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Foreword

rights. 1ISO shall not be held responsible for identifying any or all such’patentirigh

ISO 29621 was prepared by Technical Committee ISO/TC 217, Cosmetics.
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Introduction

Microbiological Risk assessment is based on a number of factors\ ge iccepted as important in
evaluating the adverse effects on product quality and consumer healtt tended as a guide in
determining what level of testing, if any, is necessary to assure the qua ¢ product. Conducting a
microbiological risk assessment involves professional judg d / or a microbiological analysis if

necessary to determine the level of risk.

The nature and frequency of testing vary according to the product an
non-sterile cosmetic products should be evaluated in terms of the
product, and the potential harm to the user.

nificance of micro-organisms in
f the product, the nature of the

rm to the user. Many cosmetic products provide optimum
nutrients,opH, and other growth factors. In addition, the
ambient temperatures, and relative humidity atavhich many cosmetic products are manufactured, stored, and

for some cosmetic products is extremely low [or non-existent]
ostile environment for survival/growth of microorganisms. These
ent. While the hazard (adverse effects on product quality and

the user.
Therefore, products which ¢ with the characteristics outlined in this document do not require routine

microbiological testing.

based on a
relevant me
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Cosmetics — Microbiology — Guidelines for the risk
assessment and identification of microbiologically low-risk
products ‘

1 Scope

In order to ensure product quality and safety for consumers, it is advisable\to.p appropriate

the application of the ISO microbiological cosmetic standards.

2 Terms and Definitions
For the purposes of this International Standard, the following terms definitions apply.
2.1

risk

Combination of the probability of an event and it's’consequence (ISO Guideline 73 2002)

2.1.1 Microbiological risk is associated with of a product to:

e Support the growth of micro organisms and th
harm to the user.

obability that those micro organisms can cause

e Support the presence of
Standards - 18415, 1841

2.2

risk assessment
Overall process d risk evaluation (ISO Guide73 2002)
2.3

risk analys

Systematic_use of infermation to identify sources and to estimate the risk (ISO Guide73 2002)

© 1SO 2006 — All rights reserved 1
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2.5

risk criteria

Terms of reference by which the significance of risk is assessed. (ISO Guide73 2002)
2.6

low microbiological risk products

and /or survival. This category of low risk products applies to microbiological contamination-which may
occur during manufacturing and/or use by the consumer.

for growth and /or survival is considered microbiological low-risk products fortoth production and use.

2.6.2 A product whose packaging prevents the ingress o oorganis is considered a

microbiological low - risk product during its use.

3 Risk Assessment Factors

3.1 General

A number of product characteristics need to be! evaluated whenperforming a microbial risk assessment to
determine if that product should be subject to theg published 1ISO microbiological quality standards or other
relevant methods. These characteristics include the' composition.of the, product, the production conditions and
the packaging.

3.2 Composition of the product

Products with certain physico-chemical charact ics do not allow the proliferation of microorganisms of
concern to cosmetlc products. Any number of phyS|o hemlcal factors or comblnatlons thereof ina product can

'he following factors  should be considered in determining whether
cosmetic products present a hostile envixonment.

Where,
p is the vapor pressure of the solution,

po is the vapor pressure of pure water,

2 © 1SO 2006 — All rights reserved
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