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Summary

Controlled drugs (CDs) are essential to modern clinical care and include medicines such as diamorphine that are used in a wide variety of clinical
treatments. CDs are controlled under Home Office legislation - the Misuse of Drugs Act 1971. The main purpose of the Act is to prevent the misuse of
CDs. It does so by imposing a complete ban on unlawful possession, supply and manufacture of CDs. Therefore, access to CDs for healthcare is
regulated under the Misuse of Drugs Regulations (MDR) 2001. The MDR govern the legitimate clinical use of CDs.

Following the Fourth Shipman Inquiry report of 2004, the previous Government accepted the need to strengthen the arrangements for the use and
management of CDs in the community, and to do so in a way which did not hinder patients from accessing the treatments they need. The
Government of the day therefore took necessary powers set out in sections 17 - 25 of the Health Act 2006. These powers include the establishment,
functions and responsibilities of Controlled Drugs Accountable Officers (CDAOs). These provisions were drawn broadly and left detailed
implementation to regulations. The Controlled Drugs (Supervision of Management and Use) Regulations 2006 (“the 2006 Regulations”) came into
force in England in January 2007 and Scotland in March 2007. The Regulations have not been amended substantially since.

The 2006 Regulations were part of the Medicines Theme regulations scrutinised under the Red Tape Challenge (RTC). The RTC is a public review of
all domestic secondary regulations affecting business, civil society organisations or citizens in England. It is hosted by the Cabinet Office. The
Regulations were posted on the RTC website from 8" -March — 12™ April 2012 for the public, citizens, businesses, charities to comment.
Subsequently. DH consulted on amendments to the 2006 Regulations. Consultation ran from 27" September — 15" November 2012. DH is publishing
a summary response to that consultation alongside this final response to the RTC.

The comments received under the Medicines Theme are arranged into 8 sections based on common themes. Given the close links with Home Office
CD legislation, these have been shared, and the responses agreed, with the Home Office.

Comments in sections 1 and 2 concern the continuation and future roles of CDAOSs in the new NHS structure under the Health and Social Care Act
2012 and what impact this may have on organisations. These include suggestions to reduce the burdens that the 2006 Regulations place on
professionals, the need for reform to take account of NHS changes and to simplify future regulations. In addition, comments were received on how
the role and functions of the CDAO should be simplified and applied more consistently across the country. Comments received in sections 3 to 8
primarily concern Home Office legislation, although they are relevant to CDAO matters. They include comments on the prescribing of CDs, safe CD
storage requirements, including storage of expired stock, record-keeping and destruction of CDs.

Department of Health, Medicines Pharmacy and Industry Home Office, Drug Legislation Team

February 2013



Comments concerning the 2006 Regulations










1.2 This legislation will need to be revised with
the impending abolishment of PCTs. With the
changes to the NHS, more organisations are
being formed that are not currently required to
have a CD accountable officer. This should be
corrected.

We agree the need to revise the 2006
Regulations. It has been necessary to decide how
best existing CDAO responsibilities and functions
can most effectively be deployed within new NHS
organisational arrangements in England. CDAOs
need to be able to work efficiently and flexibly
across a variety of clinical settings, from large
hospitals to smaller community settings, to fulfil
their functions and duties. However, we do not
believe all such new and emerging organisations
should be required to appoint CDAOs in future.
For example, new micro-business and start-up
enterprises in England and Scotland with fewer
than 10 employees should not be required to
appoint CDAOs. The amendment Regulations also
confirm that the regulators, CQC and Health
Improvement Scotland, can, on application,
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exempt organisations with larger workforces from
the requirement to appoint a CDAO, subject to
certain criteria. Please also see the response in
Section 1.1 above.

1.4 The CD Regulations have to be simplified We agree. Please see the response in Sections
to deliver the contract and not scare the 1.1- 1.3 above.

pharmacist or make them nervous. It is time to
make them simple, friendly and less manpower
intensive.
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1.6 Furthermore, the enforcement of CD
regulations is not always equal. Many of us
have received scripts that have been
incorrectly written. This of course creates all
sorts of problems, legal and clinical, yet
pharmacists are treated with a much heavier
hand for breach of CD regulations. The
importance of these regulations should be
reinforced to prescribers as well, either
through education or by other means.

We sympathise with the views expressed here.
Please see the response to Sections 1.1 - 1.5
above.

