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At the BPC...

Hemant Patel, President of the Royal Pharmaceutical Society of Great Britain, praised
the PDA for the role it has played in pharmacy in general...

He also praised its contribution to the BPC in
particular, as a principal sponsor of the event. At
the PDA reception Mr Patel acknowledged that
the nature of the work of the Society and the PDA
meant that the two organisations will often look at
issues from different perspectives. He said: “It
[The PDA] stands up for what it believes to be
the rights of pharmacists, and that should not
be seen as a bad thing for the profession; all of
us with open minds should welcome its fresh-

Mark Koziol - PDA Chairman, Hemant Pattel - RPSGB President, John Murphy - PDA Director

topical and important sessions. One looked at a
“fair blame” culture and risk-managing dispens-
ing errors; the other explored the Department of
Health's view on remote supervision, robustly
challenged by Mark Koziol of the PDA.

Mr Patel further acknowledged and thanked
the PDA for its role at the BPC. “Its contribution to
the conference sessions has been exceptional,”
he said, “and they have worked closely with the
conference organisers, and Society staff to bring
more community pharmacists to BPC, some-
thing that | hold very dear to my heart”.

Elizabeth Taylor who won one of the free three-

Apart from its substantial presence at the exhibition, the
PDA hosted two highly topical and important sessions

ness of ideas and the way it is prepared to
question the status quo”.

The PDA had a significant input into the Con-
ference; apart from its substantial presence at
the exhibition, the association hosted two highly

day passes the PDA offered to its members said:
“It was a great experience. | had always wanted
to go to the BPC. | was one of the lucky ones;
it's a pity more grass-roots’ pharmacists can-
not afford the time or the money to attend”. [E

Dispensing errors could be reduced significantly claims the PDA

John Murphy, director of the PDA, presented
delegates at the BPC with statistics showing that
as few as six groups of products account for 35%
of all dispensing errors categorised as “wrong
item dispensed”. The most common errors
involved atenolol, amitriptyline and allopurinol. “If
we could raise pharmacists’ awareness of the
products that account for such a large propor-
tion of errors, we could make a significant
impact on patient safety,” he said.

Mr Murphy was speaking at a session hosted
by the PDA and chaired by Olivia Timbs, editor of
The Pharmaceutical Journal, entitled “Squaring
the circle - protecting pharmacists and
patients”. The topic explored the conundrum of
how pharmacists can protect and risk-manage
their own vulnerability without compromising the
professions’ responsibility to patients.

Dr Bruce Warner of the National Patient Safety
Agency balanced the advantages and disadvan-
tages of no blame (or fair blame) culture. He
concluded that organisations should encourage
an open culture of reporting, and that investiga-
tions should be geared towards understanding
rather than punishing. This is also the strong view
the PDA put forward when commenting on the
Section 60 Order, submitting that it encouraged

the opposite. “There is a myth,” said Dr Warner,
“that if we try harder or punish people, they will
never make any errors, but if we only blame
and focus on the systems, then we are abro-
gating our professional responsibilities”.

Professor Joy Wingdfield pointed to the vulnera-
bility of a pharmacist in today’s practising
environment. She informed the conference that
a pharmacist can be the victim of ‘multiple jeop-
ardy’, and that any single error could result in any
or possibly all of the following actions being
taken against a pharmacist: civil claim, criminal
prosecution, professional and employer discipli-
nary sanctions. “Despite their employers’
vicarious liability, it is wise for employees and
essential for the self-employed to have their
own protection,” she said.

David Pruce, director of quality and standards,
RPSGB, gave the conference some encourage-
ment in disclosing the Society’s plans to help
rehabilitate poor performers who should not, for
what ever reason, be disciplined by their profes-
sional body. “Regulation needs to encourage
improvement as well as dealing with problems,”
Mr Pruce said. “And poor performance short of
disciplinary offences needs fair assessment
and help for improvement.”

