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Minutes from the meeting held on 21* March 2024 at 14:00 via Microsoft Teams
Minutes

Present;

Dr Richard Chudieigh (RC), Consultant Physiolan, Diabetes (CHAIR)
Alan Clatworthy (AC), Chinical Effectivenees & Formulary Pharmacist
Amy Jayham (AJ), Head of Pharmacy Operafions

Lisa Adams-(LA), GP
Medication Safety Officer

Helen Grittithe (HQ), Corporate Nursing
Steve Harrowing (SH), GP, PCPAG Chalr

ﬂ, Pharmaocy Support Manager (notes)

Observing the meeting:
Kalyani Negarajah, Registrar

1124 Apologtes for -

‘ Dr Rajesh Peter, Rhian Newion & Stuart Evans. |
.This request came via renal medicine currently unlicensed. with ongoing siudies
‘ for retiiication. Cliniclan wishes o continué for another thiree months. Agreed & no concame. MMOB
support.

‘ MMOB approved 21/03/24. Action: Alan Clatworthy

13.24 Minutes of previous meeting — 18% January 2024:

The minutes of the mesting held on the 23™ November 2023 accepted as a true record of the meeting.

| 14.24 Mgtters Arfsina;
| All actions undertaken and complete. It was noted that MMSB had approved the unlicensed request for
' phenol Injections from Dr Steve Young.

1824 Medication Safsty Revort:

B agreed to circulate the Medication Safety Report with the minutes; If anyone has any questions or ‘
queries, please contact [ill via emall.

» Vaiproate alert - An implementation group ls mesting on a regular basis, iast met on 28/02/24.
Primary Care seerches are underway to ensure oapturing ail patients on valproate and to be |
oross-referenced and included on speciality databeses. Updated resources now avaliable
inciuding heatthoare bookiets, patient booklets, stickers, cards, eto. B will disirtbute In
secondary care. Also putting together a health board wide bulletin that will go out to primary |

care and community pharmacies to highlight how to order and obtsin new resources,
* National Patient Safety Alerts - i highlighted numerous NPSAs, specifically ane regarding
salbutamol nebulizers.

* Intemms of original pack dispensing, Il shared a PowerPolint - the Commission on human ‘

it has come here ‘

medicines has compistad a review with the MHRA, iooking at vaiproate prescribing how we can
make [t safer and as part of that, the natonal patient safety alert has stated the need for two
epecialists to approve Inltiation of Vaiproate and Speolalist to sich off at an annual review. Also
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| noted that all valproate contalning medicines should be dispensed in original packaging and

that's because they have the patient Information leaflet in it.
= Safety waminga Incorporated Into the box and cards, which Is another step to reduce

pregnaincies exposed to valproate. Part of the legisiation specifies Valproats is to be dispensed

‘ In orfginal full pack, uniess there are exceptional clroumstances and it allows pharmacists to |
supply up to 10% more, based on what they have on the prescription. For background,
dispsnsing in original packs recommended since 2018, generally practiced to keep it In the

original box.
¢ Iniilal recommendations came from the MHRA review and the valproate Pregnancy prevention

program, however there is now a regulatory measure that it must be an original pack If not
exceptional circumstances and processss In piace to make sure patient recefves the patient

| Information leaflet. |
‘ ¢ The MHRA Initially said they were going t produce risk sesessments, which has since changed

and unclear guldance on risk assessments or what needs to be involved; quite vague, there Is
quite a lot of differentiation.

Opinion of the group on the best way forward to ensure we are satisfying new regulations: ‘

‘ e 8Jfelt a bianket form for one patient would not be sufficlent for MHLD.
o .LA noted In primary care It would present problems because due to the volume of scripts given
out. it would be unrealistic to fill in & form each time a script lssued. * ' ‘
o | proposed putting fogether a guideline that could then come back through MMOB to highfight
responsibilities. The pregnancy warmning is on the box and the Information leafiet Is In the pack,
so this s the Pharmacist’s responsibility rather than the prescriber’s responeiblilly. Key that we
remind all hosplial Pharmacists, Community Pharmaciets etc. the Importance of making sure

| those wamings are Included.
Action: MMOB supported the proposal for a guidanoce. llito complste ‘

e  Off-abel uniicensed use form for letrozole n oligospermia - Unlicensed use to try to Improve
sperm quality and number motilily. Litsrature search to support its use, allow use as a one off ‘

unlicensad.

