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Foreword

This Malaysian Standard was developed by the technical committee on product safety and
recall under the authority of the Industry Standards Committee on Consumer Interest (ISC C).

This Malaysian Standard was based from the draft entitled product safety and recall in supply
chain management, initiated by the Malaysian Association of Standards Users

Compliance with a Malaysian Standard does not of itself confer immunity from legal
obligation.
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0 Introduction

This Malaysian Standard (MS) provides practical guidance for enterprises of all sizes to assist
them in assessing and managing the safety of the consumer products they supply, as well as
to the suppliers that do not design or produce products, but are still responsible for their
safety in many jurisdictions. This includes the design of the product, input of raw materials,
production, distribution, retail and the final product end-user and disposal.

Figure 1 shows the important stages in a supply chain to produce a safe consumer product.
The process starts from the identification of hazards and risk assessment in design. However,
businesses that do not start from product design can refer to the following stage which apply
to the nature of the businesses. Some of the important criteria to produce a safe products is
listed below:

i.  Hazard identification and risks assessment in design

ii. Identify & Implement risk reduction measure

iii. Identify & reduce risk in production processes

iv. Process to trace & identify Product

v. Communicate safe use & warning information to consumers
vi. Monitor product in marketplace & use by consumer

vii. Evaluate any safety issues identified

These criteria are vital to ensure the products produced is safe to be used by the consumers.
However, staff training, documentation, law implication, communication, consultation, and
coordination should be consider in each stage in the supply chain.

Figure 1. Important process for safe product in supply chain

Staff training,
documentation, law
implication,

communication,
consultation, and
coordination
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The supply chain for consumer products is made up of a number of suppliers often in
different parts of the world where products or product components are being designed,
produced, and sold in other countries. Therefore, it is important that the guidance provided is
aligned with international best practices, easy to understand and can be applied consistently
by suppliers. The overall objective of following internationally consistent guidance is to
produce safer consumer products and thereby:

a) reduce the product safety risks to consumers and users;

b) reduce the risks to suppliers of product recalls;

c) provide consumers and users with the information they need to make informed choices
with respect to the safe use and disposal of consumer products; and

d) assist governments by improving the safety of consumer products.

This Malaysia Standard focuses on consumer products and providing guidance on reducing
the risk of harm to consumers and users, and provide practical guidance to suppliers on
consumer product recalls and other corrective action after the product has left the
manufacturing facility. Other corrective actions include but not limited to refunds, retrofit,
repair, replacement, disposal and public notification. It is important that supplier maintain an
awareness of and comply with the laws and regulations of the countries where the products
are manufactured, imported, distributed, and sold. (See Annex A)

The United Nations Guidelines for Consumer Protection (UNGCP) points out the following
about product safety:

Its the policymakers’ role to ensure that the relevant safety and quality standards are
developed, applied and promoted nationally and internationally. The relevant agencies should
also ensure that the safety and quality standards are given appropriate publicity. The
standards should be reviewed on periodic basis to ensure that they are still relevant to safety,
health and market needs. These standards should be aligned with international standards the
best possible. Establishment of testing and certification facilities for consumer products and
services should be encouraged and supported. The UNGCP outlines what policymakers
should do.

This guideline provides best practices to assist businesses to carry out their role in ensuring
that products or services supplied to the market are safe to consumer use.

Vi © STANDARDS MALAYSIA 2016 - All rights reserved
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1 Scope

This Malaysian Standards (MS) covers elements of systems approach towards managing
production of safer consumer products from inception till the disposal of a product in the
supply chain. This standard among others helps the organization:

- identify, assess, reduce or eliminate hazards;

- manage risks by reducing them to a tolerable levels; and

- provide consumers with hazard warnings or instructions essential to the safe use or
disposal of consumer products.

This Standards also provides practical guidance to supplier on consumer products recalls and
other corrective actions after the products has left the manufacturing facility. Other corrective
actions include, but are not limited to refunds, retrofit, repair, replacement, disposal, and
public notification.

This Malaysia Standard applied to general consumer products (regulated and unregulated)
BUT exclude;

Food,

Medicinal products,
Cosmetics, and
Medical devices.

2 Normative references

The following normative reference are indispensable for the application of this standard. For
date references, only the edition cited applies. For undated references, the latest edition of
the normative reference (including any amendments) applies.

The normative documents is recognized by the standard development committee as having
wide acceptance and authoritative status as well as being publicly available and,

The Standards development committee concerned undertakes to review the situation in the
light of any changes in the normative document.

ISO 10377: 2013 Consumer product safety — Guidelines for suppliers
ISO 10393: 2013 Consumer product recall- Guidelines for suppliers

3 Terms and definitions
For the purposes of this Malaysian Standard, the following definitions apply.
3.1 consumer

Consumer means a person who acquire or uses goods or services of a kind ordinarily
acquired for personal, domestic or household purpose, use or consumption.

3.2 consumer product

Product designed and produced primarily for, but not limited to, personal use, including its
components, parts, accessories, instructions and packaging.

3.3 competent

Suitably trained or qualified by knowledge and practical experience to enable the required
task or tasks to be carried out.

© STANDARDS MALAYSIA 2016 - All rights reserved 1
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3.4 corrective action

Action intended to remove potential for harm and to reduce risk.

NOTE: For the purpose of this standard, corrective actions also include recalls.
3.5 foreseeable use

Use of a product that is capable of being known or anticipated in advance based on a
supplier’s best knowledge about the product and human behaviour.

3.6 harm
Physical injury or damage to the health of people, or damage to property.
3.7 hazard

Potential source of harm.

NOTE: The term hazard can be qualified in order to define its origin or the nature of the expected harm (e.g. electric
shock hazard, biological hazard, crushing hazard, cutting hazard, toxic hazard, fire hazard, drowning hazard).

3.8 incident

Event or defect that caused or has the potential to cause death, injury or property damage,
with respect to a consumer product.

3.9 intended use
Use of a product in accordance with information provided by the supplier.
3.10 organization

Entity or group of people and facilities with an arrangement of responsibilities, authorities and
relationships and identifiable objectives.

NOTE  For the purposes of this Standard, organization does not include government acting in its sovereign role to
create and enforce law, exercise judicial authority, carry out its duty to establish policy in the public interest or honour
the international obligations of the state.

3.11  product recall

Corrective action taken post production to address consumer health or safety issues
associated with a product.

3.12 risk

Combination of the probability of occurrence of harm and the severity of that harm.
3.13 risk analysis

Systematic use of available information to identify hazards and to estimate the risk.
3.14 risk assessment

Overall process comprising a harm and a risk evaluation.

3.15 risk evaluation

Procedure based on the risk analysis to determine whether the tolerable risk has been
achieved.

3.16 risk management

Coordinated activities to direct and control an organization with regard to risk.
3.17 safety

Freedom from unacceptable risk.

2 © STANDARDS MALAYSIA 2016 - All rights reserved
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3.18 stakeholder
Individual or group that has an interest in any decision or activity of an organization.
3.19 stakeholder engagement

Activity undertaken to create opportunities for dialogue between an organization and one or
more of its stakeholders with the aim of providing an informed basis for the organization’s
decisions.

3.20 supplier

Organization or person that provides a product or service.

