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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 planning to ensure that everything is in place by the time of admission and that time-critical tasks such as dosing, PK blood sampling and other assessments may proceed without delay. This procedure therefore describes the process for ensuring that issues such as stock, equipment, staff, participants and venue are adequately prepared for scheduled ward admission periods and applies to team members responsible for organising trial admission periods.
2. Abbreviations

CRF

Case Record Form

GCP

Good Clinical Practice

IP

Investigational Product

ISF

Investigator Site File
PI

Principal Investigator
SOP

Standard Operating Procedure
3. Definitions

Essential Documents

Documents which individually and collectively permit evaluation of the conduct of a study and the quality of the data produced (see 8. Essential Documents for the Conduct of a Clinical Trial, ICH GCP E6(R2)).

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.
Source Data

All information in  original  records  and  certified  copies  of  original  records  of  clinical  findings, observations, or other activities in a clinical trial necessary for the reconstruction and evaluation of the trial. Source data are contained in source documents (original records or certified copies).

Source Documents

Original   documents,   data,   and   records   (e.g.,   hospital   records,   clinical   and   office   charts, laboratory  notes,  memoranda,  subjects'  diaries  or  evaluation  checklists,  pharmacy  dispensing records,  recorded  data  from  automated  instruments,  copies  or  transcriptions  certified  after verification   as   being   accurate   copies,   microfiches,   photographic   negatives,   microfilm   or magnetic media, x-rays, subject files, and records kept at the pharmacy, at the laboratories and at medico-technical departments involved in the clinical trial).
4. Associated forms
AD07.1
Ward set-up checklist

5. Procedure
By at least 24 hours before a scheduled ward admission designated staff should have facilitated the following:

5.1 Participants
Selected participants are contacted to confirm travel, parking or security arrangements for entry to the ward.
5.2 Essential Documents
Participant folders containing all relevant source document templates or existing data for the admission period, CRFs, and general Essential Documents required are taken to a secure area of the ward, if not already there. This should contain at a minimum: a copy of the relevant SOPs, the protocol and IP data (e.g. investigator brochure), trial-specific logs or checklists (including screening and enrolment logs, admission period checklists) and guidelines, relevant instructions relating to laboratory sampling and processing (e.g. requisition forms, chain of custody forms), Pharmacy Manual and IP accountability forms, admission period timetable or flow-chart and admission period checklists.
5.3 Medical stock and equipment, laboratory supplies
A final check of medical stock, equipment, any participant-specific packs and laboratory kits is done, and items taken to an appropriate location in the ward (AD07.1). However, participant-specific packs should not be placed by beds until they are imminently required for use. Adequate phones for emergencies are checked as available, and the clocks synchronized if required.
5.4 Staff

Staff is called to confirm their work schedule and, if necessary, advised of the time of a pre-admission team meeting (see procedure AD09). Parking or security arrangements relating to staff are confirmed.
5.5 Investigational product
The pharmacist (or other qualified team member with a Dispensing License, if applicable), confirms the IP dispensing process with the ward staff. Adequate supply of related Essential Documentation and protocol-specific instructions is added to the participant folders or placed with the general documents as above.

The pharmacist or investigator in charge also confirms that other drugs (such as those for subjects’ minor ailments and antiretrovirals for post-exposure HIV prophylaxis) are in stock and in date, if applicable.

5.6 Venue, including catering and entertainment

Catering arrangements are re-confirmed with the supplier(s), including expected time and details of deliveries. Cooking/heating arrangements are finalised. Catering supplies are stored in an appropriate secure area and the kitchen door is secured to prevent entry by participants. Entertainment arrangements are finalised.

The ward is given a final check for cleanliness and availability of bathroom stocks. Beds are made with clean linen and towels are allocated. Arrangements for the bed plan and identification of subjects are finalised (i.e. bed numbering).
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