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Dear Colleague
NEW MEASURES TO HELP MANAGE MEDICINES SHORTAGES – UPDATE ON
NEW RESTRICTIONS ON PARALLEL EXPORT FOR MEDICINES AT RISK OF
SHORTAGE AND PLANS FOR SERIOUS SHORTAGE PROTOCOLS
This letter is to update you on two new measures being taken by Government to help
ensure the continued supply of medicinal products for patients in the UK.
The Department of Health and Social Care (DHSC) has today written to wholesale
dealer authorisation holders across the UK to inform them of new restrictions on the
parallel export of medicines at risk of shortage. The communication outlines
obligations under regulation 43(2) of the Human Medicines Regulations 2012 to
ensure the continued supply of medicinal products so that the needs of patients in the
UK are met. To assist with this, DHSC has today published a list of medicines that
cannot be parallel exported from the UK because they are needed for UK patients.
(https://www.gov.uk/government/publications/medicines-that-cannot-be-parallelexported-from-the-uk). The list will be updated weekly.
These new restrictions on parallel export of products will help to ensure that medicines
at risk of shortage continue to be available for patients in Northern Ireland and not sold
to other countries.
I would also like to clarify the status in Northern Ireland of three Serious Shortage
Protocols (SSPs) that have been issued today on behalf of the Secretary of State for
Health and Social Care, as a mitigation against the current shortage of Fluoxetine
10mg, 30mg and 40mg capsules. These SSPs, which are in effect until 31 October
2019, apply to England only and do not apply to Northern Ireland, Scotland or
Wales. In Northern Ireland information and a management plan to assist clinicians and

pharmacists in managing the current supply issue with fluoxetine capsules is available
on the BSO website and is reproduced in Annex 1.
Recent amendments to the UK wide Human Medicines Regulations 2012 include a
provision for SSPs. These provide for the supply of a specified medicine in accordance
with a protocol, rather than a prescription, and without the need to seek authorisation
from the prescriber where there is or may be a serious shortage of a particular
medicine. SSPs may allow for substitution, in restricted circumstances, of a different
strength, quantity, pharmaceutical form, a generic equivalent or therapeutic equivalent
medicine to that ordered by the prescriber.
To enable SSPs to be used in Northern Ireland, amendments are being made to the
Pharmaceutical Services Regulations (NI) 1997 and will be achieved through the
Pharmaceutical Services (Amendments Relating to Serious Shortage Protocols)
Regulations (NI) 2019. These amendments will come into operation on 31st October
2019. The Department is also finalising detailed operational guidance for SSPs.
The new restrictions on parallel exporting and SSPs will add to the existing systems
in place in Northern Ireland for managing medicines shortages, that may occur for
many reasons, in the context of a global market for medicines.
Yours sincerely

Mrs Cathy Harrison
Acting Chief Pharmaceutical Officer
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