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	Ein cyf / Our ref: 414/2022/FOI 


	Dyddiad / Date: 5th December 2022


Further to your request for information dated 21st November 2022, I am pleased to provide the following response. 
Your request and our response:
I am writing to request information under the Freedom of Information Act regarding the latest Meeting Minutes of your 5 different committees.
Could you please provide the latest meeting minutes for;

1. Quality and Safety Executive Committee
As this information is routinely published it is therefore exempt from disclosure under Section 21 – Information accessible by other means.  As this is an absolute exemption under the Freedom of Information Act 2000, there is no requirement for the Health Board to consider the public interest test.

The information requested is available on the Health Board’s internet site and is therefore exempt from disclosure under Section 21 – Information accessible by other means.
https://bcuhb.nhs.wales/about-us/committees-and-advisory-groups/quality-safety-and-experience-committee/
2. Safe Medications Group

[image: image1.emf]SMSG August  22  Notes (002)_redacted.pdf


Please note that any information that is personal has been redacted under

Section 40 – Personal Information of the Freedom of Information Act.

3. Drugs and Therapeutics Group

[image: image2.emf]DTG minutes  October 2022 FINAL_redacted.pdf


Please note that any information that is personal has been redacted under

Section 40 – Personal Information of the Freedom of Information Act.

4. Clinic Advisory Group
Betsi Cadwaladr University Health Board’s (BCUHBs) Clinical Advisory Group is no longer in commencement.

5. Cancer Medicines Management Group at Betsi Cadwaladr University Health Board (BCUHB)?
Minutes for the Cancer Medicines Management Group are not recorded at present as we do not have the admin support.

We welcome correspondence through the medium of Welsh

Rydym yn croesawu gohebiaeth drwy gyfrwng y Gymraeg
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Safer Medicines Steering Group

Meeting Held Monday 8th August 2022
From 2.00-4.00pm

Via Teams
NOTES
Agenda
Number ltem ]
1. Welcome:
1.1

1.2 Matters arising not on agenda

MSO Event
[ reported that the North London Hospital Trusts were sharing work that they

have done around valproate and they had a QR video link which would be
worthwhile the group having a look at. It was the information provision to patients
and carers on three drugs and valproate was one of them.

For information:
- MHRA Drug Safety Update July






1.3

Notes from last Meeting
The notes of the last meeting held on June were approved as a true reflection of

the discussions had. To note,| | ] vas in attendance andi
I o2 ve her apologies.

1.4

Action Log

Heparin incidents:

is progressing with the actions from the last meeting. Last week, she chased
the sites to ensure that all of the training at each location was taking place. [JJj will
update at the next meeting.

Internal alert — dexamethasone and blood glucose monitoring

Patient Safety Group: Awaiting confirmation from [JJJlll that it has been
discussed.J] (West) confirmed that it has been on the agenda and there was a
suggestion made that somebody from the diabetes team and pharmacy to get
together possibly for two meetings to work through the process.

Il discussed this with [JJll (East) who has been working on a guidance around
monitoring when patients are inpatients, but she has nothing planned for a
discharge document, which is a concern as to who is responsible for counselling
the patient and how to supply the BM monitors out of hours.

2.0 BCUHB Medicines Optimisation Strategy to manage the Medication Error
Risk 2022-2025 (Draft)

LHB reported that she did take this list to the Directors meeting however no
progress has been made.

2.1 Medication Harms Reviews (East) Presentation

Il (West): advised that the person that was leading in the West has left and that
post is currently vacant. [ reported that they are waiting to recruit back into that
post asap

2.2 Local Safer Medicines Groups— East/Central/West
Issues of significance
Action CLOSED

Prescribing weight-adjusted oral paracetamol in adults From June
Action CLOSED

1.5 Presentation: Optimising prescribing feedback conversations
Action CLOSED

2.3 Request from Neuroscience Meds Management Group — response to
Parkinson’s campaign letter

2.2 Junior Doctor Postgraduate Medical Education (Carried over from May
2022)

2.5 Medication Harms Review: East (Issues of significance)
I to circulate to the group members the ‘issues of significance’ document which
shows some of the improvements that have been implemented






2. Documents for Discussion

2.1

Prescribing Errors and Feedback in ED Audit

l: who is a junior doctor joined the meeting and shared a power point presentation
that that she had been working on with| i} It was to look at how we can provide
better feedback to prescribers when they make prescribing errors. The first is to
reduce prescribing errors and a big part of that is making sure we are letting people
know when they have made a mistake and to try and improve the likelihood of it not
happening again

There are many reasons in the clinical environment why errors occur due to staff
pressures, human factors and a lot of people talking to each other while trying to do
a single task. Junior doctors are the ones who do most of the prescribing on ward
rounds so it is no surprise that they are the least experienced and are more likely to
make mistakes. If we use feedback interventions, the number of prescription errors
can be significantly reduced. The ambition of this audit was to hopefully start putting
in a way in which we can let prescribers know when an error occurs and to
understand initially why they occur in the first place, and making sure that there are
good methods and mechanisms in place which pharmacists and junior doctors are
aware of.

ments made:

mentioned that in a previous iteration of the clerking booklet, the front page had
a list of names and signatures for everyone who had written in it, and presumably
one of those people was the person writing the drug charts they used with carting
the patient. It was proposed to return to this so that there is a signature list from
everyone associated with the patient. The IHR on the Welsh clinical portal has
helped a lot, it also does create some problems because it is not always up to date
and It is not intuitive in terms of what has been stopped and when. We are asking
people to put in systems to deal with that ‘not ideal’ system in the first place and it
should be clearer on the IHR.

