryingtésknulti
eg,NBGA So Imedidatiohchaftivlawa G Ay 3 F2NJ I y20KSNJ LI GASyiQa YSRAOLI
G§KNRdzZZK FNRBY GKS O2YYdzyAde LIKINXIO&O® ¢KSasS AydSNNYzLI
calculations, failure to detect inappropriateedicinesuse, or errors ifprescribing, as well as othpptential mistakes,
including dispensing errors. Therefore, a distractilee work environment is very important to ensure patient
safety!*8 The Institute for Safe Medication Practices estinsdbat pharmacists are distréed and interrupted as often
as once everywo minutes. To help decrease these distractioti® institute has offeredstrategiesthat are easy to
iYLX SYSyGZ YR Y@ RNYYFGAOItte o0SySTAG GKS ljdzrtAde 27F
 Implementing ax ginterruptionz2 y $ éa discreet area for critical medication tasks that is cordoned off with
visualmarkers to signify that talkg and interruptions are not permitted
1 Checklista posting a checklist of important poisitn work areas can help pharmacists to reference where
they stopped when a task is interruptednd
1 Alerts, alarms, and noisas reduce the frequency of invalidnsignificant or overly sensitive computer/device
alarms to promote the delivery of critical notificatignand minimise the noise of overhead page and
unnecessary chatter in preparation areas.

Aplane is considered one dfi¢ safest modes of travel and the aviation industry has a highly succagsiiibn safety
reportingsystem. Charles Billings, the architect of this system, concluded that people do not report adverse events due
to two major reasons: fear of embarrassmermiunishment or litigation; and lack of belief that reporting will lead to
AYLINROSYSyYyilod ¢KSaS nelcdturé LINFE dzi B8 K SRivwhEr&ibiNi@ualswhdaies ( NB
responsible for an error are blamedr the consequences. This esurages people to cover up errors for fear of
retribution instead of reporting them for future improvements in the safety cultti_ack of reporting in healtbare

in general is a common issue. It is crucial gharmacists to adopt the cad S LJ{ juscilturé, which focuses on
identifying system flaws that can be resolved to in order to promote patient sdfefgyR Y2 @S | gathdogidaNR Y |
cultureéé = g KSNB T Af dzZNBa | NgBoreddzy ihdividBIR Who G Shidt Ny Rhe patiént 2avd
process are punishetf?


https://www.pharmacist.com/deflect-distractions-and-intercept-interruptions?is_sso_called=1
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Pharmacy educators have a responsibility to educate future pharmacists on the key concepts outlined in this document.

It is also importanhfor practising pharmacistsas well phanacy support personnel (e.g., pharmacy technicizm&eep

up to date with the current concepts regarding patient safety through continuing education ardriddearningFor

the purpose of this document, the€us will be primarily on pharmacy studenyet the core principles outlined in this
publication are applicable to all learners, including current pharmacists, technicians and interns. Importantly,
introduction to the systems approach to process improvemmust occur early in pharmacy traininmphasising

A0NI GSTIAO0 LINBPOSaa LXFYyyAy3ds REFEGE O2ttSOGA2y> Fylfteéara
international pharmacy paradigm from a culture of blame and inefficiency to ongefgy and coordination. Repeated
intervenli A2ya YI& 0SS NBIdANBR (2 OKFy3S FyR AYLINRGS aiddzRSy
culture ! Teamwork between healthcare professionals and other stakeholders in the patient care pioessential

for this model to be adopted successfully around the world.

Teamwork is best learned wh students work within a team that is cooperating, communicating and collabor&ing.
learning together early in professional development, students hawegportunity to first be themselves, expose their
vulnerabilities and share a mutual excitement fearning before they take on their disciplibased professional
persona.'>? Casebased learning in this contexfan be an effective strategy to help students understand and apply
critical patient safety concepts. Cabased learning encourages shared probisoiving where teammembers have

equal access to information, while experiencing a common (and shared) igitahtawareness. Educators are
encouraged to use new models of teaching to explore and test knowledge in patient safety. Traditional teaching
methods may need to giwvway to greater problenbased learning and role playing. Simulations provide opportunities
for students to see the same or slightly modified scenarios over and over until they achieve competency with every
procedure that involves risk to the patient. Thraduggambased models of training, we can better prepare the future
workforce to provide tle safest possible care to patients.

As healthcare professionals become more and more aware of patient safety, research is needed to identify systematic
approaches andnethodologies that will help deliver patient care more safely. The WHO identified af saire
competencies regarding patient safety while conducting research in 2008. In 2012, the WHO puiftistient safety
researcht ! 3dzZA RS F2NJ RS@Sft 2 Llanyhaw td deleloy thegedconhdbt@nadd khio0gs taitored
training programmed%3The guide provides exampleslerning objectives and steps for course developmatdwing
educators the ability to choose which competency to teanold Aow to teach the students according to their specific
needs.

Ultimately, additional didactic and practidgmsed opportunities musbe developed to sufficiently train the next
generation of pharmacists in foundational and emerging patient safety methideVHQQ @ulti-professionapatient

safety curriculum guideé Yl & KSf L) Syadz2NB LIKI NXYIFOAada | ON®aditical KS & 2
principles®® Recognising the importance of teamwork in the context of medication safety, together with a culture of
ongoing learning, the curriculum guide takes an interdisciplinary perspective. It is designed to provide an overview of
those aspea of medication safety that should be taught to undergraduate and postgraduate healthcare students as
well as to practing healthcare professionals. It also aims to encourage a culture of ongoing interprofessional learning
and practice in relation to medation safety. The intended audiences are undergraduate and postgraduate healthcare
students, pracsing healthcare professnals, their educators and relevant professional bodies. It is being designed to
support interprofessional learning where possibie, which students or qualified professionals from different
professional groups learn together and from each other to ea&fflective collaboration and improve health outcomes.
Much of the material is structured around the four domaimaeflicines patients and the public, healthcare
professionals, and systems and practices) and the three priority areas (polypharmacy,drensftcare and highisk
situations) highlighted by the GlobRhtient SafetyChallenge%28

FIP published a global competency framework in 2012 which is suitable tasusenapping tool for the creation of
country-specific competency standard® This framework wasleveloped after conducting a comparatigeudy with

the aim of identifying common behaviours within existing frameworks used in seven countries. Data obtained from this
study was consolidated into four focus areas or domains:

1 Pharmaceutical public hedlt(population focus);
1 Pharmaceutical cargpatient focus);
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1 Organisation and management (system focus); and
1 Professional/personal (practice focus).

Patient safety is a thread that runs through everything a pharmacist does every day, whether directlyramtlindi
Behaviours positively impactingent safety should be fostered during undergraduate studfasither, patient safety
should be included as part of lifeng learning plans to ensure continued understanding of contemporary strategies
and best pactices to optimise patient safety. Obt@ig certifications and credentials is one way pharmacists can
distinguish themselves as patient and medication safety experts. For more information on organisations offering these
educational opportunities, referotthe resources section.

Competencies dactly impacting patient safetinclude

Identification of patient healtkrelated problems based on signs and symptoms;

Determination of appropriatenedicinesfor individual patients;

Dispensing skills;

Gounselling Kills, advice and provision of informatipincluding correct use and medicingt®rage;
Monitoring medication therapy and resolving any medication management problems for patents;
Promotion of health, wellness and lifestyle.

= =4 =4 -8 -4 =4

Competencies indirectlyripacting patient safetynclude

Hfective and efficient supply chain management to ensure availability of essential medicines;

Responsible sourcing ohedicines

Gontinued updating of knowledge and skills through continued professional development;

Adherence to national legislation, regulatoryfairs, practice guidelines, code of conduct, ethics code, and good
pharmacy practice guidelines;

Development and adherence to standard operating procedures

Policy development as part of governanceneddicines management (at organisational and natioeetls);
Participation in research; and

Efective management of epidemics and/or disaster managenight.

=A =4 -8 =4

=A =4 -8 =4

9.1 Quality assurance

For pharmacists to lead the improvement of hospitals and heslttems, tey need to have a functional understanding
of quality assurance in health systems. Some useful tools and models include the continuous quality improvement
model, PlarDo-StudyAct cycles, the Lean Production System, and Six Sigma.

Qualityassurance is ammportant subject. Some universiti@ndinstitutions offer a curriculum on quality assurance. In
the Netherlands, undergraduate pharmacy students followricula on pharmaceutical QA about the product
(medicines) and the health system (transition betweprimary and hospital care)The Institute for Healthcare
Improvement (IHI Cambridge, Massachusetts, USA) Open School offers courses on quality improvéoodnisuch
as The Plaibo-StudyActworksheet for documenting a test of change developed byitiséitute.
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The global cost associated with medication errors has been estimated by the WHO 42 hifion per year. But what
does this coslook like for patients and families who have experienced harm due to error? What is the costttechea
professionals who are implicated in medication erfgisA y OS ¢S 1y2¢ GKI G (GK2a$sS 6K2 LN
KENXYeEK t1 GASY G 2 Tag @S dley R aY SRASONEGA2Z Re Q&4 o0dzaAy Saasx odzi L

Pharmacists contribute tonedication safety and drive safer healtlare wherever they work. Pharmacists use their
SELISNIA&ASE ¢2NJAy3 O2ff 62 NI mfo@SBimise thg dsé & médiciSes fail patiengsy ( Q &
Pharmacists empower patients to manage their medisisafely and effectively to reduce the risk of medicatielated

harm. Pharmacists advocate for safer work environments for all healthcare staff whelingamedicines as part of

their job. They do so by leading and supporting safety, quality and dhergance of medicines at organisational,
national and international levels. Pharmacists work within the medicines industry and regulatory sectors. Pdtarmaci

also work in research and academia to drive evidelmaged practice, and to educate and prepénese entering this

dynamic and evolving profession. In essence, all pharmacists may consider themselves as medication safety pharmacists
T advocates for daty within the healthcare system and for each individual patient.

Pharmacy practice and serviceligdery may look different across the world, although there are probably more
similarities than differences. The common challenges facing pharmacists inotrdasingly complex medicines and

the issue of polypharmacy or inappropriate use of medicineseargiiring optimal transitions of care for our patients

in spite of fragmented healthcare systems or models of service delivery. There is also theepfterd issue of being
under-resourced and timgoor (and not being able to deliver as much as we wgeldonally and professionally want

to). We can learn a lot from each other for example through the case examples and snapshots included in this
referencepapert to see how effective policy or national agendas, innovative models of care, techrudsgy
advances and so on can benefit patient and medication safety. There are many practical resources and tools (provided
in Section 11 of this reference papérto support best practice.

This reference paper is a personal and professional challenge toaathphists, as well as the profession as a whole, to
keep patient and medication safety at the forefront of practice and to aim higher for continuous impemtén patient

care. We need to collaborate for maximum impact and efficiency, and we need todesitive to adapt to the natural
constraints of the healthcare environment. Lastly, we need to refuse to accept the status quo when we feel something
A a Ga j HzA (it Sfor thak sAke df burselves, our fellow healthcare professionals, and our patiedtgain familes.

What changes can you make to your practice today, and what can you do as an advocate for safer medicines use for
G2Y2NNR oA LI GASYD

Tods and resources

Thereis a multitude of international professional, regulatory and quality organiss that have a role in patient and
medication safety, quality improvement and regulatory compliance. Pharmacists are encouraged to work with their
localand national governments and regulating bodies to implement jurisdiedjmecific patient safety itiatives.

