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[bookmark: _Toc409001524]Aim of the Procedure
The aim of this procedure is to define the processes related to the Sunnikan staff organization, empowerment, qualification and training.
[bookmark: _Toc409001525]Scope of application
This procedure concerns:
organization,
allocation of responsibilities,
staff training.
related documentation.
[bookmark: _Toc409001526]Responsibilities
The Managing Director:
defines the Sunnikan organization of and the responsibilities of each position,
approves the Job Descriptions,
nominates the staff members,
assesses the needs for training,
ensures the qualification and appropriate training of Sunnikan staff,
approves the Training Plan.

Quality Management:
maintains the documentation related to staff organization, empowerment, qualification and training,
coordinates the training process.

The Sunnikan staff members:
update their Curriculum Vitae,
transmit to Quality Management the documentation related to external training sessions.
[bookmark: _Toc409001527]Definitions
Sunnikan specific abbreviations, acronyms, and vocabulary are defined in the "Glossary".
Sunnikan organization
The Managing Director:
defines the organization of Sunnikan in non-nominative Organizational Charts,
updates the organizational charts, at every change in the organization,
dates and signs the organizational charts.

These non-nominative Organizational Charts are version-controlled documents. Each version of the non-nominative Organizational Chart is dated and signed by the Managing Director to document his approval.

Quality Management maintains the documentation related to the charts.
Nominative organizational charts can be issued in some circumstances (audit, inspection...). This charts are not managed as Quality Assurance System documents.
Staff Log
Quality Management documents every staff member change (start in a position, end in a position) in the "Staff Log", including:
name, first name of the staff member,
position (corresponding to a Job Description; one record by position and person),
title, if applicable,
date of start in the position,
date of end in the position,
signature sample,
initials sample.
Job Descriptions
A Job Description is issued for each position existing on an organizational chart.
The generic Job Descriptions:
are controlled-version documents, identified by:
a title,
a version date,
a version number,
are dated and signed by the Managing Director and Quality Management.

Quality Management issues a new Job Description from the " Job Description Template " (non controlled-version document).
A Job Description is structured according to the main following chapters:
Mission,
Responsibilities (including possible different levels),
Main Tasks (including possible different levels),
Hierarchical Links,
Qualification required.

Job descriptions are independent of the staff members who signs it. One staff member may sign different job descriptions.
Quality Management maintains the following documents related to the generic Job Descriptions:
the " Job Description History " (documenting the list of the Job Description versions),
the generic Job Description versions approved by the Managing Director.
in the staff members personal folders: the individual job descriptions, dated and signed by both the staff member and the Managing Director.

Curriculum Vitae
Each staff member involved in clinical trials:
maintains an up-to-date Curriculum Vitae, documenting his qualification(s) for the position(s) he is assuming,
transmits it to Quality Management, for filing in the "staff member personnal folder".

Curriculum Vitae, dated and signed by its holders, are updated in case of any relevant modification and at least every 2 years.
Staff Job Descriptions
When joining a new position or when a new version of the Job Description concerned is issued, the affected staff members and the Managing Director date and sign the Job Descriptions (and precise the implementation date).
Quality Management maintains the documentation related to staff member's Job Descriptions.
Staff member changes management
Quality Management manages the documentation related to staff member changes:
newcomer,
position change,
leave.

For each newcomer or position change:
the Managing Director:
dates and signs the Job Description with the staff member,
coordinates the newcomer training in collaboration with Quality Management,
Quality Management:
updates the Staff Log,
documents the qualification of the newcomer with Curriculum Vitae and training records,
requests the appropriate access rights on the computer network (by filling in a "Network Access Request", sent to the IT Administrator),
requests the appropriate access rights to the facilities.

For each leave, Quality Management:
updates the Staff Log,
requests the cancellation of previous access rights (by filling in a "Network Access Request", sent to the IT Administrator),
invalidates the relevant Job Description.
Staff training
Annual Training Plan
The Managing Director and Quality Management assess the global needs for training, when appropriate, e.g.:
[bookmark: _GoBack]
in case of regulatory change,
in case of change in the Sunnikan organization or Procedures,
following an audit or an inspection,
during a Management Review / Quality Assurance System Review...

Following these assessments, the Managing Director and Quality Management issue a new version of the "
Annual Training Plan Annual Training Plan":
is a controlled-version document, updated as often as required,
covers a one-year period and defines the schedule of the future training sessions for Sunnikan staff positions,
including:
newcomer training,
continuous training.

The Managing Director approves (date and signature) the Annual Training Plan.
Newcomer Training
Each newcomer involved in a Sunnikan clinical trial is appropriately trained in order to assume his position, according to:
the applicable regulation,
the job description he signed,
the Standard Operating Procedures and any other document related to Sunnikan clinical trials.

The "Newcomer Training Plan" defines for each position:
the necessary knowledge and the skills to acquire,
the trainings and actions to set-up in case of a possible capacitation for a position.
At the Sponsor's request, sub-contractors can be trained according to the "Newcomer Training Plan".
For each position, the "Newcomer Training Plan" includes:
a presentation of Sunnikan,
a presentation of the clinical trials,
the Standard Operating Procedures and the internal operating rules,
the applicable regulation,
the Operational Clinical Standard Operating Procedures and their appendices,
the processes in which the newcomer will be involved.

The "Newcomer Training Plan" is a controlled-version document, identified by a version number and a version date, and approved by:
Quality Management,
the Managing Director.

Quality Management maintains the "Newcomer Training Plan" according to:
the needs identified,
the changes of the regulatory requirements and the Operational Standard Operating Procedures...

The Managing Director guarantees that each newcomer is qualified regarding the Job Description he signed and the appropriate part of the "Newcomer Training Plan".
Capacitation
When a Job Description requires a capacitation, after the newcomer training, the Managing Director:
decides on the capacitation of the newcomer by assessing:
the training performed,
the training efficacy,
documents the capacitation on the individual Job Description.
Performance of the Training Sessions
Training sessions can be performed either externally or internally. All the training sessions (whatever they are planned in a Training Plan or not) are documented, as appropriate:
Training Program (date, location, timing, Trainer's name and position),
Training Session Attendee List,
Training Certificates,
possible training supports,
possible training session assessment.

Internal training sessions are performed by a qualified person as described in the Job Descriptions.
Training Assessment
The efficacy of the training sessions is assessed:
either by the attendees immediately at the end of a training session,
or, if appropriate, during the Management Reviews, according the "Continuous Improvement System" procedure,
or during audits and inspections,
or by any other appropriate mean.

The efficacy of the training sessions is analyzed at the time of the Annual Training Plan set-up.
Staff qualification and training documentation
Quality Management maintains:
the documentation related to staff organization and empowerment, including:
the organizational charts, dated and signed,
the generic Job Descriptions,
the "Staff Log",
the documentation related to the internal collective training sessions:
the list of the internal training sessions performed,
the training sessions documentation: list of attendees, program...

Quality Management maintains the documentation related to qualification and training of each staff member in Staff Member Personal Folders:
Job Descriptions, dated and signed by the staff member and the Managing Director,
Curriculum Vitae, dated and signed by the staff member,
possible individual Training Plans,
training records (e.g. Training Certificates, Training Session Attendee List, Training Program...) and the listing of the training sessions attended,
possible capacitation records.
Appendices
Organisation Chart
Staff Log
Job Description Template
Job Description History
Network Access Request
Annual Training Plan
Training Session Attendee List
Training Certificate
Curriculum Vitae
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