Commenting afterwards, Mr Murphy said, “I
was pleased with the response to the session.
Going forward, the PDA is committed to work-
ing more closely with the Society and safety
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agencies in the interests of our members and
their patients”.Copies of the presentations are
available on the PDA web site. (S

continues over. ..
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Remote supervision:

Mark Koziol, Chairman of the PDA went head-
to-head with Jeanette Howe of the Department
of Health and architect of the new Health Bill
at a ‘Hot Topic’ debate staged at the BPC.

Ms Howe, in explaining the rationale behind
the introduction of the legislation, which would
see the concept of “personal control” be
replaced with the “responsible pharmacist”,
believes that this legislation would bring more
clarity to any anomalies and confusion caused
by the Medicines Act. The concept would allow
staff to sell and dispense medicines under
agreed protocols in the pharmacist’'s absence.
She believes that the constraints imposed as a
consequence of previous legislation was “not fair
to pharmacists”.

Mr Koziol, although welcoming the clarification
and concept of the responsible pharmacist,
believes that there could be unintended conse-
quences of the legislation. In particular, he feels
that the legislation has not been thought through
with respect to patient safety. “I can’t imagine
that any pharmacy without a pharmacist is as
safe as a pharmacy with one,” he said. “For
many years we have been educating the public

a step too far!

to ‘ask your pharmacist’ and through this legis-
lation we are in danger of dismantling all the
good work, and by default, allowing pharma-
cies to open without a pharmacist being
accessible.” He went on to state his concern that
remote supervision could be adopted as a cost-
cutting exercise or to overcome labour shortages.

In demonstrating why allowing a pharmacist to
delegate supervision from a remote location would
send the wrong message to the public, he asked
the audience to imagine they were passengers on
an aeroplane. “Would you be happy to embark,”
he asked, “if you knew that the pilot was not
going with you even though you knew that the
rest of the staff were very nice?”.

Earlier in the week, at a keynote speech, Ben
Bradshaw, Minister of State for Health Services,

told the conference that he felt that the govern-
ment has laid the foundations for responsible
pharmacists to have their time freed up and so
make better use of their training. He said that the
Act would allow technicians to supervise certain
aspects of dispensing. He also acknowledged that
patient safety had to come first and there would be
a phased approach to implementation. On hearing
Mr Bradshaw's address, Mr Koziol commented:
“The House of Lords has been given assur-
ances in open parliamentary session that there
will be full consultation within the whole profes-
sion before the regulations governing remote
supervision are agreed. | am delighted that he
has recognised that safety is paramount and if
he is true to his word then | am confident that
we will achieve our stated objectives”. E

Registration is about more than fees and discipline
says Chief Pharmacist

One of the hot topics at this year’s BPC was a
discussion on the White Paper Trust, Assur-
ance and Safety - The Regulation of Health
Professionals in the 21st Century

The future of pharmacy regulation and repre-
sentation was under discussion at the British
Pharmaceutical Conference in September. Dur-

supported by pharmacy leadership when it
comes to assessment, accreditation and deter-
mining professional standards. Mr Ridge
continued to explain that minimising risk and opti-
mising patient care are the keys to
professionalism. He also highlighted that profes-
sional regulation should be about the

Regulation should also be about the environment in
which pharmacists are working

ing a ‘Hot topic’ debate, delegates heard about
proposals for the future of the profession and
what some representatives may want from it.

Keith Ridge, Chief Pharmaceutical Officer,
explained that “pharmacy is changing, as is
patient care and the regulatory landscape”.
New rules about regulation and fitness to practice
need to be implemented to keep patient care at
the forefront of practice. The fact that most
healthcare professionals operate safely should
be recognised. Any changing system of regula-
tion should respect this quality within the
profession, Mr Ridge explained.

Mr Ridge went on to say that the current struc-
ture of the Royal Pharmaceutical Society of Great
Britain does not fit with the future of the profes-
sion. The proposed General Pharmaceutical
Council (GPhC) will be established with govern-
ment support. This profession will need to be

environment in which pharmacists are working.
This is something that the PDA is particularly
keen to bring to the forefront of the representation
agenda.