To assist pharmacists, there are international organisations that provide guidance and best practice recommendations.
Some of these organisatiomase listed below:

1 World Health OrganizationAs part of its core functions, the WHO works on patient safety policies and
strategies in its member states. Clear policies, organisational leadership capacity, data to drive safety
improvements, skilled healttare professionals and effective involvemaesft patients in their care are all
needed to ensure sustainable and significant improvements in the safety of hezath The WHO not only
provides resources for healthcare professionals, but &sgatients and caregivers. For instance, the WHO
publishal 6 Moments formedicationst ¥ Std guile patients and caregivers to consider medication safety
during the care delivering process. The document identfiieskey moments (starting anedicine taking a
medicine, adding amedicine reviewing medicationstopping amedicing and questions people should ask
during these moments to ensure medication saf&ty.

o WHOdM®b Moments formedicationsafetye for patients and consumers
https://www.who.int/patientsafety/medicationsafety/Smoments/en/

o WHOdMulti-professionapatient safety curriculumguides


https://www.who.int/patientsafety/medication-safety/5moments/en/
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https://www.who.int/patientsafety/education/mp_curriculum_quide/en/

o WHOCdPatientsafety research: A guide for developing training programénes
https://www.who.int/patientsafety/topics/research/developing_research training programmes/en/

1 Institute for Healthcare Improvement (IHi)}Founded by Don Berwick, Mibge IHI hasa vision that eeryone
has the best care and health possible. To accomplishittieS nhissian@do improve health and heattare
worldwide. ThelHI is notable foits continuous quality improvement best practices and various other efforts
to improve patient safey.!¢ It also published the Open School Online Courses which students and junior
practitioners can access for free to build competency. This online module is centred on quality improvement,
patient safety and perscuentred are %’

1 Institute for Safe MedicatiorPractices (ISMP)helSMP is one ofe oldest and largest organisations which
focuses on medication safety. Founded by Michael Cohen in 1884, { at Qa YA aaizy Aa (2
independent patient safety organisation that leads efforts to prevergdimation errors and ADEs. The
organisdion works to advance patient safety worldwide by empowering the healthcare community, including
consumers, to prevent medication errors. A fewtbé L { at Q& | OGAGAGASAa Ay Of dzZRS N
reports and ecommending improvements, publishingwsletters and consulting. It defines and annually
updates a higkalert medication list that focuses on, for example, antiarrhythmics,-dmtmbotics, opioids,
sedativesand concentrated electrolytes. Examples of oesces include:

0 Medication Safety Culte Indicator Matrix (MedSCIM)
https://www.ismp-canada.org/download/hnews/20180RIospitalNewsMedSCIM.pdf

o ISMP Gap Analysisdldor Safe IV Push Medication Practice
https://www.ismp.org/resources/gaganalysistool-safeiv-pushhrmedicationpractices

o0 ISMP Medication Safety Self Assagnt for Community/Ambulatory Pharmagy could also be used for
hospital pharmacies)
https://www.ismp.org/assessments/communigmbulatorypharmacy

o ISMP Medication Safety $élssessment for HigAlert Medications
https://www.ismp.org/assessmnts/high-alert-medications

1 ISMP Safe Practice Guidelines for Adult Intravenous Push Medications for hospitals
https://ismp.org/sites/default/files/attachments/201711/ISMP97Guidelines0714153.%20FINAL.pdf

1 Accreditation and The Joint Commission (T.J&)ceditation is an important concept directly related to the
quality of care provided at a healthcare institution. Specificaltgreditation is a method for ensuring an
organisation achieves and maintains higinality patient careé-> Patient safety is paramount for all accrediting
bodies, and typically the accreditation process is voluntary. The international component ofHEJTgint
Commission Intgf I GA2y I 2 Gée2Nla G2 AYLNRGS LI GASyd arfFsSae
O2YYdzyAle¢

1 International Medication Safety Network (IMSN)'he IMSN is an international network of safe medication
practice centres that ogrates medication error qgorting programmes and produces guidance to minimise
medication errorst>® An exanple ofits guiding documets is the IMSNGlobal Targeted Medication Safety Best
Practices which was released in June 2019. The document provides tlargetd medication safety best
practices regarding the safe use of methotrexate, potassium injections and vinca alkaloids. Specifically,
pharmacists are asked to perform extra verification and documentation for methotrexate prescrips&ing
for dosesthat are more frequent than onca week!®

1 Patient Safety Movement FoundatiofPSMF) The PSMFhas developed more than 30 evidenbased
solutions to over 17 patient safety challengasrentlyfacing hospitals. The solutions are updated every year
to ensure their accurac The Patient Safety Solutioagp provides userwith access to akctionale patient
safety solutions and allows the to share content across organisations and healthcare netsAik


https://www.who.int/patientsafety/education/mp_curriculum_guide/en/
https://www.who.int/patientsafety/topics/research/developing_research_training_programmes/en/
https://www.ismp-canada.org/download/hnews/201802-HospitalNews-MedSCIM.pdf
https://www.ismp.org/resources/gap-analysis-tool-safe-iv-push-medication-practices
https://www.ismp.org/assessments/community-ambulatory-pharmacy
https://www.ismp.org/assessments/high-alert-medications
https://ismp.org/sites/default/files/attachments/2017-11/ISMP97-Guidelines-071415-3.%20FINAL.pdf
https://www.intmedsafe.net/imsn-global-targeted-medication-safety-best-practices/
https://www.intmedsafe.net/imsn-global-targeted-medication-safety-best-practices/

pa4|

1 American Society of Healt$ystem Pharmacists (ASHRhe ASHP has recommended quality measures for

health-system pharmacy through the 2019 update from the Pharmacy Accountafddigsures Work Group:
https://doi.org/10.1093/ajhp/zxz069

1 Institute for Healthcare Improvement (IHI)One of the recogisable dobal credentials is the Certified
Professional in  Patient Safety (CPPS) qualification which is managed the IHI:
http://www.ihi.org/education/cppscertified-professionalin-patient-safety/Pages/default.aspx



https://doi.org/10.1093/ajhp/zxz069
http://www.ihi.org/education/cpps-certified-professional-in-patient-safety/Pages/default.aspx
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11.1 South Africa: Patient safety programmes

Author:
Mariet EksteenPharmaceutical Society of South Afri€outh Africa

In South Africa, the iarmag Council has been developing rules relating to good pharmacy practices (GPP) since
20041 The core of pharmacy activity, listed as one of the GPP requirements, is the supply and distabongaitines

and other healthcare products, the provision of appropriate information and adeigatients, ensuring the correct

use of medicine and monitoring the effects of the use of medicines. These activities together are known as
pharmaceutical car.*?* The following rules could minimise medication harm and increase patient safety in the practice
setting.

The dispensing of medicisé & 'y Ay G S3INI t  Ldhilpdity vehdn wirkiry withligdtiexds’ lit Cokildi ke © a
either prevent or treat disease(s) on an acute or chronic basis. In this context, the dispensing process is divided into
three phases, namelynterpretation and evaluation of the prescriptippreparaion ard labelling of the prescribed
medicing and the provision of safe and effective usetlué medicinel?

From the first phase of dispensing, pharmacists play an important role in enquatient safey and reducing the
potential harm associated with medication. The following precautions will assist the pharmacist to perform the first
phase of patient safety measurés

1 Confirmationof the integity of the communication (prescription) together with clear identification of the
patient and prescriber, authenticity of the prescription to rule out drug abuse or misuse and clarify the type of
GNBIFGYSyd I'yR (GKS LINS theOn:Hoin anicheck tiieid8syge fony sirebgth, dosey
method of administration and duration of treatment and inform the patient of the benefits and implications
of generic substitutionwhich is allowed in South Africa

1 Assess the prescription to sare the optinal use othe medicine by reviewing therapeutic aspects such as the
safety ofthe medicine, possible contraindications and mediemedicine or medicinglisease interactions and
potential treatment duplication. Further assess the appropriates of the teatment for the individual and the
indication for which themedicineis prescribed, together with other social, legal and economic aspects.

1 Pharmacist interventions in this stage includes communication with the prescriber regarding anyiedentif
problemsfrom the evaluation process and discussing an acceptable plan of action to address these problems
together with the prescriber and patient.

A different approach to patient safety is used during phasef dispensing when the prescribededicineis being

prepared and labelled. The three most common dispensing errors that occur in hospital pharmacies are selecting the
incorrect item, selectinghte incorrect strength, and selecting the incorrect dosage f&finall dispensing procedures,
regardless of who has performakem, must always be carefully checked for accuracy and completéfidsabelling

of dispensed products must be clear, legible and indelible tomige any potential harm caused by incorremtdicine

use by the patient. Cautionary/advisory labels assist in highlighting important rffeflici A y ¥ 2 N | (avioly & dzO
alcohot Xomplete the coursé dnaydcause drowsineésIakeiwith food = S O ®

Comprénensive patient information and correct understanding thereof are critical in the correct use of medicines to
avoid failure ottherapy resulting in wasted resources and increased healthcare.cdten it comes to the provision

of information and instructins to the patient to ensure the safe and effective use of medicine (phase 3 of dispensing),
information must ideally be struated to meet the needs of the individual patient and must alwaygilmvidedwith
professional judgement. Administrative erroneadhe second most common medication erfé¢The pharmaist is also
responsiblefor assessing the patient for signs of compliance, effectiveness and safety of therapy. If needed, the
pharmacist should identify areas for modification while monitoring the patient outcotfles.
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The purpose of providing patient information is to empower individual make their own decisions about the
treatments and to take responsibility for their own health. It further encourages effective use of medicines, which will
ultimately result in patient safet{?!

In a hospital or institutional setting, medicigare dispensed for individual patients on a doyday basis. To ensure

path Sy G al ¥FSdez | &dzh G orheSicifesnds] be avhilSbleinNd@ fvdrd3@ sephrately stalle thd Sy (i 3
medicines of each patient. Any unuseahedicinesshould be returned to the pharmacy after treatment is changed or

the patient is dischargs to avoid unnecessary medication errdfs.

Patients approach the community pharmaciily with health-related questios or concerrs, such as advice on
symptoms. Enoug information must be obtained from the patient regarding their request for advice to ensure the
pharmacist can conduct a propassessment relating to who has the problem, what symptoms are experienced and for
how long, what actions amedicinewas takento date to relieve the problem as well as other currenédicinesused

by the patient for known acuter chronic conditions?! Appropriate advice must always be given to the patient in the
case of mor selflimiting health problems, and only when necessary should medication therapy be recommended.

It might be that the symmims experienced are not due to a minor ailment but rather associated with a serious
condition. When the pharmacist suspects tlatér, they should refer the patient for immediate medical advice to
another appropriate healthcare professionalich as a gearal practitioner.

With newmedicinesentering the market almost daily, @ansometimes be difficult to defrmine the most appropriate
treatment from so many options. To assist pharmacists and healthcare professionals in selectmgl dmatment
which is evidencdased, countries should develop national standard treatment guideliness(Sdd@taining an
essatial medicines list (EML). The rationale for developing and maintainingedfi_is to provide equal access to
medicines, improve supply of the limited items and therefore lothercost of medicines procured.

The WHO describes essential medicines as thitestesatisfy the priority healthcare needs of the population. Essential
medicines are intended to be available within health systems at all times in adequate quantities, in the appropriate
dosage forms, with assured quality and adequate information, aredpaice indiviluals and communitescan afford*

The concept of essential medicines incorporates the need to regularly update medicines selections to:

1 Reflect new therapeutic options and changing therapeutic needs as new products are registered and/or enter
the market;

Ensure medicins qudity; and

Ensure continued development of better medicines, medicines for emerging diseases, and medicines to meet
changing resistance patterns.

f
f

In South Africa, the criteria for the selection of essential medicines were based on the WHO guidelinewifty dpa

a natilmal EML Essential medicines are selected with due regard to disease prevalence, evidence for efficacy and safety,
and comparative cost. The implementation of the concept of essential medicines is intended to be flexible and
adaptable to maw different siuations. It remains a national responsibility to determine which medicines are regarded

as essential®® South Africa currently has four S3@hd an EML approved as primary references in the public health
sector,namely, primary healthcarelevel, hospitallevel @dults), hospitallevel paediatrics) andhospitallevel ¢ertiary
andquaternary):66

Pharmacists in South Africa praetin many different settings under the rules defthbythe Pharmacy Council on good
pharmacy practice. Pharmacistee key members of the healthcare team and are in good positioptionise safety by
ensuringoptimal evidencebased treatment with minimal harm
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11.2 USA Patient safety programmes
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Pharmacists are an integral part of the healthcare team and are ranked amengdist trusted and accessible
healthcare professionaf$? In February 2017, a public opinion poll among nearly 2,000 registered voters found that
6% of voters visit the pharmacy at least once a month, offering many opportunities for pharmacists to counsel and
advise on healticare matters 1 In the United States, pharmacists continue to hsitioned as the most accessible
healthcare professional. Newly licensed pharmacists are required to complete six to eight fyedrscation that is
focused on learning disease states and thedicinesused to prevent and treat therhAs medication expest
pharmacists play a vital role in ensuring the safe useedicinesby patients.

Thehealthcare system in the US is complex, as it is delivered and regulated by many stakehalielisg privateand

public entties at the federal, state, local county and city levVéfAll professionals in the healthcare system are subject

to regulation from multiple government as well as ngovernment agencies. Major federal regulatory organisations
include the Centes for Medicare and Medicaid Services @Mhe Centes for Diseas€ontrol and Prevention (CDC),

and the Food and Drug Administration (FDA), all of which fall under the US Department of Health and Human Services.
Furthermore, independent nogovernment and provider organisations such as the Aca@ Pharmacists Associatio

(APhA) and the American Society of He&tstem Pharmacists (ASHP) play an important role in advocating for patient
safety resources nationally. In the US, pharmaceutical products are primarily regulated at the fedelsl teedfrDAS®

The Patient Safetgnd Quality Improvement Adf 2005 (also known as the Patient Safety Act) authorised the creation

of patient safety organisations (PS®@$)The goal of PSOs is to reduce the risks and hazards associated with patient
care. K S &ervé as independentxéernal experts who can assist providers in the collection, analysis and aggregation

of patient safety events to develop insights into effective methods to improve quality and éafety ¢ KS | 3Sy Oe
Healthcare Research and Qi AHRQWwebsite (https://www.ahrg.gov/) provides a list 093 PSOs that are federally

listed.

