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Editorial
At the very first Pharmacy Management National Forum,
the keynote address was given by Dr Keith Ridge, who
introduced the principles of medicines optimisation, at that
time a new concept. I came away excited by the prospect
of having a new way of demonstrating value to patients,
and one which would be less driven by cost savings.
It was accordingly very depressing over the next couple of
years to listen to colleagues trotting out the same
schemes and programmes they had promoted before,
but now rebadged as “Medicines Optimisation” rather
than “Medicines Management”; and yet many of them
made no reference at all to the patient. This begged the
question; if we’re not optimising medicines for the patient,
who are we optimising them for?
I know – because he and I shared a rant a few years ago –
that Mark Duman felt the same way. He has devoted much
of his time in the intervening period to promoting the cause
of patient participation, and now he writes for us to remind
us that even medicines optimisation is not the outcome we
are looking for. It is, rather, a key tool to support the person
taking the medicines, because our interest as pharmacists
is, and must be, in people. Those people can make a
valuable contribution to their own optimisation.
We follow this with a further paper from our prolific colleagues
in Cornwall who have collected patient experiences of the
verbal information they were given at discharge. There are
pharmacy team members who will tell me that relying on
verbal communication is always fraught with risk of forgetting
or misunderstanding; others will say that without verbal
communication the transfer becomes dehumanized. It is hard
to imagine a satisfactory discharge in which verbal transfer of
information about medicines was not a major element,
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Developments in Practice
Optimising medicines vs. supporting people
Mark Duman MRPharmS,
Chief Patient Officer, MD Healthcare Consultants Ltd, UK.
Correspondence to: mark.duman@mdhealthcare.co.uk

As a patient, more than a pharmacist now, I’m
delighted to have been asked to pen an article on the
patient’s contribution to medicines optimisation. It’s
great to see this Journal bringing patients into their
work and we look forward to them doing more of this
in the future in line with, and indeed to align with,
initiatives such as Patients Included.1

What’s in a word?
First and foremost, why did we come up with the
term ‘optimisation’?
If we truly think that plain, accessible language is
important – a topic we’ll come back to – then why
don’t we simply state what things ‘say on the tin’ and
call this approach to maximising the impact of
medicines: ‘medicines-taking’? In that way everyone
understands immediately what we are talking about.
Instead, we chose to use ‘optimisation’, a word
that’s hard to say, to spell, and needs explaining to
professionals as well as patients. Rather than
lowering barriers to understanding, our poor choice
of terminology raises them. We, as professionals,
and especially as healthcare professionals, need to
think more about what works for our patients and
carers – our customers – and not what works, I’d
heretically suggest, to build a lexicon that often
looks to protect our professional hierarchies.
On the topic of language in the context of
medicines-taking and professional hierarchies, we
seem to have wholeheartedly embraced terms like
compliance and adherence. I’d suggest, again
wearing the patient hat, that these terms are rather
paternalistic allowing us health professionals to

pass responsibility, or blame, to patients – a sort of
“we’ve done our bit; so it’s their fault” mentality.
Any parent, educator or leader will tell that labelling
someone as ‘non-compliant’ or ‘non-adherent’ is not
a great place upon which to develop a relationship
through shared insight and understanding.
Instead, we should aim to have more open
discussions with patients – as the ‘Ask About
Medicines’2 initiative did many years ago –
encouraging us to openly discuss with patients, and
their carers, what the reasons are for taking, and for
not taking their medicines. And to explore how we
can help better support them. In many cases, and
forgive the candour, it’s not issues of capacity, but
our lack of capability in this realm, despite us
claiming the title ‘medicines experts’.

So what is our role in medicines?
Are we here to simply supply medicines, or are we
here to support people to take them? Given the very
gist of medicines optimisation, it would seem to be
the latter.
However, with an average 50% failure rate in terms
of people taking medicines as prescribed,3,4 and
pharmacy often being the last point of contact
with/for patients, we really have to ask if we’re
doing such a great job! If 50% of trains failed to
arrive on time, or our Wifi or phones only worked
half the time, they’d be a public outcry and rapid
government enquiries. But when it comes to
medicines there’s an eerie silence from
professionals, health care systems, pharmaceutical
companies, patients and the public. Is the problem
unknown? Is it too embarrassing to talk about? It is
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Figure 1
just an accepted norm? Do we not know how to
solve it?
The NHS in England spent about £21bn on
medicines last year5 - that’s a lot of investment to
not be used correctly half of the time, never mind
the follow-on impact from poorer health outcomes,
reduced productivity, increased benefits
consumption, etc. If we are truly moving to value, or
outcomes-based healthcare then we too need to be
measured, and paid, on the impact that medicines
have, not just on the supply of them. Pharma should
get paid not just for research and supply but also for
when the medicines meet the same end points in
real-life that they submitted in their trial data. For
that to happen, patients need to be much better
supported to take their medicines. We need to
establish systems as we’ve done in also every
market sector that embrace a delivery approach –
as oppose to the current ‘cash on non-delivery’ one.
If that became the norm we’d see a huge demand
from pharma, health systems, and us ‘professionals’
to solve the ‘adherence’ conundrum.

It’s all Greek to me!
So if we’re here not to simply supply medicines –
from which pharmacy is being commoditised out of
the business – we need to provide a much better
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service around medicines-taking. That’s a much
better use of our years of training and helps us better
evidence the claim that we are ‘medicines experts’.
In addition to changing payment structures what
else do we need to do to promote action?
Perhaps what’s also needed is a change in mindset one which takes us back to language and the very
origins of our industry. The word pharma is of
Greek origin - it’s a contranym – a word that means
opposing things. For example, one can dust a room
which means removing a substance e.g. dirt,
whereas dusting strawberries - the same verb means adding a substance e.g. icing sugar.
Pharma is also a contranym and simultaneously
means both poison and medicine. If the
pharmaceutical industry and pharmacy profession
thought more than we were producing poisons that
only became medicines when supplemented with
sufficient insight, information and support, then the
lack of medicines-taking might not be so prominent.
We’d change our language from one of blame to one
of support. We’d be much more focused on
understanding the patient behind the medicine,
and indeed the person behind the patient. And we’d
start to engage in proper conversations that
encourage positive interactions with people living
with both acute and long-term conditions (Figure 1).
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Figure 2
Practical examples of this approach to changing
our language, in this case for diabetes, has been
produced by NHS England.6
The last point regarding our use – or poor use - of
language is a pet peeve. We talk about drugs, the
drug industry and drug-takers. Yet they mean very
different things. Perhaps we should reserve the term
drugs for products that have yet to be approved.
Once they are, they become medicines. In that way
we perhaps increase their perceived value, that of our
profession and that of the medicines industry. Most
importantly, when we value things more, we tend to
look after them better and this, albeit would need
evidence or research to back up the hypothesis, could
positively impact medicines-taking.