EXAMPLES- Designer, producer/manufacturer, importer, distributor, or retailer of a product.

3.21  supply chain

Network that designs, manufactures, imports, distributes and sells a product.

3.22 tolerable risk

Risk which is acceptable for a specific user group based on the current values of society.

NOTE- For the purposes of this Standard, the terms “acceptable risk” and “tolerable risk” are considered to be
synonymous.

3.23 traceability

Ability to track a product or component forward through specified stages of the supply chain to
the user, and trace back the history, application or location of that product or component.

3.24 unforeseeable misuse

Use of a product in a manner that a supplier cannot reasonably know or anticipate.
3.25 user

A person who interacts with the product or service.

3.26  vulnerable consumer

consumer who could be at greater risk of harm from products due to their age, level of
literacy, physical condition or limitations, or inability to access product safety information.

4 Basic principles of product safety management in the supply
chain

The key safety issues and considerations for all members in the supply chain such as
designers, manufacturers, importers, distributors and retailers include:

i.  designing safety into the consumer product;

ii. identifying the potential hazards associated with their products;

ii. determining or estimating exposure to the potential hazard;

iv. assessing the risks to consumer health and safety;

v. managing these risks by eliminating or reducing them to a tolerable level;

vi. providing consumers with hazard communications (e.g. warnings and instructions)
essential to the safe use and disposal of the products; and

vii. approving any change or substitution of design, materials, or production processes.

The functions typically carried out by members of the supply chain in relation to product safety
are outlined below:

© STANDARDS MALAYSIA 2016 - All rights reserved 3
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i. Design

The development of the requirements and specifications to make a product, taking into
consideration the product’s intended use and foreseeable use and misuse.

i.  Material Manufacture
The production of materials to be used in the manufacturing process.
ii.  Component Manufacture

The production and supply of component products to be used in the manufacture of another
product.

iv.  Assembly

The production of a product by assembling components that may be used to manufacture
another product, or may be a final product.

v.  Manufacture

The production of a product to be supplied to a purchaser.
vi.  Transport

The movement of products from one location to another.

vii. Storage

The temporary storage of products, intended for distribution.
viii. Import & Export

The movement of products into or out of a country.

ix.  Distribute

The logistics function to store and move products (including those involved in online shopping
and shipping), which may employ transport and import/export functions.

4.1 Stakeholder engagement

Stakeholders are organizations or individuals that have one or more interests in any decision
and activity of an organization. Groups advocating product safety causes may be
stakeholders of an organization whose decisions and activities have a relevant and significant
impact on their causes. Children rarely own or control organized groups of people — similar to
vulnerable groups of people. In this situation, an organization should give attention to the
views of credible groups seeking to protect such interests.

The organization’s product safety objectives should take into account interests of its owners,
members, customers and other individuals or groups may along the supply chain.
Collectively, these individuals, organizations or groups comprise the organization’s
stakeholders.

An organization should:

i. identify its stakeholders;

i recognize that some stakeholders can significantly affect the activities of the
organization;

iii. assess and take into account the relative ability of stakeholders to contact, engage with
and influence the organization;

iv.  consider the views of stakeholders whose interests are likely to be affected by a
decision or activity.

v. develop stakeholder specific communication plan to address human resources
development, corrective actions and sharing of information along the supply chain in the
interest of product safety.

4 © STANDARDS MALAYSIA 2016 - All rights reserved
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4.2 Quality culture along the supply chain

Stakeholder engagement can take many forms. It can be initiated by an organization or it can
begin as a response by an organization to one or more stakeholders. It can take place in
either informal or formal meetings and can follow a wide variety of formats. Stakeholder
engagement is interactive thus, its essential feature is that it involves two-way
communication.

An organization should promote a consumer product safety culture throughout the supply
chain. Such promotion may include setting contractual provisions or incentives, promoting
good industry-wide practices, and forming partnerships with sector organizations and others
and providing consumers with the information they need to assemble, use, maintain and
dispose of a product safely. Example of two different approaches to product safety
management plan are presented in (Annex B).

4.3 Precautionary principles

The precautionary approach means that the lack of full scientific certainty is not to be used as
a reason for postponing risk reduction measures especially where there are threats of serious
or irreversible damage to human health. Due to the increased use of and reference to the
precautionary approach, suppliers should consider it when assessing the safety of consumer
products.

4.4  Traceability

To identify at any specified stage of the product supply chain from where the product came
(one step back) and to where it went (one step forward).

Effective traceability mechanism contributes to the protection of consumers against hazards
and deceptive marketing practices as well as the facilitation of trade on the basis of accurate
product description.

Organization have different objectives and ways of implementing traceability. These
differences are intrinsic to their various roles in the supply chain (e.g., manufacturer,
distributor, transporter, importer, exporter), from the diversity of products and industry sectors,
to their regulatory and business environment, and to their different strategies in terms of costs
and benefits.

4.5 Continual improvement

A structured approach for continuous improvement that defines objectives for the
improvement of products and processes through the analysis of data should be applied to
safety in product design, production and the marketplace. Continuous improvement activities
and their outcomes should be documented and regularly reviewed by organization so that
continuous improvement objectives are being met.

In particular, continual improvement should be apply to safety in consumer product design,
production and the marketplace, e.g.

i. improving activities in design might include using focus groups to anticipate the
product’'s use in different situation and determining how the product performs or is
viewed by different groups (information on focus groups can be found in (Annex C)

Note: Focus groups involve informal discussion using representative consumers to gather or assess information on
how they interact or use products in various real-life situation and to determine how the products performs.

ii. improvement activities in production might include obtaining feedback from staff or
testing of ongoing production;

iii. improvement activities in the marketplace might include, but not limited to, receiving
supplier or consumer comments or complaints and gathering a small team to propose
design or production changes or other corrective actions.

© STANDARDS MALAYSIA 2016 - All rights reserved 5
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The organization should follow a structural approach for continual improvement, as outlined in
its product safety management plan. An example of the main steps in such an approach is
illustrated in figure 2 and includes the following:

4.6

Figure 2. Example of an approach to continual improvement

(Analysis of data from * Develop action plan )
monitoring « implement by the supplier
» what is problem and cause + address safet, regulatory,

compliance with regulation,
safety standards, expected
safety & functionality

« carried out by all supply chain

standard, product lifecycle and
safety

members.
Identify problem
& decision Action plan
\_ making
onorngon ol T oo
members of the p [
supply chain supply chain
* Monitor processes » May require changes in

« customer complaints
«incidents

+ design
« production
« production » marketplace
« correction action * Product Standard

: JL J

Design

Safety should be a primary concern at every stage in the supply chain, especially at the
beginning of the process, where consumer product design specification are developed. The
design specification is a critical element to ensure the safety of consumer products and
comprise the following items, including but not limited to:

i

ii.
iii.
iv.
2
Vi.
Vii.
Viii.

drawings, images and photographs;

description of the product;

a bill of materials;

components and parts listing;

raw material selection and sourcing;

model name/ number and additional traceability information;
features, functions, or characteristics of the product;
product instructions and warnings.