The role of pharmacists in patient safety has greatly expanded over time. A cot®fuocpharmacy practice tating

to the safe distribution omedicinego patients is ensuring the right dose of the righedicinereaches the right patient

Fd GKS NAIKG GAYS o6& (KS fiveKkights & Hoiewz( Bebnumbkriaddonipexitylof 2 6y |
medicinescontA y dzS& (2 AROMNENI D alia NRt S& FyR NBaLRYyaAoAt AGASaA
distributioné @ Pharmacists provide patient care in almost all healthcare settings.

11.2.3.10utpatient community

In the outpatientcommy A i@ &ASGAOAYBEABKIENKIF ©S ad a0 dieyights ATy @MIKABRO AS1y3a
medicinemedicind medicinediseasemedicinefood interactions, documenting allergies, and counselling patients on
indication, administration and possible afge effects. Pharmacigirovided immunisations and medication therapy
management are also vital in helping to keep patients 8#.KS Ly adAddziS F2NJ {I FS aSRA
workbook dimproving medication safety in community pharmacy: Assessingsk ard opportunities for change is

designed to help community pharmacy staff identify potential medication safety risks and prevent errors. Pharmacists
YR LKFNYFO& LISNE2YYSt KeydBnerfisbot #sedeadiSaion usesystént Gvailatjleaortte &

ISMP websitdttps://www.ismp.org/).172

11.2.3.20utpatient ambulatory

TheASHP has a guideline that onéisthe minimum standard for ambulatory care pharmaciE&TheASHP recognises
pharmacists as an essential part of the medication safety team. Their roles include:

1 Using a systembased approach to review errgr


https://www.ahrq.gov/
https://www.ismp.org/

p48|

1 Reviewing neamiss medication errors

1 Analysing the root cause of medicatierrors, and

1 Working with staff to implement systems that include proper checks and balances focused on protecting
against human error and mitigating risk.

11.2.3.3Hospital

Pharmacists play a crucial role in both the planning and leading of medication safety programmes and improvement
initiatives within heahcare organisation’* Examples of initiatives include: developing wglecific protocols fohigh
alertmedicinesidentifying and evaluating higfisk processes that require special attention; training of staff; evaluating
medication error data; evaluating anehplementing new medication technologies; and fostering robust error reporting
proces®s!’™ Clirical trials of investigational drugs are another area in which pharmacists have a fundamental
position1’*Pharmacists have the potential to serve as consultants during protocolaf@went, become members on
research committees, integrate information technology irfte medicinesuse process, develop order sets for
providers, create targeted alerts, and educate the medical té&Rharmacists are also becoming increasingly involved

in transitions of care programmes to redueeors and improve car&®

11.2.3.4Regulatory

As mentioned above, the FDA is the majegulatory agency that oversees drugs in the US. However, other agencies
such as the CDC, CMS, and the AHRQ are also highly focused on reducingamestizat and improving patient

safety!’” Pharmacistsvho work for the FDA support patient safety by perfang research on new investigational

drugs, evaluating drug proposals submitted by pharmaceutical compasigseilling postnarketed drugs, and

advising on significant new drugs and developméfitThe FDA also publishes safétys f | GuifldRce doindustryé

docunents to advise pharmaceutical companies on how to enhance patient safety. Examples of other
pharmacovigilace resources include Risk Evaluation and Mitigation Strategies (REMS) to ensureYtaRa& OA y S Qa
benefits outweigh the risks and the Bad Ad Prograanta ensure that prescriptionmedicine advertising is not
misleading®

11.2.3.5Industry

Pharmacists woiikgin industry have a focus on patient safety as well. They can be involved in the development of new
medicinegshat are both safe and effectivand mayserve as medicaciencdiaisons, which help prescribers learn how

to appropriatelyprescribe newmedicines'’® Pharmaceutical companies alsave departments dedicated to patient
safety, such as pharmacovigilareed global patient safetyThroughout the lifecycle of a drug (from the start of the

drug developnent process to when it reaches the market), pharmacists engage in pharmacovigildnke@érelafing & a
to the detection, assessment, understanding and prevention of adverse effects or any otherethtegl problenibé’
Furthermore, pharmaceutical companies are expected to adhere to resemdations by regulatory agencies, such as
the FDA, that may require them to updatecthabelling of a specific product.

As healthcare is becoming increasingly complex and the humbenedicinesavailable is rising at apid rate, it is

essential to utilise the skills and expertise of all members of thalthcare team. One way that pharmacists can
significantly improve the quality of patient care is by working collaboratively with other healthcare professionals (e.qg.,
physicians, public health professionals, nurses, etc.) and the best way to emphasisggh#dicance is to collaborate

and communicaté® The impatof collaboration on patient safety has been studied in various contexts. Several studies

have identified a reduction in medicals err@rso X 8 ¢ K Sy A y (i SbNhiN®istsBoagiahdeamnstare Gantd

to work safely, cooperatively, and inG2 2 NRAY | G SR gl & (2 | @2AR 3¥' O#promgle Ij dz f A
the interprofessional teami healthcare, groups that work as a team must train as a team and ongoing piaiass
development is crucidf?

Advanced technologies offer many opportuagito enhance patient safety. For example, an increasing number of
hospitals have implemented pharmacy IV workflow managementesys to assist in the preparation, verification,
tracking and documentation of compounded sterile produé&Some key features of these systems include mamya
barcode scanning of each ingredient, standardised preparation steps, generation of labels, automated calculations,
assignnent of beyonduse dates, reduction of drug waste and creation of a complete electronic audit trail. Some
systems also add graviieNA O  Ito/confir@ thela&curacy of the additives and base solutihAnother innovatie
technology used for the compounding of IV solutions is automated robotic technoldggh mitigates the potential
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for human contact and error, supporting a safer and more sterile means of IV prepat&tidme use of simulations is
also emerging as a way to shape the perception of pharmacy students regarding medication errors and patietif safety.

In the US, the education of pharmacists, physicians, nurses and othehte@tpracitioners is rapidly evolving to
incorporate interprofessional education as a central component of the respective academic d&€greseralUS
institutions offer patient safety courses to healthcare providéfszor example, the National Patient Safety Foundation
has its own patient safety curriculumitiv continuing medical education modulesThe AHRQ provides a wehl of
information, tools and resources for training in patient safety. Also, the Institute for Healthcare Improvement has free
online courses on quality improvement topics and patient safétjany organisations have also taken on initiatives

to educate patients and prescribers about how medication safety can be impf8¥&thally, postgraduate training
programmes such as residencies and fellowshifat specialise in méchtion safety are also available.

Pharmacists pracde in many different settings and are considered fundamental members of the healthcare team. With
expanding roles, pharmacists have an obligation and duty to redaa by optimising safety

11.3Canada: Patient safety programmes
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In Canada, momentum is building with efforts undeay to improve patient safety. The Institute of Safe Medication
Practices Canada (ISMP Canada)jndependent, nofor-profit organisation with the aim of advancing medication
safety in healthcare settings across Canada, was established inl300R.Canadeollaborates with regulatory bodies,
policy makers, provinciahational and international organisationand the pharmaceutical industry to promote safe
medication practices.

In 2003,The Canadian Patient Safety Institute (CR@H estalished byHealth Canadavith the primary objective to
provide quality and safe healthcare to Canadians through providing natiomkrsaip and coordinating efforts related
to improve patient sadty. Standardisation of medication safety initiatives and the institutioAadreditation Canada
became a driver for setting medication safetandardsacross healthcare organisations. Pharmacists areroftvolved
in ensuring standards relating to patient and medication safety are'fiet.

Pharmacists have unique tramg and skills to act as medication safety stewards through drug therapy management
and analysis ahedicines us@rocesses to mitigatmedicationrelated outcomes that can cause hatfiFurthermore,
community phamacies in Canada fill on average over 600 million prescriptions each year, which situates pharmacists
as ideal healthcare providers to be involved in medicatidetgaand error reduction initiative&!

The pesence of pharmacists in primary, acute and kbergn care as well ag policy and industry settings in Canada
creates an opportunityor pharmacists to act as leaders in medication safety.

In Canada, both the fedal and provincial governments play a role in medication safety. Health Canada, a federal
government entity, ensures the availability of safe and effecthnazlicinesand health products across the country. In
2014, the Protecting @adians from Unsafe Drugsct (Vaness@ Law) introduced regulations to improve Health


https://www.ismp-canada.org/index.htm
https://www.patientsafetyinstitute.ca/en/Pages/default.aspx
https://www.canada.ca/en/health-canada.html
https://accreditation.ca/intl-en/
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Canada's ability to review and manage therapeutic products and improve transparency related-togr&st safety
information!

As of December 201%eqgulationsput in place by Health Canada will require hospitals to report serious adverse drug
reactions with the intetion of improving the quality and quanyitof reportedADR<go0 allow for better monitoring by
Health Canada and allow for national oversight of a significant component of medication safety.

Health Canada is a partner of the Canadian Medication Incideppi®ng and Prevention Syster@MIRPES a pan
Canadian programme which aims to reduce and prevent medication incidents in Canada. Other pattre@G\iPRS
include ISMP Canada, the Canadian InstifateHealth Information CIH), the Canadian Patient Safety Institu@RS|
and Patients for Patient Safety Canada. Specific requirementadndatory medication incident reportingan vary by
province, with provincial governments responsible for administering healthcare services.

In certain provinces, there are provincial regulations that mandate medication incident reporting in healthcare
institutions. There is a common recogdoit that reporting incidents is most effective within a safety culture, whereby
staff feel safe to report without fear of reprisafthe CIHI administers a National System for Incident Reporting (NSIR)
system which is a welbased application used by Canadian healthcare institutions to securely and anonymously share,
analyse and discuss medication incidents. ISMP Canadéghals regulabulletins capturing key trends and learnings

that healthcare that can be applied broadly. As a few examples, in Ontario, hospitals are required to report all critical
incidents related to medication/IV fluids tboth their internal incident reporting system and tbe NSIR. A critical
incident is defined in the Public Hospitals A®t.

In British Columbia, the BC Patient Safatg Learning SystenBCPSD) % a webbased patient safety evermeporting,
learning and management tool used by care providers across all healthcare organisations. The information helps to
identify problems and learning opportunities with the aim of improving safety.

In Alberta, d hospitals report medication incidentsrough the Reporting and Learning System for Patient Saft$p

The RLS is a system fdbéta Health Systeminternal reporting, which is focused on a system approach whetiema

safety is advanced by learning from clinical adverse events, close calls and hazards for the purpose of improving health
care.

Incident reporting in community pharmacies is under thaview of the provincial pharmacy regulatory authorities.
Many piovinces have either implemented or are developing mandatory medication safety proggmmEach
programme is grounded in the principles of a safety culture with medication incident date taséd for quality
improvement, noRpunitive purposes.

11.3.3.10utpatient setting

11.3.3.1.2Community

The role of the community pharmacist has changed significantly oveipdsé few yearsparticularly with marny
provinces adopting expanded scope practices that enable phartaacigocus more on the clinical aspects of direct
patient care!®?

Some exams of expanded scopes of practice in community pharmacy that can help to foster safer care and provide
pharmacists' the ability to exercise the full extent of their knowledge, skills,sdghjent include:

1SFEGK /FyFREFEQ& Wt NRGSOUA Y dhcludds yidwRules that strignytBeXs the rggailatisnSof tiseMpblzatia prddudts end
improve the reporting ohdverse reactions by healthcare institutiohsii A a | f a2 Ol rfandl RfterVaresssSYodng, Gaughterloftie >
Member of Parliament It is available here: https://www.canada.ca/en/healthcanada/services/drugkealth-products/legislation
guidelines/questionsanswersregardinglaw-protecting-canadiansunsafe-drugsactvanessdaw.html



https://www.canada.ca/en/health-canada/news/2019/06/health-canada-announces-new-reporting-requirements-for-hospitals.html
https://www.ismp-canada.org/cmirps/
https://www.cihi.ca/en
https://www.patientsafetyinstitute.ca/en/Pages/default.aspx
https://www.cihi.ca/en/national-system-for-incident-reporting-ereports-web-tool
https://www.ismp-canada.org/ISMPCSafetyBulletins.htm
http://bcpslscentral.ca/
https://www.albertahealthservices.ca/medstaff/Page8393.aspx
https://www.canada.ca/en/health-canada/services/drugs-health-products/legislation-guidelines/questions-answers-regarding-law-protecting-canadians-unsafe-drugs-act-vanessa-law.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/legislation-guidelines/questions-answers-regarding-law-protecting-canadians-unsafe-drugs-act-vanessa-law.html
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1 The ability to apply therapeutic substitution provinces such as Alberta, British Columbia and Nova Scotia
and
1 The ability to administer injections, including influenza vacaiseoss many Canadian jurisdictiofis.