2.2

Proposal for Sedation Committee
I (Consultant Anaesthetist) Wrexham

Background:

As a department, we are trying to get (ACSA) Accreditation, which the Royal
colleges are pushing for, whereby as a department we meet about 220 standards
which suggest that we are providing the best levels from clinical practice to how
the department is managed. Sedation is one that features a few times and there
was a document that came out from the Academy of Royal Medical Colleges in
2003 which suggested that in hospitals where sedation is given in multiple
locations, not just by anaesthetists, there should be a sedation committee with an
overarching remit of being able to look at things like how many adverse events
there are, what sedations are being used, and the number of time reversal agents
for sedation are needed to be given.

Il has written a draft Terms of Reference that went out with the agenda which
suggested that there was a representative from each of those departments where
sedation is given, plus a representative from pharmacy and potentially from the
DTG. This group would meet initially quarterly, and could be reduced to once every
six months, to try and get an idea of what is happening and whether there are any
adverse consequences.






Comments made:

Group agreed that it would be a good idea for the group to report back to DTG.

It was suggested to create an SBAR and take it to the patient safety quality group
with the recommendation that it is set up, so it has got that endorsement from the
executives and then it would be a subgroup of the Drugs and Therapeutics group

2.3

Insulin Safety Week Debrief

For information only:

[l informed the group that in the Insulin Safety Week in May, | N I (West)

and the diabetes team were nominated for an Excellence Award for their work, so
they are finalists in that award. The results will be out in October. Noted by group

Electronic Prescribing
I to ask for a copy of the electronic prescribing document from Cardiff and the
training package that goes with it. To put on next month’s agenda.

2.4

Local Safer Medicines Groups — East, Central, West. Issues of significance

East: ] the meeting was held last week, and [ will provide feedback at the
next meeting

Central and West rescheduled for later this month and next month.

2.5

Regulation 28 — CINQ5292 which has been issued by the coroner and it was
related to an incident that happened within a care home in the Central area. A
resident who was elderly, very unwell and had contracted Covid and she was
reviewed by the GP and it was thought that she was in the last days of her life so
her medication was stopped After a few weeks her condition did improve and all
her medication was restarted except for levothyroxine.

There were several visits by the AMPs with in that area and there were missed
opportunities looking at the medication charts and the levothyroxine was not picked
up on. The patient’s condition declined and she was re-admitted to hospital and
died of bronchopneumonia. As part of the death certificate, it was noted that the
possibility of levothyroxine not being restarted was a probable factor in her death.
This has been to an independent review but has not gone to the formal learning
panel. The outcome of that review did highlight that the AMP who was visiting the
resident on that particular day, did not follow prescribing processes and did not
essentially instigate a WP 10 so the medication was not restarted.

Noted by group.

2.6

Medication Harms Review — Issues of Significance/ Share learning.

Il An issue of significance was the lack of a pathway to follow and address the
issues with the correct staff groups and that was with the ongoing poor attendance
for medical and operational. This is based from the Harms Review panels that we
have been doing on site at Wrexham. Some improvements have been seen, and
I /=5 able to join us from Medicine a couple of weeks ago which proved
beneficial for some of the conversations had. We have also begun to see an
increase in operational staff joining from the Surgical Directorate. We are seeing
good attendance within emergency care from the clinicians there.






We have seen an increase in errors involving agency nurses and that is something
that has been noted across all directorates. ] has asked the nurse bank manage
to start joining the Harms meetings

There are differences in the roles and responsibilities of the Band 4 nursing
associates. There are some variants between what Band 4s are not doing in terms
of second checking medications on the wards at Wrexham. We completed a
scoping exercise across all the directorates and that came through, with the
degree of in some areas Band 4s were not having any involvement in medications
to other areas they would be checking IV fluids and CDs only, and in some areas
they would be the second checker on all medications. When we looked at the
policies -the medicines management policy and the policy that is in place for the
band 4 nursing associates there was variation between the two policies.

2.7

Task/Finish Group — Medicines of risks of harm during pregnancy

Discussed

2.8

Internal Alerts (For information)

Oxygen

I Reported another incident in which one of the valves on a portable mini-
cylinder was not open and the patient went very pale.

It was agreed with |l that all the signage would be improved where the
cylinders are. Instructions on how to use them would be on the wall closest to
where the cylinders are stored. ] is currently trying to get a quote to have the
posters produced.

Noted by group.

3.0

Standing Agenda ltems

All

All to share any local updates:

1. Methodrexate/once weekly medication

2. Insulin

3. Prescriber medicines management induction training

4. Omissions

5. DOACs

6. IV Heparin use

7. Medication Harms Shared Learning

8. List of SMSG Achievements

- Methotrexate chart
Il 2dvised that they are just waiting for the results of the methotrexate
c(;)hrzgsudit. I to check with i} that the chart is now available to order on

- Oral syringe availability in clinical areas
- Medication Harms Review Shared Learning

Audit YGC
ongoing

On agenda






9. Research/Ql/Audit
http://bcudatawarehouse/powerbireports/powerbi/RS/Josh%20Williams/M
edicationSafety?rs:embed=true

4.0 Papers for information
July PSQG AAA report - for information — no update
Update Never Event List - for information only
5.0 |AOB All

Issues for escalation to PQSG and items for next agenda

[l reported that West is experiencing significant issues on site and the community
hospitals with our ward automation units around significant delays, the machines
are going into freeze mode, equipment drawers, etc. There has been a few
DATIXs and in the last week ] went round all the clinical areas asking for
feedback and asking them to fill a form in of any issues that they had for that week
and we had 108 incidents reported. We had a meeting with the company last week
and we are trying to get IT involved around the server. [} has brought it to this
group to highlight because there are significant incidents happening because of
this issue.

I for the record for escalation, we are going to escalate the issue about
identifying prescribers from the prescribing audit and that some of the things that
were suggested was individual bleeps.

The proposal for the sedation committee was the other issue.