The entire life cycle of the consumer product should be considered in developing the design
specification, which should take into account the following:

iii.
iv.
V.
Vi.
Vii.
viii.

product life expectancy;

environmental factors such as climatic conditions (e.g. temperature, humidity, sunlight,
atmospheric pressure);

packaging;

transportation to market and storage;

assembly and the potential for mis-assembly;

installation, servicing, maintenance and repair requirements;

post-use disposal;

disposal failure in a safe manner.

© STANDARDS MALAYSIA 2016 - All rights reserved
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4.6.1 Design specification

The safety-related considerations that contribute to the design specification should include,
but are not limited to the following activities:

i. description of the product;

i intended use;

iii. foreseeable use and misuse;

iv. environmental surroundings of the location where the product will be used (e.g.
home/office, indoor/outdoor, fixed/movable);

v. compliance with mandatory safety requirements and industry standards;

vi.  exposure analysis;

vii. hazard identification and characterization;

viii. risk assessment;

ix.  risk reduction;

X. risk communication.

For the purpose of accurate and confident decision making, the organization should
undertake market intelligence, gathering and analysing information to identify the markets to
be targeted for its product, the potential users and the sources and suppliers of raw materials,
components and parts.

4.6.2 Safety considerations in design
a) Foreseeable uses

Suppliers should have an understanding and knowledge of the consumer product’s intended
uses and knowledge of how it will actually be used. This knowledge can be derived from
information such as the following:

i. the use of a product consistent with its function and design, including technical data on
the function and design of the product;

ii. the use of a product based on factual human behaviour, (e.g. a young child explores its
surrounding by placing toys in his/her mouth) or measurements of the human body (e.g.
a child’s head is trapped between the bars of a crib because the child’s head is small
enough to fit between the slats);

iii. the use of a product based on feedback from consumers, including their claims, returns,
warranties, repairs, lawsuits, etc.;

iv. the use of a product based on the institutional knowledge of the supplier (e.g. actual
knowledge held by the supplier and accumulated over many years);

v. the use of the product that is consistent with the laws and regulations in the location
where the product will be used;

vi. the use of a product that is consistent with industry knowledge for that particular
product.

b) Foreseeable misuses

Suppliers should have a clear understanding and knowledge of how a consumer product
could be misused or misassembled and should make appropriate adjustments to the product
design. This knowledge can be derived from information such as the following:

i. the use of a product based on factual human behaviour or measurements of the human
body (e.g. children);

i. the use of a product based on feedback from consumers, including their claims, returns,
warranties, repairs, lawsuits, etc.;

iii. demographics information from marketing and consumer trends;

iv.  the use of a product based on the institutional knowledge of the supplier;

v. the use of a product that is consistent with industry knowledge for that particular
product;

© STANDARDS MALAYSIA 2016 - All rights reserved 7
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vi. reports of failure caused by the consumer improperly assembling, maintaining and
caring for the product according to supplier’ directions or instructions.

c¢) Unforeseeable misuses

Identifying the misuse of a consumer product that is not intended or readily foreseen is
difficult. However, a supplier should establish mechanisms to receive feedback from the
marketplace regarding misuse of their products or similar products. This feedback should be
monitored and analysed to identify repeatable patterns.

5 Risk Management

5.1 Risk evaluation

Risk evaluation is the process of identifying the level of risk associated with a consumer
product and would normally include the following steps:

i. hazard identification

ii. exposure analysis

iii.  consideration of use conditions

iv.  description of potential injury scenarios
v.  evaluation of the severity

vi.  evaluation of the probability

vii.  risk assessment.

The result of the risk evaluation process determines whether the risk is tolerable and, if not,
risk reduction measures including redesign of the product or introduction of protection
measures should be considered. See Figure 3 for a graphical overview of the process.

5.1.1 Hazard Identification

Hazard identification involves the identification of any potential hazards associated with the
consumer products that may result in harm from the foreseeable use or misuse of the
product, its components and packaging.

Data and information for hazard identification may come from various source such as:

i. consumer complaints and returns from the similar products;

i. incident reports, injury data and analysis of databases;

iii.  recall data from various government and independent sources;

iv.  requirementin laws, regulations and international, national and industry standards;
v.  product or raw material test reports or certificates, as appropriate;

vi.  state of the art independent industrial, expert and scientific knowledge and advice;
vii.  relevant ergonomic principles;

viii. internet chat groups, forums and social media outlets; with appropriate investigation
ix. other sources of information related to the product and similar products.

There are a number of different types of product hazards associated with consumer products
as presented in Annex D, Table 4 Hazard identification can be assessed through various
types of analysis, e.g. Scenario Analysis, Fault Tree Analysis (FTA), Failure Mode and Effects
Analysis (FMEA), Failure Mode, Effects and Criticality Analysis (FMECA), or Event Tree
Analysis (ETA) (See bibliography).

Note Refer to MS ISO 12100:2012 for machinery-related hazards (e.g. power tools, lawn movers)

5.1.2 Exposure analysis

Exposure analysis refers to identification of the likely user population and their exposure to
the hazards associated with the consumer product. This could include the following:

8 © STANDARDS MALAYSIA 2016 - All rights reserved
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i. identification of those that could come into contact with the product including intended
users, potential users and unintended users;

i. the physical capabilities and psychological characteristics of the users, e.g. strength,
motor skills, experience and physical dimensions;

iii.  identification of users that may be particularly vulnerable to hazards associated with the
product, e.g. the elderly, children and those with disabilities;

iv.  the duration that users may be in contact with or exposed to the product;

V. how obvious the hazard is to the user, e.g. many will understand the hazard associated
with a sharp knife, but a sharp metal edge inside a child’s toy may not be as obvious to
the intended user.

NOTE To determine the needs, physical and psychological characteristics of vulnerable consumers is given in
ISO/IEC Guide 50 and ISO/IEC Guide 71. (See bibliography)

5.1.3 Consideration of use condition

In considering the identification of the hazards and exposure to the hazard, consideration
should be given to both foreseeable use and foreseeable misuse, e.g. using electrical
equipment in areas of high moisture which could create a shock hazard or a product that
could create a spark in an environment where there are flammable materials, which could
result in a fire hazard.

5.1.4 Description of potential injury scenarios

Suppliers should identify the steps that may lead to harmful events, such as an injury, and be
able to describe possible scenarios that could result. For example, a potential injury scenario
with a consumer electrical product could include the user inserting their hand into an opening
while the appliance is live and thereby causing an electrical hazard.

5.1.5 Evaluation of severity

” o« LT

The severity of the injury is often expressed in qualitative terms such “slight”, “minor”, “major”
and “severe”.

Example- A laceration or cut is a hazard associated with a sharp knife. Severity of the hazard
can vary from slight to very serious depending on the injury scenario. A superficial wound
may be regarded as “slight” whereas a deep cut to a vital organ would be regarded as
“severe”.

5.1.6 Evaluation of Probability

Probability refers to the likelihood that each step outlined in the injury scenario will occur
during the expected lifetime of the product.

As for severity, probability is generally expressed in qualitative terms such as “rare” through to
“certain”, but often this is based on a numerical ratio or a percentage.

Example- A probability of one in one million (or 0,000 1 %) could be regarded as “rare”,
whereas over 50 % probability might be regarded as “highly likely”. Whether a severe hazard
occurs frequently or not, it still may exceed a tolerable risk in relation to most consumer
products.

Each step in the injury scenario is given an appropriate probability, with the multiplication of
these giving the overall probability of the scenario.

