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Following the provisional guidelines on the inspection of pharmaceu-
tical manufacturers (7), the WHO Expert Committee on Specifica-
tions for Pharmaceutical Preparations acknowledged that additional
guidelines concerning national inspectorates would be of value in
strengthening the implementation of good manufacturing practices
(GMP) (2) and enhancing mutual recognition among inspectorates.

A trend has recently become apparent in WHO Member States
for non-commercial institutions, such as certification bodies, testing
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laboratories, etc., to introduce quality systems principles in their inter-
nal operations. The same principles are also being applied by govern-
mental pharmaceutical inspectorates and drug control laboratories.

The Pharmaceutical Inspection Convention (PIC) has published a
document (3), with the objective of adapting the standards of the
International Organization for Standardization (ISO) of the 9000
series and related norms (4-8) to the activities of the GMP
inspectorates of Member States. It is based on European Standard
EN 45012, General criteria for certification bodies operating quality
systems certification (9), but has been modified for this particular
purpose.

Introduction

These requirements are applicable to quality systems for the opera-
tion of inspection services within competent authorities concerned
with GMP inspections. It is intended that each inspection service
should use these requirements as the basis for developing its own
quality system.

The establishment and operation of a quality system is an essential
element in the mutual recognition of national GMP inspections. The
willingness to accept national inspections is significantly enhanced
when it is known that the GMP inspectorate of the competent author-
ity follows uniform procedures incorporating quality system prin-
ciples. The quality system should include all the activities involved in
the inspection.

Glossary

authorized person
A person (among key personnel of a manufacturing establishment)

responsible for the release of batches of finished products for sale
(10).

quality audit

An examination and assessment of all or part of a quality system with
the specific purpose of improving it. A quality audit is usually con-
ducted by outside or independent specialists or a team designated by
the management for this purpose. Such audits may also be extended
to suppliers and contractors (2).

quality manual

A handbook that describes the various elements of the system for
assuring the quality of the test results generated by a laboratory (see
section 11).
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quality system

An appropriate infrastructure, encompassing the organizational
structure, procedures, processes and resources necessary to ensure
adequate confidence that a product (or service) will satisfy given
requirements for quality (2).

standard operating procedure (SOP)

An authorized written procedure giving instructions for performing
operations not necessarily specific to a given product or material but
of a more general nature (e.g. equipment operation, maintenance and
cleaning; validation; cleaning of premises and environmental control;
sampling and inspection). Certain SOPs may be used to supplement
product-specific master and batch production documentation (2).

Administrative structure

3.1 The structure, membership and operation of the GMP inspec-
torate should be such that impartiality is safeguarded.

3.2 The national inspection services are responsible for ensuring that
the requirements of the relevant national legislation are satisfied.

3.3 All personnel employed or used by the GMP inspectorate, includ-
ing outside inspectors or subcontracted personnel, should not be
subject to any commercial, financial or other pressures which might
affect their judgement. They should not be under the control of
pharmaceutical manufacturers, and must be assessed and licensed.

3.4 The system for obtaining fees should not improperly influence the
inspection procedure.

Recommended procedure

The administrative structure, membership, operation and legal status
of the GMP inspectorate should be described in the quality manual
(see section 11).

The quality manual should show how all personnel working for the
GMP inspectorate, including subcontracted staff or advisers, and
persons serving on committees providing advice, can maintain their
impartiality. The GMP inspectorate should ensure that such persons:

(a) are not subject to any commercial, financial or other pressures
which might influence their judgement;

(b) are not improperly influenced in their inspection of pharmaceuti-
cal manufacturers or persons assessed;

(c) have not been involved in the design or maintenance of inspected
facilities by way of any consultancy service or commercial
arrangement.
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The remuneration of GMP inspectorate personnel engaged in inspec-
tion activities should not depend on the result of such activities or on
the granting of a marketing authorization.

Only in exceptional cases may GMP inspectorates provide advisory
or consultancy services. Where the GMP inspectorate does provide
such services, it should develop a code of conduct or defined policy
which clearly distinguishes between the process of inspection and that
of providing an advisory or consultancy service to clients. This service
should be of benefit to all of industry, and not solely to individual
manufacturers.

Terms of reference

4.1 The functions of the GMP inspectorate should be clearly defined
and should cover:

(a) legal responsibilities;

(b) the formulation of policies;

(c) an overview of the implementation of its policies;
(d) an overview of its finances;

(e) as required, the setting-up of committees to which defined activ-
ities are delegated.

Recommended procedure

The terms of reference, legal responsibilities and functions of the
GMP inspectorate and the way in which policy guidelines are estab-
lished should be documented in the quality manual.

For any committee established to advise the GMP inspectorate or the
chief inspector, the following details should be included:

(a) its role and function;

(b) the procedure for selecting and appointing the members (the
names of the chairperson, secretary and members, their current
appointments and the interests, if any, which they represent on
the committee, should be available);

(c) the rules of procedure.

Organizational structure

5.1 The GMP inspectorate should have an organization that enables
it to maintain the capability to perform its technical functions
satisfactorily.