Seeing the person beyond the patient
The first, and thus foremost, principle of medicines
optimisation is ‘aim to understand the patient’s
experience’7 (Figure 2). Does ‘aim’ mean it’s a hard
target to achieve? That it’s not easy to understand
their experience and to sensitise us not to make
assumptions? Whatever the intention of such
wording, understanding the patient’s experience
means conducting some research. And garnering
such patient insight is a thriving and growing
industry as all will have heard through such terms as

Real World Data, or Evidence (RWD/E).
A growing number of patient and carer groups (e.g.
Diabetes UK, Carers UK) offer telephone and online
support groups, some moderated, some not.
Questions, and answers (often of varying quality)
abound, and can be a useful indicator of finding out
what’s current in the patient population.
Currently, more so in the US that here, large online
platforms such as WEGO Health and savvy cooperative are springing up which provide peer-topeer support for patients with a wide array of
conditions, and often pay them for their insights,
especially when sought by industry.
Excellent as these fora are, one must be aware
patients joining these groups and platforms are
active in their pursuit and sharing of information
approaching more of an ‘expert’ or ‘experienced’
patient level than ones who are more passive.
Much of the chat focuses on medicine and
treatments but what’s encouraging to see is a much
broader discussion than the ‘medical’ model, looking
at sharing insights and practice on lifestyle choices
including employment, benefits, travel, and beyond.
Projects abound looking at using ethnography and
others insightful ways to think beyond the medical
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beyond the condition, is the question they ask
patients with severe respiratory conditions such
as asthma or COPD. They ask patients to score
True of False to “I feel like a prisoner in my own
home” – imagine the impact on patients, as well
as clinicians and the manufacturer who can
evidence that their therapy releases such
‘prisoners’ from their incarceration!

model, or to see the person beyond the patient. Two
approaches are shared here as exemplars for
readers to reflect upon:
1. Novo Nordisk started the DAWN (Diabetes
Attitudes, Wishes and Needs) study in 2001 and
repeated it again in 2013.8 The goal of DAWN
was to improve outcomes of diabetes care by
increasing the focus on the person behind the
disease, especially the psychosocial and
behavioural barriers to effective diabetes
management as captured in Figure 3.

“X” marks the spot

It is beyond the scope of this article to outline
the approach and findings of these studies but
the initial calls to action – focusing on bringing
the psychosocial aspects to the fore, rather than
‘just the medical model’ – are applicable across
all long-term conditions.9
2. Galen Research develop patient reported
outcome measures that look to more readily
recognise and quantify the impact of a disease on
the person, rather than just the clinical
parameters. Samples of their measures database,
across a number of conditions, can be seen at
www.galen-research.com/measures-database
An excellent example of seeing the person

Much of our focus in pharmacy is understandably
around clinical parameters. For example, we talk to
people with diabetes about their BMI and HbA1c
hoping such topics will resonate with them to illicit
improvement in their lifestyle and/or medicinestaking. But we’re often speaking the language of
medicine/s and not the language of people.
“We see things as we are, not as they are” – we all have
biases, and that’s fine as long as we acknowledge
them, and where necessary take steps to correct them.
As pharmacists, our “X” tends to be medicines which
are set in the context of a treatment for a condition,
often which we may not know if we don’t have
access to the electronic health record or a
relationship with them (Figure 4).

Figure 3
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Figure 4
Patients on the other hand, or as we’ve seen people,
have very different priorities.
We need to place ourselves in their shoes and think
about what is important to them. If there is
sufficient privacy across the counter, or you can
access a consultation room, ask them what’s on
their mind/ what’s worrying them at the moment.

Listen – and hear - what they are saying, not with a
mind to getting back to medicines-taking, but to
what they’re actually saying, or not saying. If they
are comfortable to have such a conversation, and
many won’t be and/ or won’t be used to such an
approach from pharmacy, the topics arising will
often be about work, money, family matters and the
like – as per the DAWN example above.

Figure 5
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My own light-bulb moment was sitting with my then
7 year old daughter at breakfast one morning,
having binged on a tub of ice-cream the night
before, and realising that if I didn’t get this under
control I might not be at her wedding in 20 years’
time or if I was it might be without my eyes, feet or
kidneys! Neither BMI nor HbA1c entered into that.
At its essence, it’s more about having a chat and
establishing a rapport that potentially leads to a
relationship. And that’s based on listening in order to
understand not to lecture. It’s a skill and something
that you may need training in. The Personalised Care
Institute10 is part of NHS England’s Personalised
Care program.11 They, and a range of other
organisations (including CPPE12 and the Academy
for Health Coaching13) offer opportunities to learn
about personalised care planning, shared decisionmaking, social prescribing and beyond. The objective
is for us healthcare professionals to add ‘coaching’
to our repertoire to encourage more self-care, selfmanagement and prevention (Figure 5).
And that’s good for patients, us professionals and
indeed for healthcare systems. In fact, evidence14
shows that if you can move a patient from being a
passive recipient to an active participant – from
level 1 to level 4 using the PAM score (Figure 6), you
can save between 8-21% of healthcare costs, so it
makes sense financially too…