Probability analysis should be substantiated wherever possible by test data

© STANDARDS MALAYSIA 2016 - All rights reserved 9
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5.1.7 Risk Assessment

This standard makes several references to risk assessment, i.e. the evaluation of any
hazards that a consumer product may pose, in order to determine the likelihood that a
consumer or user will be exposed to them, and the severity of any harm that may result. In
some instances, it may be necessary to do research or obtain further knowledge and
expertise in order to carry out the evaluation.

The organization should use the hazard identification and exposure analysis, including
conditions of use, and the injury scenario to evaluate the potential risk level. In evaluating the
elements associated with risk, the following should be considered as illustrated in Figure 3:

Step 1: the product and type of hazard;
Step 2: the conditions of use;

Step 3: the type of consumers using the product including number of and/or vulnerability of
those exposed as well as technical and/or human ability to avoid or limit the harm;

Step 4: describe injury scenario in following steps;
Step 5: the severity of harm caused by the hazard;
Step 6: probability of exposure, step 6;

Step 7: the level of risk determined and

Step 8: whether or not it is acceptable;

Step 9: pass or fail (go back to step 3)

The organization should establish a process for conducting risk evaluation when it is
determined that there is a hazard posed which has the potential to cause harm as described
in clause 5.2. The risk evaluation process will generally include the following steps:

i. evaluation of the type of injury that may occur and the corresponding severity level, e.g.
fatal versus nonfatal, or serious versus minor injury;

i. estimation of the probability of harm occurring, taking into consideration consumer
behaviour and the frequency and duration of use of the product;

iii. estimation of the risk to each of the identified consumer groups from the hazards
identified;

iv.  conducting an analysis to see if the level of risk is impacted by changes in assumptions
or probabilities;

v.  documentation of the risk evaluation;

vi. have experts check the application of the risk evaluation method and conclusions
reached; and

vii.  if the risk is not tolerable, then continuing with risk reduction by redesigning the product
or by providing protective measures against the hazard.

A list of potential common hazards is given in Annex D, see also bibliography injury data.

10 © STANDARDS MALAYSIA 2016 - All rights reserved



MS 2626:2016

Figure 3. Risk Assessment (Based on EU risk assessment guidelines)
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5.2 Risk reduction

The ultimate goal of carrying out risk assessment is to assist the organization in determining
how best to reduce the risk and what action needs to be taken. The organization should
compare the risk assessment results against what is determined to be tolerable risk taking
into consideration social and public benefits. If a tolerable risk is not achieved, it may be
necessary to take further steps to reduce the risk to a tolerable level. If the risk cannot be
reduced to a tolerable or acceptable level, the product should not be permitted to reach the
marketplace. The options to reduce or eliminate the risk may include the following, as
illustrated in Figure 4:

Step 1: examining the results of risk assessment (hazard identification and exposure analysis
to determine which aspects of the product are contributing to the risk;

Step 2: evaluating the extent to which the reduction available will reduce the risk and re-
design the products

Step 3: incorporating protective measures into the product at the design stage (e.g. adding a
protective cover to a table saw);

Step 4: providing users with safe use information and warnings through the provision of
instructions for use, assembly, maintenance, and labels.

Figure 4. Example of risk reduction process of an organization
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Example 5.2.1 “with a child safety gate, a potential hazard might be the ability of a child to
open the latch. The performance criterion for this hazard would be that the latch cannot be
opened by any child under five years old. If a hazard cannot be completely ‘eliminated’,
performance criteria might need to be set for an acceptable level of risk. For instance, a latch
on a safety gate that can be opened by 15 % of two-year-old children would be an
unacceptable risk, but a mechanism with 0,001 % risk of a bruised finger might be
acceptable.”

The risk reduction actions could range from redesigning safety into the product to deciding not
to manufacturer the product if the risk cannot be reduced to a tolerable level. Safety
information, warnings and labelling should be used as the last step in trying to reduce the risk
to a tolerable level.

With respect to communicating with the public about risks associated with a consumer
product and how they can be avoided, there are two main methods of doing this — warnings
and instructions.

Warnings are an integral part of managing consumer product risks. Organizations should
warn consumers about products with residual risk. Warnings are brief safety messages about
the existence, nature, form, or severity of a product hazard that could adversely affect the
health and safety of the user. In addition, the environment and location where a product is
used may cause an unforeseen hazard. The content of a warning should describe the product
hazard, the harm presented by the hazard and the consequences if the harm is not avoided.
Each product hazard should be presented in a separate warning. Effective warnings attract
attention by using signal words, safety alert symbols and a font in a type size and colour that
is suitable to the product hazard. Warnings should be placed on the product in labels that are
durable, in product manuals, in safety data sheets and on organization websites.

Instructions are also integral to the safe use of a product. Organizations should provide
product users with instructions about the use, assembly, maintenance and disposal of the
product. The content of an instruction should give product users the means to avoid a harm
presented by a product hazard that has not been reduced or eliminated and directions to
avoid the misuse of the product.

Other considerations that may govern the content or presentation of a warning or instruction
include the following: safety messages required by a law or regulation;

i. industry standards that give specific guidance about the risk associated with a product
or its use;

. other languages in which the warning or instruction should also be given;

iii.  the ability of vulnerable consumers to read and understand the warnings (e.g. children
and elderly);

iv.  the location where warnings should be placed on the product;

v.  the prominence of warnings in the product manual;

vi.  symbols that should be used in product warnings;

vii.  obtaining feedback from a focus group about the content of the warning or instruction;

viii. whether the product’s technology (e.g. software) should provide warnings or instructions
to the user.

Example 5.2.2 “In a confined space there are carbon dioxide and flammability hazards. Do
not use the camping lantern inside a tent.”

Instructions may give direction about action to take if the product is misused. Instructions and
warnings with safety messages about product hazards should be written and presented
separately to avoid confusing directions about product use.

Where there are no identified regulatory requirements for labelling, or where instructions and
guidance are required, the supplier should refer to ISO/IEC Guide 14, ISO/IEC Guide 37,
ISO/IEC Guide 74 and ISO 3864. (See bibliography)
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6 Documenting the design specification process

Documentation of the design specification process is important to demonstrate both that it
was done and how it was done. The history of the consumer product design and
development, including evolution of the product design, the history of other similar products
and history of incidents or problems with the product or similar products should be
documented. By creating, maintaining and updating these documents, the organization can
ensure that information are available to be used during subsequent risk evaluation activities
and for traceability; product redesign, and legal and regulatory compliance.

Thus, the organization should establish and maintain procedures to record, control, retain and
retrieve all principal documents and data related to design, production and the marketplace.
These should include the following:

i. records arising from the implementation of this standard;

ii. documents created during the design stage;

iii. risk assessment including data and information used,;

iv.  significant design choices and safety decisions,;

v.  drawings, specifications and bill of materials,;

vi.  product quality and safety tests and approved product samples;
vii.  validation of the design,;

viii. validation of warnings and instructions,;

ix. design testing and inspection;

x.  technical feasibility;

xi.  compliance with regulatory requirements and product specific industry standards;
xii.  third-party testing and conformity assessment, as required; and

the options considered and actions taken to reduce or eliminate any risk.

