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Safety guidance

1. MHRA Drug Safety Update: Valproate use in men: as a precaution, men and their
partners should use effective contraception LINK

A retrospective observational study has indicated a possible association between valproate use
by men around the time of conception and an increased risk of neurodevelopmental disorders in
their children. The MHRA have therefore issued the following:

2. MHRA advice for healthcare professionals:

« inform male patients (of any age) who may father children of the possible risk at initiation
of valproate or at their next regular treatment review — this counselling should be given
irrespective of the indication for valproate and also after intravenous use of valproate

e as a precaution, recommend that male patients use effective contraception (condoms,
plus contraception used by the female sexual partner) throughout the valproate
treatment period and for three months after stopping valproate, to allow for one
completed sperm cycle not exposed to valproate

o at the next regular treatment review, discuss with men on oral valproate treatment
whether they are planning a family in the next year and if they are, refer to a specialist
to discuss alternative treatment options

« if a female patient reports they are pregnant or planning a pregnancy with a man on
valproate (including those undergoing IVF), refer for prenatal counselling

« advise men not to donate sperm during valproate treatment and for three months after
stopping valproate

Advice will be added to the current valproate patient guide (found on EMC under risk materials
for sodium valproate) in the coming months. In the meantime, the MHRA have produced

e “Advice for male patients on valproate to use contraception” leaflet LINK and

e avisual risk communication diagram when counselling on the risks LINK

Prescribing data over the last three months suggests there are 2680 males on valproate across
NHS Hampshire and Isle of Wight.

Practices may disseminate the MHRA leaflet to relevant male patients of reproductive potential
via Accurx messages, with follow-up appointments as deemed necessary or during regular review
appointments. Neither a timeframe, nor an age range have been specified by the MHRA, so this
will need local decision-making, dependent on population. It is important to document the actions
taken in patient notes.



https://www.gov.uk/drug-safety-update/valproate-use-in-men-as-a-precaution-men-and-their-partners-should-use-effective-contraception
https://assets.publishing.service.gov.uk/media/66d99722293afcbf8a811102/Advice_for_male_patients_on_valproate_to_use_contraception_PUBLISH_.pdf
https://assets.publishing.service.gov.uk/media/66d998d4e87ad2f1218264d8/Visual_risk_communication_diagram_to_be_used_by_a_healthcare_professional_when_counselling_on_the_risks_PUBLISH.pdf

As a reminder, all new male patients initiated on valproate should have a RAF (risk assessment
form) completed and signed by two specialists as a one-off document, a regulation that has been
in place from 315t January 2024. No further RAFs are required for males or for males initiated on
valproate preceding this date.

CQC will be monitoring practice responses to MHRA alerts for valproate (and other teratogenic
drugs including topiramate) during their inspections LINK

The Association of British Neurologists have also produced: Advice for valproate prescribing in
adult men, in response to this latest MHRA advice LINK

3. Asthma inhaler awareness in children

There have recently been a number of reports of child deaths linked to asthma and failed
treatment; specifically, where inhalers were found empty and had no dose counter. As
prescribers, if you do encounter any cases involving deterioration of asthma due to similar
circumstances, please highlight these to the MHRA using the Yellow Card system LINK. This will
help raise the need for review, as a matter of priority, in addition to other steps being taken by the
NHSE Patient Safety team.

The Healthier Together website provides advice to parents and children on: How can | tell if my
inhaler is empty? :LINK

Local guidance
4. Changes to enteral feed prescribing

From 1 October 2024 Nutricia will supply all enteral feeds and ancillary items directly to patients
across the whole of NHS Hampshire and Isle of Wight ICS area. This is a change in provider for
the Isle of Wight.

Therefore, all areas now will move to an ‘off-FP10’ prescription model. Feed and ancillary
products will be delivered to the patient via Nutricia Homeward. Rarely, if an item is unavailable
from Nutricia, practices may receive a request for a feed to be prescribed. This should be fully
explained in the letter from the dietitian requesting the enteral feed.

Patients and practices should have received a letter from Nutricia explaining this change. The
medicines optimisation team will be sending patient/product lists to all affected practices. This will
help facilitate the move of these items from ‘Current’ to ‘Hospital’ (or ‘Other’) drugs lists in clinical
systems, to avoid inadvertent prescribing.