1.8 Controlled drugs legislation needs to be

We agree. Please see the responses to Sections




simplified. At the moment, it is more about the
bureaucracy of having certain pieces of
information filled in rather than safeguarding
the public. More emphasis should be on a
pharmacist’s professional judgment rather
than making a pharmacist have to send a
prescription back to a prescriber for small
errors.

1.1 - 1.5 above.

1.9 The regulations need a review as currently
a disproportionate amount of time and effort is
spent making and keeping records that will not
support an investigation should another
Shipman come along.

We agree. Please see the responses to Sections
1.1 - 1.5 above.

1.10 The red tape regarding CDs that came in
after the Shipman case seemed to be
something to appease the general public — it
certainly would not prevent arepeat of the
previous situation. It complicates the process
unnecessarily and creates all kinds of
problems. The only issues that ever seem to
occur with CDs are balance discrepancies,
which are constantly being investigated, ALL
the time. Nobody is ever caught at the end of
these (although usually it was just a mistake —
but that’s exactly the point, why did somebody
else have to go through weeks of stress due to
some enquiry and visits from senior
management figures who took them through a
series of interviews — at the end of which it
transpires that everything was just an innocent
mistake).

Please see the response to Sections 1.1 - 1.5
above.

Matters concerning CD registers, running
balances, record keeping and storage come under
Home Office legislation. Please see the response
in Section 1.1 above and Sections 2 and 3 below.




How is this benefitting the public? It isn’t. How
is it ACTUALLY preventing theft/abuse in
pharmacies? How is it preventing future
Shipmans doing what he did?

All it is doing is:

1) adding useless bureaucracy

2) increasing stress for pharmacists constantly
looking over their shoulders

3) increasing costs and resources within
pharmacy, including time taken to complete
registers, do CD balance checks weekly,
perform costly enquiries etc.

It seems like there is someone with a roll of red
tape in his hand who is slapping it down
everywhere and anywhere he pleases, just for
the sake of total randomness. If there was
some kind of clear benefit | would advocate
regulations but these regulations arrived just
because of politics and now we have accepted
them as a necessity of life.

How can we change them? | have no idea. I'm
too tired and worn out by the way pharmacy as
awhole is going and | have little hope in it
moving in a positive direction where patient
help is the driving force and not money. Hence,
I have other sources of income which | have
ventured into over the last few years. If
pharmacy was my sole source of income |
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would sit down and think of a good solution
but I do have options so | will not —it's too big
a job, there’'s too much to change, and 99% of
the profession simply go with the flow — | have
accepted the fact that pharmacy rules and
regulations will be directed by Corporate
Power —it's just the world we live in,
everything is eventually overrun by
corporations.

1.11 The CD regulations were tightened
following the Shipman affair, partly with the
intention of stopping another Harold Shipman.
The current regulations will not do this. Itis
still possible for a GP to "remove for safe
keeping/destruction" CDs from a deceased
patients house, not make any record, and use
them nefariously with little chance of being
found out.

I note that the pharmacist who regularly
dispensed Shipman's prescriptions highlighted
concerns to the appropriate authority - who
took no action!

Please see the response to Section 1.1 - 1.5
above.
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2. Comments on the role and function of the Controlled Drug Accountable Officer (CDAQO)

Comment

DH Response

Home Office comments

2.2 Overbearing and unnecessary duties;
CDAOs have been made responsible for
overseeing every aspect of CD prescribing,
usage and administration within their trust. In
addition, the right of pharmacy inspection is
over and above the GPhC’s [General
Pharmaceutical Council —the pharmacy
regulator for Great Britain] inspections.

Adding burden and bureaucracy such as
SOPs.

Please see the response to Sections 1 and 2.1
above.

The General Pharmaceutical Council is
responsible for regulating pharmacists and
pharmacy premises. The role of the CDAO is more
limited and different as described in Section 1.1
above.
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2.3 There should be no need to have an
Accountable Officer, as these duties should be
undertaken by the Police and law enforcers.

There is a clear need for the police to be involved
in enabling the safer management and use of CDs
locally, for example, in sharing information about
local CD concerns. However, it would not be
appropriate to assign the full monitoring or
governance functions and duties of the CDAO to
local police as this lies beyond their experience
and skills.