7 Safety in production

The identification and reduction of product safety risks introduced during production will
reduce total cost, improve efficiency and advance the overall safety and quality of the final
products. Risk assessment (see clause 5.1.7) should be a major concern during all aspects of
production, including production planning, production runs, post-production and production
support. This clause provides guidance about integrating steps into these phases of
production and establishing a culture of product safety resulting in reduced risks to
consumers.

71 Development of a culture of product safety in the production facility

Developing a product safety culture in a supply chain with many members will improve
consumer product safety. A product safety culture requires organizations to go beyond
traditional concepts in the design, prototyping, testing, inspection and training approaches to
one where rapidly identifying, managing and mitigating risks in product safety are of
paramount importance. The development of a product safety culture should be a priority
within the organization and the following practices give evidence of this:

i. knowledge of the risks associated with the consumer products they handle and how
those should be managed;

i. dedication of resources to evaluate supplier practices;

iii. staying up-to-date on emerging consumer product safety issues;

iv.  promoting a value system within the organization that focuses on avoiding any possible
injuries or harm as a result of using the company’s products;

v.  communication of compelling and relevant messages about risk reduction activities, and
empowering others to put them into practice;

vi.  promotion of effective product safety systems before an incident occurs; and
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vii. Involvement in standardization work in matters related with consumer product safety
(e.g. at level of technical committees and national mirror committees).

7.2 Reduction or elimination of product defects

Defects that affect the safety of products may occur during production and are preventable.
The organization should incorporate actions necessary to reduce or eliminate product defects
into every step of production. Examples of actions that could be taken include identifying and
controlling the critical steps in the production process, e.g. annealing temperature of glass,
torque of screws, or contamination in the facility.

7.3 Commitment to consumer product safety

The organization should put in place all the necessary aspects of product safety, including
training throughout all phases of its production process. Equally important, the Organization
should verify that its supply chain providers of raw materials, components and subassemblies
have incorporated all necessary aspects of product safety into their individual production
practices.

7.4 Industry best practices

The organization should follow industry’s best practices throughout production of consumer
products. These are practices that provide continual measures of safety and quality that can
uncover problems due to inconsistency and fluctuations in the production process as they
occur and before the product is shipped. Thus, industry best practices are a more immediate
and consistent way to ensure that they meet the design specifications.

8 Production planning

Planning before production begins can reduce the potential for introducing product defects
during production.

A production facility should plan its production before the start of manufacturing by

i. confirming that they have the final design to be used for actual production;
. reviewing any prototypes built prior to production; and
iii. completing a pre-production run.

These steps should be performed regardless of whether the consumer product is being
produced for the first time or if the product design has changed. These steps can help
confirm that the product can be consistently manufactured in compliance with the
specifications, without the introduction of defects, and at the required production rate.

8.1 Production

8.1.1 Specifications

The production facility should have the consumer product's specifications, which would
include the final design, performance criteria, the material requirements for production, the
raw materials, the components, the subassemblies (if any), the bill of materials (if any),
assembly requirements, final testing, packaging and labelling.

8.1.2 Material procurement

The availability of approved raw materials, components and subassemblies is critical.
Organizations should validate that the items provided by its supply chain match the product
specifications. Further, the organization should confirm that raw materials, components, or
subassemblies meet the design specifications and are not at their end-of-life or are
unapproved replacements before production begins.
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8.1.3 Tooling

Depending on the consumer product being produced, the production facility will need to
ensure they have the adequate tools necessary for production, including the physical setup
within the production facility, specialized machinery, specialized equipment, moulds,
fabricators and specialized skills among its staff. It should define and monitor essential
aspects that can affect the safety of the products produced, e.g. the critical tolerances, wear
on tools, operator actions.

8.2 Processes, control and measures

Production facilities should establish processes, controls and measures during production that
are consistent for the production of safe consumer products. It is important that these be
recorded in its documents to demonstrate that the production facility meets the agreed to
safety requirements. Facilities should ensure that employees are aware of the processes,
controls and measures. Measuring instruments and equipment should be calibrated.

8.2.1 Training

Production facilities should ensure employees are trained on existing processes, controls and
measures to ensure products are being produced consistently. Suppliers should document
the processes, staff certification and staff training.

8.2.2 Pre- production run

The production facility may wish to do a pre-production run to test their ability to manufacture
the final product.

The pre-production run can help confirm the safe design, the final assembly, and that the
product can be manufactured at the required production rate without introducing defects.
Modification of the final design may be necessary before full production begins.

8.2.3 Consumer product verification

The units produced during the pre-production run should be assessed for compliance with the
specifications and freedom from defects. If possible, the consumer product should be
compared to any prototype previously produced and then tested in an environment that
mirrors the eventual use of the product by consumers. If product issues are noted, the
various elements above should be reviewed to determine if changes need to be made before
the full production run is commenced.

8.3  Full production run

In order to avoid introducing defects in production, the production facility should control all
parts of the product during actual production including the raw materials, components, sub-
assemblies, spare parts, accessories, packaging, warnings, instructions and manuals. Any
changes that impact product design, raw material, manufacturing process, and sourcing
should be considered and approved before changes are implemented. Change management
is ultimately important to ensure product safety.

8.3.1 Raw materials, components and subassemblies

Upon receipt by the production facility, every batch of incoming raw materials, components
and subassemblies should be validated to comply with the product’s design specifications and
to ensure that the quality meets or exceeds the quality used during the pre-production run.
Raw materials, components and subassemblies accepted by the production facility should be
introduced into its production facility inventory, managed and traced to identify their source,
batch, lot and date. Raw materials, components and subassemblies not meeting the
specifications should be segregated to ensure that they are not mixed with acceptable
material. The production facility should ensure that the raw material, component, or
subassembly suppliers understand that unapproved raw materials or components or any
changes are unacceptable unless approved by the organization.
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8.4 Production

8.4.1 Production scheduling

The scheduling of production provides efficiency, cost savings and planning to produce a final
safe consumer product.

8.4.2 Production consistency

A production facility should produce final consumer products that are consistent from a safety
and quality perspective across one or multiple production runs

8.4.3 Production quality monitoring

Monitoring of production quality assures safety has been integrated into the final product
based on the design, materials and production planning. Production monitoring may be
included as part of the responsibility of the facility’s production staff, but the production
monitoring processes and execution should be the responsibility of monitoring staff assigned
to the production floor. The monitoring staff should have established the sampling plan for
each production run and document the result. There should be a procedure in place to stop
production if problems have been identified. Production monitoring includes inspections and
product testing and should also include the sampling of the product, the manuals and
packaging.

8.4.4 Finished product testing

Finished product (or batch) testing is integral to assuring the safety of the final product. It
includes the complete testing of the finished product and validation of its manual, labels and
packaging to the product specifications. Conformity assessment bodies and testing
laboratories can assist production facilities in demonstrating that all reasonable steps have
been taken to produce a complying product.

8.5 Post production

The production facility should consider the logistics of getting the product from their facilities
to the supply chain. If not carried out properly, it could result in damage or the introduction of
hazards during shipment, packaging, packing, transportation and storage. Consideration
should be given to the following:

i. master carton and shipment ready packaging;
ii. reviewing supply chain logistics requirements including security, product integrity;
ii. developing a logistics plan.