The RPSGB is developing its role in the fithess to
practice arena and is gaining increased influence
over individuals’ eligibility to remain on the register,
including taking sanctions against failing conduct
and health, as well as revalidation and CPD. “Reg-
istration is about more than fees and discipline”,
Mr Ridge explained. He also mentioned that work
is ongoing to explore how leadership in the pro-
fession could support the GPhC.

A welcomed split

The split in the functions of the Society is wel-
comed by the PDA, as is the news that the
membership should not have to fund it. It is
imperative that the representation of the profes-

sion is separate from its regulation. The PDA
believes that pharmacists have suffered for too
long - they have had no-one to represent their
interests nor provide something to which they
can aspire. This view was echoed during the
debate. Leaders from specialist areas of the pro-
fession were in agreement that such a body
needs to stand for the interests of the “ordinary
member” while also acknowledging the different
specialities within the profession. Catherine Dug-
gan from the UKCPA explained that there should
be recognition of all levels of pharmacists. This is
something that is key to the future of the profes-
sion and Nigel Clarke, chair of the independent
inquiry on the future of the professional body,
invited pharmacists to take part in the consulta-
tion process.

Future possibilities

Commenting on the possibilities in the future,
Mark Koziol, PDA Chairman, said: “It is reassur-
ing that the Chief Pharmacist is aware that the
current regulatory process needs to be re-
vamped in order to recognise that the vast
majority of pharmacists are good practitioners. |
do hope that the Society’s fitness to practise
directorate was listening because | believe that
some of the methods that they have used in the
regulation of pharmacists are seriously
demeaning and are not only damaging to the
profession, but also to the public interest.” [



MA (Law), LM, BPharm, MR.PharmS. Barrister / Pharmacist, PDA Advisory Board Member
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‘ by Graham Southall Edwards ‘

In less than half an hour, the most dramatic and significant change to, and overhaul

of, legislation regulating the practice of pharmacy, and the repeal of the entire

Pharmacy Act 1954 was accomplished.

The Pharmacists and Pharmacy Technicians
Order 2007 was debated at 6.31pm on Wednes-
day 24 January 2007 in the House of Lords.
Baroness Royall of Blaisdon rose to move, “That
the Grand Committee do report to the House that
it has considered the Pharmacists and Pharmacy
Technicians Order 2007”. She added: “This order
has been well researched, and has found broad
favour and support from those who are most
affected by it”. Lord McColl of Dulwich said
(before 6.45pm): “The Order has been the sub-
ject of extensive consultation within the pharmacy
profession and outside it”. The Committee
adjourned at 6.58 pm.

A “straw poll” of 65 pharmacists | have visited
in the past year has revealed only two pharma-
cists who knew anything much about a piece of
delegated legislation that will probably affect and
control the working and professional lives (and
for that matter, increasingly, their personal lives)
of most newly qualified pharmacists for the rest
of their careers until retirement (and even
beyond).

Unlike primary legislation, which is the
process of passing Acts of Parliament and which
can involve week-long debates, delegated legis-
lation is achieved by writing into Acts clauses
such as “The Minister may by Order make regu-
lations for the regulation and control of the
profession of pharmacy and the protection of the
general public”. Powers of this type were
included in section 60 of the Health Act 1999,
passed in the aftermath of the so-called “Ship-

man affair” and the numerous and burgeoning
number of “Shipman inquiries” that followed it.
Then silently the Minister took his pen and signed
the Order (known commonly as “the Section 60
Order”), which came into force at the end of
March 2007, and more correctly named The

me an “alarmist”; but if the alarm bells rang, it
seems that almost nobody heard them and if
they did, they did not take a blind bit of notice.
The result is that pharmacists are now virtually
stuck with the most venomous and potentially
dangerous system regulating their profession that

The rise of the regulatory machine;
They can get a court order against your granny too...

Pharmacists and Pharmacy Technicians Order
2007, SI 2007 Nr. 289.