The police Controlled Drugs Liaison Officer and
the CDAO both have a role to play in ensuring that
the governance arrangements for CDs in the
community are effective. However, the role of a
CDAO goes beyond that of enforcement. The
police cannot be burdened with the duties of the
CDAO as they do not have the resource or
expertise that the CDAO brings to the role.
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3. Comments on the destruction of Controlled Drugs (CDs)

Comment

3.2 If pharmacists are trusted to destroy
patient-returned CDs, why not out-of-date
CDs?

DH Response

Please see the response in Section 3.1 above.

Home Office comments




3.4 Retention of out of date CDs increases
likelihood of dispensing errors even when
stock is segregated. The Responsible
Pharmacist can destroy patient returned CDs
with a witness present so why not out of date
stock? The RP should be empowered to deal
with these aspects of CD management.
Pharmacists should be trusted enough to
dispose of out of date CD stock

3.6 Destruction of CDs is an area where there
is an unnecessary burden with out of date
stock having to be retained alongside viable
stock (increasing opportunity for dispensing or
accounting errors) while awaiting destruction
by an accountable officer. These rarely actually
destroy CDs but get pharmacists to do it then
countersign the record in the register. Most

Please see the response in Section 3.1 above.

Please see the response in Section 3.1 above.
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accountable officers have no pharmaceutical
qualifications and little relevant experience
(most are appointed by large multiples who
see this role as purely clerical). Pharmacists
are professional people and should be allowed
to destroy out of date stock more
efficiently/quickly, at a time to suit themselves
and their patients with destruction witnessed
and recorded appropriately, as already
happens for patient-returned CDs.

3.7 Destruction of CDs is an area where there
is an unnecessary burden with out of date
stock retained alongside viable stock while
waiting to be destroyed by an accountable
officer. There are safety issues with out of date
stock being held for considerable amounts of
time. Pharmacists should be allowed to
destroy stock more efficiently with destruction
witnessed and recorded appropriately.

Please see the response to Section 3.1 above.

3.8 The one thing that | would like change is
for pharmacists to be allowed to destroy out of
date controlled drugs in the same way as
patient returned medicine. This would prevent
build-up of useless medicines that have to be
accounted for while waiting until there are
enough to make it worthwhile calling an
authorized person to come and witness
destruction. | had to wait two weeks for the
authorized person to be able to come. A
patient returned medicine could be destroyed
at any time convenient to myself.

Please see the response to Section 3.1 above.
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3.10 ltis ridiculous that pharmacies are Please see the responses to Section 3.1 and 3.3
required to keep such detailed records when above.

often prescribers do not similarly control the
collection of the prescription in the first place.
The issues around destruction of out of date
CDs are a costly burden to the NHS. Why
cannot one pharmacist separate stock for
destruction that another pharmacist could then
destroy? Why increase the risks of incidents
by having out of date CDs awaiting destruction
in the cabinets?
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3.12 Why can’t a pharmacist dispose of small
amounts of out of date CD provided they
record expiry date and batch numbers and get
a member of staff to witness? It would be less
bureaucratic. Safeguard could be not more
than 2 original packs in a 30-day period.

Please see the responses in Sections 3.1 and 3.3
above.




3.14 When the new regulations came into force
I had to write to the [County] accountable
officer areport as to why one branch of our
[County] pharmacies had odd numbers of
Diamorphine ampoules (all out of date) in
stock, and why were there different batches in
the same box. This in a branch with 2 jammed
full CD cabinets and GPs regularly prescribing
three ampoules (they come in boxes of 5) All to
get some very out of date old stock destroyed.
A complete waste of my time, and | am sure
only the accountable officer either over-
exerting their authority or trying to find a crime
where none existed.

Destruction of CD stock - we are allowed to
destroy patient returns, on our own, although
good practice says get a witness. Could not an
independent pharmacist witness the
destruction of expired stock, so that it can be
disposed of little and often, rather than having
to collect enough to make it worth while to call
in the drugs squad policeman to do it?

We sympathise with the views expressed in
relation to the build-up of CD stock. Please see
section 3.1 and 3.3 with regard to the destruction
of CDs.
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4. Comments on record keeping of Controlled Drugs (CDs)

Comment

DH Response

4.2 The CD register- Very cumbersome and
takes up a lot of time and space to keep the
register and we have not seen any benefit to

We have ended up with three large and thick

patients or the pharmacy operation or safety.

Please see the response to Section 4.1 above.

