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Medicines information encompasses information targeted at health care professionals as well as patients
and consumers of medicines, with the primary aim of educating individuals about medicines. Medicines
information for health care professionals aims to support them in their patient-care roles, while medicines
information targeted at patients and consumers of medicines aims to ensure quality, safe and effective use
of medicinal products.

Globally, arange of stakeholders are involved in the development and dissemination of medicines
information to health care professionals and consumers. These groups range from pharmaceutical
manufacturers, to health organisations, individual health care practitioners and, more recently, other
consumers through the Internet, particularly social networking sites.

Medicines information is available in a range of written formats, as spoken information and through the
Internet, which is becoming increasingly accessible and popular for consumers. Often the information
obtained by consumers is inaccurate, overwhelming, biased, unhelpful or not well understood. Consumers
want information that they can trust, understand and act on, and which supports their medicine taking and
quality use of medicines.

To this end, many countries have implemented legislation and guidelines for the development and
dissemination of medicines information to health care professionals, patients and consumers. In some
countries, the approach has been health-systems-based, embedding a medicines information strategy as
part of a national medicines policy. In others, the approach has been set in pharmaceutical policies and
legislation. There are also many countries that do not have a well-defined or coordinated strategy for a
number of reasons; limited resources, for example.

This report provides experience from countries where medicines information strategies exist, and describes
the core elements of a medicines information strategy, including how such strategies can be developed.
Furthermore, this report identifies how a medicines information strategy can be integrated into broader
medicines management policies in low-resource settings. Importantly, this report defines and promotes the
role of the pharmacist, within a multidisciplinary team, in the strategic development and implementation of
national medicines information policies and practices. Pharmacists, thanks to their diverse roles and
breadth of practice settings, are ideally positioned to develop policy on medicines information in
collaboration with other health care professionals and stakeholders; and to develop and disseminate
medicines information broadly, as well as specifically targeted to their patients and clients.

This reports sets a vision for the International Pharmaceutical Federation (FIP) and pharmacy organisations
around the world, as well as individual pharmacists, for collaboration and action towards high quality
medicines information through well-planned, structured medicines information strategies that are
embedded in national medicines policies. While it is imperative that pharmacists and other health care
professionals provide information in a way that is understood and can be acted on by patients and
consumers, it is important that health care professionals are well supported with quality and regulated
written medicines information, by the Internet, and by the health system. The health system should provide
the supportive setting that promotes the provision of medicines information, and its use as a patient-
centred tool paramount to informed treatment decision-making.

Parisa Aslani

President of the FIP Health and Medicines Information Section, and FIP Board of Pharmaceutical Practice
Executive Committee member
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Medicines information (Ml) is essential in enabling patients to use medicines appropriately and safely.
Although a wide range of Ml sources and services exist, more attention should be paid to coordinating these
resources in health care. The potential to learn from other countries’ experiences, especially those with
established MI policies and strategies, should be capitalised upon. Through working across borders, a global
approach to developing MI may be reached and linked with medicines management policies.

In order to engage and promote the role of the pharmacistin the strategic development and implementation
of national Ml policies and practices, the FIP Working Group on Strategic Development and Use of Medicines
Information was set up to collate and share information on existing national policies, strategies and
initiatives to support the development and provision of Ml aimed at health care professionals and the public;
and to identify the core elements that should be considered in developing a national Ml strategy.

This report aims to set out a vision for FIP and pharmacy organisations internationally for collaboration and
action towards high quality MI. The report describes the goals and outcomes of strategic development of Ml;
gives examples from countries where Ml strategies exist; describes the core elements of a Ml strategy as well
as the process of strategic development of MI; and discusses strategic development of Ml within medicines
management policies in low-resource settings.

The working group used various methods to compile this report: (i) An Internet member survey of all FIP
sections members in 2013; (i) Collation of information about existing Ml development strategies or policies
identified primarily using online websites; (iii) A three-hour workshop session during the 2014 World
Congress of Pharmacy and Pharmaceutical Sciences entitled “Experiences in developing and implementing
national medicines information strategies”; (iv) An evaluation of existing FIP policy statements related to MI;
and a review of the research literature from peer-reviewed journals as well as selected documents describing
strategic development of MI.

Main findings:

1 Mlisanimportant part of health care, and key to the safe and effective use of medicines.

1 Few countries have national Ml strategies. Strategic development of Ml is often included as part of
national drug policies or action plans. Furthermore, Ml is often seen as part of pharmacovigilance
work.

1 Thereiswidely available guidance on how to compile written MI, although not extensively used.

National medicines policies that can incorporate a Ml strategy are needed.

1 Pharmacists’ expertise is needed to guide development and implementation of Ml strategies within
national medicines and health policies.

1 Possibilities for strategic development of Ml in low-resource settings differ from other parts of the
world.

=

Observations for the strategic work

Aninter-professional approach and widespread cooperation between stakeholders is essential in the
strategic development of MI. Broad networking will positively affect the implementation of the strategy. The
development of the Ml strategy should be based on the current Ml situation in the country/ area, (i.e.
identify existing good practices, as well as gaps). Research into the strategy process, analysing the evidence
and informed decision-making play an important role in Ml strategy development.

Avision for the strategy, alongside relevant aims and actions should be clearly defined: what is meant to be
achieved; how; and according to what specific timetable. Desired outcomes should be explicit and interim
markers of success used. Assessment of the strategy should be an integral part of the strategy process.
Implementation of the Ml strategy should be supported with resources. It should also be recognised that
implementation will take time.
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Recommendations

To pharmacy organisations:

f
il

|l

Initiate strategic development of MI nationally.

Demonstrate the importance of Ml to increase rational medicine use, medication safety and
increased adherence.

Be actively involved where strategic development of Ml is started.

To pharmacists:

il

f
f

Recognise the role of Mlin relation to rational medicine use, medication safety and increased
adherence.

Use reliable Ml sources appropriately.

Demonstrate your Ml expertise to other health care professionals and participate in inter-
professional collaborative initiatives.

To educational organisations of health care professionals:

f
f

f
f

Include inter-professional courses in the curriculum.