Community pharmacists also act as ttedon between prescriber and patierlowing for the opportunity to review
patient profiles for allergies, interactions other issuesrelated to prescribed therapies in order to reduce the risk of
harm and improve outcomes. Another important aspecpafient safety in community pharmacy is internal continuing
quality improvement (CQI) programes, as well as provincially mdated CQI programes that allow pharmacies to
perform root-cause analysis and learn from incidents.

11.3.3.1.2Ambulatoryt family health teams

Pharmacists in family health teams (FHTs) are uniquely situated within a team of healthcare providers suobsas nurs
registered dieticians, respiratory therapists, occupational and physiotherapists as well as prescribers. This allows for the
ability to not just communicate with other healthcare providers, also toactively collaborate on patient care in a
multidisciplinay approach. FHTs in Ontario, for example, often prowdeenday per week access to care, are
supported by electronic medical rems and provide a broad range of services that are tém®sed:®* %°In the FHT
model, pharmacists are taking on an increasingly prominent role as members of the interdisciplinary team with focused
skill sets in paindiabetes management, anticoagulation and other areas. This role allows for more insight into
medicationtherapy and theefore can play a significant role in patient safety. FHT pharmacists typically carry four core
roles including patient care, educatip quality improvement and system level projecs well as healthcare system
navigation®* FHT pharmacists often partner with community and acute care pharmacists in ordeslgowith
transitions of care or for communicating medication therapy plans to ensure that all members of the circle of care are
aware d any changes.

11.3.3.2Hospital

The role of the pharmacist in patient safety in the hospital setting is multifactorial anddeslattending patient care
rounds to understand patient status, care goals and any concerns that may reggdagent from laboratory or vital
signs testingsuchas pain. Within the hospital setting, most pharmacies folktandardscreated by Accreditation
Canada with a primary focus on creating a culture of quality improvement. Pharmacists in the hospitglaretibften
medication experts in therapeutic areas such as internal medicine, obstetricelogycand infectious disease
management. Pharmacists interpret laboratory values, are involved with antimicrobial stewardsHaxrt as mentors,
collaboratorsand scholarg?: 197

Pharmacists are also oftenviolved irto interprofessional committees such as drugs and therapeutics, medication safety
and different quality improvement initiatives. A background amdspective paper conducted in 2006 by the Canadian
Society of Hospital Pharmacists addressed a todki of pharmacy ervices and programes that positively impact
patient safety'®® The paper refers to practices such as direct patient care, formulary systems, standangigiihes
administration polcies and procedures, pharmacist review raédicinesorders, application of electronic medical
records and computer technologies, medication incident reporting and review and pharmacist provision of education
to patients and healthcare praders alike'®

11.3.3.3Regulatory

Across Canada, the Model Standards of Practice for Canadian Pharmacists prepared by the National Association of
Pharmacy Regulatory Authorities (NAPRA) dbessra multitude b categories where pharmacists, depending on the

role, practsing in Canada must hold professional competenicluding patient care, drug information, drug
distribution, management and educatidf® General standards include expertiseniedicinesand medicationtherapy,

ability to collaborate and communicate efféatly, knowledge 6 safety and quality assurandleat has a primary focus

on patient safety and responding to safety risks, professionalism and upholding ethical statfdards.

Furthermore, beyond the NAPRA standards, pharmacists are regulated by their provincial or territorial regulatory body.
The regulatory bodies protect the publiy ensuring thapharmacists are meeting standards of practice and providing
safe, quality, ethical care. In 2010, the first mandatory medication safety pragearBafetyNefRx, in community
pharmacy was instituted by the Nova Scotia College of PharmatisSafetyNetRx involves tracking and analysing
medication incidets and near misseia community pharmacy as part of a continuous quality assurance prageiif

A study conducted anading medicaion incidents and near misses ovesevenyear period in Nova Scotia community
pharmacy found that pharmacists and pharmacy persordesitify at least 82% of medation errors before they reach

the patient%?


https://accreditation.ca/standards/
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11.4 Australia: Patient safety programmes
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I dz& G NJ tiorfall M@dicinds IPolid)! launched in late 1999 was one of the first of its kind internationally. It was a
policy developed by a cooperative of key stakeholderdying state and federal governments, consusyéhealthcare
professionals and organisations, health educators, healthcare providers and suppliers, and the medicines industry. The
goal of the National Medicines Policy (NMP) is a healthy consumer. It stviveach its goal through its four pillarss,
objectives??

Timely access to the medicines that Australians need, at a cost individuals and the community can afford;
Medicines meeting appropriate standardgquality, safety and efficacy;

Quality use of medicines; and

Maintaining a responsible and viable medigradustry

=A =4 =4 =4

The NMP therefore sets the context and impetus for patient and medication safety at all levels of the healthcare and
medicines industy, with the full support of the government.

Safe, quality and effective medicines, and quality use of mesic{QUM) are the NMP objectives most relevant to
patient and medication safety. QUM can be defined based on its comporténts:

1 Selecting appropriate treatment and management options for patientsl @onsumers, which may include
pharmacological and nepharmacological therapy;

1 Where pharmacological therapy is required, choosing the right oatin for the right person, and giving the
medicineat the right dose, in the right formulation and strengind at the right timeand

1 Using medicines safely and effectively through patient education, monitoring the impact of the medication,
and approprately acting on any adverse events.

With QUM as a framework underpinning healthcare practice, and in particular, the practice of pharmacists, it is
therefore not surprising that the Pharmaceutical Society of Australia recently launched a repdvteslicine safety:

Take caré?® This reportpresents the extent of harm to Ausfians as a result of medicines use, and identifies
opportunities where pharmacists have a key role to play in minimising harm and improedigationsafety. Whig

some alarming facts about medition-related hospitakations, emergency department visitegrm postdischarge and

harm in residentiabged care settings have been presented, it is noteworthy that 50% of the ategigelated harm

is preventable, providing significant opportunities for improvement in thaltheare system and practice of hdadtre
professionals! & & dzOKX Ay 5SOSY0SNI HamdI Y SNutiotd Health Friordyl FSi e 6 SO

ldza GNI A Qa KSIfGK aeadsSy O2yaa adthroughBoverdumert Gocatateyad LINRA O |
territory, federal)andnon-governmentagenciesprivate health insurers and consumeBecausehere are three levels

of government which share the responsibilities of the national healthcare system, this can posdienges in

ensuring contiuity of services and care across the system. For example, the Australian federal government is
responsible for setting national policies, the pharmaceutical benefits scheme (medicines subsidies), the national health
insurancesystem (Medicare), regulatirgrivate health insurers, and regulating medicines, devices and other medicinal
products. At the state and territory level, the governments are responsible for managing public hospitals and public
community and primary healtkervices, ambulance servicesdadelivering preventive and public health prognaes.

Local governments play a major role in delivering community and Hoased health services, as well as public health

and health promotion activities. Some of the challesg®e ensuring patient and metzdition safety are¢o ensure that:

1 There is effective communication and collaboration at all government levels
1 Messages are aligned and delivered concurrently across the jevels
1 dinical governance structures vary acrole tifferent states and terrdries,
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1 Hfective implementation strategies are delivered at the patient or consumer interface feiigrary care) and
are supported by the healthcare system at the appropriate leaet!

1 There is an effective feedback mecahiam and process where the négof patients and consumers with regard
to patient safety are identified, solutions prepared and strategies planned for implementation and evaluation,
and supported by government at all levels.

One example where all systername together was to prevenhé inadvertent use of potassium chloride. Potassium
chloride in addition to sodium chloride and water for injecaampoules were traditionally all part of ward stock in
hospitals. All three ampules looked very similar andsasuch were sometimes selectéd error when reconstituting
medicines for injection on the ward. The sharing of aggregated hospital and state data allowed for a national medication
alert to be issued with a number of preventive strategy recommendatiortdyding the replacement of passium
chloride ampules with premixed solution bag8* 2%

In 2006, the Council of Australian Governments established the Australian Commissi®afeitp and Quality in
Healthcae, with the purposeof contributing @2 ! dz2A N> t ALy LI GASYGaQ FyR O2yadzy
ensuting that they receive safe and quality healthcare through leading and coordinating national developments and
advancenents in safe and quality healtare. Theecommission has developed eight National Safety and Quality Health
Service Standard¥in collaboration with key stakeholders, such as patients and carers, clinical experts, the Australian
Government, and private sector providers. Thetgndards @&m to protect patients and caumers, as well as the

general public from harm when accessing healhe. Moreover, thestandards also aim to improve the quality of health

care that Australians receive. One of the eight is the Medication Safety Standaiah strives for patient safgtby

healthcare professionals through the medication journey, from prescridmgdispensing, administration and
monitoringthe use ofmedicines

ThePharmaceuticaBociety ofAustrala (PSAhas placednedicationsafety as the top action for Australian pharmacists
in their recently published report about the future of pharma&€y.The PSA states that pharmacists should be
empowered to intervene where necessary to peat patient harm from medicationelated issues, and to address
situations and systems which do not supppétient safety and could lead to medicatioelated harm. Furthermore,
the PSA has identified four system changes which can ensure patient anceti@usafety, which should be achievable
by 2023?°’ These are:

1 Recognition of this issuas a National Health Priority Area, empowering pharmacists to proactively identify
and resolvemedicationrelated problems in healtlcare

1 Practice changes that focus pharmacist activities on prevemtiedication misadventure, particularly at
transitionsof care

1  Workplace reform to enhance and measure thedication safety contribution of individual pharmacssin all
practice settingsand

1 Establising a nationally coordinated pharmacovigilance programtoeprovide feedback on the safe and
effective useof medicines

The Society of Hospital Pharmacists of Australia (SHPA) promote medication safety as rihe gfrigharmacists
working in acute settings. Guided by expert members covering areas of specialty and generalist treatment, the SHPA
produces pdty, practice and education materials to support members to provide optimal medicines management in
hospitalsand across transitions of care. Current medication safety priority areas include reducing opioid harm,
improving digital health systems, optimiginhospital pharmacy capacity and reducing the impact of medicines
shortages?°8

Medication and, therefore, patient safety is in the DNA ofhprmacists and extends deeply into all professional
activities?®’ The Pharmacy Board of #malia defines professional practitieus: éPractice as a pharmacist means any
role, whether remunerated onot, in which the individual uses their skills and knowledge as a pharmacist in their
profession. For the purpose of registration, practicads restricted to direct patient care. It also includes working in a
direct nonclinical relationship with cliest working in management, administration, education, research, advisory,
regulatory or policy development roles; and any other roles that impacsafe, effective delivery of services in the
professional and/or use of their professional skif#® Every professional role and activity of a pharmacist is underlined
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by medication and p#ent safety, and each professional pharmacy organisation has medication and patient safety as
its core goals. Tikcase studyaims to highlight some key roles that pharmacists play and is not intended to be an
exhaustive listwith most of these servicelsaving been described as part of the FIP reference document on patient
safety.

Pharmacists in primary care playcentral role in ensuring patient safety in the community setting. In addition to
ensuring the appropriateness of therapy duripgeparation and supply, community pharmacists undertake a number

of clinical roles. These can include performing clinicalrirgietions, conducting instore medicines use reviews (e.g.
MedsCheck and Diabetes MedsCHé9kand supporting patients to use their medicines safely and appropriateth

as through providing medicinda instdments’!? or through educating patients how to use their deviagstimally.
Pharmacists may alsél Ay F OONBRAGEF GA2y G2 dzy RSNIF 1S Y2NB O2YLINBKS
in residential aged care facilitié§ Similarly, pharmacists in hospital setting conducmedication reconciliation,

medicines use reviews including recommendations to optimise positive outc@ndsminimise harm related to
medicines (e.g.antimicrobial stewardship, deprescribing, therapeutic drug monitoring), asage##ducate patients,

carers and other healthcare practitioners about optimal medisinge?'3

Pharmacists are increasingly becoming more involved in clinical governance roleasdaeling the governance of
medication safety committees, implementing medication safety and quality improvement initiativesepoding and
reviewing errors and\DEsAIlthough this role has been traditionally performed in secondary and tertiary gsttsome

primary healthcare networks are starting to incorporate pharmacists as part of their clinical governance structures to
improve local practices. In addition to this, one of the primary pharmacist insurance agencies (Pharmaceutical Defence
Ltd) provides governance over issues reported (eeggrors that have occurred or near misses) to their professional
support officers whichare reviewed on state and national levels for the development of mitigation strategies and
practice warnings.

