
Pharmacy Oversight in DEXTA
DEXTA has been designed using a risk-proportionate approach whilst maintaining compliance with Good Clinical Practice and UK clinical trial regulations.
The trial evaluates two dosing regimens of dexmedetomidine compared with placebo in ventilated preterm babies. To support recruitment at any time of day and reduce operational burden, IMP management has been designed to align closely with routine neonatal unit practice and minimise pharmacy involvement.

Summary for Pharmacy
Pharmacy responsibilities in DEXTA are limited to:
· Receipt of IMP shipments
· Review of shipment temperature monitoring
· Recording receipt on the Site-Level IMP Accountability Log
· Transfer of IMP stock to NICU storage
· Return or destruction of unused IMP when authorised by the CTU
There is:
· No participant-specific dispensing
· No pharmacy aseptic preparation
· No participant-level accountability log
· No additional temperature monitoring requirements
· No requirement for out-of-hours pharmacy involvement
All participant-specific trial activities are undertaken by the neonatal clinical team.

IMP Supply and Storage
All IMP is supplied centrally by the Sponsor via Sharp Clinical Services (UK) Limited.
Supply and re-supply are managed centrally by the Clinical Trials Unit (CTU) based on usage and expiry dates.
To facilitate timely recruitment and treatment, IMP packs are intended to be stored within the neonatal unit (NICU) rather than pharmacy wherever possible.
IMP packs:
· Do not require participant-specific dispensing
· Can be accessed without pharmacy involvement at the point of recruitment
Storage requirements are:
· Below 25°C
· In original packaging to protect from light
· In a secure, access-controlled location
Routine neonatal medication storage areas are considered appropriate. No additional trial-specific temperature monitoring is required beyond existing local arrangements.

Pharmacy Activities
On receipt of an IMP shipment, pharmacy staff are required only to:
· Check shipment contents against delivery documentation
· Review the shipment temperature monitor
· Inspect packs for damage
· Record receipt on the Site-Level IMP Accountability Log
· Arrange transfer of packs to the NICU storage location
Once packs are available on the neonatal unit, confirmation of receipt in REDCap may be completed by delegated research staff.

Participant-Level Trial Activities
All participant-specific trial activities (including randomisation, prescribing, preparation, administration and clinical documentation) are undertaken by the neonatal clinical team.
Pharmacy dispensing and pharmacy aseptic preparation are not required.

IMP Accountability
Accountability is maintained through a Site-Level IMP Accountability Log documenting:
· Receipt of IMP stock
· Transfer to NICU storage
· Return or destruction of unused packs where applicable
There is no participant-level accountability log.
Used ampoules and empty packaging are discarded by neonatal staff according to local clinical waste procedures following preparation.
Unused ampoules remaining after participant treatment are returned and documented before local disposal.

Funding
Sites will receive a one-off pharmacy payment of £410 following Green Light approval.
This payment is intended to cover:
· Pharmacy set-up activities
· Receipt and storage of IMP
· Maintenance of site-level accountability records
· Disposal of unused IMP at study close-out or when authorised by the CTU

Key Message
DEXTA has been specifically designed to minimise pharmacy workload whilst maintaining appropriate IMP oversight and regulatory compliance.
Pharmacy involvement is limited to site-level IMP receipt, accountability and disposal activities. All participant-level trial activities are undertaken by NICU staff.
For further information, please contact: dexta@nottingham.ac.uk
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