Include skills on how to use Ml databases and clinical decision-making tools in daily practicein the
curriculum.

Include the effective use of reliable Ml sources in the curriculum.
Promote the development of exemplary medication counselling skills.

To governments:

f
f
f

= =

Compile national medicines policies that include strategic development of MI.
Compile national Ml strategies to illustrate challenges and needs more explicitly.

Provide resources and support to allow such work to be undertaken (including promoting and
acknowledging the importance of medicines information).

Oversee the implementation of accepted Ml strategies and guidelines.

Develop the criteria for certifying or accrediting Ml centres and Ml resources in collaboration with
professional and educational bodies; and implement them.



Medicines information (Ml) is a broad term encompassing information targeted at health care professionals
(HCPs) and patients, and available and provided in written, electronic or verbal forms.* It includes:

|l

f
f

il
f

Statutory or regulatory information, and product specific information on medicines (e.g. summary of
product characteristics [SPCs] and patient information leaflet [PILs] in the EU)
Written MI materials targeted at patients and HCPs

Ml tools, databases and information systems used in day-to-day practice by HCPs (e.g. medication
review tools and drug interaction programmes)

Ml provided by drug/medicines information centres
Oral patient education and counselling

Strategy refers to the tools and means of facilitating the implementation of a vision. A Ml strategy is
understood as a guideline or policy that provides recommendations on how Ml could be developed, provided
and organised nationally or regionally for HCPs and patients. In such a strategy, all the forms of Ml described
above should be taken into account. All stakeholders engaged in development and use of Ml can then adopt
this strategy in their own practices.

Patient counselling refers to the communication about medicines between pharmacists or other HCPs and
patients.>34

Medicines information centre (MIC) and drug information centre (DIC) refer to Ml services where people
can call or otherwise contact HCPs and inquire about medicines.s



The current trend in health care emphasises patient-centred care through increased consideration of patient
perspectives and greater patient involvement in their own health care and disease management. Medicines
information (MI) is essential in order to empower patients in their medicine use, and to ensure rational and
safe use of medicines and adherence to long-term therapies.® Ml is also integral to many other aspects of
pharmacy practice activities, including, for example, legislation and guidelines to be followed, or the
databases and information systems that health care professionals (HCPs) use in day-to-day practice. In the
future, the role of Ml will increase further as pharmacotherapies become increasingly individualised. Thus,
pharmacists should take an active role in developing and delivering Ml practices. However, effective
multidisciplinary, inter-professional collaboration is also needed to ensure that Ml services have a positive
impact on patients’ medicines taking behaviour.

Although a wide variety of MI sources and services exist, more attention should be paid to coordinating
these resources in health care. For example, the European Commission High Level Pharmaceutical Forum
highlighted in 2008, among other things, the need to consider national strategies in order to meet consumer
needs for MI, and furthermore, that provision of Ml should be a shared responsibility of all stakeholders in
health care’ Thus, there is a recognised need for strategic development and implementation of Ml for
consumers. The potential to learn from other countries’ experiences should be capitalised on, especially
from countries that have established policies and strategies. By assisting one another, a global approach to
developing MI may be reached and linked with medicines management policies.

In order to engage and promote the role of the pharmacist in the strategic development and implementation
of national Ml policies and practices, the FIP Working Group on Strategic Development and Use of Medicines
Information was set up, with the following specific objectives:

1 Tocollateand shareinformation on existing national policies, strategies and initiatives to support
the development and provision of Ml aimed at HCPs and the public;

1 Toidentify the core elements that should be considered in developing a national Ml strategy;

1 Toencourage pharmacists to take a leading role in the development of policies and strategies to
strengthen MI provision; and

1 Topromote the role of pharmacists in the day-to-day development and provision of MI.

The expected outcome of the work was to establish guidance that FIP member organisations and individual
members can use to work with governments, national non-government organisations (NGOs), international
NGOs (INGOs) and other relevant stakeholders to develop and implement national or regional policies and
strategies for Ml in their own countries or regions. As part of the process, existing FIP policy statements
related to Ml were evaluated.

The aim of this report is to set a vision for FIP and pharmacy organisations internationally for collaboration
towards high quality MI. The report describes the goals and outcomes of strategic development of Ml; gives
examples from countries where Ml strategies exists; describes the core elements of a Ml strategy as well as
the process of strategic development of MI; and discusses strategic development of Ml within medicines
management policies in low-resource settings.



The Working Group on Strategic Development and Use of Medicines Information has used various methods
when compiling this report:

il
f

An Internet member survey of all FIP sections’ members in 2013 (Appendix 2).

Collation of information about existing Ml development strategies or policies, identified primarily
using online websites (from USA, Australia, Europe, India-SEA-region, Rwanda) between March and
June 2014 (Appendix 3).

Athree-hour session during the 2014 FIP World Congress of Pharmacy and Pharmaceutical Sciences
entitled: “Experiences in developing and implementing national medicines information strategies”
(Session C3). Presenters discussed global as well as regional Ml policies and strategies, covering
stand-alone policies and those embedded in broader medicines management policies (Appendix 4).
An evaluation of existing FIP policy statements related to Ml (Appendix 5). The content and text of
the FIP Statement of Policy on Medicines Information for Patients® has been used when writing this
reference paper and reproduced where relevantand appropriate in its different parts. The original
FIP statement is presented as Appendix 6.

Research literature from peer-reviewed journals as well as selected documents describing strategic
development of Ml were reviewed and included in this reference paper (see References).



Effective patient medicines information (MI) can be defined as information which improves patients’
knowledge and understanding of treatment, self-management of iliness, and that improves health
outcomes. In the following sections, we discuss the role of Ml related to rational use of medicines;
medication safety and pharmacovigilance; rational prescribing/dispensing of medicines; and health literacy
(Table 1).

