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1. Purpose/scope
Trials that require participants to be admitted to a clinical trial facility in groups for a period of days (such as trials with intensive pharmacokinetic sampling schedules, early phase trials, drug interaction trials with healthy volunteers etc.) require careful organisation to ensure that time-critical tasks such as dosing, PK blood sampling and other assessments proceed without delay. This procedure describes the process for ensuring that scheduled ward admission periods are conducted appropriately and applies to study team members responsible for preparing for, or on duty for, scheduled ward stay during a trial.
2. Abbreviations

IP

Investigational Product

ISF

Investigator Site File
PI

Principal Investigator
3. Definitions

Investigational Product (IP)

A pharmaceutical form of an active ingredient or placebo being tested or used as a reference in a clinical trial, including a product with a marketing authorisation when used or assembled (formulated or packaged) in a way different from the approved form, or when used for an unapproved indication, or when used to gain further information about an approved use (ICH GCP E6(R2)).

Investigator Site File (ISF)

Files of Essential Documents held by the Investigator. NB on occasion sites may also hold the Sponsor's Essential Documents, where the Principal Investigator (PI) assumes a Sponsor-investigator role.
4. Associated forms
AD08.1 Admission period check-list

AD08.2 Enrolment log

AD08.3 Identification log

AD08.4 Ward procedures
5. Procedure
5.1 Admission and pre-dose activities
· The scheduled staff meets in the ward prior to the first expected arrival of participants and reviews any outstanding issues. Stock, equipment, documentation and other supplies etc. are taken from secure storage areas, if not already done, and placed in appropriate locations in the ward according to a Ward set-up check list (see previous procedure). NB participant-specific packs should not be placed by beds until close to the time when they will be used. 

· Allocated staff begins recording trial-specific activities on Admission period check lists (AD08.1) which may be adapted as per participant, per activity and/or per time-point(s) depending on the protocol’s requirements. Checklists should be as inclusive as possible and could include ward checks (e.g. of resuscitation equipment, clock synchronisation etc.), meal/drink consumption, times that participants stay in their beds, protocol-specific assessments performed at the appropriate times etc.). 

· On arrival, participants' luggage is inspected in a respectful and confidential manner. Any items that are not allowed (e.g. food, other medications) are discussed and removed (see below). Participants are shown to their beds, and the bed plan is confirmed and attached to the nursing station wall. Trial-specific identity bands (or equivalent) are allocated reflecting the identification to be used on participant-specific documentation, equipment (e.g. blood sampling tubes), bed etc.

· Drugs that participants bring that require accounting for are checked and noted in the appropriate source document. These are stored either in the pharmacy or with the participants as decided by the PI. 

· Participants are reminded of the ‘ward rules’ (see previous procedure) and the planned schedule of assessments. They are shown the location of call buttons and emergency exits and told they should follow instructions from a staff member in the event of an emergency.

· Enrolment and identification logs are completed during the first admission depending on trial-specific processes for allocation of numbers AD08.2 and AD08.3).

· Protocol-specific assessments are conducted and recorded according to trial-specific ward procedures (AD08.4) and according to the assessment schedule (see previous procedure). The designated investigator confirms eligibility or, if necessary, discharges the participant (NB if admission is at night this may happen the next day for safety reasons), enrolling reserves if applicable. 

· Protocol-specific food and drinks are served. Alternatively, staff institutes any fast at a pre-specified time, and restricts access to food. 

· If the first admission was the night before dosing, staff wakes participants in time for protocol-specific morning observations, ablutions and breakfast (if allowed). The ward is opened for arriving staff who are briefed about the previous night by reference to AD08.1 or equivalent document(s). 

· Protocol deviations thus far are reviewed by the investigator who decides whether to withdraw a participant just prior to the first dose (see later procedure on non-compliance).

· Participants are usually asked to empty their bladders before dosing, although protocol-specific requirements may be applicable (e.g. if urine is to be collected).
· If necessary, protocol-specific drinks are placed at the bedsides.

· Designated staff inserts cannulas and draws pre-dose pharmacokinetic (PK) blood samples according to the protocol, usually within 1 hour of IP dosing. The source data (or CRF if source) is completed with the time of sampling. Blood and other samples are processed according to the protocol or laboratory-specific requirements
5.2 Dosing
· The IP and other protocol-specific medication are dispensed, dosed, returned to the pharmacy/drug store and accounted for throughout the admission in accordance with the protocol, IP procedures and any specific handling instructions.

· Dosing, post-dose PK sampling and other protocol-specific assessments are performed according to the protocol-specific plan(s). This may be using a consecutive or concurrent process. If concurrent, a suggested practice is for a timed warning system before instructing relevant team members to “Give the dose” or "Take the blood/sample". 

· Where possible a second member of the team should observe and record each participant consuming the IP, including mouth checks. This person, or another designated member of the team, should calculate and complete the participants’ source notes (or CRF, if relevant) with all further planned PK sampling times once the time of the first dose is known. In addition, a member(s) of the team should be allocated to check that all other activities have been completed according to the Admission period check lists. Any deviations from the protocol observed will be noted and reported.

· Should the planned dosing schedule be delayed for whatever reason, the assessment schedule will be updated accordingly for subsequent assessments.
5.3 Other
· The team member delegated responsibility for collecting samples from the bedside for processing in the ward or delivery to a laboratory does so according to protocol-specific instructions and sample processing procedure.

· Safety of participants will be assessed throughout the admission period according to the protocol and safety-specific procedures.

· On subsequent days/nights there will be a hand-over between scheduled staff with reference to relevant admission period documentation.
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