MMOB approved 21/03/24. - — B
17.24 New Product reguests and formulary amendments®

| New product requests & formulary amendments: ‘
a) Nivolumab & Relstiimab (Opdusiag) Melanoma implementation Plan
‘ Nivolumab-relatiimab Is recommended, within Ite marketing authorisation, es an option for ‘

unireated advanced (unresectable or metastatic) melanoma In pecpie 412 years and over, only
if: nivolumab-relatimab Is stopped after 2 years of treatment, or eariler If the cancer
progresses, and the company provides It acoording to the commerclai arrangement.

Only approved in unireated disease |.e. as an altemative first fine option. People who have
advancad melanoma usually have nivolumab plus ipllimumab; this will remain the preferred
cholce where appropriate. When this is not suliable, psople can have nivolumab or
pembrolizumab, but this wilt llkely be displaced by Opdualag for some patients.

‘ More effective than pembrolizumab monotherapy but less effective than nivolumab/plimumab |
- combination. Fits middie ground, being slightly sasier to tolerate than nivolumab + Ipilimumab.
A1),

Relatively

In practice, wiil probably displace ourrent pembrolizumab useage In this ind
year

small numbers, probably © patisnts a year. The net impact financially Is
gross of about i. offsetting & lot of pembrollzumab.
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Cancer new drugs group have approved the Implementation pian.

MMOB Approved 21/03/24. Action: Alan Clatworthy
b) Targeted release Budesonide (Kinpyego) - Implsmentation plan (Renal)

Targeted-releass budesonide is recommended as an option for tresting primary Immunoglobulin
A nephropathy (IgAN) when there Is a risk of rapid diseass progression in adults with a urine
protein-to-creatinine ratio of 1.5 g/g or more. Targeted-release budesonide Is recommended

only if: It is an add-on to optimised standard care Including the highest tolerated licensed dose ‘
of anglotensin-converting enzyme (ACE) Inhibitors or angiotensin-receptor blockers (ARBs),
uniess thess are contraindicated = the company providea It according to the commercial
amangement.

Please note local labs report PCR in mg/mmol rather than g/g, 1.5g/g=160.5mg/mmol. In
addition renal clinic tend to work from albumin creatinine ratio (ACR) rather than protein |
creatinine ration (PCR), the equivalent ACR Is appraximately 118.5mg/mmol.

Place In Theragy: - NICE clinical experts consider that avallable treatments aim to control blood
pressure and reduce proteinuria o siow the rate of kidney function decliine. They expiained that ‘
the treatment pathway is ciosely aligned with the Kidney Diseass improving Global Outcomes
(KDIGO) 2021 Guideline for the Management of Glomerular Diseases. Angiotensin-converting
enzyme (ACE) inhibitors and angiotensin-receptor blockers (ARBs) are standard care for IgAN
and can slow the rate of dissase progression. The KDIGO guldeline aiso recommends that
standard oare Include Iifestyle advice for adults with IgAN, Including dietary Interventions. NICE
noted that while sodium-glucose cotransporter-2 (SGLT2) Inhibitors and statins may be used for
IgAN, thess are for controlling cardiovascular risk assoclated with the condition. |
KDIGO guldeline recommends that systemic corticosterokis should only be considered when
people with igAN continue to have & high risk of disease progression desplis having optimised
standard care and there is no availeble clinical trial that could offer an altemnative trestment
option. The risk to benefit profile of syatemic corticosterolds means that they are only suitable

for people with the moet severe symptomes, and that most nephrologists in the UK do not use
them for treating IgAN (predniscione Is not used in local renal network)

NICE approval for primary Immunoglobulin nephropathy. There are speclfic criteria In terms of
UM patlents of being, uh, increased risk and of progression with a urine protein creatinine

above 1.5 grame per gram. Patients have o be optimised on other therapies. Most of the high-
risk patients already on renal repiacement therapy. Potentially five patients a year would be
sultable. Estimated dose used, equivalent to & milligram of Prednisolone, whereas the freatment |
doses they would be receiving would be 40 miligrams of Prednisolons minimum. Numbers are
small; there [s a patient acoess scheme, which Is only accessible via Hoepital dispensing. It will
be managed in-house within the hospital, prescribing restricted In the renal unit.

MAOB Approved 21/0324. Action: Alan Clatworthy

¢) Domniaol (calcifediol monohydrate) 268 micrograms
Domnisol (calclfediol monohydrate) 266 micrograma soft capsules for treatment of Vitamin D
deficiency In adults. Prevention of Vitamin D deficlency in adults with identified risks. As an
adjunct fo specific therapy for osteoporosis In petients with Vitamin D deficlency or at rigk of
Vitamin D insufficlency. It Is proposed Domniso! will be used as a first line treatment option.