For further enquiries please contact the medicines optimisation team LINK
5. Formulary updates

The following are now Amber Recommended on the HIOW formulary. Amber recommended
(suitable for prescribing in primary care following recommendation by a specialist)

e Peristeen Plus (transanal irrigation system)
e New CGM products:
e FreeStyle Libre 3 - Recommended for the use ONLY in patients who would be unable
to use the Libre 2 or 2 plus either:
e due to the limitation of requiring sensor scan every 8 hours



https://www.cqc.org.uk/guidance-providers/gps/gp-mythbusters/gp-mythbuster-12-accessing-medical-records-during-inspections
https://cdn.ymaws.com/www.theabn.org/resource/collection/6750BAE6-4CBC-4DDB-A684-116E03BFE634/2024-09-05_ABN_Valproate_Men.pdf
https://yellowcard.mhra.gov.uk/
https://www.what0-18.nhs.uk/parentscarers/long-term-conditions-1/asthma/how-can-i-tell-if-my-inhaler-empty
https://www.hantsiow.icb.nhs.uk/your-health/medicines-optimisation/contact-team

e due to the sensor size being unsuitable for available body sites
e FreeStyle Libre 2 Plus has been added. This will supersede Freestyle Libre 2.
e Dexcom ONE + has been added. This will supersede Dexcom One.

Denosumab and degarelix shared care guidelines for IOW will now be stood down. These
medicines are now amber recommended and so are suitable for prescribing in primary care
following recommendation by a specialist.

6. Isle of Wight (IOW) Palliative Care Symptom Control Guidelines LINK

The updated IOW Palliative Care guidelines are now available for use on the IOW only.
For mainland Hampshire the Wessex Palliative care guidelines are available on the ICB website.
LINK

Medicines listed on the formulary with a PURPLE rating should usually be prescribed by
specialists in secondary care settings. However, in exceptional circumstances and under direct
supervision of specialists, GPs may prescribe these medicines. Please see the formulary for
further details. LINK

7. Scabies guidelines LINK

Guidance for the management of scabies in children and adults has been approved for local
use. Primary care prescribing is supported by HIOW Prescribing Committee only for patients
=>15kg as a 2nd line option when:

« topical preparations are not suitable or

o are not available or

« for the treatment of suspected resistant or crusted scabies in line with local guidance and
NICE Clinical Knowledge Summary (CKS) and BASHH UK guidelines

8. SCAN Guidelines moved to new platform (Eolas)

Quick access details on this link or full details below.

The platform for accessing the SCAN (South Central Antimicrobial Network) Guidelines for
Antibiotic Prescribing in the Community have moved. There will be no change to the content and
the Eolas interface is very similar to MicroGuide used previously. From 27th September, the
MicroGuide app or desktop function will no longer be accessible, and all antibiotic guidelines will
only be available on the new platform (Eolas). The guidelines continue to provide advice on the
effective and safe treatment of infections commonly presenting in primary care and are based on
NICE and UKHSA (formerly Public Health England) advice with input from local experts. We hope
the transition from MicroGuide to Eolas will be as seamless as possible.

The SCAN guidelines are now available on the new digital platform Eolas — this can be accessed
either:

1. On your desktop:
The guidelines can be accessed directly here: https://bit.ly/EolasSCAN



https://www.mountbatten.org.uk/Handlers/Download.ashx?IDMF=42dbbc6b-3c77-4689-a086-6c10cdbc1d10
https://www.hantsiow.icb.nhs.uk/application/files/4816/8390/8832/Palliative-Care-Handbook-GB-9th-edition-2019.pdf
https://www.hiowformulary.nhs.uk/chaptersSubDetails.asp?FormularySectionID=21&SubSectionRef=21&SubSectionID=A100
https://www.hantsiow.icb.nhs.uk/application/files/4417/2554/1553/Scabies-_guidance_for_treatment_April_2024_FINAL.pdf
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcks.nice.org.uk%2Ftopics%2Fscabies%2F&data=05%7C02%7Csue.wakelin%40nhs.net%7C170bea1a6dab4b24670508dcddfa7e9b%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638629315133128575%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=QTTPbppZLSirdZsMA9VlQ1iOXG7KB%2FPOy%2F0LOWgGJ5c%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bashh.org%2F_userfiles%2Fpages%2Ffiles%2Fresources%2Fscabies_2016.pdf%3FUNLID%3D6011171512024925221252&data=05%7C02%7Csue.wakelin%40nhs.net%7C170bea1a6dab4b24670508dcddfa7e9b%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638629315133142589%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=qdGjwet4C3jEaKjJ0H9yTQOn0eihpSbudtHp%2BoiJv68%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bashh.org%2F_userfiles%2Fpages%2Ffiles%2Fresources%2Fscabies_2016.pdf%3FUNLID%3D6011171512024925221252&data=05%7C02%7Csue.wakelin%40nhs.net%7C170bea1a6dab4b24670508dcddfa7e9b%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638629315133154900%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=7v4DZ69n8GbbTBHCnXqK2yrN7koHRq1ZpExylMZD59Q%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hantsiow.icb.nhs.uk%2Fdownload_file%2Fview%2F3616%2F616&data=05%7C02%7Canitabhardwaj%40nhs.net%7C1050d3dd21ec4de56ab708dcd7fbba14%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638622723353584874%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=gVg2X3OJ6tRVIdgussAAAxK65T%2BKq7Va0IZCqQn4qFE%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fbit.ly%2FEolasSCAN&data=05%7C02%7Canitabhardwaj%40nhs.net%7C1050d3dd21ec4de56ab708dcd7fbba14%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638622723353600324%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=wMwEfRluzvSuTOhEKIiOAl0g5P2cEcc%2FhkDatk9lgS8%3D&reserved=0

