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GENERAL ASPECTS - ORGANISATION

= QOrganisation charts (facility management and scientific
organisation charts) — clear responsibilities for oversight.

® Roles and responsibilities established and documented
prior to the initiation of analytical work.

®  Systems for QA and QC, including programmes for internal
audits.

= SOP system (distribution, availability including holidays
etc., audit-trail, clinical trials, archiving etc).
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GENERAL ASPECTS - TRAINING

» GCP training of personnel commensurate with their roles
and responsibilities.

» Periodic GCP refresher training (especially important
following changes to regulations and associated guidance
documents).

= Appropriate level of technical training prior to their
participation in the analysis or evaluation of clinical trial
samples.

» [nformation about relevant parts of clinical protocol.
= Validation of personnel.
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GENERAL ASPECTS — CONTRACTUAL
ARRANGEMENTS

» Contractual agreements between relevant parties should
be in place prior to the initiation of any work.

* |tis advisable to review the contract, the relevant sections
of the clinical trial protocol and the work instruction prior to
the initiation of laboratory analysis or evaluation.

» Contract should be at an adequate level of technical detail
(work instruction attached to the main general agreement).

» Responsibilities clearly distributed.

» The laboratory’s quality system should include a
documented procedure for the drafting, agreement, review
and revision of contracts.
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GENERAL ASPECTS — CONTRACTUAL
ARRANGEMENTS

= A formal contract is not required in situations where the
laboratory is part of the sponsor organisation. However, a
service level agreement or other internal documents, which
detail the roles and responsibilities of both parties
(including lines of communication and timelines), should be
in place.

= Work of Internal Labs of the hospital could be included in
the main agreement for the clinical trial.

* Procedure for analysis: routine vs clinical protocol specific.
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GENERAL ASPECTS — CONTRACTUAL
ARRANGEMENTS

Main topics to be agreed:

= Definition of source data.

= Agreements for data transmission.

= Agreements for reporting.

» Methods and procedures (including sample handling).

» Agreed access and availability for monitoring, audit and
inspection.

» Data recording, handling and archiving.
= Security and protection of subject confidentiality.
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GENERAL ASPECTS —
FACILITIES/PREMISES

Suitability & Adequacy. Suitable size, construction and
location to meet the requirements of the work being
performed.

Environmental conditions.

Adequate degree of separation of different activities to
assure the proper conduct of the work.

Security & Safety. Procedures for decontaminating
laboratories and their equipment should be considered
where relevant.
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GENERAL ASPECTS -
APPARATUS/EQUIPMENT, MATERIAL,
REAGENTS

» Apparatus available, in good working order and compliant with relevant
specifications.

* Prior to use, analytical equipment should be subject to an appropriate
level of user acceptance testing, by a suitably qualified person to
demonstrate that the equipment is fit for its intended purpose.

= Apparatus should be periodically inspected, cleaned, maintained and
calibrated according to standard operating procedures or the
manufacturer’s manuals.

= Quality of general supplies including tap water, analytical water, gases
etc.

14



29 June 2014

GENERAL ASPECTS — APPARATUS/EQUIPMENT,
MATERIAL, REAGENTS

Records of operation, maintenance, justification and calibration.

Records of the validation for the methods used for the measuring
equipment and apparatus (including computerised systems). Log
books.

Materials and reagents are prepared, labelled and stored under
appropriate conditions and adherence to expiry dates. Labels for
reagents indicate their identity, source, concentration and expiry dates.

Apparatus and materials used do not alter to any appreciable extent
the samples.

Definition of source data and source documents, retrieval and
archiving. Data generated in automatic systems e.g. listings, graphs,
record traces or computer printouts are archived.
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GENERAL ASPECTS — COMPUTER
SYSTEM

All computerised systems used for the capture, processing, reporting
and storage of data should be developed, validated and maintained in
ways which ensure the validity, integrity and security of the data.

List of existing systems. For each computerised system, the
components (e.g. hardware and software) which constitute the system
should be clearly defined.

Computerised systems should be sited in appropriate locations.
Consideration should be given to environmental conditions and other
external factors which may adversely impact on the systems
performance.

Re-validation.

Disaster recovery/system failure procedures should be considered for
all computerised systems.
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