Vitamin D guidelines and pathways deveioped in primary care as part of pathway development
work. One diffioulty would be If started using calcifediol, would have to change ali of those
policies again and change the treatment pathway. Current national guidelines for vitamin D
deficiency say to treat anybody with a 25 hydroxy vitamin D level less than 26 nanomoies per |
litre. Another group between 25 and 50 depending on riak factors may nesd supplementation
and targeting to get over 50. Some concems In terms of efficacy and bassiine levels in central

study. One trial shows long-term follow up data.
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LA — lssues with vitamin D prescribing in practice; patients having a high doss at Incomect
interval. It is best io keep it more uncomplicated and keep existing guidelines, If you add In
| something else, there Is more room foremor. - - : |

B agreed with the safety concerns; guidelines updated initially due to patients taking high

' doses more frequantly than prescribed/introducing another form with different intervals. Efficacy
I8 not there because patients not taking It as frequently. For the cost savings, probably not

| worth It as might eee poor compliance as a result, |

MMOB DECLINED 21/03/24. Action: Alan Clatworthy. |
. d) Momelotinlh (Omljara) impismentation plan I'

Momelotinib (Omjjara) Is recommended as an option for treating myeiofibrosis related .
| spienomegely or symptoms In adults with moderate o ssvers anesmia who have not had g JAK |

inhibltor or have had ruxolitinib, only if: « they have Intarmediate-2 or high-risk mysiofibrosis,
| and * the company pravides momelotinib acoording to the commerolal amangement, An
alternative option to fedratinib or ruxolitinib. May be used sequentially to ruxolitinib (but not
sequentially to fedratinib).

| MMOB APPROVED 21A03/24. Action: Alan Clatworthy,

| @) Darstumumab for light chain amyloidoels

Daratumumab plus bortezomib, ¢yciophosphamide and dexamethasone are recommended as ‘
an option for treating newly diagnosed systemic amyiold light-chain (AL) amyloldosis In adults, It
ls recommendsd only if: daratumumab Is stopped after 24 cycles of treatment, or eailer |f the
condition progreases, and the company provides deratumumab according to the commercial
arrangement.
| Firet line In adults with newly diagnosed systemic AL amyloldosis. Daratumumab is first used |

with bortezomib (limited to 6 cydles), cyciophoaphamide (Imited to 8 cyciea) and

asone. Thereafler, but befors diseage progression, daratumumab can be offered as

maintenance monotherapy for a maximum of 18 cycles, so 24 cycles In total. |

NICE approved, in practice ail patients go through the national amyloldosie service at UCL
before they can access freatment. The patients previously refermed from haematology fo UCL |
on therapy had an associated multiple myeloma, which Is & common overlap with this patient
group. Although this Is tachnically a new NICE approval, eligible patients being treated under

myeloma diagnosis. |
| MMOB Approved 21/0%/24. Action: Alan Cilatworthy.
f) Durvalumab (Imfinzl)

Durvaiumab plus gemcitabine and clspiatin Is recommended, within its marketing authorisation,
| as an option for treating locally advanced, unresactabis, or metastatic billary tract cancer In

adults. It Is only recommended If the company provides durvalumab aocording to the |

commercial arrangsment. .
| Limited treatments options are avallabie for unresectable or edvanced billary tract cancer,

Inciuding cancer, which reocours after surgery. Standard treatment includss chemotherapy with
gemcitabine and clspiatin, Durvalumab would be added In to gemcitabine and clspiatin for 8
cycles, then continue as durvalumab monctheran,, until diseass 1 rocression.
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health board.Theeompanylnvaagmdavaryth rebate on the price for this speciic

MMOB Approved 21/03/24. Action: Alan Clatworthy.
§) Ivosidenib (Tibaovo)

Ivosidenib Is recommencded, within Its marketing authorisation, as an option for treating localty
advanced or metastatic cholangiocarcinoma with an IDH{ R132 mutation Iin adulis efter 1 or

more systemic treatments.