Alternative Vital Signs
Having embraced a more person-centred approach,
and carrying out conversations that are more
coaching orientated, how can be better understand
where our patient is at?
A range of measures, many validated, exist and
include (Figure 7):
• Illness perception – it’s a little more complex15 but
simply put, does a patient with for example,
diabetes see their condition as “a touch of sugar”
or “a life-threatening disease”? Their responses
will help determine their attitude to their
disease(s) and potentially their willingness to
discuss and change.
• Medicines beliefs – the BMQ16 was developed in
the mid-90’s to rate a person’s attitude to
medicines. It consists of two five-item scales
comparing the necessity of prescribed medication
for controlling their disease against their
concerns about potential adverse consequences
of taking it e.g. the dangers of dependence or
long-term side-effects. It has been validated for
use in patients with chronic illnesses and has
been shown to predict adherence to treatment.
• Health literacy is defined by the CDC17 as “the
degree to which individuals have the ability to find,
understand, and use information and services to

Figure 6
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inform health-related decisions and actions for
themselves and others.” A highly literate and
numerate PhD student may not understand what
it means when informed to take a medicine twice
daily or when asked to take a stool sample. As
mentioned earlier, we need to speak in a
language that patients/ people understand. Tools
such as the Teach-back Technique can help
health professionals better support patients – see
www.healthliteracyplace.org.uk; a wonderful
poem,18 entitled “This is bad enough” by Elspeth
Murray captures much of the frustration around
our current health information & communication.
• Digital literacy – as health moves more online, we
need to be aware that, irrespective of age, many
people either can’t, or in some cases don’t want
to do digital. The Patient Information Forum, a
UK organisation promoting better information for
patients, recently made a range of recommendations
to improve health & digital literacy.19
• Motivation – patients can be aware that their
disease is life-threatening, that medicines can
help, and be highly health & digitally literate. Yet
they may still not take wish to take their
medicines. The Patient Activation Measure (PAM)

is an attempt, embraced by the NHS in England20
to measure this degree of motivation albeit it can
vary across and between diseases.

Going deeper
What’s hopefully clearly evident from this article is
the need to see beyond the medicine, medicines,
and even the patient, and to look at the whole
person. To do so one needs to add an ingredient
that is thankfully playing an increasing role in
healthcare delivery: health psychology.
It’s beyond the scope of this article, and my
expertise, to delve into this in detail but it’s worth
highlighting the COM-B21 model for those wishing to
do deeper into the topic.
There is also an increasing array of novels
presenting the patient side of healthcare – two
outstanding books, written my ‘converted’ medics
are highly recommended for readers wishing to gain
more insight and evidence around the value of this
approach.22,23

Figure 7
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A parting thought…
Let me leave with a little query that my dear (sadly
now departed) mother asked me many moons ago
and that I still struggle to explain. When discussing
pain relief medication, she asked me if 500mg of
paracetamol was 2.5 times as strong as 200mg of
ibuprofen? It’s the same unit of measurement, it’s
the right arithmetic.
So how, as the ‘medicines experts’ do we explain
that, please?
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Assessment of patient experience regarding verbal
information on discharge medication from an acute
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Abstract
Title
Assessment of patient experience regarding verbal information on discharge medication from an acute hospital
in England
Author list
Macdonald M, Wilcock M, Cardell A.
Introduction
Patient experience measurement is used in the NHS to identify strengths and weaknesses of healthcare delivery,
drive-quality improvement, inform commissioning and promote patient choice. A factor in failed discharges and
readmissions is a lack of information provided to patients regarding their medication at discharge. We sought
to understand patients’ views in relation to the provision of information on their discharge medication, with the
intention of utilising this information to improve our discharge service.
Method
One pharmacist delivered the survey face to face with a convenience sample of patients who had been
discharged from their base ward and were sat in the hospital’s discharge lounge prior to leaving the hospital.
The survey elucidated patient characteristics and consisted of seven closed questions, two of which were to be
asked at follow up after discharge.
Results
All forty-one patients (mean age 71 years, 59% male) consented to be interviewed. Twenty-five (61%)
recollected speaking with a member of the pharmacy team during their hospital stay, though 13 (32%) did not,
and three (7%) were unsure. Sixteen (39%) responded that no one had spoken to them about any of the
medication given whilst in hospital, nine (22%) said a doctor, eight (20%) said a nurse, six (15%) a pharmacist,
one both a doctor and nurse, and one patient was unsure. Satisfaction with the information received about their
medication was rated at a mean of 6 (on a scale where 1 is extremely dissatisfied and 10 is extremely satisfied).
Conclusion
From this small-scale study, we have highlighted gaps in care during the patient discharge journey.
Keywords: patient experience, hospital pharmacy, discharge medication.

Background
Healthcare is increasingly understood as an experience
as well as an outcome, and as a publicly funded
service, patient experience feedback is a form of
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holding those services to account.1 This focus on
patient experience is referenced in the NHS
Constitution for England in principle 4, which states
that: The patient will be at the heart of everything the
NHS does. It should support individuals to promote
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and manage their own health. NHS services must
reflect, and should be coordinated around and
tailored to, the needs and preferences of patients,
their families and their carers.2 Hence patient
experience is measured and used in the NHS to
identify strengths and weaknesses of healthcare
delivery, drive-quality improvement, inform
commissioning and promote patient choice.3 Patient
experience is multi-dimensional in that it can be
the ‘transactional’ experience of the process, e.g.,
waiting times, information provided. It can also be
how people feel about interactions with healthcare
staff and whether people felt treated with dignity
and respect.1
One review has confirmed that there are many
different types of patient experience feedback
available, or potentially available, within UK hospitals,
however, there are currently no “ready‐to‐use” data
sets for informing and monitoring improvements to
patient experience, apart from mandated data
relating to high‐level organizational trends.4 One well
researched area of healthcare experience is at
transition of care which is recognised as a patient
safety risk due to the medication-related harm that
may occur.5 The World Health Organisation notes
that patient education, medication literacy and
appropriate use of tools can help patients in their
medication management, and can help prevent
medication-related harm and improve medication
safety at transitions of care.5 One of the most
important educational communications between
patients and healthcare professionals is the one
related to discharge instructions. Those instructions
are defined as any form of recommendations given to
the patient or to a close family member, in an oral
or written way, upon discharge home for the purpose
of a continuous appropriate home care. A factor in
failed discharges and readmissions is a lack of
information provided to patients regarding their
medication at discharge.6
Improving this service for patients at discharge could
reduce unnecessary hospital admissions, and
improve patient outcomes, safety, and satisfaction.
The type of information on medication to be given
to patients is typically classified into posology,
duration, side effects, interactions, and follow up
and monitoring, where the expected standard
service should include all the aforementioned. Such