Table 1. Goals and possible outcomes of Ml

Goal Possible outcome

Safe and effective use of medicines
Increased patient satisfaction
Increased adherence

Allow patients to make informed decisions and
take a more active role in their treatments

Rational use of medicines

=A =4 =4 =4

Safe and effective use of medicines

1 Adversedrugevents and medication errors
Medication safety and pharmacovigilance prevented

1 Produceinformation on medicines safety
profiles for HCPs and patients

=

1 Ml facilitate, encourage and support rational

prescribing
Rational prescribing and dispensing 1 Milintegrated into the relevant data systems
I Communicate adequate and appropriate Ml to
patients

1 Milisavailable to patients to access, understand
and evaluate within the context of
management of their medical conditions

1 Key principles of good writing and design are
applied to written MI

1 Written Ml is tailored to specific patient
populations

1 Better health outcomes

Health literacy

4.1 Rational use of medicines

The classical definition of rational use of medicines by WHO is that patients receive medicines appropriate to
their clinical needs, in doses that meet their own individual requirements, for an adequate period of time,
and at the lowest cost to them and their community.? Following this definition, the FIP has defined the
responsible use of medicines in the following way: it means that a medicine is only used when necessary and
that the choice of medicine is appropriate based on what is proven by scientific and/or clinical evidence to
be most effective and least likely to cause harm. This choice also considers patient preferences and makes
the best use of limited health care resources. There is timely access to and the availability of quality
medicine that is properly administered and monitored for effectiveness and safety. A multidisciplinary
collaborative approach is used that includes patients and their families or caregivers.*
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Information that is better suited to the needs of the patient has the potential to increase/improve patient
satisfaction and can contribute to increased adherence to medicines. For example, Australia’s National
Medicines Policy describes that information development, implementation and provision is paramount to
facilitating quality use of medicines.*

Providing unbiased and effective Ml to patients and HCPs must be a priority for pharmacists. People who use
medicines need both spoken and written MI. As medication experts, pharmacists are a key information
resource for patients and HCPs. The key challenge for the pharmacist is getting such information to patients
in ways that meets their needs, as well as the needs and abilities of HCPs and health systems.

The purpose of patient Ml

The primary purpose of patient Ml is to assist patients and HCPs in achieving the safe and effective use of
medicines. This includes providing information that allows patients to make informed decisions as to the
appropriate selection and use of medicines.

Patients value information about the range of treatments available, their relative effectiveness, inherent
risks, if any, and their impact on lifestyle. Furthermore, patients need information for ongoing decisions
about the management of medicines. Although not all patients wish to receive written information, those
who do want such information ask for sufficient details to meet their needs. Patients value information that
is adjusted to their individual needs and that balances benefits and harms. Most patients also want to know
about the potential for adverse drug reactions.

Sources of patient Ml

Itis important to have a variety of effective sources of Ml that patients can access. Itis also important to
have qualified HCPs who can assist patients in understanding this information.

The various sources of patient Ml can be categorised as:

1 Spoken and delivered by HCPs

1 Medicine leaflets / package leaflets supplied with individual medicines
1 Written for patients and HCPs

1 Electronic and delivered via the Internet and other electronic tools

Best practice in information design

For written and electronic medicines information to be effective, they also need to be user-friendly.
Improving the effectiveness of written medicines information can be addressed by applying key principles of
good information design and writing. It is important to emphasise that good design and layout are as
important as content that is easy to understand. Suboptimal health literacy is a widespread issue within an
international context, where health literacy (“the degree to which individuals have the capacity to obtain,
process, and understand basic health information and services needed to make appropriate health
decisions”?) varies both within and between countries. These differences should be considered when
developing medicines information tools. Attention should be given to methods of communication other than
the usual written or spoken communication, where appropriate. For example, alternative languages and
special formats (large font size, pictograms, audio versions, Braille) as well as mixed approaches (e.g. written
and audio-visual) should be made available and used to meet the needs of specific patient populations.

On closer examination, it can be seen that medicines information has the potential to be used as a tool to
improve health literacy. If developed and tested appropriately, it can help to inform patients of all different
health literacy levels about their medicines.

Expanding regulatory function

Increasingly, authorities are creating guidelines and information about medicines. For example, the
European Union requires comprehensive patient leaflets in all medicine packs, which are written according
to strict guidelines. These now have to be tested to ensure they are usable by patients. There are similar
guidelines in the Western Pacific Region. Also, the United States Food and Drug Administration has a more
interventionist role in ensuring high quality of information, and providing more information itself to the
public (largely via its website). Importantly, the usability of medicines information should be evaluated with
patients to ensure that they are fit for purpose.
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Need for further research

Generally, it is observed that there is a lack of research in the area of patient M1.*¥% There is a need to
determine the content, layout, delivery method and timing of written medicines information that best meet
individual patient’s needs. Also, there is a need to continue investigating how to effectively incorporate
targeted and tailored information, in particular how to effectively convey benefit and harm information to
patients via leaflets.

4.2 Medication safety and pharmacovigilance

MI has a central role in preventing adverse drug events. As patients become active partnersin the
management of their condition, they should have access to or be provided with reliable medication safety
information. Communicating medication safety information is complex as it involves many stakeholders
with various degrees of risk perceptions, needs, knowledge, and abilities.*s For example, good risk
communication must take into account the literacy level and concerns of medicine users. Pharmacists are an
important source of MI for patients%7% and are instrumental in ensuring that patients receive appropriate
safety information about their medicines. Pharmacists also play a vital role in correcting identified
medication errors and improving safety systems in clinical practice.**** Expanding the role for pharmacy,
such as including the presence of a pharmacist in outpatient and inpatient services and increasing patient
education through a pharmacist, will improve medication safety in hospital settings.?

Another example of a medication safety perspective is driving under the influence of psychoactive
medicines. The European Commission launched the DRUID (Driving under the Influence of Drugs, Alcohol and
Medicines) project. Within this project, among other activities, guidelines for health care professionals on
prescribing and dispensing medicines taking into account theirimpact on driving performance were
generated.®

Pharmacovigilance involves monitoring the safety of medicines and taking appropriate action to minimise
harms, such as by communicating drug safety information. Having access to reputable and up-to-date
medication safety information resources will allow pharmacists to provide reliable information to patients
and clinicians. In the USA, various resources are available online or via mobile technology.> These include the
Food and Drug Administration Paediatric Labelling Information Database, a Paediatric Safety Reporting
page, the Institute for Safe Medication Practices (ISMP) Risk Safety Manual, and the ISMP Consumer Safety
website.