This URL will remain the same (even when individual guidelines are updated) therefore
consider adding this to your favourites. For details of how to add a website as a favourite in
Microsoft Edge,_click on this link.

2. On your phonel/tablet:

The Eolas(R) app is available to download free from the App store (Apple) or Google Play
(Android). Search for Eolas(R) in App Store/Google Play and download — please see the
poster on this link - Step 1: Download the App and Step 2: Scan the QR code.

Once the user agreement has been reviewed you will be asked to create an account profile. Enter
your e-mail. As many other ICBs and hospital Trusts use this platform for antimicrobial guidance,
the appropriate guidance ‘South Central Antimicrobial Network’ will need to be selected from
the list of guidelines available. Do not select the acute Trust that you are usually associated with
as those will be the acute Trust guidelines. Complete other boxes as appropriate. Then click
‘Submit'.

National guidance
9. NHS England: Five new decision support tools published

NHS England has published five new decision support tools (DSTs). These include:
« Abdominal aortic aneurysm (AAA)

Management of stable angina

Management of mild/moderate depression

Management of glue ear in children

Management of chronic pain

The chronic pain and mild/moderate depression DSTs are a key part of the national
overprescribing review. They support the shared decision making (SDM) process and enable
healthcare professionals and patients to work together to understand the benefits and harms of
the available options and to choose and implement a decision that is informed by evidence and
individual patients’ preferences. Patients should be encouraged to read the relevant decision
support tool before their consultation and consider what matters to them. All the DSTs have been
coproduced with patients, including people with low levels of health literacy, and clinicians.

10.NHS England: Commissioning recommendations for national procurement for direct-
acting oral anticoagulant(s) (DOACs) LINK

Commissioning recommendations for the prescription of DOACs have been amended to reflect
the loss of exclusivity of apixaban and rivaroxaban, enabling sufficient stock of generic product to
be available to the NHS.

11.Changes to supply route for sub dermal contraceptive implants (Nexplanon®) LINK

As announced in the NHS Primary Care bulletin (published 19 September 2024), from 1 January
2025, GP practices will be able to order the sub dermal contraceptive implant (Nexplanon® 68mg
implant) directly from their suppliers and claim back the cost. This will mean that patients do not
have to go to the pharmacy to pick up the implant themselves and then make a further GP
appointment to get it fitted.

The General Medical Services Statement of Financial Entitlements (SFE) will be published on 1
October 2024 to include this change.



