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[bookmark: _Toc496207345]Objective
The objective of this procedure is to describe the Quality Management System (QMS), including the lifecycle management of the quality documents.
In this procedure, Quality Management System (QMS) stands for Quality, Process, and Risk Management System (QPRMS).
[bookmark: _Toc496207346]Scope
This procedure applies to all QMS Documents, related to the LABO PHARMA Quality Management System, including:
the Policies,
the Quality Manual,
the Standard Operating Procedures (SOPs), whatever they are related to the Quality System (Quality Assurance Procedures) or to operational processes (Operational Procedures),
the SOP Appendices (working instructions, forms, templates, specifications...).
The QMS records document the lifecycle of the QMS.
[bookmark: _Toc496207347]Responsibilities
The Managing Director:
validates the "Quality System Management Plan",
defines the Policies,
enforces the Quality Manual,
enforces all the SOPs,
has the ultimate responsibility to ensuring that Staff is compliant with SOPs.

Quality Management:
documents the applicable reference documents,
designs and maintains the QMS,
is responsible to set-up the Quality Assurance Procedures,
coordinates the writing of the Operational SOPs and guarantees their consistency with the rest of the QMS,
guarantees the compliance of all the SOPs according to the applicable requirements.

The Sunnikan staff members:
comply with the applicable QMS documents,
report any discrepancy and any possible improvement related to the Procedures.
[bookmark: _Toc496207348]Titre1
1 Organisation of the Quality Management System
The LABO PHARMA Quality, Project, and Risk Management System is a documentary system composed of the following main documents (the QMS Documents):
· the Policies,
· the Quality Manual,
· the Standard Operating Procedures (SOPs),
· the SOP Appendices.
Policy Management
The CEO:
defines and implements (date and signature) the LABO PHARMA policies, which are drafted by the Quality Manager, according to the "Policy Template" (SOP-QA-01c),
ensures the appropriate communication of the Policies and their understanding by the LABO PHARMA staff.
Policies are version-controlled documents, each version is identified by a version number and a version date (implementation date).
Quality Manual Management
The Quality Manual (QM):
describes the LABO PHARMA activities and the Quality Management Process,
refers to the Quality Assurance SOPs and the Operational SOPs.
The Quality Manager issues the versions of the Quality Manual, as appropriate and performs at least one review of the Quality Manual every year (e.g. after the Management Review).
The Quality Manual is a version-controlled document, each version is identified by a version number and a version date (implementation date).
The CEO enforces the versions of the Quality Manual.
The Standard Operating Procedures
The QMS Standard Operating Procedures are composed of several sets of procedures:
the Quality Assurance set of procedures defines how the Quality Management System is managed,
the sets of operational procedures define how the LABO PHARMA processes (e.g.: management of epidemiological studies, data management, statistical analyses…) are kept under control.
2 The Quality Assurance SOPs
The Quality Assurance SOPs define the structure and the different elements of the quality system, such as:
"Management of the Standard Operating Procedures (SOPs)"
"Staff Organisation, Qualification and Training"
"Document control"
"Internal audits"
"External audits and Inspections"
"Process control"
"Management review"
"Management of Preventive Actions / Corrective Actions"
"Management of non-compliances"
The Operational SOPs
...
The Standard Operating Procedure Appendices
The SOPs can refer to SOP Appendices, such as:
templates,
forms,
working instructions,
lists,
specifications,
check-lists...
which:
are referred by at least one SOP,
are listed in the "Appendices" section of the SOP,
are or not version-controlled documents.
The versions of the version-controlled Appendices (such as: Clinical Trial Protocol Template, Informed Consent Check-list, Investigator's Brochure Template):
are identified by a version number and a version date, independent from the SOP version identifiers,
are approved (date and signature) and filed by the "Owner" on a "History Document Form".
Non version-controlled Appendices (such as: Note To File,Training Session Attendee Log) can be modified as often as needed without documenting change history.
The Quality Manager maintains a "Glossary" (SOP-QA-01j), defining abbreviations, acronyms and vocabulary specific to LABO PHARMA QMS and activities.
The QMS Records
The Quality Manager files the QMS records (those QMS records are not considered as part of the "QMS Documents").
Quality Management System Documents Lifecycle
Planning the Quality, Process and Risk Management System
The Quality Manager:
maintains a "QMS Plan" (SOP-QA-01b), forecasting the review and creation of quality documents,
makes it implemented by the CEO (date and signature),
updates the Quality Management Plan as appropriate.
The "QMS Plan" is reviewed at least during the Management Reviews.
Identifying the QMS Documents
Policies are identified by a title and a chronological number.
The Quality Manual is identified as "QM".
Procedures (Quality Assurance SOPs, Operational SOPs) are identified by:
a title,
an identification, such as: "SOP-XX-OO":
"SOP" stands for Standard Operating Procedure
"XX" stands for the set of procedures, such as:
"QA": Quality Assurance
"CR": Clinical Research
"DM": Data Management
"ST": Statistics
"EP": Epidemiology
"IT": Information Technology
"00" stands for the document number in the set of procedures.