Next Meeting Monday 5th September 2-4pm via Teams
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Betsi Cadwaladr University Health Board Drug and Therapeutics Group

Minutes of meeting held on Wednesday 5% October 2022 via Microsoft Teams

Present:
Agenda
item
22.187 Welcome and Introduction
22188 | Apologies: NN
22.189 Declaration of Interests
Nil declared.
22.190 Minutes of the last meeting
The minutes were accepted as an accurate reflection of the meeting.
22.191 Matters Arising

All Wales Heart Failure Guidelines (for Heart Failure with reduced Ejection Fraction

[HFrEF])

Presented by |INEEEEEE—
]
I o1 behalf of the pan-BCU cardiology team

Background:

o There is an international move, and some evidence to suggest that, rather than
sequentially introduced, slowly titrated drug treatments in HFrEF, that if treatments are
introduced in a different order, with more drugs being introduced within an accelerated
time frame, that patients get on to optimal treatment faster than they have traditionally
done. This “four pillars approach” is considered by cardiology clinicians to be the best
practice approach for the treatment of patients in Wales

e |t was confirmed by the Heart Failure team that the vast majority of patients end up on
the same doses of the same drugs, but get there quicker under the proposed new

guideline






The cardiology team request permission to adopt use of the All Wales Cardiac Network
Heart Failure Pathway, which recommends this strategy.

It is suggested that this will save lives and prevent admissions to hospital

The prevalence of HFrEF is 1% therefore the population in BCU is likely to be ~6,000.
However, only about a third of these have severe heart failure warranting treatment with
e.g. sacubitril/valsartan

The impact assessments for the use of dapagliflozin and sacubitril/valsartan in all new
patients seen by the heart failure team with a diagnosis of with HFrEF were presented,
based on figures provided by the heart failure team.

The numbers shown in the impact assessment are the cumulative patient total,
modelled over the next five years, offset against heart failure patients already receiving
these treatments (500 and 900 patients already treated with dapagliflozin and
sacubitril/valsartan, respectively)

The drug cost for dapagliflozin is estimated to be £400,000 in year 1, increasing to £2
million in year 5. The drug cost for sacubitril/valsartan is estimated to be £500,000 in
year 1, increased to £2.5million in year 5.

The potential in offset costs — through reduced clinic attendances, reduced rates of
hospitalisation etc — have not been incorporated in to this impact assessment. Based on
the modelling presented in the European Society for Cardiology 2022 paper
‘Accelerated and personalised therapy for heart failure with reduced ejection fraction’,
between 90-100 admissions or deaths would be prevented by adopting the “four pillars
approach”

Discussion:

Concern was expressed that the European Society for Cardiology 2022 paper
‘Accelerated and personalised therapy for heart failure with reduced ejection fraction’
was based on modelling using data from six pivotal trials in HFeRF rather than real life
data. It was countered that the real-life data may not exist as head-to-head placebo
controlled trials can not be conducted in people who are on multiple medications with
complex co-morbidities

The All Wales Heart Failure Pathway was presented at the All Wales Prescribing
Advisory Group (AWPAG) in December 2021. At that meeting, AWPAG requested that
a value-based assessment section be included in the document. At the 8" December
2021 AWMSG meeting, it was noted that concerns were expressed over the lack of
evidence of cost-effectiveness. At their December 2021 meeting, AWMSG
acknowledged this pathway as ‘good practice’. Clarification has been sought from
AWMSG on whether there is a paucity of data on cost-effectiveness, or data showing
that the pathway was not cost effective. If the former, a query has been raised about
whether this would be possible to conduct.

NICE have been contacted to ask if they are planning to review the sacubitril/valsartan
TA. They have responded that there are no plans at present, but that the All Wales
Heart Failure Pathway will be considered by the Centre for Health Technology
Evaluation to determine if an update is required

Concern was raised that there is no representation from the finance division at DTG
where significant potential cost pressures are discussed

The mortality rates within BCUHB are some of the highest in Wales for heart failure
patients, which is very disappointing for our local communities. On this basis, a
business case has been submitted to expand the current heart failure team. This would
include a specialist heart failure pharmacist for Centre & West, starting in 2023

The group were informed that the All Wales Heart Failure Pathway has already been
adopted by other Health Boards in Wales.

Whilst there has been growth in the use of sacubitril/valsartan within BCUHB the
Primary Care Finance Subgroup Meeting have identified that there are higher rates of
uptake in other Health Boards.

2






¢ It was confirmed that the cardiac team are not requesting a change in the BRAG status
of any heart failure treatments as part of their request — dapagliflozin and
sacubitril/valsartan would remain ‘amber initiate’ for the foreseeable future

e |t was reported that a number of BCUHB cardiology consultants are already working in
line with the “four pillars” pathway. However, non-medical prescribers (NMPs) must
work in accordance with the formulary, else they risk losing vicarious liability. This can
put the community heart failure NMPs in a difficult position when they are asked to
initiate a patient on treatment according to the “four pillars” pathway, rather than
according to NICE TA recommendations.

e The group agreed that it would have been beneficial if the cardiac network had
produced extrapolated estimates of the impact of the “four pillars” approach on morbility
and mortality for patients in Wales, or a cost impact for implementing the guidance. [}

agreed to feedback to the cardiac network the request for estimates of
impact on patient morbidity and mortality and cost per QALY data

e On the basis of the evidence provided, and the number of patients who stand to gain
from the use of the pathway, support of the All Wales Heart Failure Pathway was
agreed

Decision: use of the All Wales Heart Failure Pathway in BCUHB approved

ACTIONS:
e estimated costs of adopting the All Wales Heart Failure Pathway to be escalated
to finance and the CEG
o formulary entries for heart failure therapies to be aligned to the pathway