Home Office comments
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folders for our CD register; whereas we used
to have the whole register in one much smaller
book. It was faster to fill in and patients
received a better and faster service.
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5. Comments on storage of Controlled Drugs (CDs)

Comment

DH Response

5.2 Minor stock errors within the cabinet (e.g.
broken capsules dropped ampoules) should be
handled internally without the need for a PCT
report form etc. Anything above the norm will
be easily picked by inspectors for further
investigation. The current specials dispensing
and reporting regulations are a total and utter
red tape lover's dream, this should be reviewed
as a matter of urgency.

Please see the response to Section 5.1 above.

CD “specials”, which are drugs manufactured to
meet specific clinical needs or purposes, are
subject to the usual CD requirements regarding
dispensing and reporting. In addition, as a
“special™, for NHS reimbursement, additional
information may need to be sent to the Primary
Care Trust and /or a copy of the invoice to the
NHS Business Authority for processing. These

requirements were introduced in November 2011.

Home Office comments




5.4 Storage requirements for CDs need to be
reviewed to allow for new emerging
technologies such as robotic dispensing and
automated methadone dispensing machines to
be utilised to their full potential.

Please see the response to Section 5.1 above.




5.6 Storage requirements need to be reviewed
to allow for new emerging technologies such as
robotic dispensing and automated methadone
machines to be used to their full potential.
Secondly the requirements for the destruction
of out-of-dates and patient returns should be
reviewed to be clearer and to widen the number
of professionals who can participate in this
activity. This process should be clear and
transparent and not be limited by the
availability of an RPSGB representative that at
present, result in stock handling issues and
increase potential of dispensing errors.

Please see the response to Sections 3.1, 5.1 and
5.5 above.
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6. Comments on stock checks and running balances of controlled drugs

Comment

DH Response

Home Office comments

6.2 The requirement to balance the CD register
weekly is a burden, taking at least an hour and
wastes resource in terms of paper. | would
suggest only balancing if we dispense a script
or when there is a change in pharmacist

6.4 As far as CD’s are concerned the overage
in liquids e.g. methadone make a mockery of
running totals. We are also not in a learning
supportive culture and CD errors now include
miscounts leading to blame and a high level of
stress for pharmacists when the cause may be
another pharmacist’s or dispenser’s doing. In
short scrap RP regulations and simplify CD

Please see the response to Section 6.1 above.

Please see the response to Section 6.1 above.
The point about keeping a running total of liquid
drug quantities is noted.




record keeping

6.6 Since working at a very busy pharmacy,
dispensing a lot of CDs and therefore writing a
lot in, there needs to be a simpler way. Also
weekly checks, even though | understand the
logic behind it, need to be made simpler or
maybe electronic, like a methameasure
system. This could scan in invoices which
would know what's being delivered and have a
function to enter them out at time of
dispensing or later, if for deliveries

Please see the response to Section 6.1 above




6.8 How does counting my stock once every
week prevent another Shipman? He obtained
drugs legally through issuing of scripts. My
local GPs prescribe 60 days’ worth of CDs,
flying in the face of Home Office guidance but
all perfectly legal. All they would have to do is
change adrug or dose and tell the family that
they will return any unused stock from the
previous script to the pharmacy on their
behalf. Who would question the GP? Who
would know they had removed the stock?

We agree that it is questionable whether
governance systems, such as the current
regulatory model, would ever entirely eliminate the
risk of a determined individual diverting CDs for
serious criminal use, as was the case with Harold
Shipman. However, the evidence to date indicates
that the current arrangements offer a greater
degree of protection for patients and have reduced
the scope for CD diversion than existed before.

The Working Group referred to in Section 1.1
above found that the interpretation of the 2006
Regulations by some CDAOs had focused too
heavily on securing the safety and security of CDs
rather than optimising their safe clinical use. This
imbalance is addressed in the final Regulations.

6.10 The new regulations put an increased
burden of work onto community pharmacy, not

Please see the response to Section 6.1 above.
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all of which | am sure is necessary.

