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GSK HQ

79 New Oxford Street
London WC1A 1DG
United Kingdom

+44 (0) 8047 5000

Direct Healthcare Professional Communication

Date: 20" May 2026

Title: Priorix-Tetra [measles, mumps, rubella and varicella vaccine (live)]: Important information
regarding Priorix-Tetra reconstitution by mixing the lyophilised antigen with the supplied sterile
water diluent immediately before administration

Dear Healthcare Professional,

GSK, in agreement with the Medicines and Healthcare products Regulatory Agency (MHRA), would
like to inform you of the following:

Key Messages

Priorix-Tetra is supplied as a lyophilised vaccine vial and a separate pre-filled syringe
containing solvent (diluent). The vaccine must be reconstituted with the supplied solvent
immediately prior to administration.

GSK have received reports about the Priorix-Tetra 10-pack carton presentation in which the
lyophilised vaccine vials within the carton may not be readily visible on opening the pack.
The lyophilised vaccine vial may be overlooked during preparation, which could result in a
medication error in which only diluent is administered (i.e., vaccine not reconstituted).
This has been identified in all packs currently used in the UK childhood immunisation
programme.

To ensure correct preparation, remove any cardboard protective covering from inside the
multi-pack cartons and ensure both the pre-filled syringe and lyophilised vaccine vial are
located and used for reconstitution prior to administration.

If instructions are not followed, the packaging design may conceal lyophilised vaccine vials
within the carton/inner packaging; these vials can be missed during preparation, resulting
in administration of diluent only.

GSK assessment indicates that the diluent (water for injection) itself poses no harm to the
patient. The risk arises from the absence of vaccination against measles, mumps, rubella
and varicella following this administration error.

Action Required by Healthcare Professionals

o Always reconstitute Priorix-Tetra prior to administration, in accordance with the instructions

O

provided in the Summary of Product Characteristics and the Patient Information Leaflet.

When preparing Priorix-Tetra from multi-pack cartons, ensure that any cardboard protective
covering within the carton is fully removed and that both the pre-filled syringe containing solvent
and the lyophilised vaccine vials are located and used for reconstitution prior to administration.
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o If a patient may have received diluent only (suspected administration without reconstitution),
follow local clinical guidance and report the incident as a medication error using the details
provided in this letter.

o Guidance about this error is also provided in the UKHSA publication:
https://www.gov.uk/government/publications/mmrv-programme-information-for-healthcare-
practitioners

o Recall and offer revaccination to any child for whom there is confirmed or suspected
administration of diluent only and revaccinate in accordance with local clinical guidance and the
national immunisation schedule.

o Share this information with all relevant healthcare personnel under your supervision.

Supporting Information

Please refer to the Priorix-Tetra Summary of Product Characteristics or the Patient Information Leaflet,
which is included in every pack, for more information.

Priorix-Tetra is indicated for active immunisation of individuals from the age of 11 months against
measles, mumps, rubella and varicella. Use of Priorix-Tetra should be in accordance with official
recommendations.

GSK have received reports of the Priorix-Tetra 10-pack carton presentation in which the lyophilised
vaccine vials within the carton may not be readily visible on opening the pack. The lyophilised vaccine
vial may be overlooked during preparation, which could result in a medication error in which only
diluent is administered (i.e., vaccine not reconstituted). Such administration does not confer the
intended prophylactic protection against measles, mumps, rubella and varicella until revaccination is
performed in accordance with local clinical guidance.

The image below shows the current Priorix-Tetra 10-pack carton presentation. When opening the
carton, ensure that any internal cardboard protective covering is fully removed so that both the
pre-filled syringe containing solvent and the lyophilised vaccine vials are clearly visible and used for
reconstitution prior to administration.
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Call for reporting

Please continue to report suspected adverse drug reactions (ADRs) to the MHRA through the Yellow
Card scheme.

Please report:
e all suspected ADRs following the measles, mumps, rubella and varicella (MMRV) vaccine.
You can report via:

e the Yellow Card website https://yellowcard.mhra.gov.uk/
e the free Yellow Card app available from the Apple App Store or Google Play Store
e some clinical IT systems (EMIS/SystmOne/Vision/MiDatabank) for healthcare professionals

The non-identical nature of vaccines means it is very important that safety surveillance is carried out
on a brand/product-specific basis. When reporting a suspected ADR to a vaccine, please ensure that
you provide the brand name (or product licence number and manufacturer), and the specific batch-
number.

Additionally, when providing patients with details of the vaccine or biological medicine administered,
it is good practice to give them details of the brand and batch number. This will allow patients and
carers to more accurately report suspected ADRs to the Yellow Card scheme.

Alternatively, you can report a suspected side effect to the Yellow Card scheme by calling 0800 731
6789 for free, Monday to Friday between 9am and 5pm.

When reporting please provide as much information as possible, including information about medical
history, any concomitant medication, timing onset, treatment dates, and product brand name.

Adverse events should also be reported to GSK on 0800 221 441 or UKSafety@gsk.com. Include the
details, e.g.,, name, postal address, fax number, website address, including batch/Lot number if
available.

Contact(s) for Further Information or Questions

Should you have any questions or require additional information, please contact the GSK Medical
Information Department on 0800 221 441, 8:30am to 5:00pm GMT, Monday—Friday, or email
ukmedinfo@gsk.com.

Dr Aruni Mulgirigama, GSK UK Head of Vaccines and General Medicines

Electronically signed by: A. Mulgirigama
Reason: | am signing for the reasons as stated in
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