Nebulised asthma rescue medications for children and adolescents: review of
salbutamol and ipratropium nebuliser ‘green’ formulary status following August’s Drug
Safety Update
e August’s Drug Safety Update highlights that nebuliser use in the home to deliver
nebulised asthma rescue medications to children can mask a deterioration in the
underlying disease and may increase the risk of potentially fatal delays in seeking
medical attention if asthma deteriorates.
¢ If home use of a nebuliser for the acute treatment of asthma in children under 18 years
of age is considered necessary, this should be initiated and managed under the specific
instructions of a doctor with expertise in asthma
e It was proposed that salbutamol and ipratropium nebulisers are reclassified as an
‘amber’ formulary option (from ‘green’) for home use in the acute treatment of asthma in
children under the age of 18

Decision: approved
BRAG status: AMBER RETAIN

Naloxone nasal spray (Nyxoid®): recognition of historic use by the Harm Reduction
Service
e At September’s meeting the use of the naloxone nasal spray (Nyxoid®) for ongoing use
at HMP Berwyn was approved as a red treatment option to reflect current use
¢ It has subsequently been identified that the Harm Reduction Service also use the nasal
preparation, in accordance with the SOP for the ‘Supply of Take Home Naloxone
Preparations’ (circulated in the agenda).
o It was requested that naloxone nasal spray is approved as ‘red’ for historic use by the
Harm Reduction Service — a pan-BCU service operating a Welsh Government backed
‘Widening the Availability of Naloxone’ guidance.






Decision: approved
BRAG status: RED

22.192

MHRA Drug Safety Update
The MHRA Drug Safety Update for September was noted.

Prescribers and dispensers of prolonged release formulations of methylphenidate for the
treatment of ADHD are reminder to use caution if switching patients between preparations due
to differences between formulations in dosing frequency, administration with food, amount and
timing of the modified-release component, and overall clinical effect. Both the INFORM site and
shared care agreement for adults contain a reminder to prescribe by brand name.

22.193

New medicine requests

22.193.01

Icosapent ethyl with statin therapy for reducing the risk of cardiovascular events in
people with raised triglycerides (NICE TA 805 — July 2022)

Presented by |

Background:

e |cosapent ethyl is recommended by NICE for the secondary prevention of
cardiovascular disease in a select group of patients with a fasting triglyceride above
1.7mmol/L and a LDL-C between 1.04 and 2.6mmol/L

o LDL-C is not reported if the triglycerides are >4.5mmol/L, therefore in order to meet the
NICE eligibility criteria, triglycerides will need to be between 1.7 and 4.5mmol/L

e Elevated triglycerides correlate with an elevated cardiovascular risk as they promote
activation of platelets, thrombosis and inflammation. The conventional treatment used
for patients with high triglycerides (fibrates and niacin) do not demonstrate
cardiovascular outcome reduction

o Icosapent ethyl is an ethyl ester of eicosapentaenoic acid (EPA) — a type of Omega 3
fatty acid

e REDUCE-IT trial investigated 4000 people in the icosapent ethyl arm (4g per day), 4000
in the placebo arm. The NICE eligibility criteria align with the trial’s inclusion criteria. For
the primary endpoint (CV death, non-fatal MI, non-fatal stroke, coronary
revascularisation and unstable angina), there was a relevant risk reduction of 25% in
the icosapent ethyl arm — giving a number needed to treat of 21

e A baseline, lipids, and ECG would be conducted prior to treatment (as there is a slight
increase in risk of atrial fibrillation with icosapent ethyl — 5.3% vs 3.9% in the treatment
arm vs. placebo), with lipids and LFTs repeated after 4 months of treatment

e The SPC also reports a slightly elevated risk of bleeding, which is a class effect
associated with fish oils

Discussion:

e It was confirmed that an ECG would be conducted at baseline by the secondary care
team, but not repeated annually. Pulse rate would be measured on review in clinic and
a referral for ECG made if any concerns identified. Baseline/routine ECG monitoring is
not a requirement in the SPC

e It was raised that fasting lipid profiles are not conducted often in primary care,
particularly in diabetic patients due to the risk of hypoglycaemia. In preference to
changing lipid monitoring practices in primary care, it was requested that any potentially
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eligible patients were referred tolj || The team run virtual clinics and have
a pan-BCU presence and are happy to retain the responsibility of determining eligibility
and initiating treatment.

¢ Once the patient has been re-reviewed and is stable on treatment, it is requested that
ongoing prescribing is conducted in in primary care. The annual bloods would be
requested and reviewed by the specialist team

e Patient numbers are estimated to be relatively low

Decision: approved
BRAG status: AMBER RETAIN

22.193.02

Cariprazine for people with schizophrenia with predominantly negative symptoms
(AWMSG advice number 0822 — May 2022)

Presented by
on behalf of the pan-BCU mental health team

Background:
e Cariprazine is a partial agonist at D2 and D3 receptors.
e |t's shown to have beneficial effects in people with negative symptoms.
e Anticipated patient numbers are relatively low — likely to be 10-20 in the first year

Decision: Approved
BRAG status: RED

22.193.03

Andexanet alfa for reversing anticoagulation from edoxaban

Presented by I on behalf of the pan-BCU

haematology team

Background:

e Due to variation in drug pricing, a large proportion of patients requiring a DOAC have
been initiated on edoxaban

e Andexanet alfa is licensed and NICE approved to reverse major anticoagulation from
the direct factor Xa inhibitors apixaban and rivaroxaban in life-threatening or
uncontrolled gastrointestinal bleeding.

e This approval dose not extend to edoxaban, although small studies demonstrate the
same efficacy as seen with the reversal of other factor Xa inhibitors

e This creates an inequity of care for patients prescribed different factor Xa inhibitors as
there is no licensed reversal agent for edoxaban. Though patient numbers requiring
treatment would be small, the potential harm to patients established on edoxaban of not
receiving treatment could be catastrophic

e Several organisation e.g. the Pan Mersey Area Prescribing Committee have taken the
decision to endorse the off-label use of andexanet alfa to reverse major anticoagulation
from edoxaban in life-threatening or uncontrolled gastrointestinal bleeding.