The supply chain should have a shared understanding of the logistics plan to transfer the
consumer product to the consumer without being damaged. With this understanding, the
supply chain should monitor the transfer to ensure any changes from the plan do not
introduce new problems or safety risks into the product.

9 Production support

The production support function is independent of the production floor function in a production
facility.

Production support provides the production facility with capabilities such as the following:

i. the auditing of production to ensure consistency;

i.  the monitoring of the regulatory and standards environment to ensure compliance;
iii.  the monitoring of continual improvement processes;

iv.  the meeting of documentation requirements.
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9.1 Audits

The production facility could be audited by competent persons or competent authorities
(conformity assessment bodies, clients, etc.). Production support would facilitate these audits,
capturing any input for the continual improvement of the product and processes. When
problems in the production process or changes in materials or components are identified, the
risk should be assessed. If the risk is not tolerable, removal of the affected products from the
market and warehouses should be considered.

9.2 Laws, regulations and standards

Production support should ensure that the production facility comply with the laws, regulations
and standards required for the jurisdictions where the products will be manufactured or sold.

9.3 Risk-based testing

Testing conducted by the production facility, conformity assessment bodies and suppliers
identify opportunities for continual improvement of products. Production support should
ensure that risk reduction or corrective actions arising from product testing are executed and
fed back to the organization and through the supply chain.

9.4 Documentation

Documentation and record keeping is important to the integrity of the production facility and
its processes to ensure consistency. The organization should establish and maintain
procedures to record, control, retain, and retrieve all principle documents and data that reflect
safety in design, production and the marketplace.

10 Safety in the marketplace

To improve consumer product safety, suppliers should conduct pre-purchase confirmation,
proactive data collection, and ongoing product risk assessment (see clause 5.1.7).

10.1 Pre-purchase assessment

i. Prior to acceptance, suppliers should confirm that the product ordered meets their
requirements in terms of:
a. safety for consumers including vulnerable consumers and those who may be
exposed;
b. quality attributes that relate to safety;
c. compliance with laws, regulations and safety standards;
d. suitability for the environment, targeted users and marketplace.

i.  The right to verify that the consumer product meets requirements should be included in
the contract that was reached prior to the production stage. In addition, product
specifications should be communicated and agreed to during the design stage. Product
specifications should include elements such as the following:

a. in which marketplace the product will be sold;

b. the environment, e.g. an office, nursery and residential home, where the product
would be used;

c. who are the users of the product will be, e.g. in terms of age range and capability.

iii.  Compliance can be verified by means such as those outlined below:

a. Obtain data from the supplier that the product meets specifications, the applicable
laws, regulations and standards and how the compliance was determined.
Confirmation can take the form of test criteria and test results generated by internal
facilities or third party independent laboratories and, where required, certification
results from recognized third party certification bodies.
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b. Write specific contracts that include the safety, quality and the applicable regulatory
compliance requirements for where the products are intended to be manufactured,
sold and used. Contracts should also give the supplier the right to verify, require
proof of compliance and hold the other members of the supply chain accountable for
correction of non-compliant products.

c. Review the compliance history of the supplier of the consumer product and the
product’s history of reported incidents, recalls, lawsuits and consumer complaints.

d. Evaluate through sampling and testing. Testing should be done to the test criteria
agreed to during the safety in design stage and in accordance with applicable
regulatory requirements.

e. Evaluate through inspection. An alternative or complement to product testing is
product inspection, where the product is visually inspected to ensure the
requirements are being met and necessary safety certification has been completed.

f.  Auditing of documentation provided by the supplier of the product can be used as a
complement to, or as an alternative to, testing or inspecting. The documentation
supplied should present evidence that demonstrates conformance of the product to
the requirements. This would include test reports, inspection reports and certification
documentation.

10.2 Proactive data collection and analysis

Data collection and analysis provides a supplier with the information necessary to identify
trends in consumer product safety, from information such as defects, return rates, repairs,
product incidents, complaints, insurance claims and legal actions. Proactive data collection
and analysis is also valuable as feedback for the risk reduction and continual improvement
processes. Data collection and analysis should be made available as and when required by
some government regulations. The organization should also consider positive feedback from
all sources for continual improvement.

i. The supplier should establish processes for data collection and analysis by means such
as the following:

i. establishing, communicating and promoting a consumer complaint system which is a
systematic way of obtaining information on how consumers use products, failure modes
and defects, and opportunities to improve the product;

Note Further information on complaints handling in organizations is given in MS: ISO 10002.

i. reviewing and analysing products and service records to determine the reason for
products being returned and serviced ; and

ii. using new data to constantly update the understanding of risks inherent in a product and
how to reduce them.

In accordance with clause 11.2 and clause 12.2, suppliers should establish a process for
documenting and investigating incidents and defects involving the product.

10.3 Ongoing assessment of consumer product conformance

Suppliers should verify conformance on an ongoing basis. Ongoing assessment helps to
reduce the risks to the safety of consumers from variations introduced during multiple
productions runs, multiple production lines and multiple factories.

Suppliers can assess the product after it enters the marketplace by means such as those
outlined below:

i. Obtaining products from the marketplace. Collecting samples for ongoing assessment
as close as possible to or directly from the source where a consumer would purchase
the product helps to identify and reduce any risks that may have been introduced
through the supply chain during transportation, storage and handling.
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i. Verifying compliance of the samples with specifications. As part of auditing
documentation, compliance with requirements can be verified by assessing product
samples against the product specifications utilized by the manufacturer.

ii.  Conducting consumer satisfaction surveys.

iv.  Analysing consumer data from various sources including product returns, websites, call
centres, in-store feedback and social media.

V. Establishing a feedback loop through the organization and the supply chain that data
relevant to the products compliance is captured such production line and quality control
audits.

vi.  Conducting factory surveillance at a frequency determined by product risk and
compliance history of the factory.

Including advice that suppliers should monitor their sector of the market by subscribing to
recalls websites.

10.4 Warranty and servicing

A supplier may be required to provide continued support after the consumer product is sold to
the consumer including installation, warranty, servicing, repair or providing replacement parts.
Suppliers may provide this assistance directly or may delegate this function to other parts of
the supply chain or third party service organizations.

Organizations that provide services for products after being sold to the consumer should:

i. provide adequate documentation;

ii. make available spare parts; and

iii. provide training to their staff so that their actions do not reduce the safety level of the
product.

Suppliers should also ensure applicable standards for in-service testing and repair of products
are followed.

Safety hazards caused by poor product support activities include the following:

Example 1 Due to the incorrect or poor installation work for connecting electrical power to a
clothes dryer, the connecting point overheated and caused a fire;

Example 2 When a safety device on a gas water heater failed, an improper repair was made
to restart the product which generated carbon monoxide that caused a death.

10.5 Product incident investigation

Suppliers should establish a process for documenting and investigating incidents and defects
involving the product. See Annex E3 of this Malaysian Standard on product incident
investigation.