The PDA has been warning of this coming leg-
islation for years and last year it sought to involve
as many pharmacists in the relatively short “con-
sultation process” as possible, with a view to
getting as much of the Draft Statutory Instrument
amended for the benefit of pharmacists as it
could; but as usual, most pharmacists were just
going about their daily business, oblivious to the
draconian powers that the Society was about to
acquire and which it immediately started using,
come April 2007.

The rise of the machine

In May 2006 | wrote a Broad Spectrum article
for The Pharmaceutical Journal [Pharm J,
276;7400:564] in which | warned members of the
Society to beware of what | called “the rise of the
regulatory machine”. The Society, through
Mandie Lavin, responded and effectively called

they could ever have imagined. One by one, they
are becoming the subject of the new powers as
the Society increasingly flexes its muscles
through its freshly recruited army of lawyers. They
have largely replaced the previous pharmacist
employees, about whoml have heard it said that
they “lacked objectivity because they empathised
with the plight of their practicing colleagues”.
Presently, only a select few, who it seems were
on a “hit-list” of those that the Society “knew
about, but could not do anything about”, prior to
the new legislation, have felt the full force of this,
as they have become the subject of applications
to the Health or Discipline Committees for Interim
Orders under Article 54 of SI 2007 Nr. 289 (“the
Order”). Readers can now go to the Society’s
website where the “registrants” (the fashionable
new name for the Society’s members) concerned
are detailed for all to see. It is a bit like “naming
and shaming”, but of course, | must be politically
correct and say that it is not, but rather that it is

continues over. ..
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was debated in the House of Lords...

{The Pharmacists and Pharmacy Technicians Order 2007

about protecting the public. This is a mission that
Britain seems obsessed with, to the disproportion-
ate exclusion of almost all other considerations,
including, of course, the financial ones.

Ahyes . . . the financial ones: retention fees.
Members will, after all, be learning of the new
Order, because next year and for years to come,
through their retention fees payable to the
RPSGB, they are going to be paying for this dis-
proportionately costly, legalistic and frightening
new system. It is a bit like the bank robbers being
asked to fund a pay rise for the Sweeney and to
add a bit more to double their numbers too.

| mention the Sweeney and you think of the
police; you may ask yourself what that has got to
do with pharmacy. Well, when you make a dis-
pensing error, upset a customer who complains
about your “professional attitude” or utter some
“naughty words” in the evening in the local pub
and someone knows that you are a pharmacist,
and the inspector wants to interview you about it
all. He or she will read you your rights under
Codes made under PACE, the Police and Crimi-
nal Evidence Act 1984; then they tape the
interview, just as if you had been nicked red-
handed in a bank robbery and very soon, even if
you thought you were not a villain, you will be
feeling like one. You will not (yet) be able to be
arrested by the Society (they just presently get
the police to do that before an interview, if neces-
sary) and you will generally be “free to leave the
room at any time”; most importantly, you will be
“not obliged to say anything”. However if you
choose not to do so, they will tell you that you
are in breach of the Code of Ethics because you

are not cooperating. Would not the police just
love a power like that? Just imagine if every villain
who said “no comment guv,” could then be
brought before the beak the next day and sent
down for being “uncooperative”. It would be a
copper’s charter, which of course, is what the
Section 60 Order is for the Society.

So what else can “they” do to you? If they think
you could be ill, they can get your medical
records without your permission. Once you are
subject to investigation by one of the four new
Statutory Committees, they will serve you with a
Statutory Notice demanding to know who you
work for; if you do not “come clean” within 14
days, they will be off to the County Court for an
Order against you, plus the costs to boot. If you
default, you could even get locked up.

Hand it over!

The Society can even demand that anyone
whom they believe has information about you
which it thinks is relevant to their inquiries, has to
deliver it up. So if your granny has got a photo of
you when you were younger holding the hand of
the girl next door “inappropriately” and they think
it is evidence that shows you may be a “risk to
the public”, they can demand that she hands it
over; and yes, if she does not, they can get a
Court Order against your granny too!