Discussion:

e Approval for the use of andexanet alfa would remain under the advice of the
haematology team

e If DTG approve this request, the andexanet alfa request form would be amended to
include reversal in patients treated with edoxaban






Decision: Approved
BRAG status: RED

22.194

NICE and AWMSG Impact Assessments

Asciminib — for treating chronic myeloid leukaemia after 2 or 3 more tyrosine kinase
inhibitors (NICE TA 813 — August 2022)

Asciminib is an oral tyrosine kinase inhibitor (TKI) for the treatment of chronic myeloid
leukaemia for a specific Philadelphia chromosome mutation. Its place in therapy is after the use
of 2 or more TKiIs — replacing treatment with bosutinib. Asciminib has been shows to be more
effective and have a better safety profile than busitinib, but is more expensive (anticipated to
cost an addition £30,000 per annum). As treatment replaces an existing therapy, the impact
assessment group were assured that there was capacity within the cancer division to deliver
asciminib. Anticipated patient numbers are low.

Decision: Approved
BRAG status: RED

Fenfluramine - for treating seizures associated with Dravet syndrome (NICE TA 808 —
July 2022)

Fenfluramine has been approved for the treatment of seizures in patients aged 2 years and
older. It's intended for patients whose seizures have not been controlled after trying 2 or more
antiseizure medicines. The frequency of convulsive seizures should be checked every 6
months, and fenfluramine stopped if the frequency has not fallen by at least 30% compared
with the 6 months before starting treatment. The comparator used by NICE was cannabidiol
with clobazam, who estimate that the treatment would cost less than £9000 per 100,000
population.

Fenfluramine is WHSSC commissioned for paediatric patients. Until an implementation form is
submitted by a BCU clinician, it is requested that the treatment is added as a ‘black’ formulary
option, for delivery by either Alder Hey or The Walton Centre

Decision: Approved
BRAG status: BLACK

Elbasvir/grazoprevir (Zepatier®) — treatment of genotype 1 or 4 chronic hepatitis C (CHC)
in paediatric patients 12 years of age and older who weight at least 30kg (AWMSG
advice number 1222 — July 2022)

AWMSG have granted a paediatric extension for the use of Zepatier® - a treatment already
approved for use in adults. The preparation is taken orally as a course of 12-16 weeks.
Treatment would be under the care of a tertiary centre. One patient per annum is expected
across the whole of Wales.

Decision: Approved
BRAG status: BLACK

22.195

NICE Technology Appraisals, ratified AWMSG Decisions

NICE Technoloqy Appraisals:

Brolucizumab for treating diabetic macular oedema (NICE TA 820 — published August 2022)

Dexamethasone intravitreal implant for treating diabetic macular oedema (NICE TA 824 —
published September 2022)






Avacopan for treating severe active granulomatosis with polyangiitis or microscopic polyangiitis
(NICE TA 825 — published September 2022)

Melphalan for haematological diseases before allogeneic haematopoietic stem cell transplant
(Terminated Appraisal) (NICE TA 822 — published September 2022)

Vedolizumab for treating chronic refractory pouchitis after surgery for ulcerative colitis
(Terminated Appraisal) (NICE TA 826 — published September 2022)

22.196 Reports back (from new medicine applications)
Nil
22,197 Formulary updates

Request for the addition of a new long-acting risperidone injection (Okedi®) to formulary

e Earlier this year, a new formulation of long-acting risperidone injection was launched
which the Mental Health Medicines Management Group are requesting access to use

e Okedi® has an identical license to the long-acting risperidone preparation already in use
across the Health Board — Risperdal Consta®. Risperdal Consta® is current on the
formulary for maintenance treatment in schizophrenia and other psychoses as well as
for off-label use in bipolar disorder where there is non-compliance with oral formulations

e Okedi® is requested for use as it can be stored at room temperature (rather than
requiring cold storage), is administered four-weekly, rather than on alternate weeks and
has more predictable pharmacokinetics — where as Risperdal Consta® requires a period
of oral risperidone cross-tapering.

e The treatments are cost-neutral.

o Paliperidone is the long acting injection of choice for those who have responded to oral
risperidone. However, there is a small cohort of patients who do not tolerate or are not
suitable for paliperidone for whom PR risperidone remains a useful option. The aim
would be for Okedi® to replace Risperdal Consta® in patients who do not tolerate
paliperidone long-acting injection

¢ Request for addition as an additional red treatment option

Decision: Approved
BRAG status: RED

Request for the addition of biosimilar ranibizumab (Ongavia®) to formulary

e The biosimilar Ongavia® was granted a license by the MHRA earlier this year

e |ts licensed indications in adults are identical to that of the originator compound
Lucentis®

¢ Data has shown that the biosimilar is highly similar to the reference material in terms of
clinical efficacy, ocular and systemic safety, frequency of administration, excipients,
storage and immunogenicity

e Ongavia®has been included on the All Wales Secondary Care Drug Contract at a
significantly discounted price versus the originator product

e The ophthalmology team would like to utilise the biosimilar as a first line treatment
option for its licensed indications in treatment naive patients. At DTG’s request, wet
age-related macular degeneration (WAMD) and diabetic macular oedema (DMO)
pathways have been drafted to illustrate how the biosimilar ranibizumab would be
utilised. These pathways have been reviewed and agreed by ophthalmologists at each
site






e There is also a phased switch over planned for patients established on Lucentis® who
consent to a change to the biosimilar. They request that Lucentis® remains available to
those patients who decline to switch or who do not tolerate a change in therapy. Those
responding well to alternative anti-VEGF therapies would be maintained on their current
treatment. This approach is in keeping with the advice of the Welsh Retinal Group,
included in the agenda

e Ongavia® is only currently available as a vial preparation - a pre-filled syringe is in
development