In the European Union, the European Medicines Agency guideline on good pharmacovigilance practices
emphasises the importance of communicating safety information to patients and HCPs in order to promote
the rational, safe and effective use of medicines, prevent harm from adverse reactions and contribute to the
protection of patients and public health.? A new pharmacovigilance legislation (Directive 2010/84/EU and
Regulation (EU) No 1235/2010),% which came into effect in 2012, strengthened the follow-up of the safety
profile of medicines. For example, all new medicines require a public risk-management plan (RMP).
Furthermore, the marketing authorisation holders need to provide an evaluation of the benefit-risk balance
of their medicine, called Periodic Safety Update Report (PSUR). Medicine users are now able to report
suspected adverse drug reactions in all EU Member States. Ablack triangle in the package leaflet is used in all
EU Member States to identify medicines under additional monitoring. Reports of suspected adverse drug
reactions are especially wanted of medicines under additional monitoring. In the USA, Risk Evaluation and
Mitigation Strategies (REMS) are required by law when there is uncertainty about whether benefits of adrug
outweigh its risks. REMS may include medication guides, patients package inserts, communication plans and
Elements To Assure Safe Use (ETASU).?” All these different pharmacovigilance activities in the European Union
and the USA produce considerable information on medicines’ safety profiles that can be used by HCPs and
patients.

The 2000 FIP Statement of Policy on Good Pharmacy Practice and Education emphasises the importance of
providing pharmacy students with the essential foundation for pharmacy practice in a multi-professional
health care delivery environment. This statement recommends that students be trained about risk and
safety management along with pharmacoepidemiology.?® The FIP Statement of Policy on Pharmacovigilance
also recommends that curricula address the pharmacist’s importance in pharmacovigilance.? An opinion
paper from the American College of Clinical Pharmacy Drug Information Practice and Research Network
highlights the role of Ml in pharmacy curricula, notably to prevent medication errors.3° In recent years, US
pharmacy schools curricula have placed a greater emphasis on medication safety.3.
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There are numerous commercial sources of drug safety information available to HCPs.3? Although widely
availablein high-income countries, these sources of information might not be easily accessible to clinicians
in low-and middle-income countries. Additional factors that can affect the dissemination of medication
safety information to policy makers, regulators, and HCPs in these countries include lack of
pharmacovigilance competence, lack of manpower, lack of stakeholders’ communication, poor regulations,
and a poor medication safety reporting culture.33 Many of these countries also need technical support,
equipment, training, and funding.3

4.3 Rational prescribing / dispensing of medicines

Rational prescribing is a multi-step, iterative approach to prescribing that requires effective patient-provider
communication.3* As the identification and review of available treatment options alongside treatment
choice are core steps in the process of rational prescribing, Ml becomes an important tool to achieve this
goal .3

Avariety of Ml can be used to facilitate, encourage, and support rational prescribing practices across
different health care contexts internationally.3s For instance, educational intervention strategies are an
example of a targeted approach that can be employed to optimise rational prescribing of medicines. It
involves the utilisation of information, which would undoubtedly encompass MI.3¢ The role of M, as part of
initial education undertaken in the completion of tertiary qualifications and further specialisation to qualify
as prescribers of medicines, is apparent. Ml is also important in continuing professional development to
ensure that rational prescribing/dispensing practices reflect and consider best practice guidelines that are
currently implemented. Prescribers require a range of high quality, accurate, readily accessible and easy-to-
use Ml which is integrated into the relevant data system(s) in use to inform rational prescribing, particularly
in the practice of evidence-based medicine. Following on from this, integration of the use and provision of M|
by HCPs in service provision can directly improve and help to ensure quality use of medicines by patients.

Dispensing of a medicine refers to the events and tasks performed from the point of prescription
presentation to the provision of the medicines/therapeutic goods to the patient.3%¥ Therefore, Ml is utilised
by the dispenser, such as a pharmacist, to determine the safety and appropriateness of the prescribed
medicines for the patient. It is also used to communicate adequate and appropriate information to the
patient at the point of provision to best support safe and appropriate medicines use. Pharmacists rely on Ml
of this nature to ensure that the dispensing of medicines is safe and appropriate for patients/end users.
Undoubtedly, the use of Ml is integral to the practice of the profession.

The pharmacists’ role in dispensing non-prescription medicines is also vital. FIP’s Statement of Policy on Self-
care including Self-Medication T The Professional Role of the Pharmacist (1996, Jerusalem) detailed the
professional role of the pharmacist on advice-giving on the treatment of symptoms and referral to
physicians.3®

4.4 Health literacy

Multiple definitions of health literacy exist, where one example refers to health literacy as “the ability to
access, understand, evaluate and communicate information as a way to promote, maintain and improve
health in a variety of settings across the life-course” 39 Medicines play a role in health maintenance and
promotion and thus, in accordance with the aforementioned definition of health literacy, Ml must be
available for patients to access, understand and evaluate within the context of the management of their
medical conditions.

