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Subject Prescribing, dispensing and administration of
Oromucosal Midazolam

HSCB reference number | SQR-SAI-2018-041 (AS / MH / MCH / PHC)

Programme of care Acute Services (AS) / Mental Health (MH)

Maternity and Child Health (MCH) / Primary Health Care
(PHC)

LEARNING SOURCE

SAl/Early Alert/Adverse incident v | Complaint

Audit or other review Coroner’s inquest

Other (Please specify)

SUMMARY OF EVENT

HSCB has previously issued a number of communications about potential risks and
incidents which have occurred with prescribing and dispensing of oromucosal (buccal)
midazolam®. However incidents continue to be reported and whilst no actual harm has
been reported in these cases, there was potential for serious harm to occur. The
incidents involved pre-filled syringes either prescribed as a part dose or dispensed with
instructions for administration of a part dose. Prefilled syringes should be administered
as a full dose.

Contributory Factors

The significant contributory factor in recent incidents is attributed to:
e Lack of knowledge of the range and strengths of pre-filled oral syringe
products available, and how these are administered.
o All oromucosal pre-filled oral syringes provide a standard dose of midazolam for
a given age range (i.e. 2.5mg, 5mg, 7.5mg or 10mg).

! Medicines safety Alert June 2012 http://www.medicinesgovernance.hscni.net/primary-
care/medicines-safety-advice-letters/

Safety and Quality Learning Letter LL/AI/2014/028 (PHS and AS), Prescribing and Dispensing
Incidents involving Buccal Midazolam products http://primarycare.hscni.net/wpfb-file/prescribing-
and-dispensing-incidents-involving-buccal-midazolam-products-pdf/ (copy available from local
HSC Prescribing and Medicines Management Team for those without access to primary care
intranet).



http://www.medicinesgovernance.hscni.net/primary-care/medicines-safety-advice-letters/
http://www.medicinesgovernance.hscni.net/primary-care/medicines-safety-advice-letters/
http://primarycare.hscni.net/wpfb-file/prescribing-and-dispensing-incidents-involving-buccal-midazolam-products-pdf/
http://primarycare.hscni.net/wpfb-file/prescribing-and-dispensing-incidents-involving-buccal-midazolam-products-pdf/
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o The product prescribed should match the appropriate dose for the patient’s age,

with the full dose of the pre-filled oral syringe being administered.
o Part doses cannot be administered and must not be prescribed or dispensed.

An additional contributory factor in one incident was the unavailability of the prescribed
product in the community pharmacy at the time the prescription was presented for
dispensing.

REQUIREMENTS UNDER CURRENT GUIDANCE

The Pharmaceutical Society of Northern Ireland’s Professional Standards and
Guidance for the Sale and Supply of Medicines (3.2), requires that a clinical
assessment of every prescription is undertaken, by a pharmacist, to determine the
suitability of the medication, the appropriateness of the quantity and its dose frequency
for the patient.?

The General Medical Council’s Guidance on Good Medical Practice (16a) requires
doctors to prescribe drugs or treatment, including repeat prescriptions, only when you
have adequate knowledge of the patient’s health and are satisfied that the drugs or
treatment serve the patient’s needs. Paragraph 44a requires doctors to contribute to
the safe transfer of patients between healthcare providers and share all relevant
information with colleagues involved patients’ care.

In order to ensure the appropriate product is prescribed, dispensed and appropriately
administered in primary care, it is advised that Trusts, GPs including out-of-hours
services, and community pharmacists review the information requirements and make
changes to their specific area of practice where required.

Trusts to:

1. Ensure that in all communication to GPs (referral letter or discharge letter), the
following are included in requests to prescribe oromucosal midazolam pre-filled
oral syringes,

o Brand name
o An accurate description of the product, including the strength
o Dose.

2. Ensure that GPs are advised when the dose is based on the weight of the
patient rather than age where this results in a different dose to the standard for
the patient’s age.

3. Ensure that if a child requires a dose that cannot be delivered in the form of a
pre-filled oral syringe, a suitable midazolam oromucosal liquid multi-dose

2 http://www.psni.org.uk/wp-content/uploads/2012/09/standards on sale and supply of medicines-
revised1mAR2016.pdf



http://www.psni.org.uk/wp-content/uploads/2012/09/standards_on_sale_and_supply_of_medicines-revised1mAR2016.pdf
http://www.psni.org.uk/wp-content/uploads/2012/09/standards_on_sale_and_supply_of_medicines-revised1mAR2016.pdf
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preparation is recommended by brand name.

4. This information will ensure the GP can select the intended product from their
clinical system and add accurate instructions for administration.

GP practices and OOH GPs to:

1. Ensure oromucosal midazolam pre-filled oral syringes are prescribed as a
complete dose which is appropriate to the patient’s age and as the specific
brand and product requested by the Trust Epilepsy Team or other specialist
team.

2. Contact the Trust Epilepsy Team or other appropriate specialist team if,

o The brand, specific product and dose to be prescribed are not specified in
communications (referral letter or discharge letter).

o There is a stock problem with an individual patient’s product, for advice
on an alternative product.

Community Pharmacists to:

1. Ensure the clinical check includes dose appropriateness
o Pre-filled oral syringe doses are standard for a given age range
»= (Some paediatric patients may have a dose based on weight at
300mcg/kg rather than age but any dose outside the appropriate
age range should be confirmed with the prescriber).
2. Ensure a pre-filled oral syringe is never dispensed with instructions for a “part
dose.”
3. Contact the GP (or out-of-hours GP if the surgery is closed) if,
o The dose prescribed is not appropriate to the patient’s age.
o The brand is not specified
o A part dose is prescribed
o The prescribed pre-filled oral syringe is out of stock.

If you have any queries please contact your Pharmacy Adviser.

HSCB Director of Integrated Care:

1. Please disseminate this letter to all GP practices, GP out-of-hours services,
Community Pharmacists for action and Dental Practices for information.

NIMDTA:

1. Please disseminate this letter to doctors and dentists in training in relevant
specialties.
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