There simply is not enough space here to go
into all the powers of the new legislation and the
inquiries and the associated complex legal
processes that pharmacists are now being
dragged into and having to pay for in legal fees
and costs if they lose.

o

So where does the PDA come into
all this?

The PDA is an organisation that has tried tire-
lessly to stop this legislation being enacted in its
present form. Historically, the Society has nearly
always got its own way with pharmacists and the
only “people” who have been able to argue suc-
cessfully with it in the Courts have been the
companies or others with sufficient money to
spend on lawyers. On appeal, the Society has
often been struck down, as with Boots in the
House of Lords in 1952. But to get there you
need money and backing.

This is why every pharmacist needs the PDA;
the Association is a bit like an umbrella: when
you have it with you, you often find that you do
not need it, but of course it is always there if you
do. Funny though, those really heavy thunder-
storms always seem to hit you when you left your
brolly in the hallway. Many pharmacists who are
not members of the PDA have found out only
when an “indictment” from the RPSGB of 150
pages or more, (which may even be for some-
thing as trivial as a claim that they were
overheard laughing in the dispensary) has arrived
with their morning post and now they face thou-
sands of pounds of legal costs.

The coming thunderstorm...

Ann Lewis wrote in The Pharmaceutical Jour-
nal on 25 August this year that “last year the
Society received 821 complaints against mem-
bers”; | can promise you that many of these will
go on to be the subjects of complex and costly
inquiries in 2007/8/9.

| urge you to join the PDA before you are out
in the thunderstorm without protection. | prom-
ise you that you will never regret it! E
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Avoiding clams against

imary care pharmacists

In this article, the PDA explores just some of the factors which have led to claims

made against Primary Care Pharmacists

Blanket therapeutic switching

In recent years many commonly used med-
icines have become available as generics
and Drug Tariff prices have been dramatically
reduced. The Department of Health and PCTs
see switching patients as an opportunity to reduce
NHS expenditure. Therapeutic switching of
patients’ treatments has been encouraged as the
most cost effective way of achieving higher use of
the less expensive medicines. When it comes to
problems encountered with blanket switching, it is
usually the process that is used (or lack of a
process) that has been the cause of the problem.
In the case of blanket switching it is of course a
fundamental principle that a switch will not suit all
patients. This indicates that each case should be
taken on its merits. In some of the cases where
primary care pharmacists have encountered liabil-
ity issues in relation to ‘blanket switching’ these
have occurred because they have not observed
the ‘each case on its merits’ principle.

Conducted well, a programme of switching to
generics has the potential to free up millions of
pounds for the NHS; done badly it can result in
patient harm and litigation. What is the best
approach to ensuring patient safety whilst under-
taking switch programmes?

Guidance on therapeutic switch
programmes

1. Based on evidence

The decision to initiate treatment or change a
patient’s treatment regime should be based on
good quality evidence or guidance e.g. NICE, or
the National Patient Safety Agency.

In particular evidence should be sought for
therapeutic equivalence, similar tolerance and
adverse event rate profile, bioequivalence/ phar-
macokinetics, and value for money.

2. Policy approved by PCT and each
general practice

Therapeutic switches and policies to stop the
prescribing of medicines that carry significant clin-
ical risk should be approved by the PCT. and local
consultants. PDA has learned that there is a sig-
nificant variation between PCTs in their switching
policies with some PCTs being very stringent in
their policies when it comes to individual patient

considerations and others less so. This is a major
concern and can only be addressed if PCT’s re-
focus their policies to deal with this point.

3. Written policy/standard operating
procedure (SOP)

There should be an SOP or protocol which
describes the responsibilities and the proce-
dures, including audit, necessary to safeguard
patient safety, consent etc. This should be read
and approved by each GP practice in which the
switch is occurring. Copies of SOPs should ide-
ally be logged with the PDA.