discharge information could be delivered by
physicians, nurses, or members of the pharmacy
team. A strong nurse-patient relationship is easier to
build since nurses are the healthcare providers with
the most opportunity for contact with the patient,
however, physicians are the ones in charge of taking
decisions in the management of the patient’s health
and as for pharmacists, they may not always have a
daily presence on all wards.
Within our trust the expected current practice is that
counselling at discharge is delivered to the patient
by the ward nursing staff. This involves taking
the patient through their medication, especially for
any newly commenced therapy, alongside the
accompanying discharge checklist, and showing
patients how to use devices e.g., dalteparin syringe.
However, this may vary across wards, depending
on the time nursing staff feel they can designate to
this task. Pharmacists, though not present at the
discharge stage, may in some instances have already
spoken with patients about certain aspects of their
medication.
This project was conducted with the aim of
evaluating the discharge medication information
service in an acute trust based on direct patient
feedback. The objectives of this study were to
understand patients’ views in relation to the
provision of information on their discharge
medication, and to ascertain if patients who were
prescribed new or altered critical medication were
being counselled during their admission.

Method
One pharmacist (MM) delivered the survey face to
face with a convenience sample of patients who had
been discharged from their base ward and were sat
in the hospital’s discharge lounge prior to leaving
the hospital. This survey was undertaken between
October 2020 and January 2021 on days that were
convenient for the pharmacist to visit the discharge
lounge. The respondents were informed that their
participation was voluntary and anonymous and
that by completing the questionnaire they were
providing consent to participate in this study. The
survey used was developed in conjunction with
patient volunteers within the hospital and was a
development of a previous survey undertaken some
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years ago.7,8 It elucidated patient characteristics
and consisted of seven closed questions, two of
which were to be asked at follow up after discharge
(see Appendix 1).
Inclusion criteria were adult patients in the discharge
lounge who had changes to their medication since
admission, and who were able to respond to the
survey questions. Exclusion criteria were patients
who did not have any discharge medication, whose
hospital stay had been solely in the Emergency
Department, when the pharmacist was able to see
that no changes to the patient’s medication had
occurred during the hospital admission, or where the
patient had been counselled on their medication by
the discharge lounge team prior to questioning. This
survey was designed to solely evaluate counselling
delivered on the originating ward where nursing staff
and other healthcare professionals had access to
patient’s medical notes and history. We therefore
excluded any patients that may have been
counselled on the discharge lounge to eliminate any
confusion for patients regarding the context of the
questions being asked of them. Consent was gained
to phone patients a week later to ask post-discharge
follow-up questions.

Ethics
Health Research Authority criteria about research
and service evaluation were considered. This was a
retrospective assessment involving no changes to
the service delivered to patients, and we used the
NHS Health research authority tool (http://www.hradecisiontools.org.uk/research/index.html) which helped
confirm that no ethical approval was required for
this project.

Results
Over the four months, 41 patients (59% male) were
approached, and all consented to be interviewed. The
age of the patients ranged from 21-92 with a mean of
71. When asked if they recollected speaking with a
member of the pharmacy team during their hospital
stay, 25 (61%) replied yes, 13 (32%) replied no, and
three (7%) were unsure. Ten (40%) of the 25 who had
conversed with a pharmacy team member during their
admission remembered being asked if they would like
to be referred to their regular community pharmacy
after discharge, eight (32%) said they were not asked,
four (16%) were unsure if they had been asked the
question, and three (12%) were patients registered
with a dispensing surgery, so the question was not
applicable as these patents would not be expected to
visit a community pharmacy for repeat medication. In
response to the question asking who spoke to the 41
patients about any of the medication given whilst in
hospital, 16 (39%) replied no one, nine (22%) said a
doctor, eight (20%) a nurse, six (15%) a pharmacist, one
both a doctor and nurse, and one patient was unsure.
Satisfaction with the information received about
their medication (on a scale where 1 is extremely
dissatisfied and 10 is extremely satisfied) was rated
at a mean of 6. Of the 16 (39%) patients who gave a
1/10 rating, 15 reported that no one had spoken to
them about their medication. Of the 20 (49%) who
gave a 10/10 rating, 19 recalled speaking with a
healthcare professional (seven by a doctor, six by a
pharmacist, five by a nurse and one by a doctor and
nurse). As regards how confident the patient felt
to take their medication after discharge, 26 (63%)
answered yes completely, six (15%) yes to some
extent, and 9 (22%) answered no. There was no
relationship between satisfaction score and responses
to this confidence question. Patients who had
changes made to critical medication were counselled
64% of the time, whereas patients who had no

Feeling lightheaded and dizzy so phoned GP.
Had to go to GP as we had given her no pain relief and she was struggling to breathe.
Hospital stopped diuretic due to low BP - got oedema when home so had paramedics.
GP didn’t get sent discharge.
Box 1. Reasons why four patients contacted GP after discharge
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changes to critical medication were only counselled
50% of the time. The majority of patients were
counselled by doctors (24%), followed by nurses
(22%), and lastly, pharmacists (15%).
When asked about their experience of a typical
pharmacy service (described to the patient in the
survey) 12 rated it as excellent, 15 as very good or
good, 3 as fair, and 11 as do not know or no
experience of it.
Thirty-eight (93%) patients gave consent to be
contacted after discharge, and at follow up four of
these had concerns about their discharge medication
such that they had cause to contact their GP (Box 1
for reasons given by patient).