11 Consumer product recall

All suppliers should be prepared to conduct a product recall. The supplier should have in
place a product recall plan that includes the following:

i. the recall policy (see clause 11.1);

ii. an outline of the documentation and records that will be created and maintained (see
clause 11.2);

iii.  an outline of the legal, industry and regulatory requirements (see clause 11.3);

iv. identification and explanation of the roles and responsibilities of the recall management
team (see clause 11.4);

v. a description of the training and exercise requirements for members of the recall
management team (see clause 11.6);
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vi.  guidance on how product incidents will be investigated and a decision made on whether
a recall is necessary (see clause 12);
vii. identification of the resources required and processes used to implement a recall (see

clause 13);

viii. establishing the requirement for continual improvement of the supplier's processes (see
clause 14).

11.1  Policy

The supplier should develop and maintain a product recall policy and identify how decisions
will be made to carry out a product recall. The policy should contain a simple, clear and
precise commitment by the supplier to ensure that products which present, or which have the
potential to present, risks or hazards to consumers are effectively removed from the market,
or safety issues are corrected.

11.2 Documentation and record keeping

Management should establish procedures to control and maintain all documents and record
data relating to the recall programme for continual improvement, data analysis and facilitation
of incident investigation, product identification and traceability, such as the following:

i. a copy of the recall policy and procedures;

ii. records of training and assessment of employee competency;

iii.  records of consumer complaints and product safety incidents;

iv.  records of risk assessment, which may include test reports, and risk analysis;

V. records of the recall decision;

vi.  records of communication, including the communication plan, materials, methods used
and dates;

vii. evidence of the effectiveness of the recall, including return rates, effectiveness per
method of communication and evidence to show that the recall is working;

viii. financial records;

ix.  records of repair, refurbishment or disposal.

11.3 Regulatory requirement

The supplier should identify, monitor, understand and comply with applicable legislative,
regulatory and standard requirements for recalls, in all markets where a consumer product is
produced in or sold.

11.4 Expertise required to manage a recall

The supplier should ensure that it has the expertise to investigate the incident, to assess the
risk, to make the recall decision and to carry out the recall. In larger suppliers, this may
require the establishment of a recall management team made up of staff from a range of
functional areas.

Regardless of size, suppliers may need outside assistance from advisors and consultants.
Arrangements should be made with advisors and consultants so they can develop an
understanding of its recall programme before an incident occurs.

The objectives of the people responsible for managing the recall are as follows:

i. assess all available information and determine the actions necessary to do the
following:
a. protect the safety of consumers;
b. maintain relationships with consumers and stakeholders;
c. protect the reputation of the supplier
d. fulfil all relevant legal obligations (e.g. mandatory reporting) in all countries of
distribution;
ii. liaise with relevant government and industry authorities;
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ensure that key stakeholders are kept informed of the supplier’s decisions and actions,
including forthcoming media communications;

ensure that decisions and recall actions are implemented effectively with the least
amount of disruption to the normal operation of the supplier's day-to-day business.

11.5 Authority for key decision

The supplier should identify the person or people who have the authority to make the decision
to recall the product.

The key decisions that may need to be made are as follows:

i.
ii.
iii.
iv.

V.
Vi.
Vii.
viii.
iX.

make a product recall decision and determine the scope of that recall;

stop production and place product on hold during a product recall investigation;

stop the sale of a product at any point in the supply chain;

notify the regulator(s) about a product recall incident, comply with applicable regulatory
requirements, and report the progress of the recall to regulators;

notify the supply chain about a product recall incident;

communicate to consumers about actions that should be taken during a product recall;
execute the logistical requirements of the product recall;

assess the effectiveness of the recall to make recommendations about its progress;
bring an end to the monitoring phases of the product recall by the regulator and cease
active recall operations;

A supplier should do the following:

identify the people and organizations that may be needed to carry out recall activities,
provide them with the recall plan and make them aware of their responsibilities and
authority to act during a recall;

train people so that they understand their responsibilities and have the skills to carry out
those responsibilities during a product recall,

practice the implementation of the recall plan through a simulated recall, in order to
verify that the recall plan is likely to be useful in a real recall situation;

document and implement what has been learned from the simulation to improve the
recall programme;

conduct ongoing reviews of the recall programme and simulations, in order to keep it
current and effective and to retain and improve skills for preventing and managing
recalls.

It may be difficult for smaller organizations to conduct a recall simulation. In such cases, key
managers should review their recall plan annually and discuss potential incidents and how the
plan will be implemented if a recall becomes necessary. This may include involvement of an
external consultant or advisor whose expertise has been identified as necessary (see Table

1),
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Table 1. Typical expertise required for product recall

Expertise required

Activities or responsibilities

Recall coordination
and leadership in
key decision
making

First point of contact for incident

Initial sorting and escalation of the incident

Ensure notifications are made to appropriate people

Gather people with the appropriate expertise

Facilitate meetings and ensure required actions are carried out

Ensure information needed is collected in a timely manner and
appropriate people are updated regularly

Ensure timely decisions are made

Ensure all communications are consistent and controlled

Ensure all required reports are prepared and distributed

Facilitate continual improvement process and ensure follow up
responsibilities are delegated

Technical/
Engineering

Lead the investigation of the recall incident

Review internal records, quality system and traceability of the affected
product

Establish contact with laboratories and testing authorities and other
experts performing the risks analysis or risk assessment

Lead the risk analysis or risk assessment process

Act as a liaison with suppliers

Provide technical advice about the products to the team

Participate in the recall decision

Operations

Gather distribution records, ensure they are accurate and create
distribution register

Manage collection, retrieval, replacement, repair and disposal of
products

Ensure accurate records are kept to measure recall effectiveness
Manage the logistical requirement necessary to remove products from
the marketplace, to repair or replace products in the marketplace, to
repair or replace products in the marketplace and to destroy defective
product that was the subject of the recall.

Sales and
marketing/
Accounts

Establish and maintain liaison with affected consumers

Ensure consumer enquiries and concerns are addressed in a timely
manner

Establish consumer needs for replacements products and arrange,
credits, refunds, or replacements for the subject products

Participate in the recall decision

Finance/Risk
management

Estimate cost of proposed actions, sources of funding and potential
impact on business

Notify insurer where required

Establish budget and monitor costs

Keep records for claims

Work with sales & marketing/ accounts to arrange credits and refunds
Participate in the recall decision
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Table 1. Typical expertise required for product recall (continued)

Legal counsel

Ensure compliance with regulator’s requirement

Ensure compliance with contractual requirement with buyers and
licensors

Provide advice to minimize organization’s liabilities arising from recall
decision and from day-to-day execution of recall plan

Participate in the recall decision

Communications

Identify key audiences, with special focus in vulnerable groups

Assist in the development of the communication strategy and key
messages

Establish and manage resources to handle enquiries (call centre,
product recall consultant)

Prepare communications and gain approval for release

Monitor clarity and usefulness of communications and recommend any
changes necessary to improve effectiveness

11.6 Training for recall

The staff responsible for the recall should be familiar with the supplier’'s product recall plan
and have the capabilities and personal attributes needed to implement the recall.

Planning, training and conducting recall simulations will help to better prepare people for a
recall and also increase the likelihood that agreed processes are implemented quickly and
effectively under conditions that can be stressful. In addition, these activities may be required
to meet contractual, legal and insurance requirement.