4. Assess each individual patient

Health professionals should base their pre-
scribing decisions on individual assessment of
their patients’ clinical circumstances. This has
been a specific source of problems for primary
care pharmacists. The paradox is that the more
each patient is examined, the longer it takes and
the likelihood of targets being met comes under
pressure. Meanwhile those primary care pharma-
cists who effect changes quicker are often
deemed to be more efficient. The dangers of an
overly incentivised process are clear for all to see.
One possible solution is that primary care phar-
macists must emphasise these issues at the PCT
policy creation stage.

5. Review an individual patient’s
treatment before making any changes

It should never be assumed that an existing pre-
scribed medicine is appropriate for an individual.
Check there are no documented ADR'’s or con-
traindications to existing drugs before switch .This
area specifically has caused liability issues for pri-
mary care pharmacists as in some instances the
issues immediately surrounding the switch are
examined closely, but the wider problems associ-
ated with the rest of the patients medication
regime have not been. Subsequently, when an
adverse event occurs, the primary care pharmacist
is implicated through an act of omission.

6. GP to approve list of patient names
After reviewing all the individual patients for
suitability to switch the final list should be
approved by the patient's GP(s) so that they can
eliminate any unsuitable patients e.g., the

recently bereaved who may not be able to give
informed consent.

7. Change must be explained to the
patient

Ideally patients (guardian or carer) should be
seen face to face to negotiate the change and to
explain arrangements to monitor patients follow-
ing any switch.

As a minimum patients must be informed in
writing of the change and given the option to say
no. A letter should state the reason for the
change, any cautions, how the change will be
made e.g., on next repeat prescription and
arrangements for follow-up.

Letters should only be sent to patients who can
read English (or in the patient’s language) and are
not significantly cognitively impaired. A record of the
consultation/copy of the letter must be recorded in
the patient’s record. Any patients who are not suit-
able for a letter and cannot have the change
explained face-to-face should not be switched.

8. Inform local community pharmacists
Informing local pharmacists allows them to

support the change and provide information to

patients - and allows them to have stock in place.

9. Follow-up review
After having made the change a check should
be made that necessary monitoring has occurred.

Summary

PCTs and pharmacists are being put under
considerable pressure to meet performance
targets. Pharmacists must always consider
the appropriateness of medicines for indi-
vidual patients and avoid management
pressure to meet targets. E

more info:
1. National Audit Office. Prescribing costs
in primary care.
http://www.nao.org.uk/publications.

2. Institute for Innovation and Improvement.
http://Aww.institute.nhs.uk/

3. www.dh.gov.uk/en/Publicationsandstatist-
ics/Publications/PublicationsPolicyAndGuid
ance/DH_076350
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MEDICATION REVIEWS
ARE YOUR FAULT.

THINK ABOUT IT.

If something went wrong and a patient was harmed because of the work

of a primary care pharmacist who would be blamed?

who’s defending your reputation?

Primary Care Pharmacy is a new but very important
branch of the profession, promising much opportunity and
professional satisfaction, but it brings with it new and, as
yet, unprecedented risks for pharmacists.

In the event that something goes wrong, the issue may
involve several health-care practitioners:- the GP, nurse, local
community pharmacist. All of these fellow practitioners are
almost certainly members of their own defence association.
They will have their interests well represented

...but will you?

We provide our members with the safeguard of up to
£5,000,000 worth of Professional Indemnity and £300,000
worth of Legal Defence Costs Insurance - professional support
and representation in the event that an error leads to the harm
of a patient.

We also provide our members with active advice in
employment dispute situations and shortly, through union
status, we will have the legal right to accompany PDA
members to internal employment disciplinary meetings.

Problems will occur when you least expect them, are you
risk managing your own reputation?

h v/ Robust legal support provided in dispute situations
v Specialists experienced in Primary Care Pharmacy
v Union membership option available

v Professional Indemnity Insurance
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Visit our website: www.the-pda.org
Callus: 0121 694 7000

| defendingyourreputation |

pharmacists have already joined the PDA.

_have 1601,47

pda':'

the pharmacists’
defence association