While pharmacists play an integral role in medication safety, interprofessional collaboration is requireduie exafe
practices across all levels. In order to do this, pharmacists are usually included as part of various teams & manag
medication safety. In hospitals, pharmacists, as part of routine practice, participate in case conferences to develop and
evaluae clinical management plans for inpatients. Whihis has not always existed in the community setting,
pharmacists are stairtg to take more of an expanded team role in the management of commibiaised patients in a
number of ways. As more services atarting to be deliveredway fromhospitak, such as palliative care and mental
health client management, communityased phamacists are starting to have an increased role in working with their
respective care teams. Care team arrangements can also dbigdted by a general medical practitioner whereby
selected healthcare professionals, usually including a pharmacist, catabor a community setting to develop
management plans for a particular patient. Whihterprofessional collaboration has beencagnised by government
bodies as a way to optimise care and has been incentivised to a degree, the silo like nature of gairargn make

this difficult to implement. One strategy that is currently under trial in Australia is thieaation of pharmagits in

general medical practices, which allewharmacists to have a greater access to other primary care professionals
invoSR Ay 'y AYRAGARdzZ f Qa Ol NiBe, ihclidng prescrigng)imedithes Sise liekidvA NJ Y
medication monitoringand medicine/medicinal device educatiét:?*°

As te roles of pharmacists in Australia continuously evoleeto® does their role in improving patient safety. As
mentioned above, triling colocation of pharmacists in general practicenids has resultedot onlyin pharmacist®

increased collaboratiowith the various health professionals involvedarpatieni Qa OF N8 odzi | faz2 A
outcomes for the patient!* Similarly, trials are currently underay to demonstrate the benefits of pharmacists being
colocated inresidential aged care facilitie¥here, they ar@ot being usednly for medicinespreparation and supply

but, similar to GP practicgalsoto aid visiting medical practitioners in prescribing, conducting medicines use reviews,

and assisting nursing sthin monitoring and medicine/medicinal device education. Although these initiatives improve
patient outcomes, the financial viabilitf running these services requgengoing evaluation.

In addition to this, pharmacists the community have been encoaged to regularly perforrmedicationreconciliation,
particularly during transitions in care (e.mnoving into a residential aged @facility or being discharged from hospital)
or after a patient has visited a medical practitiorf&tWhile this has been part of standard qutice for patients who
have their medicines repackaged into dose administration aids, it is intended that this will benefit the odtyniatu
large and minimise confusion and inappropriate use of medicines.
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Patient safetyis a core topic in professional pharmacy curricula throughout Australia. The curricula provide the skills
and knowledge that pharmaograduates need in order to pras#i safely and competently as pharmacy interns and
pharmacists of the futurePharmacy curicula are accredited by the Australian Pharmacy Council (APE)) evfsures

that the programme meets the accreditation standards;liding those that pertain to safe practice. The APC has
recently reviewed its accreditation standards, and ti#020accralitation standards consist of five domains, the first
being Safe and Socially Accountable Practicé, K A OK Sy 02 Y LJ AiteSand dbligaiondld iadivauAla dénd A f
organisations to serve society, by seeking both to prevent harm and to promdimalphealth outcomes. This
represents an innovative approach compared with the Accreditation Standards of the other regulated health
professions using this structure, where Domain 1 refers to public safety or safe practice. The use of social acgountabilit
focuses attention on a broader approach to the public service aspect of health professions, by acknowledging the
importance not onlyof harm prevention, but of active health promotion and optimisati3® The accreditation
standards are more explicit in the pharmacy graduate performance criteria for safecaally accountable practice.

This will more likely ensure that the curricula have explicit learning outcomes and therefore est@ritl assessments

that evaluate, and for the students demonstrate, the performance criteria.

Patient and theefore medication safety are at the heart of the Australian healthcare system, as seen with the National
Medicines Policyand as a reently announced National Health Priority Areldey stakeholders at all levels are
developing, implementing and deliverimmlicies, standards and services, and training to ensure patient safety, and
prevent harm to the patient and the public during theiedithcare andmedicinesuse journey. There are, however,
many opportunities for further improvements to ensure that no igat experiences harm that was avoidable.

11.5India: A case study on the role of the pharmacist in patient
and medication safety

Authors:
Siva Prasada Reddy Maddirala Venkdiziyersity of Helsinkindia
Marja Airaksinen, University of Helsinkinland

The WHO recognised the need to promote patient safety as a fundamental principle of all health systems and urged
member stdes to pay the closest possible attention to the problem of patient safety; and to establish and strengthen
scierce-based systems, necessary for improving patient safety and the quality of leeatthincluding the monitoring

of medicines medical equipmet and technology!® This case study on the role of pharmacists in patiand
medication safety in India imtended to help readersinderstand how pharmacists are making efforts to improve
patient and medication daty. This case study is developed based on $ina Prasada Reddy Maddirala Venkeéa
doctoral dissertatioroPuldic health andpatient care aspects inpharmacyeducation andpK | NJY | @I& & riaioal

public health programmes in Indi@and other recentiterature ?°

India 5 made up oR9 states andsevenunion territories with a population of over 1.3 billidR°L Y RA I Q& KSI f
system was carefully structured at the timeinflependence (1946) to provide primary, preventive, and curatiathe

care wthin a reasonable distance of the populationcluding remote and rural populatiort! The healthcare system

in India, at present, has a thre#er structure to provide healthcare services te people??? Networks of healthcare

facilities at the primary, secondary and tertiary level are mainly rustdtg governments, and provide free or very low

cost medical services. There is also an extensive private healthcare sector covering the entire sfpentrinaividual

doctors and their clinics, to general hospitals and super specialty hospitals. The Indian government has promoted
traditional and alternative medicine systems and has been taking quality and safety measures to protect patients.

L ¥ R A Htworkfiér@lis made up of a range of health workers who offer healthcare services in different specialties
of medicine. These personnel consistsatfopathic doctors (31%) with bachelor degrees; nurses and midwives (30%);
pharmacists (11%) with diploreabachelormaster and PharmD (doctorate) degrees; practitioners of Ayurveda, yoga,
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naturopathy, unnail, siddha and homoeopathy (9%), with university degoeespecialisations; and others (9%)
GhidKSNH¢ techiciabdNahdiafied health workers;ramunity heath workers includng health educators and
health assistants; accredited social health activists; registered medical practitioners with little or no formal fraining
traditional medicine practitionersand faith healerg?®

Patient safety measures are taken at different levels (institutional, regulatory, association, population) to avoid harm
during the treatment processDue to the vast number of pharmacists andedsity in the demographics seen in a
healthcare teamregulatory authorities are utilising different bodies to protect population health. To ensure patient
and medication safety, different regutary authorities under the ministry of health and family vwee¥ are working
together. This case study will describe the patient safety measures taken by different authorities involving pharmacists
and pharmacies working in various facets of the pharmaoyegsion.

In the past, pharmacists were responsibldy for dispensingnedicines Slowly, the traditional role of pharmacists has

been expanding and now pharmacists are playing a role as a vital team member in the direct care of patients, especially
the new generation of pharmacists who have a PharmD. Pharmeaalesg a major role in providing healthcare services

by means of community pharmacy services in rural areas where physicians are not available or where physician services
are too costly to meethte healthcarerequirementsof the community??* To ensure patient and medication safety,

LK NXYIFOASA YR LKFNYFOAAGAQ 2 NBI Addadthiriied i idiadase BI&/Nglakey] (K
role:

1 Central Drugs Standard Control Organisation

1 Indian Pharmacopoei@ommission
1 Pharmacy Council of India
o Patient safety through pharmacy education regulations
o Patient safety through practice regulations
1 Patient safety through drug informatioMedicines Information Resources for Pharmacists
1 Evolving role of clinical inmacists in accredited hospitals
f LYRALFY t KFENXYFOSdziAOIf ! 4a20A1FGA2yQa O2yiNROdziAZ2Y :
1 Accreditation of alternative therapies

11.5.3.1Central Drugs Standard Control Organisation (CDSCO)

Thenational medicines egulatoryauthority in Indiais the CDSCQwhich sitsunder the Directorate General of Health
Services, Ministry of Health and Family Wiedfan India. The Drugs and Cosmetics Act of 1940 has entrusted various
responsibilities to central and state regulators for regulatiomeflicinesand cosmeticsThe CDSC@versees uniform
implementation of the provisions of the Act and Rules madder t for ensuring the safety, rights and wellbeing of
patients by regulatingmedicinesand cosmetics.The CDSCO is constantly striving to briagt transparency,
accountability and uniformity in its services in order to ensure safety, efficacy and qualite ahedical product
manufactured, imported and distributed in the country. Under the Drugs and Cosmetics Act, CDSCO is responsible for
approval of medicines conduct of clinical trials, laying down the standardsrfadicines control over the quality of
imported medicinesin the country and coordination of the activities of State Drug Control Organisations by providing
expert advice with a eiwto bring about uniformity in the enforcement of the Act.

11.5.3.2Indian Pharmacopoeia Commission (IPC)

ThelPC is an Autonomous Institution of the Ministry of Health and Family Welfare, Government oftlwdis.created

to set standards of medication managent in the country.¢ K S  Ligioh @ & promote the highest standaris
medicinesfor use in humangnd animals within practical limits of the technologies available for manufacturing and
analysisTheLt / Q& YA &daAzy Aa (2 LaNBaidnilia hygrovidihgautkoBtativeiarid officially | y A
accepted standards for quality afedicines,including active pharmaceutical ingredients, dosage forms and excipients.
ThelPC is internationally cooperating with the WHEDropean Directorate foQuality of MedicinesgDQM), Japanese
Pharmacopoeiand USharmacopeialt has strengthened its effts to work with other international pharmacopoeias,

industry, academia, regulatarand other stakeholders to develop harmonised global standards.

Themandate ofthe IPC is to publisthe Indian Pharmacopoeia (IP) and its addendupuhlish theNational Brmulary
of India, certif IP Reference Standards, run the National Coordination Centre for Pharmacovigilance Programme of
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India, organie educational ad skill development and research initiatives, and establish working relations with other
similarly plaed institutions at a national and international level.

11.5.3.3Indian Pharmacopoeia

IP 2018with its 2019 addendums the most upto-date version and contain®,756 monographs. The IP has 550
reference standards and 100 impurity standards developed inrtinPharmacopoeia Laboratory which is ISO Guide
onY H A Referedc@ Matedal Producerthe WHO Prajualified for Quality Control Laboratory and ISO/IEC
17025:2005 Accredited for Chemical and Biological AnaliBis2018 has been brought out in fowmolumes
incorporating 220 new monograph&710 ¢&iemicas monographs,15 herbal monographs,10 Hood andblood-related
products monographs two vaccines andimmunosera forhuman use monographsthree radiopharmaceutical
monographssix hotechnologyderived therapeuticproductsmonographsand 14 eterinary monographs), 366 revised
monographs andsevenomissons. The IP Addendum 2019 to IP 2018 contains 66 new monographs inobdding
chemicalsmonographsthree herbal monographs and twadiopharmaceuticalmonographs

11.5.3.4The Pharmacovigilance Programme of India (PvPI) for patient safety reporting

India now hasa stable and robust pharmacovigilance system which enables the nation to ensure the safety of
medicines?®>The PvPI has progressed considerably irptist few yearslt was approved by the Mistry of Health and
Family Welfare in July 2010 with the primary objective of creating a natida system for patient safety reporting.
Within a span of five yearthe PvPl has become a formidable force at the international levigh the best
pharmacwigilance practices including ADRs reporting and providing skill development. Indnadeshfety reports

are collated in a scientific way and analysed to facilitate appropriate decisidghe @DSCO. There are 250 functioning
adversedrug monitoring @ntres in the country (in medical colleges and corporate hospitals) as part ¢fBEThe
programme is striving to build trust between physigand patiens, thereby increasing patient safety and the
confidence of people in theZedzy G NB Qa K $nl afdditisn the 8PaRid&ects substandard medicines, and
prescribing, dispensing and administration errors. The-RPEl has become a WHO Collaborating Centre for
Pharmacovigilance in Public Health Programmes and Regulatory Sé#¢/ies vision ofhe PvPI is to improve patient
safety and welfare in Indian populations by monitoringdicationsafety and thereby reducing the risk associated with
use of medicines.

The mission ofhe PvPI is to safeguard theealth of the Indian ppulation by ensuring that the benedibf medicines
use outweigh the associatatisks Since there exists considerable social and economic consequend&dkaind the
positive benefit/cost ratio of implementing appropriate risk mgeanent, there is a nekto engage healthcare
professionals and the public at large in a wattlctured programme to build synergies for monitoriddpRsin the
country.

