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1. Purpose/scope
Trial procedures need to be reviewed with the investigator and his/her staff (ICH GCP(R2)) and this may be done at a specific meeting. Sometimes clinical trial site staff need to organise this meeting either on behalf of the sponsor or where the PI is a sponsor-investigator. This procedure therefore describes the process for when the trial site arranges the initiation meeting/visit for a trial and applies to those team members responsible for arranging the meeting.
2. Abbreviations
GCP

Good Clinical Practice

IP

Investigational Product
ISF

Investigator Site File
PI

Principal Investigator
SOP

Standard Operating Procedure
3. Definitions
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
QA10.1
 Staff delegation and signature sheet


QA10.2
 Staff declaration
5. Procedure
5.1 If it is required that the site takes responsibility for arranging a site initiation meeting, the PI will delegate this activity to competent and suitably trained member(s) of the team. 
5.2 Once pre-trial activities are on-going, a date for the meeting will be scheduled for when all (preferable) or most of the team are available. Members of the team who have not worked on a similar clinical trial should attend wherever possible.
5.3 An agenda should be distributed to attendees in advance of the meeting and specific topics to be presented delegated as appropriate. Topics are likely to include: background information regarding the Investigational Product (IP) and/or therapeutic area, synopsis of the protocol, procedures relating to screening (including informed consent) and other visits such as: laboratory procedures, safety monitoring and reporting requirements, investigational product procedures, data collection methods (source and case record forms), Good Clinical Practice (GCP) for the Sponsor/investigator, responsibilities of team members and how the team will interact during the trial.
5.4 The meeting may be used as an opportunity to ensure that staff has received training in SOPs relevant to their role or arrange such training before they start work on the trial. In addition, any trial-specific guidelines should be reviewed in detail.
The meeting is also a good opportunity to document all site staff in terms of their role (use Staff delegation and signature sheet, QA10.1, unless the sponsor provides their own). An individual trial declaration (QA10.2) may also be used.

5.5 A venue is arranged, and presentations collated, including any necessary trial documents which will be discussed.
5.6 After the meeting minutes should be prepared, distributed and filed in the Investigator Site File (ISF). Any team member who did not attend the meeting should be briefed fully by suitable member(s) of the team before they start work on the trial, as documented in a file note.
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