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1. Purpose/scope
Good project management is fundamental to success of a clinical trial. While trials can be very different in their scope and requirements, this procedure describes some basic project management functions that may be used by team members responsible for this task during a trial.
2. Abbreviations

CRO

Contract Research Organisation
GCP

Good Clinical Practice

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
AD01.1
Project plan
5. Procedure
The PI allocates staff to perform the following duties depending on their availability, qualifications and experience:
5.1 Pre-trial
· Development of a Project plan (AD01.1), or alternative suitable tool, and temporary filing for pre-trial Essential Documents being generated prior to formal initiation of the ISF (Procedure AD02)
· Negotiating the split of responsibilities between the sponsor, CRO and the PI (e.g. for monitoring or data management related activities) 

· Submissions for regulatory and ethical reviews and other permissions as required
· Registration of the trial on an appropriate trial register compliant with World Health Organisation (WHO) requirements
· Ensuring that all relevant activities relating to preparation for the trial are on course as per the relevant SOPs (e.g. preparations of the facilities, staff, supplies etc., selection and training of staff)
· Organisation and documentation of pre-trial team meetings as appropriate, with dissemination and follow-up of actions relating to trial start activities
5.2 During the trial
· Updating of the Project plan

· Tracking of participant enrolments and other trial activities that require regular follow-up

· Continued management of team meetings as above

· Maintenance of the ISF

· Ensuring that all relevant activities relating to conduct of the trial are on course as per the relevant SOPs (e.g. data recording/transmittal, monitoring-related activities, continued appropriateness of the facilities, staff, supplies etc.)

· Ensuring that regulatory and ethical (or other stakeholder) progress reports are as per their requirements
5.3 At the end of trial
· Finalisation of activities and related documentation prior to trial close and archive
· Ensuring that regulatory and ethical (or other stakeholder) bodies are informed of the trial close as per their requirements and updating of the relevant trial registries
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