The objectives of the programme ate:create a natiorwide system for patiensafety reporting to identify and analyse
reported casesto analyse the benefit/risk ratio of marketediedicines;to generate evidencéased information on
medicationsafety, to support regulatory agencies in the decisimraking process on use wfedicinesto communicate
the safetyinformation on use of medicines to various stakeholder®rderto minimise the riskto collaborate with
other national centres for the exchangd information and data managemento provide training and consultancy
support to other national pharmacayilance centres acrodke globe and to promotethe rational use of medicire

11.5.3.5The Hemovigilance Programme of India (HvPI)

The HvPI comprises <t of surveillance procedures covering the whole transfusion chain fhentollection of blood
and its compaoents to the followup of its recipients. The intention is to collect and assess information about
unexpected or undesirable effects resulting frahe therapeutic use of labile blood products and to prevent their
occurrence and recurrence. It is an impant tool for improving safe blood transfusion practices in the country. The
programme was initiated in 60 medical colleges in the country that \aemady enrolled under the PvPI.

11.5.3.6The Materiovigilance Programme of India (MvPI)

In order to foster the habiof reporting, the MvPI encourages reporting of all types of adverse events related to medical
devices irrespective of whether they are known akaown, serious or nogerious, frequent or rare. Materiovigilance

is primarily concerned with adverse evemtssociated with medical devices used in Irfdldhe MvPI is responsible for
monitoring and reporting adverse events associated with the usa witro diagnostics.
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To date, about 850 advse events due to invasive and nimvasive devices have been reported usirigedical Device
Adverse Event Reporting Form. These reports weredat®d with the use of hip implants, intrauterine contraceptive
devices, cardiac stents and others. All teports were analysed for a causal relationship between the device and the
events; it was concluded that in most of the cases, devices were npomsgble for causing the events. Certain cases
were referred back to the reporter to obtain more informatiét.

The Pharmacyouncil of IndigPCl)is a statutory body of the Government of India. Its purpose isegulate and
implement education regulations, set a minimum standard of educationpdal a ley role in improving the standards
of the pharmacy profession. In the past decatihe, PCI hasaken on the following initiatives

11.5.4.1Patient safety through pharma@ducation

Pharmacistgepresent thethird largest healthcare professiongroup in the worlcP?® There are about one million
registered pharmacists in India working in various positions, applying their unique knowkedtekills and
contributing to the healthcare systef?? The curriculum plays a major role in developing and changing the face of the
profession.The PharmD curriculum contains more clinical subjects and patient oriented services than industrial
aspects®®°In India, there are over 1,700 institutions that offer different pharmacy programmes with an intake of over
100,000 students per academic year in DPhamo (fears), BPharnfdqur years) and PharmDiye years)?3%:232

Delivery of healthcare is erroprone and errors occurs in around 10% of hospital admissibfhe education and

training of dentists, doctors, midwives, nurses, pharmacists and other heatth professionals has long bet¢he

foundation of safe, high quality healthcare. The WHO has developetienp safety curriculum guide with a multi
professional perspective, which addresses a variety of ideas and methods for teaching and assessing patient safety more
effectively® Pharmacisi Q SRdzOF A2yt ljdzr t AGé& | yR &G yiedtdddet Durdigh @ | y
the past decade, the pharmacy profession has expanded significantly in implementation sfbasedl educational
programmes and professional practitg.

11.5.4.1.1PharmD regulations in India, 2008

Before thelaunch of the PharmD regulatiortbie role of a pharmacist in India was mostly considered tdibpensing,
manufacturing and marketing ofiedicires?®* Thiscase studyeviewsthe evolving role expectedf clinical pharmacists

as the primary custodian of medication management and medication safety pexdssmore hospitals in India aspire
to become accredited by thedtional Accredation Board for Hospitals & Healthcare Providers, it is expected that the
role of pharmacists will be understood better and willégsentiato ensure proper and safe medication management
systens.?®> Pharmacists with higher education (PharmD) havelaimoles at acredited hospitals.

11.5.4.1.2Bachelor of Pharmacy (Practice)

A Bachelor of Pharmacy is a degree that certifies the completion of a course of study and the successful passing of a
board examination, both qualifications required to praetias a licesed pharmacist® The new regulations will help
upgrade the qualification of pradihg pharmacists with a Diploma in Pharmacy.

11.5.4.1.3Minimum standards of teaching

The PCI, through an Extraordinary Gazette approved by the Government of India on 12 November 2014, made new
reguldions to maintain the minimum sindards of teaching in various departments of a pharmacy college or institution
imparting diploma, graduate and postgraduate educatih.

11.5.4.2Patient safety through pharmacy practice regulations

This section describes hovhh@rmacy practice regulations em® patient and medication safety.

11.5.4.2.1Pharmacy Practice Regulations

India has enacted the Pharmacy Practice Regulations @Jmnsure best practices implemening the code of
pharmacy ethics, dutiemndresponsibilities opharmaciss;inspectiors of phamacies, maintaimg GPPand continuing
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education programmesand implemening other laws related tahe Drugs and Cosmetics Act. Today, the pharmacy
profession is striving hard to realise its vision and mission to achieve best practices and to phwvitbest
pharmaceutical care services to patients. In this process, regulatory authorities are doing eéheitolimplement
Pharmacy Practice Regulations 2015 to harmonise the practice of pharmacy throughout the country. Some of the salient
features of theregulations are:

1 The duties of registered pharmacists are described in detail, including their dutjegiemts, to each other,
to the public and to the profession;

1 Actions for professional misconduct have been set out and pharmacists have beenubgats ® appropriate
disciplinary action;

1 Details of the job responsibilities, knowledge and skilleadpital pharmacists, community pharmacists and
drug information pharmacists have been listed,;

f 5AaLXFe@Ay3d GKS NB3IA &GS NBmacylias bédhlmade andndatory AaRdtheill drés® A Y
code is also described; and

1 Continuing education programes for renewal of registration have been made mandatory.

11.5.4.2.2Duties of registered pharmacists to their patients obligations to the sick

Pharmacists lsall be mindful of the high character of their mission and the responsibility that they discharge in the
course of their professional duties. Pharmacists shall never forget that the health and the lives of those entrusted to
their care depend ortheir skil and attention.

Registerepharmacists having any incapacity detrimental to the patient or which aetaheir performance visa-vis
the patient shall not be permitted to prash their profession.

No person other than eegisteredpharmacist shall@mpound, prepare, mix, dispense or supply of any medicine on the
prescription of aregisteredmedical practitioner. Aregisteredpharmacist shall review the patient record and each
prescription presented for supply for the purpose of promoting therapeappropriateness by identifyingiver- or
under-utilisation; therapeutic duplicationmedicinedisease iteractions; medicinemedicine interactions; incorrect
drug dosage or duration of drug treatmentedicineallergy interactionsgorrelation of availabity of medicines(to
avoid artificial shortage ahedicinesandcdlinical abuseor misuse.

11.5.4.2.3Duties of rgistered pharmacistt dispensing/supply ofmedicines

Various activities of dispensiniike removal of drugs from paalgng and prescription filling may be performed by a
trained person under the supervision of registered pharmacist. However, actual dispensiregliainesshall only be
performed by the registered pharmacist after due verification of work performed by others.

Registered pharmacisshall undertake a pharmaceutical assessment by appliieg knowledge to establish safety,
quality, efficacy and rational use ofedicinesn treatments.

Appropriate information shall be provided to the patient or the care giver and, where postiblepnderstanding of
this information should beonfirmed.

For all prescriptions handled by the pharmapatient details shall be checked and confirmegharmaceutical
assessment shall be maded poper documentation shall be maintained.

Assessment o& prescription should include but not be limited to assessment of whetttes: prescription is legally
valid;the prescription includes an appropriate dosage form and appropriate route of administritmprescription is

I LILINE LINR I G S (i dition tKeSduratibnibikrEayfierid co@e2tyfe prescription is appropriate according to
the LI G A Sy G Qa LI NI Y é&dl)Sindhpreviousantedicatiorthé @dsdription is compatible with other
medicinesthe prescription is consistent with formaly and guidelines, if anyhe possibility of side effectsr adverse
drug reactions exisf the prescribed medicine isatraindicated;the potential for misuseor inappropriate useby the
patient of the presribedmedicines existsaand the pescription omplieswith labelling requirements.
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Compounding, dispensing and labellingnoddicinesshould ensure thatthe medicinematches the prescriptionthe
medicinehas not expiredthe medicineis appropriately compounded (if necessary), packed and labehedaccuracy
of dispensing is checked by thegisteredpharmacist;and proper documentation is made.

P2y NBOSALIL 2F | LINBAONRLIIAZ2Y | yr&yistéredphtrghatist ghall persohilyd A S &
initiate diswssion of matters that will enhance or optimiseedicinestherapy with each patient or care gineSuch
discussion shall be in person, whenever practicatidoy telephone and shall include appropriate elements of patient
counselling. Such elements maylirde the followingname and description of thmedicinesthe dosage form, dose,

route of administration, and duration ahedicinestherapy;intended use of the drug and expected actiapgcial
directions and precautions for thenedicine common severeside effects or adverse effects or interactions and
therapeutic contraindications that may be encountered, includiogyv to avoid them and the action required if they

occur; techniques for selmonitoring medicinestherapy; advice on poper storage of thedrugs;prescription refill
information; action to be taken in the event of a missed doaed how to ensure rational use dhe medicines

11.5.5.1Counselling requirements

Onlyregisteredpharmacists are involved in counselling

Confidential conversation faities should beprovided

Patient information leafletshould beprovided

Unnecessary counselling should be avoided

In every consultation, patient benefit is of foremost importameel dl registered pharmacists should be frank
with their patients and tleir attendants and

I Utmost punctuality should be observed by a registered pharmacisn making themselves available for
counselling.

=A =4 =4 4 =4

The pharmacist shall maintain records pertainingrtedicinesadministered to patientsnjedicationcard)that may be
utilised for the evaluation of thenedicinestherapy. The pharmacist is authorised (as a healthcare professional) to
undertake process and outcome research, health promotion and educatidnding providing health information, and

to undertake pharmacoepgmiologic studies.

Registeregpharmacists, especially those engaged in public health work, shall enlighten the public concerning quarantine
regulations and measures for prevention of epidemic and communicable diseasestiAes]fegisteredpharmacists

shall notifyconstituted public health authorities of every case of communicable disease timelecare, in accordance

with the laws, rules and regulations. When an epidemic ocaegisteredpharmacists shall not abanddheir duties

for fear of contracting the dieasehemselves

11.5.6.1Patient safety through drug information: Medicineimformation resources fopharmacists

Indian pharmacists have available several medicines information resources to serve their customeat s@ifices of

drug information arethe Ceriral Drug Research Institutehe National Formulary of India and the several drug
information centres run in collaboration with state pharmacy councils, the WHO country office, universities, hospitals
and other atonomous bodies. Chauhan et %f.has presented an oveiew of drug information resource centres
available in India which is given below:

11.5.6.2 National Information Centre on Drug and Pharmaceuticals (NICDAP)

NICDAP uses the library resourcethefCentral Drug Researatmstitute at Government of India a constiémt laboratory
of Council of Scientific and Industrial Research. Researclderelopement activities ithe CDRI are supported by a
modern knowledgeesourcecentre which comprises a fully computerised libraryhatrich collection of relevant books
andperiodicals, online subscriptidn many databases and periodicasd aninformationcentre which provides many
services as well as online response to queries.
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11.5.6.3National Formulary of India (NFI)

The NFI is an oi€ial tool for pharmacists in India, prea by the Indian Pharmacopoeia Commission, under the
Ministry of Health. It helps in the selection wiedicinesfrom a wide range of availabl@edicinesin the market.The

NFI is the formal drug information resar in India.lt is essentially meant to help guide members of the medical
professionincluding medical students, nurses and pharmacists working in hospitals and in sales establishments. In the
preparation ofthe NH, the expert opinion of medical practiers, teachers in medicine, nurses, pharmacists and
manufacturers was obtained. The selectiomw#dicinefor inclusion in theNFlhas been made taking into consideration

their relative advantages and disadvantagt®e extent of their use in current megdl practice and their availability in

the country. Thus, thé&lFirepresents a broad consensus of medical, administrative and expert opinionsvhiith to

provide the physician with carefully selected therapeugieats of proved efficacgndwhich formsthe basis of national

drug therapy.