Discussion
In this small survey we found that nearly two-thirds of
41 patients recalled speaking with a member of the
pharmacy team during their hospital stay, though
only six (15%) patients said they had specifically been
spoken to by a pharmacist about medication given to
them whilst in hospital. In fact, 16 (39%) patients
reported that no one had spoken to them about their
medication. We found an association between
patient satisfaction with the information received
about medication and whether the patient was
spoken with about their medication. Fifteen of the
16 patients who gave a satisfaction rating of 1/10
reported that no one had spoken to them whilst
19 of the 20 giving a 10/10 rating did recall speaking
with a healthcare professional. Interestingly, a few
patients said they received no counselling on their
medication but said they were confident in taking
them because of the label on the box and the patient
information leaflet inside the pack. This may be why
we saw no relationship between satisfaction score
and responses to the confidence question i.e., the
sole act of counselling on the wards may not have
contributed to a high confidence score, hence
suggesting the need for a questioning style that
provides evidence of patient understanding.
In one recent study investigating the needs and
characteristics of patients who had been frequently
admitted to a London hospital, over two-thirds of
patients agreed that medication information was
explained in a way they could understand. However,

one-third would have liked more information
regarding their medications.9 In our small survey we
found that 20 /41 (49%) patients gave a 10/10
satisfaction rating, however it is important to note
that patient satisfaction is a reflection of the level of
matching between their expectation and actual
experience with the health-care service.10 A study in
Norway, in which 12 patients were interviewed two
weeks after discharge, found that patients wished to
be given practical information (e.g. about drug-drug
and drug-food interactions), as well as how the
medication may affect their day to day lives. Some
patients felt healthcare staff focussed more on
their reason for hospitalisation, which medication
to take and their indications.11 A further small
qualitative study (nine patients) from Norway
aimed to explore and understand how patients
experience medication communication during
hospital discharge and how they are empowered
through it. These authors concluded that both the
patients and the health care personnel appear to be
inculcated with biomedical traditions such as how
the treatment affected the outcomes, and not
necessarily listening to patients’ needs. There was
uncertainty about the roles and opportunities
associated with patient centred care where patients
are expected to move from the traditional, passive
role, towards being more involved and participating
in planning and decision-making regarding their
health and treatment.12
In another study pharmacist put emphasis on
educating patients about medications as they
transitioned out of hospital care with pharmacists
reconciling patients' medication before discharge,
talking with patients about the medication they
were taking, and contacting them by phone after
discharge to discuss their care.13 Those patients
who received the full transition-of-care education
protocol showed a substantial improvement in
satisfaction related to questions on communication
about medications. In our survey, four of 38 patients
contacted after discharge were concerned enough
about their medication that they contacted their GP.
All these four patients had spoken with a pharmacist,
doctor or nurse during their hospital stay though two
of these four expressed not being confident about
taking their medication after discharge. Three of the
four patients would have been eligible to be referred
to a community pharmacy after discharge and in one
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of these instances contact with a community
pharmacist may have avoided the need to contract
the GP (the patient who felt light-headed and dizzy).
One pre- and post-study had an intervention with
pharmacy staff actively counselling patients (mean
age 54 years) during the hospital admission in
sessions typically lasting between 10 and 30 minutes,
which included a brief medication review and a
detailed description of potential side effects for the
medications discussed.14 Patients also received an
informational brochure advising on safe and effective
use of medications, a description of the pharmacists’
role in the hospital, medication tips for transitioning
out of the hospital, and additional contact
information/resources. Results showed that patient
satisfaction with medication communication
significantly improved following implementation of
the pharmacy department’s medication education
initiative. Of interest, the number of patients
reporting speaking with pharmacy staff increased
only from 12/50 patients to 20/50 patients, and the
authors comment that patients may be unable to
distinguish between different healthcare disciplines
and thus may have associated a pharmacist in a
white coat as a medical doctor.
Similarly, in a Canadian study, only almost half of
399 former inpatients (mean age 67 years) recalled
speaking with a pharmacist during a recent hospital
admission. The majority of patients were satisfied
with these interactions and would welcome future
services from hospital pharmacists.15 This issue of
patient’s poor recall of speaking with a pharmacist
has been reported by others.16 We note that in our
study 14 of the 16 patients who said they did not
recall speaking with a member of the pharmacy team
had their medication reconciled at admission. For
nine of these 14 patients who had undergone
medication reconciliation this process had involved
the pharmacy staff member actually discussing the
medication profile with the patient (as opposed to
just reviewing the summary care record for instance).
To assist with communicating to primary care about
medication changes that occurred during the hospital
admission, our pharmacy team record notes on our
EPMA system describing significant changes, though
this happens for only just over a third of our patients.17
It is not expected that these notes should routinely
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document any evidence of pharmacist-patient
communication during the inpatient stay other than
at the medication reconciliation stage. In fact, there
were explicit notes made on our EPMA system for
two patients: one was counselled about a change to
inhalers by the pharmacist though this patient
recalled that a nurse had spoken to him about
medication; and one was counselled about specific
side effects of a quinolone antibiotic and this patient
did not recall any healthcare professional talking to
him about his medication. Both these patients,
despite there being documented evidence of a
pharmacist providing specific tailored counselling,
gave a score of one for satisfaction with information
received about their medication.
In a review into patients’ perceptions of how they
engage in admission and discharge medication
communication, the authors, noting that an
interdisciplinary approach to medication management
is required, recommend that nurses, pharmacists,
and physicians may all benefit from patient-centred
communication skills training.18 As far as we are
aware our hospital has not provided this type of
training routinely for our staff.
Nationally a framework has been developed to
provide guidance on how the NHS can involve people
in their own safety as well as improving patient
safety in partnership with staff.19 This framework
notes that planned sharing of information with
patients about their medications – both while an
inpatient and at discharge – has been shown to
reduce medication-related readmissions.
We acknowledge the limitations of this study. This
was a small single site study. We do not know if
these patients on the discharge lounge are different
in any way from the wider population of patients
discharged from the hospital. We also recognise that
convenience sampling is not a strong sampling
type, but we chose it for reasons of practicality. We
were unable to identify a validated survey instrument
for our purposes. One instrument - the "Patient
Satisfaction with Pharmacist Services Questionnaire"
- has been developed for measuring patient
satisfaction with pharmacist clinical services and
evaluated in a range of non-acute trust-based
settings.20 However, most of the questions in this
tool are not relevant to the survey we undertook. We
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are unsure to what extent the COVID pandemic
influenced some elements of hospital discharge
practice and therefore exacerbated the results we
observed.
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Sodium Valproate - role of pharmacy in ensuring
medicines optimisation
Mildred Johnson, Clinical Director of Pharmacy and Medicines
Optimisation/Chief Pharmacist, Pharmacy Department, Maidstone &
Tunbridge Wells NHS Trust, Hermitage Lane, Maidstone, ME16 9QQ.