Suboptimal health literacy is a widespread issue within an international context. As part of the Adult
Literacy and Life Skills Survey conducted in 2006, 59% of adult Australians had poor health literacy skills.4
When comparing the Australian results to those obtained from Canada for adults aged 16-65 years, the
findings were comparable where less than half were determined to have sufficient health literacy skills or
higher.“> On closer examination, health literacy impacts health and is associated with economic burden for
the health care system.* Poor health literacy has been found to be an independent predictor of all-cause
mortality in the elderly who reside in the community.*> Poor health literacy has been associated with a larger
number of hospitalisations, reduced ability of individuals to understand labelling, and impacts observed
medicines-taking behaviour, amongst other suboptimal outcomes.®3 It has been linked to worse physical
health and also mental health, where those with poor health literacy had a higher chance of reporting
difficulties impacting their activities.* Hence, the burden which can be associated with suboptimal health
literacy highlights the need to address this issue at a population level.
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When examining the relationship between heath literacy and MI, understanding of written Ml is linked to
sufficient patient health literacy.*s From a strategic development perspective for MI, improving the
effectiveness of written Ml can be addressed by applying key principles of good writing and design. With
variations in health literacy levels amongst different patient populations, tailoring of the information to
specific patient populations and health literacy levels is important in order to maximise the usability,
utilisation, and impact of Ml on patient related outcomes, as evidenced by the inclusion of tailored
information as a core component within two different conceptual models of health literacy.®

There are a number of specific patient populations for which attention should be given to further methods of
communication that augment usual written or spoken communication of information, where appropriate.
For example, alternate languages and special formats (large font size, pictograms, audio versions, Braille)
should be used to meet the needs of specific patient populations such as (but not limited to): children, the
elderly, hearing impaired, visually impaired, ethnic minorities, or pregnant/breastfeeding women as some
exemplar subpopulations. Moreover, for a number of these patient subpopulations, specifically, the role of
information has been emphasised by its mention in FIP policy statements pertaining to maternal, newborn
and child health, or the management of chronic disease.*

Initiatives such as the AHRQ Health Literacy Universal Precautions Toolkit in the USA“® and Health Literacy
Project in Australia® complement and advocate for health literacy initiatives. On closer examination, it can
be seen that Ml has the potential to be used as a tool to improve health literacy and if developed and tested
appropriately, can help to inform patients of all different health literacy levels about their medicines. This
then plays arolein theinitiation and maintenance of a feedback loop for identification of population-level
health literacy deficiencies, optimisation of existing health literacy levels, and Ml to then lead to improved
health literacy levels post implementation of optimised MI.

4.5 Role of the pharmacist

The 2008 FIP Statement of Policy on Medicines Information for Patients underlines the pivotal role of
pharmacists in the provision of reliable and valid written and spoken MI to patients.5° As patients
increasingly access information from the Internet, pharmacists can act as a guide to, and interpreter of, this
type of information as well. Spoken information remains the priority for patients, but should be closely
linked to written information. Both spoken and written information should be tailored to reflect the health
literacy of the patient and/or care giver. Pharmacists should ensure that written information is not used as a
substitute for discussion. They should also encourage patients to use written Ml and welcome any questions
this may raise.

National initiatives can encourage patients to engage with pharmacists and ask questions about their
medicines. Pharmacists should also ensure that they collaborate with fellow HCPs, to make sure that
patients receive appropriate, consistent, and correct messages. It is the pharmacists’ responsibility to ensure
that the information they provide is objective, understandable, non-promotional, accurate and appropriate.
Further, the pharmacists can use written material with the medicines as a reminder document to support
the spoken information that is given to the patient. Pharmacists should encourage patients to seek objective
and accurate information. Furthermore, they should guide patients to reliable M1 websites, and utilise tools
to assess the reliability of online MI. An example of such a tool is DARTS-checklist (Date, Author, References,
Type and Sponsor).5* Pharmacists may also consider developing and providing medicines information
services making use of new information technology, such as email, chat and mobile telephone applications
to support patient education and self-management.

4.6 Value and outcomes of medicines information

The strategic development of medicines information is likely to benefit many parties and lead to many short-
, medium-, and long-term outcomes.

Short-term outcomes include:

1 Increased communication between patients, pharmacists, and other health care professionals.

1 Betterinformed patients before, during, and after medicines use, regarding their medicine(s),
associated risks, benefits, and actions required to be taken.
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Increased collaboration among all parties involved in developing high quality medicines
information.

1 Attention drawn to medicines information activities and their importance.

Medium-term outcomes include:

|l

Improved patient experience and satisfaction, for patients and/or caregivers who are actively
involved in managing their health.

Improved patient motivation to take a more active role in their treatment, if the information
received meets their needs.

Better access to reliable, quality information needed by the public, patients, and caregivers.
Improved patient communication with health care professionals, and increased patient ability to
manage their own health.

Promotion of safe self-medication

Improved pharmacovigilance efforts and promotion of safe and appropriate use of medicines along
the continuum of health care provision and treatment.

For the health care system as a whole: increased public confidence, improved cost effectiveness via
the development of quality, consistent information nationally; and strengthened partnerships
between statutory and independent sector information and service providers.

Long-term outcomes include:

1

1

Improved patient adherence and health status, aided by the receipt of relevant and tailored
medicines information which has been developed according to high quality standards.

Improved health literacy of patients, reduced inappropriate medicines use, improved patient health
outcomes, and lower health care costs. These are particularly important for an ageing population
where increasing numbers of chronic conditions and incidence of multiple comorbidities are seen.

We will observe sustained international collaboration between different regulatory bodies, and mutual
learnings between countries who have implemented strategies supporting the development of Ml and those
who are seeking to improve their Ml strategic development frameworks. Globally, there also will be a
dynamic development of MI (with adequate mechanisms in place to facilitate the adaptation of Ml where
necessary to best suit its purpose) and provision of consistently high quality Ml.
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This section gives examples of how three countries have developed MI. The USA is an example of a country
with a long tradition of developing MI. The second example is UK, where a strategy called “Better
information, better choices, better health” outlined a three-year strategic action plan, which set out 25
activities to improve access to information, signposting and quality of information.s? Finally, the example
from Finland shows how a Ml network was established to implement the first national Ml strategy.s

5.1 USA

National Council on Patient Information and Education (NCPIE) was founded in 1982 with a mission to
stimulate and improve communication of information on the appropriate use of medicines to consumers
and HCPs. NCPIE brought together public and private stakeholders.

In 1992, a law took effect that required pharmacists to offer to counsel most patients, at least those on new
prescriptions. In 1996 “HIPPA” law, which governs patient privacy of health information, affected consumer
behaviour as it stated that patients’ rights must be conveyed at all doctors’ visits, and at dispensing of
prescriptions, usually via electronic signature pad. This affected counselling performance as pharmacists
started to insert the patient medicines information (PMI) leaflets in the prescription bag with minimal oral
counselling.