11.5.6.4Drug information centres (DICs)

DICsare regarded as gatewaypf medicinesinformation. A number oDICsare being opened with the mission of safe
healthcare and drug safety wiiavill enhance the role of pharmacisits their serviceof their communiies?® There
are severalDICsestablished in collaboration with state pharmacy councils, the Wddntry office, universities,
hospitals and other autonomous bodies. These centres are funded independenstatbypharmacy councils or in
collaboration with ag other governmental, private or neprofitable organisations. It is free for pharmacists and
patients to contact DCIs to obtain any information related to mediciBé€geceive queries from health professionals
and patients ovethe telephone,by directaccess and during ward roundshie DCI is located in a hospitdP.There are
17 independentDClsattached to hospitals with clinical pharmasgrvices and 14 DCls run by th&ate pharmacy
councilsor educatbnal institutions in Indig3®

11.5.6.5EvoVing role of clinical pharmacists in accredited hospitals

Improving patient safety, medication management, infection prevention and control, quality performance and
improvement, and enviroment of care are the primary objectives of hospitals. The hospitalolved in medical
tourism are voluntarily seeking accreditation of their patient safety and service quality standards from accrediting
bodies nationally and internationally. In IndiagtNational Accreditation Board for Hospitals and Healthcare Reowid
(NABH) isne of the board®f the Quality Council of India, which has been set up to establish and operate accreditation
programmes for health-care organisations. The accreditation gramme requires complete compliance to safe
medication practices a& part of the management ohedicinesin the hospital®®

To reach the quality standards, pharmacists interventiomsadicationmanagementprescriptionauditing, medication
safety services such asamagement of ADRs to minimise medication err@sd the pharmacisf &le in clinical
research need to be demonstrated. Medication management includes safe, effective and appropdédieines
therapy to patients prescribed by physicians and approved lmyirdcal pharmacologist. This list needs collective
development with inputs from the pharmacist-charge, clinical pharmacologist, consultants of various clinical
departments,. The NAB&kccralited hospitals must monitor certain quality indicators evergnth which describe the
quality of prescribing services in the hospitQuality indicatorsincludee thenumber of illegible prescriptionghe
number of medication orders with errggrone abbeviations andhe number of prescription errors.

11.5.7.1Good Pharmacy Practice (GPP)for patient and medication safety

The IPAommunity pharmacy(CP) dsision aims to ehance the role of the pharmacist amdise professional standds

of pharmacy practice through its activitigsy R | A YA (2 AYLINR @GS Lzt A0 KSIfiK KN
As a part of this, the IPA is striving hard to implement GPP, ipriiesshe CPdivision in collaboration with the WHO

Indiaoffice andthe CDSCO developedGPRrainingmanualin 2005 whichws a first document in India on GP¥®The
CPdivisionalso carried out a pilot project ocaccreditaion of pharmaciesn2007 in collaboration with the WHO India

office. There were 70 pharmacies enrolled, of which 45 (26 from Mumbai and 19 from Goa) were accessed and
accredited. The enrolmerdf pharmacies was purely voluntary and there wereatimchedcriteria or conditions42
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11.5.7.2IPATuberculsisFact Card Project

The participation of pharmacists in the Tuberculosis (TB) Fact Card Project (an initiative of the Indian Pharmaceutical
Association, CommonwealtfPharmaceutical Association and International Pharmaceutical Students Federation)
indicates the beginning of a new era in the history of Indian pharmacy practice. The dlinmsdfered treatment
monitoring and creation of awareness about ilBhe communiy by dissemination of information and encompadse

all aspects of pharmaceutical care IpharmacistsA healthy partnershigs being established with physicians through

such work. This has become a milestone project leading the placement of pharmacistsiamal programmes. In

recent years, pharmacists and professional associations havéd @St &8 LINPY2GSR GKS LIKIF NXI OA
There are examples of pharmacists taking initiatives to be a part of national health programmes such as #t Revis
National Tuberculosis Control Programme (RNTCP). For the firstitird@14, the RNICP guidelines mentioned the

% 2 Njharmacist, describing thenas specialists with expertise in managinglti-drug-resistant B, whichwas a step
forward.243In 2012, a Memorandum of Understanding (MoU) was established between Central TB Division and IPA, PClI,
AIOCD and HWHO SEARO Forum of National Pharmaceutical Associations with an objective to dregageists in

the RNTCP for TB care and control in India. This MoUnitedly valid for one year and was extended until 2017.

11.5.7.3Consumemedicineeducationinitiatives

Literacy and health literacy play an important role in patient safety and medicaticorserHealth literacy has
increasingly been viewed as a patient safety issue and may contribute to medication errors. The most frequently noted
safety issue connected to limited health literacy is the risk of medication errors that result from impropéargdos
administration?** Several studies have found low hialliteracy to be significantly associated with a poorer
understanding ofnedicinenames, indications, ahinstructions and adherence to treatment regimens.

¢ KS Lt ! QaisworkingRdnsiskestly fasghsumermedicineeducation to improve responsié use of medicines
in society It initiated adCampaign foawareness omesponsibleuse of medicinesin 2014 and has several posters and
leaflets prepared in different languages. The main highlight is a handbakdd éResponsiblause of medicines: A
Il & Y I harfdidoolké, which isthe first ever publicatiorfor educating consumers on basic aspects of madgiisage.
TheCPdivisionprepares material foNationalPharmacy Weelnd forWorld Pharmacist Dayrthe CPdivisioninvolves
pharmacystudentsin public health activities and conduatempetitions for pharmacists durirtgpth these events

11.5.7.4Collaborationwith stakeholders

¢KS Lt ! Qa habs tcollaBokastl AvihAgBwérnments,the Pharmacy Council of India, chemsistssociations,
regulabrs, the corporatesector, non-governmental organisatich = I O R S Y &tate ahdyldRal hrandhe dor its
pharmacisi & Q G NJ A y A y 3 praj@st® farNdntinyirgpiofessigrialdevelopment of community pharmacists.
TheCPdivisionworks allacrossindia withthe pharma corporate sectoincluding multinational and Indian companjes
to train pharmacists on aspects@uas GPResponsibleuse ofmedicines medicationerrors, patient counselling and
other relevant areasThe CPdivision also collabordaes with several pharmacy institutes across India to increase
community-centred activities through pharmacy studerits.

11.5.7.5Accreditation ofalternative therapies

AYUSH is the acronyfor the medical systems that are prastd in India namely,Ayurveda,Yogaand Naturopathy,
Unani,SiddhaandHomoeopathy. AYUSH medicines are widely used as a standalone option or as adjunct with biological
medicine inchronicdiseases. Therefore, the relevance of AYUSHiha®asednow. Keeping this fact in view, the
Government is encouragingraultifariousapproach in healthcare where every medical system can grow based on its
evident strengths. These systems are based on definedical philosophies and represent a way of healthy living with
established concepts on prevention of diseases and promotidmeafth. The basic approach of all these systems on
health, disease and treatment are holistic. Because of this, there isungence of interesin AYUSH systems. Yaga

in many countries integrad into the healthcare delivery systesnSimilarly, theras great curiosity to understand the
principles and practice of Ayurveda, Hoeopathy, Siddha and Unaeispecially due to gwing challengefor medicine

from non-communicablediseases, lifestyle disordershronicdiseases, mukdrug resistant diseasesmergence of new
diseases etc. The NABH has launchedamneditationprogramme for AYUShbspitals where quality standardsave

been established. It consists afcreditationstandards andstructural standards Accreditation standards measure the
quality and safety aspects of the care delivered to patiéffts.
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Research concluded that there is a low awareness among healtkes®of patient safety incidents. There is a need to
institute a patient safetyncidentreporting system with training ofllacategories of staff in patient safety and quality
improvements in a collaborative and sustainable manifér.

11.6 Oman: Role of the pharmacist in patient safety

Author:
Sara Mohiballah AlBalusahd Osama Babiker RahmtalRjrectorate General of Medical Supplies, Ministry of Health,
Oman

The pharmacy profession is continually evolvinghmSultanate of Oman. Pharmacists have opportunities to fgact

in a variety of settings. Omani national pharmacists are predominating in the governmental health institutions and
constitute more tharB5% of the total number of pharmacists. Those pharmacists have an advivetaf practice in
hospitals, with coliborative practice agreements and prescriptive authority within their institutions, which includes
counselling, reconciliation, interventisandclinical pharmacy serviceand some are managing pharmaslistl clinics

which cover norcommunicable diseases

The Directorate General of Pharmaagyd Drug Control is the regulatory body in Oman fbe licensing ofprivate
pharmaceutical establisnents(e.g., community pharmacieahd carrying out regulatory activities for drug and medical
devices registrationand evaluation, Good Manufacturing Practi¢eGMB inspections, customs release, and
pharmacovigilance for botmedicinesand terbals to eisure patient safety.

The Directorate General of Medical Supplies isrdgulatory body in Omafor all activities réated to pharmaceutical

care and the medicines use process from selection and procurement to use by the patient. It is also responsible for
training all pharmacy workforces and raises their competency in different areas of pharmacy practice. One aighe are
that was the focus of the directorate general is the pharmaleidt medication safety programme. The programme
started in 2012 and by 2® all the Ministryof health units hd pharmacists working as medication safety officers who

are actively involvedhi detecting, analysing and reporting medication errors, product quality defectsA@Ris They

are also members of thehospitalquality teamsto discuss and resolve any medication safety issues.

As per the WH@ssessment conducted in May 20iti7collaboration with the Omani Directorate General of Quality
Assurance, where pharmacists were members ef ¢lraluating teamfour Omani hospitals were scrutinised using the
WHO Patient Safety Friendly Hospital Initiatttandards The exercises suggest that the patient safety system in these
hospitals is adequate for being consistent with patient safety friendly hospitals. This activity helped in spreading th
culture of standards among institutions and facilitated establishing a structure for implementing a national accreditation
system in the futue. Based on the successful experience, each hospital is planning to achievendahelWHO Patient
Safety Hendly Hospital Initiative standards the next assessment by strengthening its patient safety system through
various strategies such as patts and staff empowerment and engagement. Furthermore, these hospitals have the
potential to achieve the targetedore and developmental standards. On the other hand, the pharmaceutical care
department at Directoraté&eneral of Medical Supplies issued anptete set of policies and procedures which ensures
patient safety such as:

High alertmedicines;

Look-alike/ soundalikemedicines;
Medication reconciliation poligy
Handling patient drug allergy
Medicinefood interactions
Medicinemedicineinteractions
Management ofADRS;
Medication error reporting

=A =4 =4 4 -4 A -4 A
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1 Medicinequality reporting programme and medical devices quality reporting
1 Medication order review

1 Medicinedispensing guidelinges

1 Patient counselling

1 Unit dose dispensing system

1 Bmergencycrash carimedicines;

1 Handling hazardous medicings

1 Hoor stockmedicineguidelinesand

T t I GASyredigine? ¢y

Generally, pharmacists are contributing positively within the health system by accomplishing different roles in the
following safety elemets:

11.6.2.1Electronic prescribing

Electronic prescribing hasbn established since 2000. The Ministry of Health in Oman suggests using this and other
technologydo  a SR az2fdziAz2ya (2 AYLINRBGS LI (A Sy P@ribitgRimaEsy OS
handwriting errors/illegibility and gives both physiciand pharmacigtl 00Saa G2 | LI GASydQa
reduce the chance of the wrong medicine being dispensed (mainly due to mistakes when reading a handwritten
prescription) that improve paent safety practices.

AdTallman letterg list by ISMPof look-alike, soundalike (LASA) medicimamesbased orthe Oman national formulary
createdby the Directorate of Pharmacéoal Carehas been approvetly theMinistry of Health The listisintegrated in
the Y A y A &éaNdBnibémation Systeras additional safeguards to avoid errors with LASAlicines

Interventions by pharmacists on prescriptions are documented in thgness notes in the electronic health system
and acceptd and taken into consideration by the prescriber.

11.6.2.2Drugquality reporting system

Pharmacists are collecting quality issues reports, clarifying them and forwardingtthne Quality Management and
Medication Safety Department dhe Directorate General dfledical upplies which then analysethese reports and
sends feedback to all concerngdcluding takinganyrequired action withthe medicinesmanufacturers.

11.6.2.3ADR reporting system

Pharmacists are deicting ADR reports, clarifyinem and forwarding then to the Directorate of Pharmacovigilance
and Drug Informatiopwhich in turn sends the report to the Uppsafonitoring Centrefor pharmacovigilancasing an
electroric system of reporting. This elgchic reporting system is open to healthcare professionals as wpt@ents.

11.6.2.4Medication error reporting system

Many initiatives have been taken by thdinistry of Healthto boost what seems to be undeeporting of mediction
errors. Pharmacists are d¢etting the reported medication errors andedicationrelated problems, clarifyig them,
conducting root causerelysis and forwarding repato the Quality Management and Patient Safety Departments in
the health units. A@py is sent to the Pharmaceutic@are Department aDirectorate General of Medical Supplies
further analyse the reports and set strategies to prevpniblemsrecurring, and to conduct training for healthcare
professionals.

11.6.2.5Quality assurance committeeat the hospital level
Pharmacits participate in quality assurance committees and are well positioned to as#igt improvement of quality

care in a healthcare system as they are already established as expegdiration management processes whehey
resolve medicatiosrelated problems and coseffectiveness issues.

LJr


https://www.ismp.org/recommendations/tall-man-letters-list
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11.6.2.6Selection and procurement

Selection and procurement of medicines is confined to the lishedicinesncluded in theOman NationaFormulary.
The formulary is executed through an open bulk tendering process thraugiméational and GCC Gulf Joint Purchase
to ensure acquisition of supplies with good quality and suitable cost,aftbhus on generic and biosimilar procurement
in line with WHO guidelines. Pharmacists are playing the main role in analysis of offesslaation of items as per the
approved selection criteria.

