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Medicines Management Operational Board

Minutes from the meeting held on 18th January 2024 at 14:00 via Microsoft Teams
Minutes

Present:

Dr Richard Chudleigh (RC), Consultant Physician, Diabetes (CHAIR)

Alan Clatworthy (AC), Clinical Effectiveness & Formulary Pharmacist
Lisa Adams (LA), GP
Nimish Shah (NS), GP LMC
Helen Griffiths (HG), Corporate Nursing
Steve Harrowing (SH), GP, PCPAG Chair
Judith Vincent (JV), Clinical Director for Pharmacy & Medicines Management

Stuart Wyn Evans (SWE), Head of Medicines Governance and Optimising Medicines Value
                          * Pharmacy (Notes)

In attendance for agenda items:

Dr Steve Young (SY), Consultant Anaesthetist and Interventional Pain Specialist (item 06.24 b)

Owain Brooks (OB), Renal Pharmacist (item 07.24 e)
Observing the meeting: 

                  * Pharmacist
	01.24  Apologies for absence:

Redacted, Owen Pearson, Rajesh Peter, Anjula Mehta, Rhian Newton
 

	02.24 Consultation Pharmacy supervision - GOV.UK (www.gov.uk)  – For noting:
Consultation for noting - If anybody has any comments, please let us know and we can reply to the consultation.


	03.24 Minutes of previous meeting – 23rd November 2023: 
The minutes of the meeting held on the 23rd November 2023 were accepted as a true record of the meeting.


	04.24  Matters Arising: 
All actions undertaken and complete.


	05.24  Medication Safety Report – Stuart Wyn Evans
AP unable to attend today, SWE presented the Medication Safety Report.
Alert Updates:

PSA 057, Emergency Steroid Treatment Therapy Cards issued in June 2021 - one outstanding action relating to getting emergency hydrocortisone injection kits at hospital sites for adults. The paediatric ones have just become available; will be completed in the next couple of weeks.
NatPSA 013 Valproate: organisations to prepare for new regulatory measures for oversight of prescribing to new patients and existing female patients; or, all new patient under 55, male or female who were initiated. Valproate needs 2 specialists independently to consider the case before starting. Any female patient currently on valproate needs a review the next time they are seen. Angharad presented this to COEG on 8th of December.  An implementation group has been established by Dr Mark Ramsey – awaiting initial meeting scheduled for 18/01/2024 to look at this. Wide ranging issues within the health board.
Tresiba Shortage – This relates to the risk of incorrect dosing with patients on the higher strength. An alert was issues in Wales 6 years ago, Pharmacy memo issued regarding the shortage of Tresiba 100 units/ml Flextouch pre-filled pens, which is anticipated to last until December 2024.

Carbomer NPSA 015 - There was an alert issued around decontamination of carbomer containing lubricating eye drops because there was a potential risk that they contained Burkholderia cenocepacia. Product recall in primary and secondary care, complete.
GLP-1RAs oral semaglutide (Rybelsus) - no shortage regarding rybelsus, so rybelsus can be started if a new initiation of GLP-1. RC highlighted that in general most patients shouldn’t need to change, however, as Byetta is being discontinued there are a few patients that may need to, there are however very few still on Byetta.
MHRA drug safety updates - for noting: 

Isotretinoin (Roaccutane▼): introduction of new safety measures, including additional oversight of the initiation of treatment for patients under 18 years of age. Dermatology team working to develop protocol – new acne clinic cancelled until this is in place.