Decision: Approved
BRAG status: RED

Request for incorporation of ranibizumab and aflibercept indications on to the formulary
(based on historic use)

e During the wAMD and DMO pathway drafting process, it was identified that there are a
number of historic NICE and AWMSG approvals for anti-VEGF therapies (ranibizumab
and aflibercept) that, despite having a purple formulary status, are routinely used

e The group are asked to consider whether use of these well-established agents for NICE
and AWMSG approved indication dating between 2013 and 2018 could be considered
for grandfathering on to the formulary as ‘red’ treatment options, to reflect current
practice

Discussion:

e BCUHB executives are looking to establish a Medicines Management Transformation
Group. In addition to this, Welsh Government have set up a Medicines Value Group.
This combined group will be looking at the effective and efficient use of medicines and
may work with an area such as ophthalmology to look at the delivery of cost effective,
patient centred care

Ranibizumab for treating visual impairment caused by macular oedema secondary to retinal
vein occlusion (NICE TA 283 — May 2013)

Decision: Approved
BRAG status: RED

Ranibizumab for treating choroidal neovascularisation associated with pathological myopia
(NICE TA 298 — November 2013)

Decision: Approved
BRAG status: RED

Ranibizumab for the treatment of visual impairment in adults due to choroidal
neovascularisation not due to pathological myopia or wet age-related macular degeneration
(AWMSG advice no. 0718 — June 2018)

Decision: Approved
BRAG status: RED

Aflibercept for treating visual impairment caused by macular oedema secondary to central
retinal vein occlusion (NICE TA 305 — February 2014)

Decision: Approved
BRAG status: RED






Aflibercept for treating diabetic macular oedema (NICE TA346 — July 2015)

Decision: Approved
BRAG status: RED

Aflibercept for treating visual impairment caused by macular oedema after branch retinal vein
occlusion (NICE TA 409 — December 2016)

Decision: Approved
BRAG status: RED

Aflibercept for treating choroidal neovascularisation (NICE TA 486 — November 2017)

Decision: Approved
BRAG status: RED

Addition of conventional doxorubicin to formulary to reflect historic use

e The conventional doxorubicin preparation has been historically used by the cancer team

e |t has been identified that although the liposomal preparation is on the formulary, the
use of the conventional preparation has not been captured

e Conventional doxorubicin is used for a number of indications - AML ALL, lymphoma,
ovarian and endometrial cancer, breast cancer and salivary gland tumours.

e The preparation is on the All Wales secondary care drug contract and the cancer team
would like their current use, which forms part of their existing protocols, to be reflected
on the formulary

Decision: Approved
BRAG status: RED

Expansion of epoetin beta (NeoRecormon®) use to include non-dialysis CKD (to reflect a
2019 protocol change)

Several years ago, the renal team changed from using epoetin alfa (Eprex®) to epoetin beta
(NeoRecormon®) as their erythropoiesis stimulating agent of choice, due to procurement costs
on the contracting framework. Currently NeoRecormon® is on the formulary for symptomatic
anaemia associated with chronic renal failure in patients haemodialysis/peritoneal dialysis. It is
requested that this is amended to include any patient with CKD. Reference to the use of Eprex®
in patients with renal disease will be removed to reflect current value based prescribing

Decision: Approved
BRAG status: RED

Discontinued preparations for removal from the formulary: sodium aurothiomalate,
ZeaSORB®, ephedrine 0.5% and 1% nasal drops

22.198

DTG Decision Newsletter

The September DTG Newsletter was noted.






22.199

IPFR Decisions

IPFRs SUPPORTED by DTG executive members:

cystitis

Medicine requested Indication Authorised duration
Guselkumab Sebopsoriasis and chronic 3 months
plaque psoriasis
Adalimumab SAPHO syndrome 6 months
Liothyronine Hypothyroidism Long-term
Cidofovir BK virus-induced haemorrhagic | 4 doses

IPFRs SUPPORTED by DTG executive members AND by IPFR Panel:

Medicine requested Indication Authorised duration
Dupilumab Nodular prurigo 4 months
Esketamine Treatment resistant depression | 6 months
Esketamine Treatment resistant depression | 6 months
IPFR feedback forms received:

Medicine Indication Outcome

requested
Sirolimus Facial Beneficial in reducing facial angiofibromas and the

angiofibromas

associated impact on mental well-being. Ongoing use
with switch to ointment approved on the
recommendation of tuberous sclerosis specialist

Nitazoxanide | Cryptosporidium

diarrhoea

initiation of treatment

Not dispensed - symptom improvement prior to

22.200

National Drug Related Publications

Tecovirimat as a treatment for patients hospitalised due to Monkeypox viral infection

Background:

e Tecovirimat has been granted a conditional marketing authorisation by the MHRA for
use in adults and children over 13kg.

e The Chief Medical Officer alert included in the agenda advises on which patients might
benefit from treatment i.e. those that are symptomatic, hospitalised due to monkeypox
and meet one or more of the criteria for severe or complicated disease

e Stock for Wales will be held in Cardiff and Vale. Should treatment be required, this
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would be transferred to BCUHB on the day of ordered, or the following day if ordered
after 11am

e The Monkeypox Operational Group are made aware of any positive PCR results in the
community and are therefore able to link in with the clinical team to assist in determining
eligibility for treatment, and to advise the relevant pharmacy department on the process
of obtaining stock. For inpatients, the microbiology team will be alerted to any positive
PCR results

e The treatment is centrally funded and being supplied free of charge

e Request is sought for permission to utilise the treatment in line with the CMO alert
criteria

Discussion:
e An SOP is being developed to summarise the ordering process in the event of
treatment being required