An Action Plan for Provision of Useful Prescription Medicine Information was published in 1996.5 It defined
the goals for PMl as “consumers armed with greater knowledge about the medicines they take will be
empowered to make better-informed decisions”. Furthermore, it recognised that the broader distribution of
PMI will ultimately result in improved health outcomes and fewer medication-related problems. The criteria
for useful PMI were defined as scientifically accurate, unbiased in content and tone, specific, comprehensive,
presented in an understandable format, timely, up-to-date and useful.

The US policy developments have led to a wide distribution of MI: FDA required that on certain medicines or
therapy classes that pose a serious and significant public health concern, a medication guide must be
distributed at the pharmacy. These medication guides are paper handouts that address issues that are
specific to certain medicines and medicines classes, and contain information that can help patients avoid
serious adverse events, or patient adherence to directions for the use of the medicine that are essential for
its effectiveness.ss By 2014, there are nearly 400 Guides. Furthermore, FDA requires Patient Package Inserts
with certain medicines. PMIs are also developed privately and distributed in pharmacies with prescriptions.
In 2010, FDA notified that patients may receive different types of information, developed by different sources
that may be duplicative, incomplete, or difficult to read and understand. Thus, the current system is not
adequate to ensure that patients receive essential Ml needed to use a drug safely. FDA recommended that a
single document with standardised content and format based on approved prescribing indication(s) should
be adopted. The National Library of Medicine’s DailyMed was seen as an opportunity to serve as the
repository for PMlin the future.

The FDA’s Division of Drug Information (DDI) in the Center for Drug Evaluation and Research (CDER) offers
unique opportunities for health care professionals and students to learn more about the FDA and drug
regulation. The division offers a series of educational webinars focused on supporting the FDA’s mission of
promoting and protecting public health through interaction and education to strengthen current and future
partnerships and relationships between clinicians and researchers.s

The provision of medicines information {(drug information) isamong the fundamental professional
responsibilities of all pharmacists worldwide. Recent practice trends have placed pharmacists in
increasingly complex patient-care roles and have necessitated a higher level of competence by all
pharmacists in meeting the needs of our patients especially in low resource settings. The goal of providing
carefully evaluated, evidence-based recommendations to support medicine use and practices, is to enhance
the quality of patient care in a variety of practice settings including hospital managed care, outpatient care
centres, managed care environments, medical communication centres as well as academic-based drug
information centres. Medicines information can be patient specific, academic or a population-based
decision-making process.
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The American Society of Health-System Pharmacists (ASHP) developed, and approved on April 10 2014,
Guidelines on the Pharmacist’s Role in Providing Drug Information.’” The primary focus of these guidelines is
to describe contemporary medication information activities, including the application of a systematic
approach, appropriate documentation methodology and the use of high-quality Drug Information Resources
to provide excellent oral and written communication of medical information to patients, caregivers and
other health care providers.s”

5.2 United Kingdom

In 2003, a vision “Building on the best T Choice, responsiveness and equity in the NHS” was published in the
UK. It acknowledged information as an essential prerequisite to making informed choices about health and
health care. A public health consultation, “Choosing Health?”, confirmed the need to improve information.
Building on the commitments set out, the Department of Health (DH) published the health information
strategy “Better information, better choices, better health” in 2004.5 It outlined a three-year action plan for
local and national levels, aiming to put information at the centre of health care in the UK. The strategy was
compiled by four task groups with members from the DH, National Health Service (NHS), patient and
voluntary organisations and key players from pharmaceutical and health care industries. The work was led
by the DH.

Better Information, Better Choices, Better Health set out 25 activities which aimed to improve access to
information, signposting and quality of information, open the relationship between HCPs and patients,
organisational roles and responsibilities and communication and support (Table 2).52 Significant recourses
were available for the implementation of this strategy (£40 million a year for NHS Choices).

Table 2. Summary of activities set out in the Better Information, Better Choices, Better Health

Activity Lead Work with Timescale | Progress from 2004-2010
Translationand | NHS Direct | Bowne Starting Available to all via NHS (National Health
interpretation Global 2005 Service) Direct phone service. NHS Direct is
service Solutions (a an organisation, which was set up to

translation provide easy access to health information.

agency)
Community- DH (Dept of | PCTs (Primary | Starting The number of opportunities to train as an
based Health) Care Trusts) 2005 expert patient has increased, work is
Navigators - to continuing to improve this further.
improve
community
accessto
information.
NHS Direct NHS Direct | DH Dec 2004 Was available on Sky (subscription digital
Interactive - Online TV) until 31 March 2009. Still available on
Televised Freeview (Free digital television servicein
information the UK).
NHS Direct Self- | NHS Direct | Thomson Dec 2004 Was distributed nationally with Thomson
help Guide Directories Local Telephone Directory in 2004, and is

still available online.
National NHS Direct | DHand NPfIT | Complete No evidence of progress.
procurement of | and NHSIA | (National by March
information (NHS programme 2005
resources Informatio | forlIT)
n
Authority)

Informationto | DH NHSIA, PCTs Dec 2004 “Choose and book” available since 2004.
Support Choice (Online service to choose a hospital for
of Hospital treatment.)
HealthSpace - NHS Direct | NPfIT Dec 2004 Available since December 2003. A summary
anonline online complete of care records is available online but not
health by 2007 complete clinical care records, which was
organiser. the aim.
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information
budgetary
spending
should be
dedicated to,
and
procurement
methods for
the strategy.