	06.24 New product requests & formulary amendments:
a)     Nephrotrans access to formulary - Nephrotrans 500mg gastro-resistant capsules, soft - (Each capsule contains 500mg Sodium hydrogen carbonate). For the treatment of metabolic acidosis and for maintenance treatment against recurrence of metabolic acidosis in adults with chronic renal impairment. No data for use in children and adolescents. Second line, specialist initiation. For intolerance *to first line option, sodium bicarbonate 500mg capsules.
Using sodium bicarbonate in line with NICE recommendations for management of metabolic acidosis in CKD. This is an alternative for patients that cannot tolerate sodium bicarbonate due to abdominal bloating and flatulence etcetera. Estimate one patient a month. There is a cost impact as more expensive than sodium bicarbonate; £44.88 versus £15  ** per sodium bicarbonate, it would be small numbers and specialist initiated but continued in primary care.  
It is a licensed preparation second line to current practice, covered by NICE in terms of managing metabolic acidosis. No objections from MMOB. It will be added to formulary as a restricted item, but specialist initiation second line to sodium bicarbonate.
MMOB approved 18/01/24. Action: Alan Clatworthy
b)    Aqueous Phenol (Dr Steve Young) - Aqueous Phenol is available in 5% and 7% concentrations from Huddersfield hospital manufacturing unit (unlicensed products with 5% awaiting QA release- anticipated end of January), previously aqueous Phenol 7.5 % and 5% with Glycerol was available (Ipswich Hospital Pharmacy manufacturing unit), however 7.5% no longer being made and 5% stock delayed to building work at manufacturing unit. SY explained there were two main uses in ABMU over past 10 years - Chemical sympathectomy for peripheral vascular ischaemia and pancreatic cancer pain. Intrathecal application in palliative care, cancer related pain. He presented some cases of local use with hugely beneficial outcomes for patients, with dramatic improvement in pain symptoms, quality of life, and reduced need for very high opiate doses.
Problems noted around accessing phenol. Phenol is effectively a chemical agent rather than a drug, used as an injection to destroy nerves in a semi-permanent way. It acts in the immediate term as a local anaesthetic and longer term as neurolytic agent to provide permanent numbness. Used in different settings to block sensory nerves, including sympathetic nerves in the medium to long term. Mostly in palliative care, but also in vascular, as a way of performing a sympathectomy. There is an ongoing acute need for Phenol in a variety of situation- intrathecal injection for rectal and pelvic cancer pain, as a splanchnic nerve block for patients with pancreatic cancer/upper GI cancer, intercostal use as a nerve block etc. Also used as nerve blocks around the body for people with metastases. Also used for wrist or abdominal metastasis. 

Summary: Potentially 20 to 30 cancer patients per year, plus approx. 10 patients with miscellaneous indications where alternatives exhausted and pain that is very difficult to control. Currently arranging phenol to come from Cardiff for a patient tomorrow. Previously used to get 6% aqueous phenol that seemed effective. The exact concentration needed is anything from 6 to 12% in clinical papers; depends on the size of nerve and the actual volume that can be administered next to the nerve. Have used 5% for about six months, which works. There is oily phenol but aqueous phenol can be manipulated by adding omnipaque to make it heavy for intrathecal use. SY has presented at Morriston Quality and Safety Group who are supportive, as an intervention at Morriston. The Service Group are supportive, provided governance arrangements are in place around intrathecal administration.
AC queried whether there is standard paperwork for consent when used with patients.
SY advised it involves a number of conversations; usage is essentially end of line. They tend to be inpatients and palliative from their cancer. The evidence base is limited but local use has proved very successful. SY is very open about with patients, and to only go ahead if they are willing to accept the risks vs potential benefits in full knowledge of unlicensed status of phenol. Currently cover two Health Boards as includes Bridgend patients. Discussed with colleagues in palliative care in Cardiff, SY currently doing the most amount of this in South Wales.
JV noted it would need to go to Medicines Management Strategy Board to satisfy executives of adequate governance for the unlicensed use and given risks. Steve Young agreed to present to MMSB to allow executive MD to be sighted on this prior to final sign off to all
MMOB in support. AC agreed to schedule for the next MMSB where AM would be present. Action: Alan Clatworthy/Judith Vincent
c) Ospemifene 60mg tablets (Senshio) - Ospemifene (Senshio) 60mg film-coated tablets. Indicated for the treatment of moderate to severe symptomatic vulvar and vaginal atrophy (VVA) in post-menopausal women. Application notes it would be used specifically for patients who are not candidates for local vaginal oestrogen therapy.
Application received from Charity Knight in Women and Child health services - Selective oestrogen receptor modulator, oral tablet formulation, and the request is to use it as a second line for patients who cannot receive topical oestrogen or vaginal oestrogen preparations in severe, symptomatic or moderate to severe symptomatic vulvo-vaginal atrophy patients / Postmenopausal women. This would be low, one to two patients per month. However, it is a more expensive preparation, so it works out just over £500 ** a year per patient. Given the small numbers, this was considered acceptable. Scottish Medicines Consortium reviewed and approved it following a cost effectiveness analysis for use in patients who oestrogens failed or contraindicated for oestrogen e.g. breast cancer patients, etc. Specialist initiation followed by transferring prescribing responsibility in the long term to Primary Care.
MMOB approved 18/01/24. Action: Alan Clatworthy


	07.24 Policies for agreement & ratification:
a) Patient Group Directions – a list of current agreed protocols were noted. A copy of all PGD’s can be found at: Patient Group Directions (PGDs)
For noting.
b) Medicines Policy (7.1.3 & Appendix 1) – additions to policy for review by MMOB:
There is a specific change to retinal screeners within the medicines policy around administering selected eye drops without the need for a prescription following a health board procedure. Ophthalmology have a number of band fours with varying job titles and policy revised to reflect this. 
MMOB happy to approve the updated policy. Action: SWE
c) CD Policy (1.8.10) – additions to policy for review by MMOB:

1.8.10 Sites and departments licensed by Home Office to hold Controlled Drugs

Sites that are licensed to hold CDs by the Home Office (e.g. Pharmacy departments, certain off-site clinics) must:
· Report all losses and potentials thefts to the Home Office within 24 hours of incident (if not resolved)

· Ensure licenses are renewed on an annual basis (with timely reminder system in operation by the site/ department).
MMOB were happy to approve the updated policy pending any comments from NMB. Action: HG
d) Medication Books – MMOB review

HG explained that the books have been updated, originally signed off in 2019; for newly qualified registered nurses and new starters to develop competencies. Books signed off in Policy Group with a couple of small changes. They are going to Nursing Midwifery Board in February for final sign off.
MMOB Approved. Need to go to NMB for final sign off. Action: HG
e) Optimisation of CKD in adults: A practical guide for Primary and Secondary Care Health Professionals (Owain Brooks)

The original intention was to make a single page summary document for use across Wales. Welsh kidney network do not Commission earlier stages of CKD. The network are trying to improve identification and early management of CKD. The purpose of the document is to bring together all the guidelines and technology appraisals that we have. Following feedback from the heart failure specialist, comments received around detail on the heart failure element, specific information included to kidney disease; difficult given the overlap between the Cardio-Renal syndromes. Therefore included the relevant guidelines and policies for people with heart failure.
For people with diabetes who do not have CKD, there are links / information for people with kidney disease and kidney failure risk if necessary, to optimize placement control, and add clarity around the SGLT 2 inhibitors given the new technology appraisals and Finerenone. Effectively it was an attempt to bring everything together to help make clinical decisions in primary care.
SH - Discussed in PCPAG; concerns re new license in CKD and the NICE guidance. My practice has been a pilot; we have had a Pharmacist from the health board working through the patients that would be eligible. Concerns raised that this is a huge piece of work and a clinic model would be essential to take this forward. 
LA - The consensus from PCPAG was how we would find the capacity to deal with such a number of patients, who would need counselling, monitoring; it is not a 5-minute consultation to put patients on medication. It is guidance rather than policy.
Noted NS felt it is a good document as a template for how to manage CKD. However, it is completely impractical for primary care; it is unfunded and under resourced and primary care are in complete crisis currently. The intentions are good. However, concerns further down the line that it becomes policy and this should be in the renal teams remit. P/Care do not have the resources to do this. In order to progress this, it needs to come through to the LMC in a more formal capacity for comment.. One option is to do this through the health pathways for nephrology across Wales. 
RC noted that the area with the SGLT 2 inhibitors has been rapidly moving over the last five or six years with multiple studies, all testing these drugs across different groups and different indications with slightly different thresholds. There has to be resource and support to be able to implement such a large piece of work. The pathways are coming out, mid-term in diabetes. In order to implement, it probably means a clinic once a week to see those 50 or 100 patients within practice, to go through the risks, benefits and practicalities.
AC noted that it is important to distinguish between a NICE technology appraisal and a NICE guideline. Guidelines may represent best practice, but there is no enforced expectation to follow or offer treatment, whereas technology appraisals should be adopted and relevant phrases such as “consider” and “offer” should be used to reflect wording for each recommendation. In addition, the lipid management section for secondary prevention needs to be updated to reflect NICE NG238. This should be borne in mind for both this document and documents supporting health pathway work.

Action: OB will make amendments following today's comments and maybe share it with the nephrologists across different regions. Proposed creating a formal research project.


	08.24  Any Other Business:

· Nil

	09.24  Date and time of next meeting:

Thursday 21st March 2024 at 2pm via Microsoft Teams



	Agenda item
	Action Required
	Person Responsible

	02.24
	Consultation Pharmacy supervision - GOV.UK (www.gov.uk) – feedback any comments
	ALL

	03.24
	Minutes from 23rd November 2023 – Approved 
	-

	06.24
	New product requests & formulary amendments:

a) Nephrotrans access to formulary – approved, to be added to the formulary

b) Aqueous Phenol (Dr Steve Young) – MMOB in support. Present at next MMSB.
c) Ospemifene 60mg tablets (Senshio) - approved, to be added to the formulary
	AC
SY
AC

	07.24
	Policies for agreement & ratification:

a) Patient Group Directions - Noted

b) Medicines Policy (7.1.3 & Appendix 1) – approved, author to be informed.

c) CD Policy (1.8.10) – approved, pending any comments from Nursing Midwifery Board (NMB)
d) Medication Books - approved, pending any comments from Nursing Midwifery Board (NMB)
e) Optimisation of CKD in adults Guide - (Owain Brooks) make amendments following today's comments and share with the nephrologists across different regions. Proposed creating a formal research project.
	-
SWE
HG

HG
OB
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