Executive Summary
The report of the Independent Medicines and Medical Devices Safety Review, ‘First Do No Harm’,1 led by
Baroness Cumberlege and published in July 2020, revealed harrowing experiences by the parents of those
affected by the teratogenic effects of sodium valproate and related medicines, on exposure during pregnancy.
Some of the effects reported included physical deformities and neurodevelopment disabilities such as lower
intelligence and autism spectrum disorders.
This article outlines the challenges encountered in establishing regulatory changes governing the use of
valproate medicines. It also highlights the significant culture shift across healthcare regulatory bodies,
healthcare systems and pharmaceutical industries in how valproate medicines are carefully tailored to suit the
needs of individual patients and managed with warnings for information on the risk of valproate in pregnancy.
This has given personnel within the pharmacy profession an opportunity to develop new roles and ways of
working within an Integrated Pharmacy and Medicines Optimisation system. Such collaboration would help to
deliver the patient safety processes required under the Medicines and Healthcare Products Regulatory Agency
(MHRA) guidance on Pregnancy Prevention Programme (PPP), for girls and women of childbearing potential on
valproate medicines.2,3,4
As a pharmacy leader, I believe that, with the appropriate training and accreditation, Primary Care Community
and Hospital Clinical Pharmacists will be equipped, as part of their extended roles, to complete the Annual Risk
Acknowledgement Form (ARAF) for girls and women of childbearing potential who may be deemed to be of low
risk of pregnancy while on valproate medicine. Furthermore, pharmacists will be able to build trust with this
group of patients for triaging and decide whether such patients need to be referred to specialists in a hospital
setting. As the article outlines, valproate is useful in controlling jerks for example, thus enabling fulfilment of
social aspects of patients’ lives such as driving. Switching valproate medicine to another agent in pregnancy
may provide a safer alternative, however, it may compromise established stable symptoms and disrupt their
lives. A trained pharmacist would be aware of this information and would therefore be conscious of the benefits
of a referral; this would ensure that patients have that difficult conversation around switching valproate
medicine during pregnancy. The importance of positioning different formulations of valproate medicines is
equally important in the consideration of treatment management. This is an area in which pharmacists could
provide their support and advice for clinicians through decision tools.
The findings during the initial implementation of the MHRA guidance on PPP for all female patients on valproate
medicines confirm that it is paramount for all pharmacy leaders to prioritise the opportunities for extended
roles within the pharmacy workforce. This is key to enable the sustainable management of this programme
across all healthcare systems.
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Main Article
As a mother of two children, one of the frequent thoughts during pregnancy was to have a normal, healthy
child at birth. I was blessed with no health condition, and was not on any medication during both
pregnancies. It is therefore difficult for me to imagine the level of anxiety in pregnant mothers on medications
during their pregnancies, and their possible effects on their unborn children, even where risks are rare or
unknown. One of our fundamental professional roles as pharmacists in all sectors is to prevent patients from
harm by medicines. This extends to protecting the unborn baby, as we play a vital role in identifying
teratogenic medicines, recommending safer alternatives and supporting the careful management of medical
conditions during pregnancy.
Unfortunately, in the case of sodium valproate and related medicines (referred to as valproate medicines in this
article) used to treat epilepsy and other conditions, the anguish felt by the parents of those affected by its
teratogenic effects on exposure during pregnancy was palpable. This was evident in the ‘First Do No Harm’ - The
report of the Independent Medicines and Medical Devices Safety Review led by Baroness Cumberlege, and
published in July 2020.1
As a reminder of patients’ stories, excerpts from the report are captured below:
‘People need to be held accountable for how this drug has been allowed to be prescribed to pregnant women and
the lifelong effects this is having on the individuals affected… we need to stop this happening to anyone else in
the future.’
‘I felt so guilty, I felt it was my fault for his problems and disability… not to be told what these tablets can do and
have done to many families is terrible.’
‘If I’d been told my baby could be damaged by the medication I was taking, I would not have taken it. All our hopes
and dreams were destroyed by this, but we love our son dearly. We weep for the child who could have been and the
man who never was.’
Sodium valproate was first licensed in the UK in the 1970s to treat severe and resistant epilepsy. It now includes
other related medicines that are referred to by brand names, to allow what is being prescribed to correctly
match what is dispensed as there are variable bioavailability between brands and formulations. The valproate
product brands include Epilim▼, Depakote▼, Episenta▼, Convulex▼, Epival▼, Kentlim▼, Orlept▼, Syonell▼ and
Valpal▼.1 They are indicated for the treatment of epilepsy and bipolar disorder, with ‘off label’ use for migraine
prophylaxis and chronic pain management.
Over the decades, since its licence, there have been reports of physical deformities and neurodevelopment
disabilities such as lower intelligence and autism spectrum disorders in children on exposure to sodium
valproate in utero.1,2,3 Some of these conditions are now grouped as Foetal Valproate Spectrum Disorder - FVSD.
Over the last 5 years, there has been a significant culture shift across healthcare regulatory bodies, healthcare
systems and pharmaceutical industries in how these medicines are carefully tailored and managed, with
warnings for information on the risk of valproate in pregnancy.
The Valproate ‘Toolkit’ launched in 2015/2016 by the MHRA2 to discuss the risks and benefits of valproate with
girls and women of childbearing potential, was the first set of resources following the strengthened warning on
the risks of valproate. The toolkit was made available to support providers, staff and patients on the safe use of
valproate, emphasising the need to avoid the use of valproate in girls and women of childbearing potential;
warning women of the very high risks to the unborn child of valproate in pregnancy; and highlighting the need
for effective contraception planning. It also encouraged specialist oversight of changes to medication when
planning a pregnancy, as abrupt changes to medication can be harmful. Included in the toolkit were booklets
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for healthcare professionals and patients, a checklist to aid and record discussion of risks versus benefits,
updated patient information leaflets and a credit card sized patient card to be issued by pharmacists.
In April 2017, a patient safety alert3 was issued by the MHRA for organisations to systematically identify girls and
women of childbearing potential, who were on valproate related medicines. This was to ensure the application
of resources in clinical practice for these patients to make informed decisions on their treatments.
In 2018, MHRA issued a new contraindication to valproate medicines in girls and women of childbearing
potential, unless conditions of the Pregnancy Prevention Programme (PPP) are met and only if other treatments
are ineffective or not tolerated, as judged by an experienced specialist.4