https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fsupport.microsoft.com%2Fen-gb%2Fmicrosoft-edge%2Fadd-a-site-to-my-favorites-in-microsoft-edge-eb40d818-fd1f-cb19-d943-6fcfd1d9a935&data=05%7C02%7Canitabhardwaj%40nhs.net%7C1050d3dd21ec4de56ab708dcd7fbba14%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638622723353610314%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=onG1lfBRHGSQYJo27IyUedoI1w%2Feu98Ifh6J7ZmFcb0%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hantsiow.icb.nhs.uk%2Fdownload_file%2Fview%2F3616%2F616&data=05%7C02%7Canitabhardwaj%40nhs.net%7C1050d3dd21ec4de56ab708dcd7fbba14%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638622723353618110%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=N1FKk7wumdGQGVg6KgDVcX9GnTAmuRMVz5pVzAX1f4Q%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hantsiow.icb.nhs.uk%2Fdownload_file%2Fview%2F3616%2F616&data=05%7C02%7Canitabhardwaj%40nhs.net%7C1050d3dd21ec4de56ab708dcd7fbba14%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638622723353618110%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=N1FKk7wumdGQGVg6KgDVcX9GnTAmuRMVz5pVzAX1f4Q%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fprimarycarebulletin.cmail20.com%2Ft%2Fd-l-ektzty-juxdhdhdr-o%2F&data=05%7C02%7Canitabhardwaj%40nhs.net%7Ced32e336988f422655ca08dcd734ace0%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638621868434615476%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=Oe7z%2BPwA67TexEkNv5wGHv2X3phLd3ssRdFFStm43Ek%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fprimarycarebulletin.cmail20.com%2Ft%2Fd-l-ektzty-juxdhdhdr-b%2F&data=05%7C02%7Canitabhardwaj%40nhs.net%7Ced32e336988f422655ca08dcd734ace0%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638621868434628651%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=yipBqzruUsD5%2BfBdf7hujxVTqLpMmAV4QbpalEDc3qs%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fprimarycarebulletin.cmail20.com%2Ft%2Fd-l-ektzty-juxdhdhdr-n%2F&data=05%7C02%7Canitabhardwaj%40nhs.net%7Ced32e336988f422655ca08dcd734ace0%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638621868434637771%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=eo7OYQkC23GzI6jfN8SvNk8X0iL0XA4dFWSqoZ0hWzs%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fprimarycarebulletin.cmail20.com%2Ft%2Fd-l-ektzty-juxdhdhdr-p%2F&data=05%7C02%7Canitabhardwaj%40nhs.net%7Ced32e336988f422655ca08dcd734ace0%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638621868434644372%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=HqC%2FW7aIVy9xcurBCd25QG%2FklzAFMHmpD%2BY0POp%2B64s%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fprimarycarebulletin.cmail20.com%2Ft%2Fd-l-ektzty-juxdhdhdr-x%2F&data=05%7C02%7Canitabhardwaj%40nhs.net%7Ced32e336988f422655ca08dcd734ace0%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638621868434650439%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=yK2T1yV%2Bd8weayQwpZ4fb8luA2G9MoLzs8zNTd9qV8c%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fprimarycarebulletin.cmail20.com%2Ft%2Fd-l-ektzty-juxdhdhdr-m%2F&data=05%7C02%7Canitabhardwaj%40nhs.net%7Ced32e336988f422655ca08dcd734ace0%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638621868434656384%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=gCrPnyLFguOq6Akgh3W%2BluZkguCi5bbPT%2F4nvmpPxxA%3D&reserved=0
https://www.england.nhs.uk/long-read/commissioning-recommendations-for-national-procurement-for-doacs/
https://cpe.org.uk/our-news/changes-to-supply-route-for-sub-dermal-contraceptive-implants-nexplanon/

Other

12.Medicines shortages LINK

For up-to-date information regarding medicines shortages please see the ICB website via the link
above. This includes ongoing supply issues with ADHD medicines, where the SPS website
provides the latest updates. LINK

13.COVID-19 chapter of the green book updated LINK

The chapter has been updated to include vaccine choice, doses and eligibility criteria for Autumn
2024 campaign; most recent vaccine effectiveness, case and variant epidemiology; updated
safety information and management section, and a new table of COVID-19 outcomes.
14.Smallpox chapter of the green book updated LINK

There has been a significant update to this chapter, to include information on the recent increase
in clade | monkeypox virus, new information on vaccine effectiveness and advice on outbreak
response

15.Primary care patient safety strategy LINK

This outlines primary care implementation of NHS patient safety strategy for all areas of primary

care, though with some improvements implemented first in general practice to enable successes
and learning to be used in rollout to community pharmacy, optometry and dental services.

Prepared by Anita Bhardwaj, Sue Wakelin and Dr Emma Harris
NHS Hampshire and Isle of Wight ICB Medicines Optimisation Team

Local medicines optimisation teams can be contacted via their generic team mailbox: See LINK

Previous bulletins can be found hosted on the ICS website here: LINK



https://www.hantsiow.icb.nhs.uk/your-health/medicines-optimisation/information-health-care-professionals/medication-shortages
https://www.sps.nhs.uk/articles/prescribing-available-medicines-to-treat-adhd/
https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a
https://www.gov.uk/government/publications/smallpox-and-vaccinia-the-green-book-chapter-29
https://www.england.nhs.uk/publication/primary-care-patient-safety-strategy/
https://www.hantsiowhealthandcare.org.uk/your-health/medicines-optimisation/contact-team
https://www.hantsiow.icb.nhs.uk/your-health/medicines-optimisation/information-health-care-professionals/guidance-and-resources/bulletin