organisations

Activity Lead Work with Timescale | Progress from 2004-2010
Information DH and PCTs, During The Information Standard launched
Accreditation NHS Direct | Regulatory 2005 November 2009, after piloting.
Scheme online bodies, VCS Current status:
organisations www.england.nhs.uk/2013/09/30/info-
stand/
Health Search NHSIA DH and NPfIT | January NHSIA (NHS Information Authority) had
Engine 2005 initial responsibility for this and was
disbanded in 2005. There is currently no
health specific search engine,
responsibility was passed to NHS
Connecting for Healthand plans fora
health search engine also feature in NHS
Direct Strategy.
Widen accessin | PCTS Local Starting This is a very broad and quite vague action
the community strategic 2005 point. Efforts have been made to increase
partners expert patients in the community. Local
databases were an aim set out by “Our
health, our care, our say” in 2006, there is
currently no evidence of these.
Develop and DH Professional | Starting “Questions to ask” Published in October
pilot power bodies, local | 2005 2007. Ask about medicines campaign 2003-
questions NHS 2008. Seen to have achieved a number of
organisations objectives, resources still available online.
Information DH Professional | Starting Are available for a number of conditions on
prescriptions — bodies, local | 2005 NHS Choices website. Information
to signpost NHS prescriptions are not yet personalised so
patients to this task has not been fully completed.
appropriate Evidence exists for the benefits of
information information prescriptions in practice and
about their also suggests provision through
condition community pharmacies.
Copying letters | SHAs DH Dec 2004 Initiative is now used in practice and is
to patients (strategic seen as useful by both HCPs and Patients
health
authorities)
and PCTs
Mainstream DH Professional | Starting Courses are available, but may not be seen
communication and 2005 as “mainstream” yet. Guidance is available
training for regulatory for undergraduate and preregistration
HCPs bodies, pharmacy programmes.
NHSU, local
NHS
Code of DH Professional | Starting No evidence found.
Practice on bodies, local | 2005
Communication NHS
Commissioning | DH PCTs and VCS | Starting The engagement cycle was published in
and (voluntary 2005 April 2009. This is a way of using patient
prioritisation and and public engagement to aid world class
framework to community commissioning, a process which must be
determine what sector) undertaken by PCTs.
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provided to the
NHS.

Activity Lead Work with Timescale | Progress from 2004-2010

Matching PCTs Local NHS Starting Evidence of efforts to map local area health

information organisations | 2005 demographics, no complete publication

provision with available.

local needs

Patient NHS Direct | Local Available Attempts at building a patient information

information onlineand | Partners early 2005 | bank failed.

bank — an DH

online database

of quality

assured

information

and leaflets for

HCPs to give to

patients.

Increase PCTs Local Started Aims to produce local databases of support

frequency and partners before the | groupsandinformation.No evidence of

access to strategy complete databases available to the public.

healthy living

and local

service

information

Make PCTs DH April 2005 | Under the pharmacy contractcommunity

information pharmacies must play a role in public

available health and signposting. They must support

through local up to six local or national campaigns a year

partners. and provide signposting to reliable
information sources

Local Use of PCTs DH Dec 2004 “Get theright treatment” was a national

“Get the Right advertising campaign launched in 2000.

Treatment” Thereis no evidence for localised use after

Campaign the initial phase.

Share best PCTs PCTs Dec 2004 No evidence of a system for information

practicein sharing. It may be taking place on a less

good official basis.

information

provision

Segment DH PCTs April 2005 | Work was carried out by the DH into

population and mapping population health demographics.

identify best No published evidence of this.

practice for

communicating

with each

group for PCTs

Make health DH PCTs April 2005 | Noevidence found.

editorial

content

available for

use locally

Review and DH April 2005 | No evidence found.

strengthen

marketing

support

The main issues leading to successful implementation of the strategy were buy-in from stakeholders,
political will aiming to empower patients, and significant available resources.s® Stakeholder involvement
during the planning phase while generating and developing ideas was seen as very useful, but also in the
implementation stage. Especially, the networks of different organisations led to greater visibility and
acknowledgement of the projects. In fact, many projects included in the strategy were already underway and
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the strategy brought them together, leading to better visibility of different projects nationally. The
Department of Health coordinated the work and had a strong authority and mandate to do so.

The planned three-year time scale was possibly too short to get all activities planned in the strategy
completed. Actions with success were those which were underway when the strategy was written. However,
this strategic work was still seen as important in bringing the already existing projects together and aiding
their success.

After the three year strategic period, the DH published “The power of information: Putting all of us in control!
for the health and care information we need” in 2012.5° This new strategy focuses on developing the quality
and use of electronic care records and information flow between different organisations and professionals.
Thus, the focus of the work has changed.

5.3 Finland

As mentioned in the introduction of this report, the European Commission hosted a Pharmaceutical Forum
during 2002-2005. Inits final recommendations,” it suggested that Ml should be developed in a strategic way
within the member states. Furthermore, sharing good practices between the member states was
encouraged. Following these recommendations, Ml was recognised as one of the key components to
increase rational medicines use among the population in the national medicines policy published in Finland
in 2011.°° The medicines policy was composed under the lead of the Ministry of Social Affairs and Health, in
cooperation with pharmaceutical sector stakeholders and patient organisations. After the launch of the
policy, the Ministry appointed Finnish Medicines Agency (Fimea) to compile a national medicines
information strategy and coordinate its implementation. Thus, Fimea had a strong national mandate for this
task and it was appreciated by the stakeholders as a neutral party to lead this work.

The Medicines Information Strategy was compiled in close cooperation with stakeholders. Fimea
interviewed different interest groups, from pharmaceutical industry to patient organisations and
professional organisations from different HCPs including pharmacy, medicine and nursing. Furthermore,
discussion forums were organised and consultations conducted based on the draft of the strategy (Figure 1).
Adetailed description and evaluation of the process has been published.®* Thus, the Medicines Information
Strategy describes a national view of the current status of Ml practices as well as the challenges which need
to be addressed.®* This was an evidence-informed policymaking process based on scientific stakeholder
interviews.

Figure 1. Process of compiling the medicines information strategy for Finland (Himeen-Anttila et al. 2013)

Consultation of key stakeholders
Focused individual interviews (n=9) and group discussions (n=19),
March-August 2011

\

Consultation of patient organisations (n=35),
June-October 2011
A E-mail with questions concerning medicines information activities (17 answers)

e

Public consultation of the draft strategy,
September 2011
A Statements for the draft strategy (n=30)
A Discussion forum (75 participants)

. 4

Publication of the national medicines information strategy,
February 2012
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The focus of the Finnish MI Strategy is wide, including six strategic objectives (Table 3).2 Under each of the
objectives there are more specific goals and proposals for actions. Altogether there are 37 proposals for
action in the whole document.