What is the Pregnancy Prevention Programme (PPP)?
According to the MHRA Drug Safety Update, April 2018,4 the PPP is a system of ensuring all female patients taking
valproate medicines:
•

have signed an Annual Risk Acknowledgement Form (ARAF)

•

are on highly effective contraception if necessary e.g. intrauterine coil or implant

•

see their specialist at least annually for review

These assurance criteria are similar to PPP for other well-known teratogenic medicines. The resource packs
were updated to include the ARAF and stickers with warning symbols – for pharmacists to add to the packaging
of valproate medicines at the time.

Valproate PPP at a system level - herculean task?
As with all other PPPs, it is crucial that there is effective communication and patient pathways across the
geography of primary, secondary and tertiary care settings. Without a step by step guide to the MHRA action of
identifying girls and women of childbearing potential, every Clinical Commissioning Group (CCG) and their
provider organisations had to develop a local plan on how this exercise was to be conducted. A two-pronged
approach was necessary to identify all eligible patients who were either under the care of a hospital specialist
or were on GP records for valproate medicines. A mixed bag of challenges from the distinct but interconnected
sectors of the pathway is common.

Driving actions from General Practice (GP) settings
This part of the process is largely driven by pharmacy Medicines Optimisation teams working under CCGs. The
challenges for undertaking the MHRA actions for valproate PPP in GP settings has been themed below to give
account of the barriers and how they were addressed.

Procedural challenges
These challenges involve stakeholders’ consensus on the criteria for review of eligible patients. Different
providers use slightly different criteria, including varying age ranges to identify patients to whom safety alerts
would apply. The use of a triage audit protocol for the cohort of patients on valproate medicines has been popular
amongst Medicines Optimisation teams. Patients with either an in-date Annual Risk Acknowledgement Form
(ARAF) or those exempted on grounds of other medical histories e.g. hysterectomy or menopause, were not
referred to providers for specialist review and completion of ARAF. The triage audit protocol is a means of
ensuring consistency in the approach taken by all those identifying eligible patients. There are nationally
recognised resources to help with the development of valproate triage audit protocols.5,6 Establishing
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stakeholders for engagement is one of the key challenges to an initiative such as this one, which requires a
systemwide approach. As healthcare organisations (CCGs, acute providers and primary care networks), across
the country are now working more closely as Integrated Care Systems (ICS), the challenges of bringing
stakeholders together is becoming less of a barrier. There is slightly less optimism in engaging out of area
providers such as tertiary clinics, which can be labour intensive as most contacts are done on a case by case basis.

Lack of awareness/misunderstanding of the safety alert and its requirements
There have been anecdotal reports in our system of GP practices not being aware of the safety alert, or
misunderstanding its requirements. The use of communication bulletins were good resources to disseminate
accurate information on the alert and requirements for stakeholders.

Technical issues
Technical issues in accessing relevant patient record systems such as EMIS web in primary care have been
problematic in certain areas, especially as remote working became the new norm during the COVID-19 pandemic.
Some of the issues include delays in IT granted access (especially with software installation on laptops for remote
working), incorrect levels of access thereby restricting access to essential records for the alert, different
versions of software resulting in incompatibility, and difficulties accessing clinical correspondence and records.

Practice engagement
There are reports of different levels of practice engagements with Medicines Optimisation teams on this
initiative. Some practices have their own process in place to undertake the audit using internal resources. In
such cases, it is important to ensure assurance is provided via an assurance template so that Medicines
Optimisation teams have oversight of the actions completed.

Patient engagement
Our findings revealed that a number of patients/families/carers were reluctant to engage in the Pregnancy
Prevention Programme or to have their treatment with valproate medicines reviewed. A number of reasons for
this emerged, including patients not wishing to lose their driving privileges, being resistant to the idea of
switching to another agent due to stable treatment with valproate medicine, and fear of seizures re-emerging if
their treatment was changed. It can be useful to provide relevant communication material to such patients and
carers at every opportunity, alongside targeted medicines review.

Workforce capacity issues
The current pharmacy workforce challenges across all sectors are well known. Time and human resources are
required to fully undertake the actions by the MHRA for the valproate safety alert. Keeping at pace with
implementation timelines could prove challenging where vacancies exist within Medicines Optimisation teams
or where there are other competing priorities like the COVID-19 vaccine roll out.

Information/coding/data including transfer of data
Conducting the triage audit in practices has highlighted some general challenges around navigating clinical
records to find pertinent medical histories, especially via coding. For example, it is not always easy to
understand why some patients are prescribed valproate medicines and under which speciality or provider they
belong. Clinical correspondence from providers is not always forwarded to the patients’ GP practice and may
not always be scanned onto the patients’ medical record in a timely manner. In our case, some patients with no
apparent ARAF at the onset were later found to have completed forms that were never forwarded to their
practices or saved in their medical records. The importance of accurate coding using the national recognised
codes, so that records can easily be identified and recalled, must be highlighted. Another difficulty encountered
was establishing, through coding, patients who had undergone their menopause or have had a hysterectomy.
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Clinical conditions and perception of pregnancy risk
It came to light during the process that patients with learning disabilities are often considered to be at no risk of
pregnancy; however, within the terms of the safety alert, the requirements are still applicable to this cohort of
patients. There is also the potential issue of non-consensual intercourse to consider. The Pan College Guidance,
Document on Valproate Use in Women and Girls of Childbearing Years,5 encompasses challenging situations
such as this.