For instance:
"SOP-QA-01" stands for the first Quality Assurance SOP,
"SOP-DM-02" stands for the second Data Management SOP.
Appendices receive a letter (from "a" to "z") following the procedure identification (e.g.: "SOP-QA-01b" is the second appendix of the "SOP-QA-01" procedure).
The table of contents and the layout of the procedures are defined in the "SOP Template" (SOP-QA-01d).
Versioning the QMS Documents
The Policies, the Quality Manual, the Standard Operating Procedures are version-controlled documents, identified by:
a version number, such as:
"n.x", for a draft version, (e.g. "Version 2.3" is the third draft following the version 2),
"n", for an implemented version, (e.g. "Version 3.0" is the third implemented version),
a version date, which is:
the distribution date, for a draft procedure,
the effective date, for an implemented procedure.
Draft versions of these documents are mentioned: "DRAFT" (e.g. watermark).
SOP Appendices may be version-controlled documents or not, as indicated directly in the document.
Version-controlled Appendices...
Drafting the QMS Documents
The CEO, with the Quality Manager's help, drafts the Policies according to the "Policy Template" (SOP-QA-01c).
The Quality Manager and the Process Expert(s) concerned for the Operational SOPs, draft:
the SOPs according to the SOP Template (SOP-QA-01d),
the SOP Appendices, using or not the appropriate template, such as:
Appendix Template (SOP-QA-01e),
Working Instruction Template (SOP-QA-01f).
During the process of drafting a procedure, it is important that all the concerned staff has the opportunity to comment the draft procedure.
When the draft is finalized, the Author guarantees that:
all the applicable requirements are integrated, 
all the pertinent comments have been considered.
Checking and Approving the QMS Documents
The Quality Manager checks the draft SOPs, and guarantees (date and signature):
their consistency with the quality management principles and the rest of the QMS,
their compliance with the applicable regulatory requirements.
A Process Expert checks the Operational SOPs and guarantees (date and signature):
their consistency with the process concerned,
their compliance with the applicable technical requirements.
The CEO approves the implementation (date and signature) of the SOPs.
A period is provided to conduct information or training prior to implementation of the procedure.
Updating the QMS Documents
The CEO may update the Policies as often as necessary.
The SOPs are systematically reviewed within 3 years after their implementation date, but may be updated before as required.
Different circumstances may require update of the SOPs and Appendices:
change in regulations, 
change of another applicable requirement (e.g. international procedure), 
change of the organisation, either internal or external, 
identification of a possible improvement (either spontaneous, or following an audit, an inspection...) 
expiry date...
Updating a SOP is subject to the same rules as creating the initial SOP and causes systematic incrementation of the version number.
The Quality Manager documents the document changes in the Quality Documents List.
3 Distributing the QMS Documents
After approval, the Quality Manager:
coordinates the distribution of the QMS documents to the concerned staff members:
publication in a shared directory,
in an editable format (e.g. Word, Excel…) for documents which will be used (e.g. forms and templates),
in a non-editable format (e.g. pdf) for documents which will be only read (e.g. procedures, working instructions),
if appropriate, informs the relevant persons by email.
In some occasions, it is necessary to transfer QMS Documents to a third party (e.g. customer, service provider). The Quality Manager allows, coordinates, and documents the external distribution of such documents.
4 Filing the QMS Documents
The Quality Manager:
files an original copy of the QMS Documents,
documents the distribution of the QMS Documents,
maintains the "Quality Documents Log" (SOP-QA-01a).
The obsolete paper versions of QMS Documents are clearly identified as obsolete versions in order to prevent inappropriate use.
Training to the QMS Documents
The Quality Manager, in collaboration with the Managers concerned, maintains the "Matrix Function - SOPs" (SOP-QA-01g), defining the level of knowledge of the documents for the different functions. The matrices are used to determine the need for training.
For new versions of SOPs, the Quality Manager, in liaison with the Manager concerned:
assesses the need for training,
coordinates the training session(s), if applicable,
collects the appropriate training documentation, at least an attendee list),
collects the appropriate training documentation, at least a Training Session Attendee Log mentioning:
the training program,
the date and duration of the session,
Trainer's identification, position, and signature,
Trainees' identification, position, and signature,
maintains Training Logs, guaranteeing that each staff member has been adequately trained to the procedures relevant to his(her) position, according to the "Staff Organisation, Qualification and Training" (SOP-QA-02) SOP.
Archiving the QMS Documents
The Quality Manager archives the QMS Documents, both in paper and electronic formats.
Appendices
SOP-QA-01a    QMS Documents List
SOP-QA-01b    QMS Plan
SOP-QA-01c    Policy Template
SOP-QA-01d    SOP Template
SOP-QA-01e    Appendix Template
SOP-QA-01f    Working Instruction Template
SOP-QA-01g    Matrix Functions - SOPs
SOP-QA-01h    Documentation of SOP Training
SOP-QA-01i    Glossary
SOP-QA-01j    List of Reference Documents
SOP-QA-01k    Approval Form 
Other QMS Documents
QM    Quality Manual
SOP    Filing and Archiving of Clinical Trial Documents and Data
SOP    Staff Organisation, Qualification and Training
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