First-ine treatment of cholangiooarcinoma with an IDH1 R132 mutation Is cisplatin-gemcitabine

chemotherapy, followed by second-fine modified folinic acid pkus fiuorouracl! and oxaliplatin

NICE approval for unressciable I?Illary tract cancer, and one of our major cost pressures for the |

(mFOLFOX) or best supportive cars (BSC) to manage symptoms. The marketing authorisation |

for. ivosidenib is for people who have had at least 1 previous line of treatmant, 80 It Includes
use bayond escond ine. NICE olinical experis consider that in NHS practice, paopie will have

only had 1 fine of treatment before moving onto mFOLFOX or BSC (describad by the company
ae active sympiom control). The clinioal experts advised that only approximately 40% to 45% of |

peopie will go on to have MFOLFOX after cispistin—- gemcitabine chemotherapy. The experts
reltorated that this is because mMFOLFOX can be poorly tolerated. Therefore, ivosidenib would

become the preferred second line option and Increase the number of patients that have a viabia |

second [ine treatment with IDH1 R132 mutations.
MMOB Approved 21/03/24. Action: Alan Clatworthy.

h) Talazoparib (Talzenns)

Talazoparib Is recommended, within its marketing authorisetion, for treating HER2-negative,
locslly advanced or metastatic breast cancer with germiine BRCA1 or BRCA2 mutations In
adults who have had: an anthracycline or a taxane, or both, uniess these trestmenta are not
sultable, and endoorine therapy If they have hormone receptar (HR)-posliive breast cancer,
uniess this Is not aultable. Talazoparib Is only recommended If the compeny provides it

according to the commercial arrangement.

For HR-positive, HER2-negative advanced breast oancer with BRCA mutations: second or third

line, after firsi-ine CDK4/8 inhibitors and second-line anthracycline or taxane-based therapy (if
not previously usad for sarly breast cancer). For triple negative advanced breast cancer with
BRCA mutations: first or second line, after Immunatherapy, anthracycline or taxane-based
therapy (If not previously used for early breast cancer). Patients shouid have been previcusly
freated with an anthracycline and/or a taxane In the neo/adjuvant, locally advanced or

metastatio setting uniess patients were not sultable for these tragiments. Patients with hormone |

receptor (HR)-positive breast canoer should have been treated with a prior endocrine-based
therapy, or be considered unsultabie for endoocrine-based therapy.

Small patient numbers, specifically looking &t the germline BRCA mutation patients’ second-
line, Improvement for patients in terms of tolerabillity of their therapy,
Approx. a year across the ﬂ Per year progression free about nine months.
Would intend to manage via Homecare.

WOBAMMAGHM:MGIMW.
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a) Plﬂomamupnluetlm—lllltofcummagrudprohoohwarenohd.Acopyofn!l PGD's ‘

can be found at: . For noting.
Trying to limit the number of PGDs used within the Health board, working on more national

PGDs, goino forward. — B ==
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' b) Warfarin Protocol ~ Updated guideline for ratification. Protocol for administration of Warfarin in
! Domiclliary Care In NPTH and Swansea area. No operational changes have besn made o this
dooument. Updatsd Warfarin asssssment form: Appendix 2, Updated flowchart: Appendix 10. -
| Update of an exdsting pollcy for Domlolliary Administration of warfarin — changes to appendix |

with the risk assessment form. The main body of the-policy remains unchanged.
|

MMOB Approved 21/03/24. Action: AC to advigel = =
|

| ) Updated Guidsline — Protocol for Prescribing & Monltoring Valproate March 2024 (MHLD)
| for agresment and ratification |

| In migraine prophylaxie and epilepsy — not coverad In this protocol). The continuation of |

Ano:duﬂngmnhmlforpm&eﬂbhumlbﬂruWthubemupdahdwlﬂaMHRA
recommendations, now icoking at prescribing for femajes of childbearing potential, Used within
mantal heaith for mood stabllizers & on a register, ‘lswuﬂdngwfmprlmalymb

the contraceptive needad. Ongoing work specific to the mental health side of valprosie
presoribing. It Is an update on an existing policy, amended with the MHRA wamings

| MMOB Approved 21/03/24. Action: Sue Jones.
[ _. — m_ — S
. Decision from PCPAG around trzepatide— implemeniation plan approved through Medicines |

| Management strategy board, rather than this board because of the cogt impact. Approved within
the Implementation plan within NICE approval for use in Type 2 diabates / patiants with a high |

* £ thankad Richard Chudisigh for being an outstanding chalr, MMOB very lucky to have him s |
| chalr, depending on whether we can repiace the Irreplaceabis; profuse thanks for axcelient

service over many years. RC advised if a slight delay, quits happy to carry on untfl a suliable |
| replacement avallable.

MMOB to explore replacemant Chalr. Action: Anjuis Mehts. S

Thursday 23rd Mey 2024 at 2pm via Miorosoft Teams
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