Table 3. Strategic goals and objectives in medicines information (Ml)in Finland in 2012-20205

To establish a multi-disciplinary Ml network in Finland

1 Establishing a national MI network.
1 Incorporating research and follow-up in Ml activities.
1 Participating in international initiatives.

To ensure that health care professionals use reliable information sources and services

1 Increasing awareness of reliable information sources.
1 Improving the accessibility and usability of MI.
T Utilising experts and existing specialist services.

To ensure a high level of medicines expertise and multidisciplinarity in health care

1 Improving medicines expertise and developing training in medication counselling.
1 Inbasicand continuing education emphasising a patient-centred attitude, a multidisciplinary
approach and support for patient self-management.

To base medication counselling on national guidelines and local agreements

1 Harmonising the provision of medication counselling in health care
1 Using MIto support the provision of pharmacotherapies in various settings.
1 Ensuring medication counselling in patient self-care.

To ensure the medicines users use reliable information sources and services

1 Ensuring the availability of reliable MI.

1 Promoting the readability and usability of package leaflets.

1 Producing Ml in minority languages and for other special groups.

1 Increasing the use of information and communications technology to disseminate MI.

To achieve a high level of health literacy among the general public.

1 Promoting health literacy among children and adults.

In order to implement the Ml strategy in Finland, a Medicines Information Network was built. The network
has five working groups (WGs): coordination group; research WG; education WG; WG for developing Ml for
HCPs; and another one for developing Ml for patients. The 37 proposals for action were distributed to these
WGs to be prioritised and implemented through development projects. Examples of prioritised proposals for
action and development projects started are shown in Table 4. The activities of the Ml network are based on
research and existing best practices.

There are altogether some 60 organisations involved in the different WGs of the network, and around 100
individual persons. Fimea is coordinating the work. There are no resources allocated to the network from the
Ministry or Fimea, besides the work of the coordinator.
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Table 4. Examples of development projects started in the Ml network

Development project

1 Current care guidelines for self-medication formulated during 2014-2016.

1 A multi-disciplinary forum for teachers of pharmacotherapy was held in November 2014 in order
to increase inter-professional cooperation. Another forum will be held in November 2016.

1 Asummary of reliable Ml which can be found on the Internet in Finnish has been published for
patients.

1 Asummary of Ml services available for HCPs has been published.

1 Cooperation between clinical pharmacologists and clinical pharmacists will be promoted by
different projects.

1 School medicines education has been promoted by a project where pharmacy students went to
schools around Finland to give medicines education lessons.

1 Avresearch strategy for the Ml network has been published. The aim of the research strategy is to
identify and describe the main research areas within Ml research, to be used by researchers to
build up cooperation within this field.

1 Research projects have been started in order to base work on the current situation and needs of
MI: Internet survey to evaluate different patient groups’ Ml needs and sources used (n=2,489).

1 Survey to members of the Finnish Union of Practical Nurses to evaluate their Ml needs and
sources used (n=750).

The first period of the network (2012-2014) has ended and a new three-year period has commenced. During
January-June 2015, all members of the WGs were interviewed and the strengths and weaknesses of this kind
of cooperation were evaluated in order to follow the evidence-informed decision making process. Based on
the preliminary results, some strengths and weaknesses have been identified (Table 5, p25). Organisations
also identified that in addition to cooperation within the Network, the M1 Strategy has influenced the work
of their own organisation as well.
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Table 5. Strengths and weaknesses of the cooperation within the National MI Network in Finland based on

interviews of the working group members (n=80) (unpublished).

Strengths

Weaknesses

Increased cooperation to develop quality M.

Lack of resources.

Cooperation between bodies representing HCPs and patients
have increased.

Demands time from other work.

The recognition of the relevance of Ml for medication safety
and rational medicine use has increased

Same people are involved in many working
groups.

Cooperation not only specifically related to MI, but more widely
to medication safety has increased.

Equity of workload among network
members.

Patient perspective has become clearer.

Too many working groups.

Tools to help medication counselling have been developed (see
Table 3).

Communication challenges between
working groups.

Education relating to Ml has been organised.

Organising of the network and planning its
actions took the whole first strategy
period. There was no time for concrete
actions.

MI network has provided a new channel to receive information
and to influence practicesin the field.

Limited joint actions between working
groups.

Network provides an important communication forum for
stakeholders.

Bureaucracy and paperwork required in
the Ml network.

Network has brought stakeholders together.

Part of the working group members are
not committed to strategy work.

Potential possibility to influence political decision making.

Accessibility of information improved among working group
members.

Information on good practices, ideas and motivation to develop
practices in own field.

Working group members have had a possibility to get to know
each other and their work, which makes them easier to contact
if needed in daily practices.
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Itis evident from the experiences of the countries with active strategic planning of Ml that there is value in
the collaboration that occurs as part of developing and implementing a Ml strategy. Acknowledging and
raising awareness of the current high quality Ml available are among the most important elements that such
astrategy should include. Furthermore, empowering medicine users to navigate to reliable information
within the huge amount of MI they encounter is extremely important (e.g., Power questions in the UK, or
school medicine education to increase health literacy in Finland).

The strategic goals should be based on careful analysis of the current Ml practices in the individual country
or area. The analysis should include evaluation of the good practices available (to be retained and publicised)
as well as challenges and shortcomings (to be overcome and solutions found). This kind of analysis should be
donein collaboration with stakeholders in the field. In accordance with the FIP Statement of Policy
“Collaborative Pharmacy Practice” 2 collaboration with other HCPs and patients should be promoted also in
the strategic work aimed at improving Ml practices.

A majority of the respondents from the survey targeted to FIP members viewed high quality Ml aimed at
patients, medicine users and HCPs as core elements to be considered when developing a national Ml strategy
(Appendix 2). Other aspects to be considered were developing patient-centred educational programmes for
the professionals providing medicines information, and the role of drug information centres and
collaboration between centres.
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