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1. Purpose/scope
It is important that visits that a participant makes after enrolment into a clinical trial are adequately prepared for, so that the visits run smoothly with the required equipment, consumables, documentation and staff. This procedure therefore describes the process for preparing for and conducting follow-up visits during a clinical trial and applies to study team members responsible for organising screening visits or screening participants.
2. Abbreviations
CRF

Case Record Form

GCP

Good Clinical Practice

IP

Investigational Product

ISF

Investigator Site File
PI

Principal Investigator
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)).

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
None
5. Procedure
5.1 Preparing for the visit
A Study coordinator or other designee prepares for the visit by:

· Making available adequate Essential Documentation (e.g. adding visit-specific source notes or paper CRFs to participant folders).

· Checking availability of an appropriate room(s) and allocating stock and equipment (including laboratory kits and requisition forms where necessary) for the visit.
5.2 During the visit
· The allocated team members will arrive in good time to verify facilities are adequate. 

· The investigator (or other suitable person, depending on the trial) reviews the participant's medical history since the last visit with him/her, and staff members conduct protocol-specific assessments according to their delegated role.

· Safety assessments are performed and reported as per the protocol and relevant procedures.

· Consent to continued participation in the trial may be discussed with the participant.

· Laboratory samples are collected, processed and sent to the relevant laboratory with correctly completed requisition forms, if necessary, as specified in the protocol.
· The IP is dispensed and/or accounted for according to the protocol and any relevant procedures.
· Remuneration is paid to the participant according to trial-specific requirements, and the time of and/or instructions for the next visit communicated to the participant.
5.3 After the visit the designated trial team member(s):
· Performs data recording (see later procedure).

· Facilitates collection of laboratory (or other external assessment) results as required. Should there be administrative errors these will be rectified immediately with the laboratory/external department and fully documented.

· Files laboratory/external assessment results in the relevant folder and ensures investigator (or other suitable person, depending on the trial) review as per the protocol or other requirements (see other procedures).

· Ensures any on-going adverse events are followed up as per the protocol by either telephone with the participant or with further visits.

· Files relevant Essential Documents in the ISF (see previous procedure).
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