One "recommendation” is that all running
balances are checked weekly. If you have a CD
cabinet containing 50 lines, this can take a
considerable time. | have known the running
balance check take several hours, which is
time not generally available. It has been
suggested to me that you get the technician to
do the check. Given that the pharmacist is
responsible for any discrepancy, is this course
of action wise? Keeping a running balance is
probably a good idea. If balances are checked
every time an item is dispensed, discrepancies
are soon detected. Slow moving lines can be
checked monthly, say.
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7. Comments on prescribing of Controlled Drugs (CDs)

Comment DH Response Home Office comments

7.2 With regards to CDs a lot of problems See the response to Section 7.1 above.
come from the framework required for a CD
script to be legal, it should be sufficient that a
pharmacist can contact the prescriber and

Pharmacists are already able to supply Schedule 2
and 3 CDs, with some exceptions, against some
prescriptions that have minor technical errors but
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clarify what is intended, and annotate the
script accordingly. This is in the best interests
of patients and two professional healthcare
personnel should be able to sort it out without
the need for a new prescription.

where the prescriber’s intention is clear.

7.4 The requirement for definable dose
prevents timely dispensing. Pharmacists
should be able to amend this if the prescriber
is contacted.

Please see the response to Section 7.1 and 7.2
above.

7.6 It is frustrating that, as a professional
practitioner, the Misuse of Drugs legislation
does not permit our discretion to be exercised
when a dosage is missed or the prescriber fails
to sign the prescription. Under the current
rules we have no alternative but to return the

Please see the response to Sections 7.1 and 7.2
above.

The Home Office recognises the need to ensure
patient care is not compromised by the legislative
framework. In conjunction with the Department of
Health and the professional regulatory bodies, we
have agreed wording to be used, when prescribing
in instalments, to ensure that treatment can




patient or carer to the surgery to obtain an
amended prescription. If this occurs at a
weekend or out of hours this can present great
difficulty for all. A sensible relaxation of the
law to allow pharmacists to verbally confirm
the prescription, with a requirement to furnish
a correct prescription, would be to the benefit
of all.

continue where a dose is missed by a patient.

The nature and potency of the drugs involved, the
associated high risk of diversion, and the harm
posed by these drugs when misused mean that it
is important to establish or confirm that the
pharmacist is acting in accordance with the
express directions of a practitioner or recognised
healthcare professional. Removing the
requirement for a signature will open the system to
abuse and increase the risk of diversion and
misuse.

7.8 Making the person collecting a CD sign for
it —what is the point? Yes, it says it was
collected but so what? If that person then
flushes it down the toilet, where do you go
from there? It is bureaucratic intrusion of little
or no benefit. Also, patient returns —there is no
requirement to log the return but if you do, we
are now advised by our PCT to have a double

Whilst we appreciate these views, the primary
purpose of these regulations is to strengthen and
improve the governance arrangements for CDs, in
order to reduce the risks to patient safety and of
their inappropriate use.

There are no requirements under the MDR 2001
for the person collecting a CD on behalf of a
patient to sign for the CD. However, a pharmacist
when asked to supply a Schedule 2 CD by a
patient’s representative may, under regulation
16(6), request evidence of the representative’s
identity and refuse to supply the drug if not
satisfied as to the identity of the person.
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signature in case of discrepancy.

7.10 A lot of prescriptions for CDs are illegal
when presented. A common fault is that the
date is missing. On New Years Day | was
presented with a prescription for Zomorph
Capsules. Supply six tablets. Brought in by the
on-call social worker. Prescriptions like this
should be allowed to be dispensed without
amendment, as it is obvious what was
intended (Zomorph is only available as
capsules). If the prescribers intention is clear,
than the prescription should be valid and
dispensable without amendment from the
prescriber. This includes adding the date when
it can be clearly established when the
prescription was written.

Please see the response to Section 7.2 above.
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8. Miscellaneous comments received on Controlled Drugs (CDs)

Comment DH Response

Home Office comments

8.2 Although not directly a part of this RTC,
there are often difficulties with CDs as their
use is regulated both by the Medicines Act and
the Misuse of Drugs Act. For instance, we had
a situation where the Medicines Act had
enabled pharmacist independent prescribers
to prescribe CDs but the Misuse of Drugs
Regulations had not been altered to enable
this. Therefore, for several years pharmacist
independent prescribers were unable to
prescribe CDs in practice, although this matter
has now been resolved.

Amendments have been made to the Misuse of
Drugs Regulations 2001 effective from April 2012
which permit Nurse Independent Prescribers and
Pharmacist Independent Prescribers to prescribe
the full range of CDs.

The Home Office and the Department of Health
will continue to work closely together on further
proposals to improve the working of the relevant
legislation.
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