Decision: approved
BRAG status: RED

22.201

DTG Sub Groups

22.201.01

Medicines Policies, Procedures and PGDs

For noting:

PGDs reviewed virtually by MPPP and DTG and approved for use:

e MMPGD 203 Live nasal influenza vaccine

e MMPGD 202 Inactivated Influenza vaccine

o PGD for the administration of Inactivated Influenza Vaccine by pharmacists providing
the NHS Wales Clinical Community Pharmacy Service for Seasonal Influenza
Vaccination and National Influenza Immunisation Programme

o MMPGD 43 supply or administration of bowel preparation by Registered Nurses
working in Endoscopy Units — addition of Plenvu [approved due to the national shortage
of Picolax]

Updated national PGDs:
*  MMPGD COVID 9 Vaccine Spikevax Moderna bivalent
« MMPGD COVID 7 v2.5 Moderna removed.
o Monkey Pox Vaccination

New National PGDs for Supply of Emergency Hormonal Contraception by Community
Pharmacists:

« Ulipristal acetate (ellaOne®) 30mg tablet

» Levonorgestrel 1500 microgram tablet
These PGDs have also been shared with other services within BCUHB who supply EHC

(Emergency Departments and Sexual Health) so that they can adopt the same process.

PGDs archived from the PGD Library:
«  MMPGD 234- SUPPLY of live attenuated nasal influenza vaccine(LAIV)to children from
4 years of age to under 18 years of age by Registered Nurses for subsequent
administration by Health Care Support Worker as part of school vaccination programme
+  MMPGD 242 - Administration of Inactivated Influenza vaccine by Allied Health
Professionals: Registered Dietitians, Speech and Language Therapists, Podiatrists,
Physiotherapists, Radiographers, Occupational Therapists and Pharmacists
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*  MMPGD 231 Administration of Lidocaine 1%by Nurses competent in the insertion of
Injectable Loop Recorders in the Pacing Theatre, Ysbyty Gwynedd

Documents approved by MPPP (pending some minor amendments):

Written Controlled Documents:

BCUHB Guideline for District Nurse Teams in the Management of Hypoglycaemia in Adults in
the Community — an amendment has been suggested to the title of the document to enable use
in Care Homes

Mat 41 Version: 2 - Guideline for Management of Diabetes Mellitus and its Complications in
Pregnancy — recommendations were made to update the reference to the DKA guideline to
ensure the same chart is being used pan-BCU and relating to the variable rate insulin charts

The Management of Thyroid Disease in Pregnancy
Nicotine Replacement Therapy (NRT) Supplementary Guidance for MHLD inpatients

Prescription Charts:

Variable Rate Insulin Infusion Chart — reference to Actrapid® changed to the generic human
soluble insulin

Continuous Nerve Block Prescription Chart — a new chart devised to replace the existing
method of handwriting the infusion. Permission was sought to acknowledge the historic use of
levobupivacaine 0.125% on the formulary

Decision: Approved
BRAG status: RED

Post Operative Administration Chart
Discussion:

e It was highlighted that the ‘Continuous Nerve Block Prescription Chart’ and ‘Post
Operative Administration Chart’ are YGC specific charts

o There was discussion at MPPP about aligning practice across the 3 integrated health
communities (IHCs) so that documents and charts can be used pan-BCU. However
there are known variations in practice, particularly in the surgical division e.g. YMW
historically use codeine post-operative and YGC use dihydrocodeine

e The sites report a lack of a local structure through which medicine related documents
can be approved. Local approval through Safer Medication Practice Groups is no longer
deemed appropriate. There was also concern that a local approval process would mean
that each site is not aware of what work is being conducted elsewhere, contributing to
unnecessary duplication of work and variation in practice.

¢ The question was raised as to whether MPPP and DTG would be an appropriate route
to approve site based documents where pan-BCU alignment cannot be achieved

¢ It was acknowledged that the organisational restructure in to IHCs has potentially
complicated the pan-BCU governance arrangements as e.g. cross site surgical groups
do not exist

e A query was raised about the number of supplementary charts in use and whether they
create a risk of treatment being missed / charts becoming separated. The practice of
using supplementary charts is well established at YGC. The supplementary chart is
stapled to the All Wales chart and if the admission extends beyond 48 hours the patient
is no longer classified as ‘day case’ and any ongoing treatment is transferred to the All
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Wales chart. Practice at YG is to affix stickers to the All Wales drug chart, rather than
introduce supplementary charts

e Concern was expressed about an increase in workload for the MPPP subgroup. It was
agreed that in order to mitigate this, each submission would be considered for pan-BCU
adoption before being presented for local use

e A query was raised as to where locally approved documents would be hosted. If
available on the intranet there was concern that documents approved at only one site
would be used at other sites without the necessary approval. It was agreed that site
specific documents should not be published on BetsiNet

e The group agreed that where a pan-BCU document chart cannot be developed, site
based documents would be considered by MPPP and DTG. In every instance a cross-
site approach would be encouraged and supported preferentially for consistency, and
error reduction, recognising that staff move around within the Health Board

Standard Operating Procedures:

Standard Operating Procedure for Clinical Trials: PCT04 Pharmacy Personnel and Training

Patient Group Directions:

MMPGD: Measles, mumps and rubella (MMR) vaccine Patient Group Direction

MMPGD: Low-dose diphtheria, tetanus and inactivated poliomyelitis vaccine (Td/IPV) Patient
Group Direction (PGD)

MMPGD: Haemophilus influenzae type b and meningococcal C conjugate vaccine (Hib/MenC)
Patient Group Direction (PGD)

MMPGD 230: PGD for the Administration of topical local anaesthetics by Registered Nurses in
Children and Young People’s Services

MMPGD: PGD for the Supply of Oral Gastrografin® Contrast Media for CT Imaging
Investigations and Procedures working within Radiology Services BCUHB