Random samples from the supplied medicines are analysed by the G@uotltly Control Laboratorsgt the Directorate
General of Pharma@ndDrug Control to ensure they meet tlequiredquality ard the stated specification standards.

11.6.2.7Central Drug Committee and Drug and Therapea@ommittees

The Central Drug Committee (CDC) of a health unit/hospital is made upctdrsl and pharmacists from different
specialties. The CDC is concerned with thedigin ofmedicinesn the MOH formulary based on the recommendations
of the pharmacy andlrug committees at hospitals. The CDC is also involved in the approval of trégiroecols and
guidelinedfor the approvedmedicinesand framing out other policeselated tothe rational use ofmedicines

Pharmacists are active membertDrug and Therapeuts®Committees irhealth units. They are involved in the review
of requests fo inclusion or removal ofmedicinesfrom the formulary, and they participate in tréaent protocols
assessments and drug use utilisation.

11.6.3.10utpatient settings

Pharmacists counter checkedicinesassenbled against prescriber ordercounsel patierng and follow the approved
policies ad procedures regarding dispensing, reviewing of medication orderpatieht counselling. They also arrange
and label thamedicinesand storage shelves to reduce prodselection errors and keep track of any expiraddicines
all in an effort to ensur@atient safety.

11.6.3.2Community settings

Pharmacists dispensmedicinesas per the prescription; except over the counter (OTC) listed items which are freely
dispensed. Patientare informed about theifive rightst the right medicineto the right patient in tke right dose by
the right route at the right tima to ensurepatient safety.

11.6.3.3Ambulatory settings
Pharmacists conduct the following in ambulatory setting

Medication review

Therapeutic drug monitoring for narrow therapeutic inderdicines;

Monitoring of patients for both desired and undesirable therapeutic effect

Double checking written prescriptions

Verifying product quality and accurgcy

Labellingoroducts and shelves

Counselling patients

Monitoring availability of lifesaving medicinesand

Maintaining safety of high alert and look alike and sound afileglicines,and conducting double checks for
high alertmedicines

=A =4 =4 -4 -4 A -4 - -4

11.6.3.4Hospital settings

Pharmacits also have a crucial systdevel role in planning and leading medication safety progres and
improvement initiatives within healthcare orgamtions. These initiatives may includdeveloping riskspecific
protocols for highalert medicines identifying and evaluating highisk processes (e.g., total parenteral nutrition,
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compounding, paediatric degpreparation) that require special attention, protocols and training; evaluating medication
error data; evaluating and implementing new medication techgas; and fostering robust error reporting processes.
Pharmacists have a central role in ensuringdisation safety across the continuum of care. The complexity of the
medicineprescribing and delivery processes can make it difficult to prove the beaeditéct of pharmacists on adverse
outcomes directly, but pharmacist involvement has been showretiuce errors, improve prescribing practicasd
enhance patient monitoring across a#ittings

11.6.3.5Regulatory settings
The Directorate General of Pharmaaryd Drug Control governsiedicinescontrol mainly through:

1 A system ofnedicines herbals and medicaledice registration and price conttol
1 Rules and regulations regarding controlled substanaes
1 A pharmacovigilance system.

11.6.3.6Industry settings

There are two local pharmaceuticals manufacturers in Oman, and they cover most of the needs of the governmental
and private health sector for good quality generic medicines at a reasonable cost.

Pharmacists collaborate witother healthcare providers to ensure patient safety by attendiveyd rounds and
providing advice regarding rdecation, are active members of hospital teams such as risk assessment consnulttege
and therapeutis committees andantimicrobial stewardsip committees, andtake part in warfarin and asthma clingc
Pharmacists who are working as medication safetycefs collaborate and educate other healthcare professionals
about medicatiorsafety issues and disseminate signals and alerts regarding miedicatfety.

The Ministry of Healtimplemented the smarpharmacy programmewhich is an innovative and competenbgsed
training for pharmacis® dzy’ R S NJ (i ke&n tadayaatlagply ®morrdyin this programme three modules have
been carried out and patients are monitored by the pharmacisteseare asthma andchronic obstructive pulmonary
disease and patient care processsto address, hypertension, dyslipidaemia and diabetes. Pharmacists also created
classifications fomedicationrelated problems thareflected treatment gaps and emphasised the mmésing issues

that compromised the treatment effectiveness. Accordinghairing sessions were conducted for prescribers, and
research for tackling the raised issues is planned. In addition, the Ministry of leetiffied(i K S 2 Ratie@ Safety
Friendyy Hospital Initiative standards. In these standards, pharmacists wereifiéentis essential membersf a
healthcare team. Education around patient safetgludesleadership, trainingind continuous education)

Having patient safety at the core of pharosutical carethe Ministry of Healthtrained pharmacists as medication
sakety officers through a structured accredited course in collaboration with external experts frobinited Statesand
Canadalfstitute of Safe Medication PracticeThe trainingvas extended to include physicians and nurge2019. The
course provides tols and techniques to ensure patient safety.

The Pharmaceutical Care Conference is an annual event organised by Directorate General of Medical Supplies. It attracts
more than 1200 delegates from different parts of the world and provides a platform fargtg knowledge between
different countries on patient safety in general and medication safety in particular.

To meet the WHO Third Global Patient Safety Challenge (medicatioouvitarm) the Ministry of Healtrsuggested

that the World Patient Safetydy, should beheld on 17 September. Each year it focusesoarea suggested by the

WHO, including transitions of care, polypharmacy and-higfsituations. Theventconsiss of a oneday symposium

for healthcare professionals and another event for pileducation around patient safety (which is run by pharmacists

from different hospitals)During the same year, tHeirectorate General of Medical Supplies conducted two workshops

One was omedication reconciliatioo ensure safe transition of carebes SSy RAFTFSNBy G aSddAiay3a
medication on admission and discharge. The second was bdLINE2 LINR I § S L2 f @ LIKF NXYI O& G2
competency toconduct medtation reviews and ensure appropriateness of medicines Ms@y educationhmaterials

have to be created and printed for patients in order to keep them safe through health education. Prior to the month of
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Ramadan, a campaign is conducted by pharmacists @iblic place and at individual hospitals to educate patients
regarding heir medicationmanagementduring Ramadaiperiod. Pharmacists give special consideration to the safety
of fasting and address required changes in pharmacotherapy and lifestyl®ith potential hazards.

TheOman Ministry of Health has a westtuctured system for medication safety and patient safietyvhichpharmacists
play an important role as experts on medication. More information can be fouratas://www.moh.gov.om/

11.7 Saudi Arabia: Patient safefgrogrammes

Authors:
Abdulelah AlHawsawi, Saudi Patient Safety feettingdom of Saudi Arabia
Abeer Fathi Muhanna, Saudi Patient Safety @eidingdom of Saudi Arabia

h@SNJ NBOSy G &SI NESbednilteNIol odpateiit s&@icesNIhéluding dispensingedicine and
compounding extemporaneous preparations. Nowadays, this traditional role of the pharmacist has been diversified in
a manner that encompassése direct care of patients.

The pharmacy profession has become an integaat of the Saudi healthcare system and pharmacists play a great role
in patient safety. Pharmacists are the most accessible healthcare team professional for patients, anddhgivital
to ensure the propemedicinesuseacross the continuum of caré® 24°

Patient safety has been on thetionalagenda in the Kingdom of Saudiahia in thepad few years. Notable patient

safety measures and support systems have been put in place by the Saudi government and these include the
establishment of a national accreditation body (Saudi Central Board of Accreditation for Healthcar¢éidnsitwith a

focus on patient safety standards. Accreditation is mandatory for all types of healthcare setiicigding hospitals

and poly health clinics (private and governmental sectors). Additiontlg, Saudi Food and Drug Authority
pharmacovigilace system haalso been established. This is a service that allows health practitioners, health institutions
and individuals to report side effects, pharmacological errors, cosmetic side effects, and any quality defects in
pharmaceuticalsThey can alseeport food poi®ning and defectin medical devices and suppli&s.

Since the launch of the Saudi Arabia Vision 2030, various patient safety measures have been adopted to enhance patient
safety. One othe key reforns was the launch of the Saudi Patient Safety Centre by the Minister of Health as a
government initiative in 2017 (implemented through the National Transformation Programme). It is the first of its kind

in the region?4°

Thecentre aims to initiate a paradigm shift in health service delivery to upgrade performance efficiency, improve clinical
quality outcomes, enhance patient experienastablish a culture of patient safety with all healthcare provider
organisations, and contribute to the global efforts of eliminating the widespread patient safety problems that all
healthcare systems amurrentlyfacing.

In March 2019, under the patroge of the Custodian of the Two Holy Mosques, King Salman Bin Abdtkkingdom

of Saudi Arabia had the honour of hosting th€ @lobal Ministerial Summit on Patient Safety 2019. This is is a
continuation of the series of the Global Ministerial Pati&afety Summit which has the primary goal of driving the
global patien safety agenda forward.

The summit has shed light on 12 key patient safety recommendations and announced to the world the launch of the
&eddah declaratidh ¢ A G K A G& mwsthat ad dighgdlwitd tBe 72 \WdBl Health Assembly (WHA)
resolution2 Yy Glabalaction onpatient safetye. The summit catalysed collaboration in tingplementationof this WHA
resolution ondGlobalaction onpatient safetyé. The programme of the summaind the 11 recommendations ate be
actioned and implementedy the paticipating countries*®


https://www.moh.gov.om/
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In previous years, the community pharmacy was considered as a point of sale with limited patient counselling scope
andaccess to fevover-the-countermediciness ¢ KSNBEFT2NB > GKS O2dzy i NE QahaFtedddza F2
on hospital pharmacieslespite the significant number of community pharmacies in the country (approximately 8,000
pharmaciesf4®: 250

While some studies have shown that community pharmacists in Saudi Arabia do provide medication counselling and
other patientcentred care services, these serviceeteonsiderable improvemert! One of the newly introdued
medication safety initiatives in thekingdom is the Saudi Patient Safety Ce@reertificationbased programme for
community pharmacy (Pharraafe) which has a set of medication safety requireteeand aims to standardise
community pharmacy practice iSaudi Arabig® 25!

Hospital pharmaceutical care practices in Saudi Arabia are considered to be one of the best and most advanced practices
in the Gulf region. Pharmacists play a crucial role in reducing nteliealated harm and improving patient safety
through transitions of care by helpingith: medication reconciliationverification of ordersunit dose dispensing
preparation of intravenousedicines total parenteral nutrition, and chemotherapyedicines;and patent counselling

and education.

Some pharmacists are working as drug information pharmacists, while others are medication safety officers handling
and analysing reported medication errdf$.Yet others workin research centres within the hospitals to handle
investigational drugs*®

Specialised clinical pharmacists are also psagtiin hospitals (especially in tertiary care hospitals) armir tiolesvary
according to the specialtfe.qg.,critical care, infectious disease and paediatric clinical pharmaéfgt$)°

Pharmaciss not only practe in hospital and community pharmacies but are also we@lin nontraditional settings,

such as regulatory activities (working within the Saudi Food and Drug Authority for drug evaluation, Good
Manufacturing Practice inspection, custemelease and pharmacovigilance), the pharmaceutical industry (sales and
marketing, scientific office, manufacturing site, or licensing and regulation department), and teaching and academic
institutions 2%

Pharmacists are the medication expeatsd their skills qualify them to play an active roteoptimising medicinesuse
across the healthcare system and to ensure patient safety. In Saudi Arabia, pharmacetsraegral part of many
multidisciplinary collaborations such:dke AntiMicrobial Resistanc&askforce to establish antimicrobial stewardship
programmesdevelopng clinical pathwaysmedication reconciliationand pain managementthey are also involced in
rapid responseieams and other multidisciplinary activitie®252

Various innovative tools and programmes have been recently introducgdudi ArabiaAccording to Alhawsauwt al.,
human factors engineering is an important aspfectconsideratior?® A very useful strategy to improve patient safety

is the introduction oféforcing functiong. Forcing functions is a feature of the systems design that prevents medical
errors and/or farm from taking placé?®®

One of the innovative programmes to ensure patient safety in ktimgdom is Drug Track and Trace System for
pharmaceutical productgeleased by Saudi Food & Drug Authqgrihat aims to guarantee the safety of all medicines
by tracking theijourney,from the manufacturing phastarough toconsumption?>2

Another important patient safety initiative ithe National Reporting and Learniidatform launched by the Saudi
Patient Safety Cerg. The aim is to build reporting system in Saudi Arabia. This reporting system helps in the collection
of data which in turn helps in tracking the issues that compromise patient safety. Lessons aeel ieamn failures, and

this helps to avoid the ocerence of such cases in the fututt: 250 252
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