Driving actions from secondary care settings
Some of the challenges in the secondary care settings are analogous to the above in primary care. In addition,
some of the significant issues in secondary care are:

Capacity and resource
Waiting lists and length of time for appointments in all specialist areas have been significantly longer than
normal over the pandemic period. This is ongoing at the time of writing this article. Specialist teams do not have
capacity to carry out additional patient reviews as some of their staff are deployed to other priority areas e.g.
vaccine programmes.

Data from systems
Patient data are held in different systems in secondary care e.g. on pharmacy dispensing system, (one could
identify patients who were dispensed valproate medicines) and medical records (on paper or electronic) will
have clinical entries by clinicians. A concerted effort is required to triangulate and painstakingly extract the
relevant information such as treatment indications from the medical records, which are not usually recorded on
pharmacy systems.

Information from GPs
To enable the specialists to do a holistic review of a patient on valproate, it is important that details of previous
drug history and other associated investigations such as electroencephalography (EEG) and Magnetic Resonance
Imaging (MRI) are available if the patient was not diagnosed or previously managed at the particular secondary
care setting. The setting will not always have access to specific investigations if a patient is seen elsewhere e.g.
in a tertiary centre or another secondary care hospital.

The clinical impact of the MHRA guidance from a Neurologist’s perspective
Whilst pharmacy teams have been driving the implementation of parts of the MHRA, the interaction between a
clinician and a patient is key to allow the patient to make an informed decision when all the relevant
information, risks and benefits of valproate treatment and other treatment options are considered. Engaging
with a Neurology Consultant colleague, I realised how some patients on valproate medication were hesitant to
buy into the PPP. In the clinic setting it was reported that primary generalised i.e. tonic-clonic seizure (formerly
called grand mal), or absence epilepsy, that usually develops by the age of 20, responds very well to sodium
valproate. Similarly, it was reported that Juvenile Myoclonic Epilepsy (JME) presents with morning jerks in
teenagers (clumsy, dropping objects which progresses to tonic-clonic seizures). This type of seizure is said to be
extremely sensitive to sodium valproate, often at a very low dose, while most other agents don’t control the
jerks very well. This presents a huge challenge in managing young female patients with these types of epilepsy
symptoms. There were reports of loss in symptom control when treatment was switched to other agents such
as topiramate, levetiracetam and lamotrigine. Some women chose to stay on sodium valproate which
controlled jerks, because of the adverse impact such a symptom could have on their ability to drive. The PPP
itself is being questioned by many women patients who have managed their fertility over many years with the
oral contraceptive pill. Some do not see the need for an implant or a coil and these are difficult conversations
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for clinicians to have with older women, especially if they have completed their families.
There were however some success stories on switching sodium valproate to carbamazepine during pregnancy
and back to sodium valproate post-delivery, with healthy babies born.

The UK epilepsy and pregnancy register
Women with epilepsy who become pregnant, whether or not they are on treatment for epilepsy, are eligible to
register when pregnant on the UK Epilepsy and Pregnancy register.7 This register was established in 1996 to
obtain and publish information on the frequency of major deformities such as heart defects, spina bifida and
neurodevelopment disabilities among children whose mothers take one or more antiepileptic drugs to
prevent seizures.

Positioning different formulations of sodium valproate for appropriate
patients
An important consideration, as part of the conversation between a clinician and an epileptic patient or their
carer, is choice of product formulation. Where lack of efficacy of a particular medicine or symptom control is in
question, the product formulation and level of patient compliance must be included as part of the areas for
pharmacists and clinicians to explore for an understanding of the cause.
Making an informed choice of formulation is applicable to both new and existing patients on review, with the
suggested list of factors below (not exhaustive) to consider:

Patient factors:
•

Swallowing difficulties

•

Age

•

Other medications

•

Length of diagnosis

•

Control of epilepsy - frequency of seizure, episode free

Formulation factor:
•

Taste

•

Bioavailability

•

Route - percutaneous endoscopic gastrostomy - PEG,

•

Dosage frequency

•

Portability

•

Compliance aid / device

•

Availability of formulation

The newer sustained release tablets, modified granules and minitablets are available to aid tolerability due to
their slow release nature and constant plasma levels of the active products. These products offer once or twice
daily dosing, making them appealing options for certain groups of patients.8
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Role of pharmacy in the sustainable application of this MHRA guidance
With the national momentum on expanding roles for pharmacists, there is a great opportunity for the profession
to champion the sustainable application of this guidance. There are already exemplar models of communication
channels between Primacy Care, Community Pharmacies and NHS Hospital Trusts such as the Discharge
Medicine Scheme via PharmOutcomes.
The first step is therefore to create a robust communication pathway for all stakeholders, to enable the
consistent delivery of this guidance. A national electronic platform for sharing information between providers
and pharmaceutical industries, similar to those used in PPP for other well-known teratogenic medicines would
be highly favourable.
There is an opportunity to develop and roll out competency-based training programmes to support pharmacists
in primary care (Primary Care Networks & Community Pharmacies), to undertake the triaging for annual reviews.
This is analogous to the extended clinical roles that pharmacists are well placed to undertake. Pharmacists
could undertake reviews and sign off ARAFs for patients that are deemed to be at low risk of pregnancy, through
set criteria. A trained pharmacist would have the knowledge to refer any patient at risk of pregnancy
appropriately to a hospital specialist e.g. for planning around switching valproate medicine before conception.
For this to work seamlessly there is the requirement for clear lines of responsibility and accountability. This
extended role is not a means of absorbing the roles of other professionals such as Community Epilepsy Nurses,
who are also well placed to undertake these initial reviews, but to add to the service availability.
In this new era of Integrated Pharmacy and Medicines Optimisation, the PPP for all female patients taking
valproate medicine, is a key area in which the pharmacy profession can demonstrate significant contributions
to patient safety and support one of the most at-risk group of patients.
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