MMPGD: PGD for the Administration of Oral and/or Rectal Gastrografin® Contrast Media for CT
Imaging Investigations and Procedures by Radiographers working within Radiology Services
BCUHB. Permission was sought to acknowledge the historic use of Gastrografin®for its
licensed indications on the formulary

Decision: Approved
BRAG status: RED

MMPGD 244: PGD for the Administration and or supply of enoxaparin for thromboprophylaxis
in EDs and MIUs for lower limb injury

DTG endorsed the above documents and decisions

22.201.02 | Wound Management
The group have not met
22.201.03 | BRAG

At the BRAG meeting on 27" September the following items were reviewed:
e |vabradine in Postural Orthostatis Tachycardia and Inappropriate Sinus Tachycardia
was reclassified as ‘amber retained’ in females of childbearing potential and ‘amber
initiate’ in for other people treated for these indications (previously ‘red’)
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e Co-trimoxazole was reclassified as ‘green’ (previously ‘amber advised’) at the request of
the Antimicrobial Steering Group, with assurance about the risk of treatment resistance

e Methenamine has been reclassified as ‘green’ (previously ‘amber advised’ on
microbiology advice) on agreement with the microbiology team

e Oral vitamin D supplementation in the management of insufficiency has been
reclassified as ‘green’ (previously ‘amber advised’) taking in to account the current
clinical guideline for the management of vitamin D deficiency and the advice in the
shared care agreement for denosumab

e The updated shared care agreement for denosumab for the secondary prevention of
osteoporotic fragility fractures was supported

e Somatropin in paediatrics was reclassified as ‘amber retained’ (previously ‘amber with
shared care’) as there is no monitoring requirement in primary care

¢ A new shared care agreement for ocrelizumab in multiple sclerosis was supported. This
is an agreement between the consultant neurologist at The Walton Centre and the BCU
consultant at Llandudno General Hospital IV suite to enable patients stable on
treatment to be repatriated to receive their ongoing infusions closer to home. If
approved, this will be followed by an application form requesting the amendment the
BRAG status of ocrelizumab from ‘black’ to ‘red’

o The updated shared care agreement for mycophenolate in rheumatological conditions
was supported

e The updated shared care agreement for methotrexate in rheumatological conditions
was supported

e The sodium aurothiomalate shared care agreement has been archived as the
preparation has been discontinued. There are no BCU patients remaining on treatment

e The updated shared care agreement for sulfasalazine in rheumatoid arthritis was
supported

o The updated shared care agreement for cinacalcet in primary hyperparathyroidism was
supported

e The updated shared care agreement for hydroxycarbamide in polycythaemia and
thrombocythaemia was supported

¢ A pathway for the supply of cabergoline to suppress lactation has been devised to
support an amendment in the BRAG status for this indication from ‘red’ to ‘green’. This
was supported with the associated pathway in place

DTG endorsed the above decisions

22.201.04

NICE and AWMSG Impact Assessments Group

The minutes of the meeting from 17" August 2022 were noted.

The cancer team have been informed that, going forward, it is imperative that as part of the
impact assessment process, the impact on service and staffing is captured. Without assurance
of this information, the impact assessment group cannot put applications forward to DTG for
approval.

22.201.05

Approved Prescribable Medical Devices

The group has not met

22.202

Minutes from Medicines Management Groups

22.202.01

Mental Health and Learning Disabilities
The minutes of July’s meeting and the September meeting agenda were noted.
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22.202.02 | Cancer, Haematology, and Palliative Care
The agenda of the September meeting was noted.
For information:
o HER2 RADICAL.: a trial for patients with HER2 early breast cancer who have
completed non-anthracycline therapy was noted
e heradERA: a trial for HER2 positive, estrogen receptor positive locally advanced or
metastatic breast cancer was noted.
22.202.03 | North Wales Neuroscience Network Management Meeting
The minutes of May’s meeting and the September meeting agenda were noted.
22.202.04 | Respiratory Medicines Management Group
The group has not met
22.202.05 | HMP Berwyn Medicines Management Group
The minutes of July and August’'s meetings and the September meeting agenda were noted.
22.203 Controlled Drug Local Intelligence Network
The minutes of June’s meeting and the September meeting agenda were noted.
22.204 Safer Medicines Steering Group
Nil to report
22.205 Minutes from Antimicrobial Stewardship Group (ASG)
The minutes of June’s meeting and the September meeting agenda were noted.
22.206 Minutes from BCUHB NICE and AWMSG Guidance Group
The minutes of July’s meeting and the September meeting agenda were noted.
22.207 Any other business
Dioralyte® oral rehydration sachet medicines shortage
Advice has been received from the Medicines Shortage Advisory Group regarding potential
alternatives for use during the national shortage of Dioralyte® oral rehydration sachets. These
include Dioralyte Relief® and Oral Rehydration Salts soluble tablets (ORS Hydration tablets®).
ORS Hydration tablets®are a food supplement formulated in line with the WHO rehydration
guidance. These recommended alternatives may be used over the coming weeks until
Dioralyte® is back in stock. This is currently estimated to be towards the end of December
Notifications about medicines supply shortages
It was raised that a monthly summary of medicines supply shortages circulated by GPC UK is
no longer being distributed. It was asked whether there could be an alternative means of
communicating shortages and anticipated resupply dates to clinicians both in primary and
secondary care. It was suggested that a link from the DTG Newsletter to this information might
be useful as this is already widely circulated.
ACTION: liaise with the procurement team regarding a link to information about
medication shortages being included in the DTG Newsletter
22.208 Matters of significance
Escalate to CEG the estimated costs of adopting the All Wales Heart Failure Pathway in
BCUHB
22.209 Date of the Next Meeting

Wednesday 2" November 2pm — 4pm
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