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1. Purpose/scope
According to ICH GCP, an investigator should conduct a trial in compliance with the protocol agreed to by the sponsor and, if required by the regulatory authority(ies) and which was given approval by the Institutional Review Board (IRB)/Independent Ethics Committee (IEC). In addition, all persons assisting with the trial should be adequately informed about the protocol, the Investigational Product (IP)(s) and their trial-related duties, for which they should be appropriately qualified to perform. It is recommended that PIs have a system whereby they manage quality throughout the trial. This procedure therefore describes how quality assurance and control may be applied at the trial site such that there is effective implementation, compliance with sponsor and applicable regulatory and ethical requirements, verification of data accuracy and identification of areas in need of corrective action. It applies to all trial staff.
2. Abbreviations

GCP

Good Clinical Practice

IRC/IEC

Institutional Review Board/Independent Ethics Committee
ISF

Investigator Site File

PI

Principal Investigator
QMP

Quality Management Plan

SOP

Standard Operating Procedure
3. Definitions
Audit

Independent review of activities to determine if a trial is conducted according to the protocol, standard operating procedures (SOPs), Good Clinical Practice(GCP) and applicable regulatory requirements.

Quality assurance

Planned, retrospective, objective, systematic, periodic review of trial processes to ensure the trial is performed, and data are generated, documented and reported, in compliance with GCP and applicable regulatory requirements

Quality control

Day-to-day, periodic, operational checks to verify the requirements for quality trial-related processes.

Quality indicators

Measurable and verifiable standard to achieve uniformity of output that satisfies specific customer or user.

Quality management plan (QMP)

A system to ensure the clinical trial meets or exceeds requirements.

Standard operating procedures (SOPs)

Detailed written instructions to achieve uniformity of the performance of a specific function.
4. Associated forms
None
5. Procedure
The QMP is developed and maintained by a designated member(s) of the team, reporting to the PI. It encompasses SOPs, training, job descriptions, monitoring and audit. The QMP is intended to ensure that each trial meets or exceeds requirements, whether for participants, the site team, university, sponsor, collaborators or regulatory and ethical stakeholders.

· SOPs are developed and maintained according to procedure PHA_QA01. They should be practical and fit-for-purpose and may need to be adapted as the scope of trials conducted by the clinical team changes. Where possible, documented quality control will be built in to the various trial processes
· Documented training of site staff will concern SOPs, GXP (e.g. Good Clinical Practice), and function- and trial-specific activities (see procedure QA09). A designated team member(s) will keep the team informed of any relevant changes to clinical trial regulations during the period of any trial indicating any need for specific training where necessary. Wherever possible, staff members will also be supported to achieve any specific career goals they may have
· Job descriptions will be reviewed and signed by the staff member and the PI before each staff member starts working on a trial and will reflect trial duties authorised as delegated by the PI
· A designated team member(s) will conduct periodic reviews of key quality indicators (such as informed consent, eligibility assessments, dosing, pivotal trial endpoint assessments, adverse event reports and withdrawals). Prior to each trial, the PI will authorise the intensity of such review which will depend on the trial design, purpose, staff experience and practical issues such as how often an external monitor will be present. Selected trial activities should also be observed and the ISF reviewed. The reviewer will report the date of the review, items reviewed (by participant), and the findings to the PI and other members of the trial team. An assessment will be made by the PI and other staff, as appropriate, of possible causes for any negative findings, and any corrective actions taken or advised (e.g. report of non-compliances to appropriate parties, a plan for re-training)
· The trial team does not have capacity for in-house audits; however the PI may commission an external audit depending on need and available funds.
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