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Foreword

This translation has been made based on the original Japanese Industrial Standard
established by the Minister of Economy, Trade and Industry through deliberations
at the Japanese Industrial Standards Committee according to the proposal of establishing
a Japanese Industrial Standard from the Japan Air Cleaning Association (JACA)/
Japanese Standards Association (JSA) with a draft being attached, based on the provision
of Article 12 Clause 1 of the Industrial Standardization Law.

This JIS document is protected by the Copyright Law.

Attention is drawn to the possibility that some parts of this Standard may conflict
with a patent right, application for a patent after opening to the public, utility model
right or application for registration of utility model after opening to the public which
have technical properties. The relevant Minister and the Japanese Industrial Standards
Committee are not responsible for identifying the patent right, application for a patent
after opening to the public, utility model right or application for registration of utility
model after opening to the public which have the said technical properties.

JIS B 9918 consists of the following 2 parts under the general title “Cleanrooms
and associated controlled environments—Biocontamination control”:

Part 1: General principles and methods

Part 2: Evaluation and interpretation of biocontamination data
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JAPANESE INDUSTRIAL STANDARD JIS B 9918-2: 2008
(ISO 14698-2 : 2003)

Cleanrooms and associated controlled
environments—Biocontamination control—
Part 2: Evaluation and interpretation of
biocontamination data

Introduction

This Japanese Industrial Standard has been prepared based on the first edition of
ISO 14698-2 published in 2003 without modifying the technical contents.

This Standard presents a framework for the evaluation of biocontamination data
collected following the principles and methods given in JIS B 9918-1. It may also be
applied to biocontamination data collected by other systems.

The portions underlined with dots are the matters not stated in the original Inter-
national Standard.

1 Scope

This Standard gives guidance on methods for the evaluation of microbiological data
and the estimation of results obtained from sampling for viable particles in risk zones
for biocontamination control. It should be used, where appropriate, in conjunction with
JIS B 9918-1.

NOTE : The International Standard corresponding to this Standard is as follows.

ISO 14698-2:2003 Cleanrooms and associated controlled environments—
Biocontamination control—Part 2: Evaluation and interpretation of
biocontamination data (IDT)

In addition, symbols which denote the degree of correspondence in the
contents between the relevant International Standard and JIS are IDT
(identical), MOD (modified), and NEQ (not equivalent) according to ISQO/
IEC Guide 21.

2 Normative reference

The following standard contains provisions which, through reference in this text,
constitute provisions of this Standard. The most recent edition of the standard indi-
cated below (including amendment) shall be applied.

JIS B 9918-1 Cleanrooms and associated controlled environments—Biocontamina-
tion control—Part 1: General principles and methods

NOTE : Corresponding International Standard: ISO 14698-1:2003 Cleanrooms
and associated controlled environments—Biocontamination control—
Part 1: General principles and methods (IDT)

3 Terms and definitions

For the purposes of this Standard, the definitions given in JIS B 9918-1 the fol-
lowing terms and definitions apply.
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3.1 action level

microbiological level set by the user in the context of controlled environments, which,
when exceeded, requires immediate intervention, including investigation of cause, and
corrective action

3.2 alert level
microbiological level set by the user for controlled environments, giving early warn-
ing of a potential drift from normal conditions

When alert levels are exceeded, this should result in increased attention to the pro-
cess.

3.3 audit trail

chain of related documents, or entries within records, that allows related information
to be traced

3.4 biocontamination

contamination of materials, devices, individuals, surfaces, liquids, gases or air with
viable particles

3.5 cleanroom

room in which the concentration of airborne particles is controlled, and which is con-
structed and used in a manner to minimize the introduction, generation, and reten-
tion of particles inside the room, and in which other relevant parameters, e.g.
temperature, humidity and pressure, are controlled as necessary

NOTE : It is the delimited space where contamination control is provided, air-

3.6 data stratification

regrouping of data so that important trends and deviations can be more easily seen
and understood

3.7 estimate
value of an estimator obtained as a result of an estimation
(See JIS Z 8101-2.)

3.8 estimation

operation of assigning, from the observations in a samples, numerical values to the
parameters of a distribution chosen as the statistical model for the population from
which this sample is taken

(See JIS Z 8101-2.)
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