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1. Purpose
The sponsor is responsible for selecting the investigator(s)/institution(s) for a clinical trial, however sometimes this responsibility falls to an investigator. This procedure therefore describes the process and documentation required when assessing a site’s preparedness for conducting a clinical trial and applies to those personnel given responsibility for assessing the site(s).
2. Abbreviations

CRF

Case Record Form

GCP

Good Clinical Practice

IP

Investigational Product

IRB/IEC

Institutional Review Board/Independent Ethics Committee
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
QA05.1 Pre-trial assessment report
5. Procedure
5.1 Responsibility for the pre-trial assessment
The responsibility for a pre-trial site assessment may be delegated by the sponsor to a suitably experienced monitor in consultation with the PI. The monitor may be a member of the trial team/PI’s institution or contracted-in by the Sponsor or PI for a specific clinical trial.

A decision whether to conduct a pre-trial assessment visit is at the discretion of the PI and/or Sponsor.  

· Should a site have conducted a similar trial recently with the same trial team, the PI or designee may complete a pre-trial assessment report (Form QA05.1) in discussion with the site personnel without a visit to the site

· A pre-trial assessment visit may also not be required if a monitor has been adequately involved in pre-study planning, however Form QA05.1 should still be completed
5.2 Conducting a pre-trial assessment
If it has been decided that a pre-trial visit is required, the monitor is responsible for confirming the dates/times in writing of the visit and details who should be present. In the event that it is not possible to obtain the above-mentioned confirmation prior to the pre-trial visit, this will be detailed in the pre-trial assessment report.
During the pre-trial assessment, the following are assessed in terms of qualifications, availability and resources of the site personnel to conduct the trial:

· Demonstration of a potential pool from which to recruit eligible participants and adequacy of the planned recruitment method
· Availability of adequately qualified/trained/experienced staff and suitable facilities, including appropriate office/communication equipment. CVs will be required from the site PI and co-investigators (if any) prior to study start, and for relevant regulatory/ethical submissions
· Influence of any conflicting studies/treatment policies during the study that may compromise its success
· Site personnel’s understanding of the protocol and IP – e.g. preclinical and clinical data (as appropriate to proposed role)
· Site personnel’s knowledge of their obligations as regards Good Clinical Practice (GCP), Declaration of Helsinki and site/study-specific SOPs as per regulatory requirements and willingness to receive relevant training prior to study start as required
· Evaluation of the facilities for participant examinations, storage of supplies (including the IP), monitoring, filing and archiving etc.

· Availability of a pharmacist or other personnel with a current dispensing license(s) (if allowed as per regulatory requirements) for staff who will dispense IP, unless an exception for the requirement for a dispensing license has been approved by the regulatory authority, in which case a proposed risk mitigation strategy for dispensing without a license has been put in place
· Availability, maintenance and calibration status of necessary equipment (and consumables if relevant)
The following will be discussed with the site personnel by the time of study start: -

· The relevant IRB/IEC constitution, accreditation, SOPs and submission requirements, and who will be responsible for which aspect of the submission
· Regulatory review in terms of submission requirements and who will be responsible for which aspect of submission (if relevant)
· Requirements of any other review bodies or stakeholders, in particular community groups, local health authorities or referral hospitals’ management
· Details of other sites engaged with the trial
· The availability and format of routine and trial-specific source documents, the plan for their completion, collection of CRF data, and planned quality control, verification, audit and/or inspection procedures
· The plan for development, implementation, maintenance and storage of essential documents, in particular the protocol and participant information leaflet(s)/informed consent form(s)
· The plan for obtaining and documenting informed consent and reporting of adverse events
· The plan for supply and accountability of IP, including process for breaking treatment codes, if relevant
· The need for, and (if so) accreditation/qualification of a local laboratory, and/or central laboratory processes, including documentation of normal ranges if relevant
· Budgets/contractual issues and insurance arrangements
· Trial registration arrangements
The following may be left with the site personnel as necessary:

· Protocol (s), Investigator Brochure, other relevant essential documents
The following may be collected from the site personnel as necessary:

Documents for regulatory and/or ethical submissions (if needed) and other essential documents required prior to study start.

· On completion, a pre-trial assessment report is written by the monitor and submitted to the PI (or designee) for review prior to finalisation and circulation to relevant personnel [including the Sponsor representative, and site personnel as agreed upon by the PI) and filed in the ISF
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