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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right$o be represented on that committee. International organizations, governmental and
non-governmental, in #Maigon with ISO, also take part in the work. ISO collaborates closely with the
International Electrotechfiigt)«Commission (IEC) on all matters of electrotechnical standardization.

International Standards aregr’wj in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical co ees is to prepare International Standards. Draft International Standards
adopted by the technical comm s are circulated to the member bodies for voting. Publication as an
International Standard requires app é:)y at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility tha

Qne of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible fo

ogegltifying any or all such patent rights.

ISO 14644-5 was prepared by Technical C ittee ISO/TC 209, Cleanrooms and associated controlled
environments.

ISO 14644 consists of the following parts, under b general title Cleanrooms and associated controlled

environments: A

— Part 1: Classification of air cleanliness QL/.

— Part 2: Specifications for testing and monitoring to proveQQtinued compliance with ISO 14644-1
— Part 3: Test methods 0

— Part 4: Design, construction and start-up %

Q
— Part 5: Operations /&
/

— Part 7: Separative devices (clean air hoods, gloveboxes, isolators and m@fnvironments)

— Part 8: Classification of airborne molecular contamination 6

The following part is under preparation: &

— Part 6: Terms and definitions @
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Introduction

Industries and organizations of all kinds utilize cleanrooms. Operational procedures have a profound effect on
the cleanliness levels achieved during the operation of the cleanroom and equipment. Consistent quality is
cleanliness dependent. Operational cleanliness can only be attained and maintained through a deliberate
programme estabijshed to specify, measure and enforce defined operational procedures. Regulatory agencies
that have autlk6rify over processes and products produced in the cleanroom may require additional
procedures and res of cleanliness not covered in this general operating standard.

This part of ISO 14682&ldresses normative and informative operational requirements related to:

a) providing a system %efines policies and operational procedures;

b) clothing used to isolate an-generated contamination from the cleanroom environment;

c) training of personnel inside@ cleanroom and monitoring their compliance to specified procedures and

disciplines; /
*
d) transfer, installation and maintena@ of stationary equipment (selection criteria is not discussed);

e) selection and use of materials and p@)le equipment in the cleanroom;

f)  maintaining the cleanliness of the cleanr through systematic cleaning and monitoring procedures.

.
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Cleanrooms and associated controlled environments —

Part 5:
Operations

1 Scope O/
O

This part of ISO 14644 spdChi
to use and operate a clean
not considered in this part o
document considers all classes

s basic requirements for cleanroom operations. It is intended for those planning
. Aspects of safety that have no direct bearing on contamination control are
14644 and national and local safety regulations must be observed. This
leanrooms used to produce all types of products. Therefore, it is broad in
application and does not addres cific requirements for individual industries. Methods and programmes for
routine monitoring within cleanroo e not covered in detail in this part of ISO 14644 but reference is made
to ISO 14644-2 and ISO 14644-3 for%nitoring particles and 1ISO 14698-1 and ISO 14698-2 for monitoring
micro-organisms.

2 Normative references ’o/‘

o

The following referenced documents are indis%ble for the application of this document. For dated

references, only the edition cited applies. For ted references, the latest edition of the referenced
document (including any amendments) applies. é

ISO 14644-1:1999, Cleanrooms and associated contr, environments — Part 1: Classification of air
cleanliness @
ISO 14644-2:2000, Cleanrooms and associated controlled e ments — Part 2: Specifications for testing

and monitoring to prove continued compliance with ISO 14644-T /4

ISO 14644-3:—"), Cleanrooms and associated controlled environme@— Part 3: Test methods

ISO 14644-4:2001, Cleanrooms and associated controlled environmen;s 6Par1 4: Design, construction and

start-up }

ISO 14698-1:2003, Cleanrooms and associated controlled environments jocontamination control —
Part 1: General principles and methods

ISO 14698-2:2003, Cleanrooms and associated controlled environments — Bi&gvtamination control —
Part 2: Evaluation and interpretation of biocontamination data

1) To be published.
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