12 Assessing the need for a product recall

In order to determine the need for a product recall, the supplier should have in place a
process for acting upon receipt of information that a product has created harm, or has the
potential to create harm, in accordance with 12.1 to 12.5, as illustrated in the flowchart in
Figure 5 and the timeline required by the applicable regulatory requirements.
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Figure 5. Accessing the need for product recall
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For situations where very serious injury or substantial property damage could occur,
consideration should be given to implementing a product recall, even if the probability of risk
cannot be accurately determined.

12.1 Incident notification

Suppliers should have in place a system for collecting information on product incidents and
communicating these to stakeholders, as necessary.

As required by regulatory requirements and contractual obligations, the supplier should notify
regulators, certification bodies and other organizations of reports that a product has created
harm, or has the potential to create harm.

12.2 Incident investigation

The supplier should establish a process for investigating product incidents or potential
incidents. The process will generally include the following steps:

i. document the key elements of the investigation, including the findings and the actions
taken;

ii. conduct an initial assessment to determine the urgency and the priority of the
investigation;

iii. assign competent staff to conduct the investigation;

iv.  determine if the incident report is valid and accurate, which could also involve acquiring
the actual product or a sample to use for testing and review purposes;

v. determine if the product report is valid and accurate, which could also involve acquiring
the actual product or a sample to use for testing and review purposes, in accordance
with appropriate sampling procedures;

vi. identify the root cause for the defect that created the harm or potential harm, and use
this information in the continual improvement process; in addition, the supplier should
determine if the defect is common to other products and therefore require that similar
recalls be implemented;

vii. assess the risk in accordance

viii. determine if there have been any other incidents regarding the product in question,
including those related to similar products.

12.3 Assess the risk

There are various methods for assessing the risk of harm in consumer products (See
bibliography).

The supplier should establish a process for assessing the risk of harm, which generally
includes the following steps:

i. identify the product involved, including details such as product name, brand, model
number, type, unique global identifier, lot, batch, source of components used in the
products or date of production;

i. identify the likely population groups that will use or come into contact with the product,
particularly vulnerable consumers

ii. identify whether the incident occurred during foreseeable use or foreseeable misuse of
the product;

iv. identify the hazards and severity of harm that may occur during installation, use,
maintenance, repair or disposal of the product (see Annex D);

v. estimate the probability of the harm occurring, taking into consideration consumer
behaviour and the frequency and duration of use of the product (harm could be caused
by the product not functioning correctly, as in the case of a smoke alarm that fails to
detect smoke);

vi. estimate the risk to each of the identified user groups from the hazards identified (see
Annex D). In determining the level of risk, consider the following:
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a) vulnerability of users;
b) general knowledge of the risk within communities;
c) possibility of taking precautions against the risk;
d) obviousness of the risk;
e) ability of the user to avoid the risk;
f) available warnings or notices of the risk;
g) effectiveness of warnings;
h) effectiveness of safety measures;
vii. determine the impact on level of risk if the assumptions change;
viii. identify the number of products in the market to determine the accumulated risk to
society; document the assessment;
ix. have the assessment and conclusions verified by independent experts.

12.4 Traceability

Suppliers should be aware of the one step down / one step up traceability principle. Product
traceability will facilitate the recall process by allowing the supplier to determine quickly where
the affected product was sold and to be able to target the recall notification to the appropriate
audience.

The traceability attributes will also help consumers verify whether the product they are using
is impacted by the recall, thereby avoiding a situation where all of the supplier’s products are
perceived as defective.

12.41 Affected product

The recall notification should clearly identify the product or products that are within the scope
of the recall. This identification should be as precise as possible and should distinguish the
key characteristics of the affected product.

Examples of key characteristics can include product variants, e.g. lot, colour, size, amperage,
formulation or product packaging. Each recalled product should be uniquely identified. Ideally,
this identification should be globally unique. Examples of globally unique product identification
include the Universal Product Code (UPC) and the Global Trade ltem Number (GTIN).

12.5 Production recall decision

Once the assessment of risk has been completed, the supplier should determine if the level of
risk exceeds the tolerable risk. If the level of risk does exceed the tolerable risk, the supplier
should make a determination on the need for a product recall. There is no automatic link
between an identified level of risk and implementing a product recall, as decisions should be
made on a case-by-case basis using all available information.

The supplier should consider the all the relevant facts and circumstances that influence the
probability of harm, the nature of the potential harm and the severity of the potential harm. In
particular, they should consider the impact of the recall, including the following:

i. potential risks created by the product recall;

i.  the practicality of implementing the product recall;

iii.  the anticipated success of the product recall;

iv.  the ability to maintain or sustain the product recall;

v. the ability of consumers and the supply chain to adequately identify the affected
product;

vi.  the suitability of the product recall to achieve the intended objective;

vii. whether there are alternative means of achieving the objective.

For situations where very serious injury or substantial property damage could occur,
consideration should be given to implementing a product recall even if the probability of risk
cannot be accurately determined.
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Experts may be consulted to help determine the risks, the practicality, the impact and the
effectiveness of the product recall. As new information becomes available, it should be used
to review the decision and the processes used.

The decision to recall should be made in consultation with relevant regulators. In some

countries, regulators have the authority to require a product recall under specific
circumstances.

13 Implement a product recall

When the decision is made that a product recall is necessary, the supplier should
communicate with the supply chain to determine the supplier responsible for the recall. The
decision to implement a recall is based on the process outlined in clause 12.5.

Once a decision has been reached to implement a recall, the processes described in 12.1 to
12.6 should be followed, as illustrated in the flowchart in Figure 5. However, some of the
steps in the process could be excluded depending on the nature of the products.

Figure 6. Implementing the recall

g 13.1 Initiate the recall <

13.2 Communicate

13.3 Implement the recall

13.4 Monitor and report

Expansion of Recall
Adjust Recall

13.5 evaluate
effectiveness of the recall

»
>
»
>

13.6 Review and adjust
recall strategy

!

13.1 Initiate the recall action

The recall action should provide guidance on the processes to be used and resources that
are needed to achieve an effective recall. It should provide guidance to those implementing
the recall on the approach to be taken, what objectives are to be met and when they are to be
achieved. It should provide criteria for determining the effectiveness of the recall and guide

the decision on when the supplier responsible for the recall can cease active recall
operations.

There are generally four key elements to a recall action plan:
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i. the recall strategy; (13.1.1)

i.  the recall objectives; (13.1.2)

iii.  the recall process;(13.1.3)

iv.  identification of the financial resources required to implement the recall. (13.1.4)

13.1.1 Recall strategy

The recall strategy should provide a clear overview of the reasons why the recall action is
being taken, what is to be achieved by the action, how the supplier responsible for the recall
will communicate with affected consumers, supply chain and appropriate regulatory
authorities. It should outline the actions that should be taken to reduce the risk associated
with the product.

The recall strategy should include an explanation of the following:

i. the nature and scope of the hazard in terms that are easily understood by someone
without a technical background;

i. the likely distribution of the affected product, and an assessment of where and how
much of the product is affected;

iii. what caused the hazard, and what actions the supplier is taking to reduce the risk to the
consumer;

iv. therisk tothe consumer, and how the intended consumer can reduce the risk;

v. identification of the affected stakeholders, and how the supplier responsible for the
recall will communicate with them;

vi. any legal and regulatory requirements, and how the supplier responsible for the recall
intends to comply.

13.1.2  Recall objectives

The objectives should outline what is to be achieved by the recall actions and by when they
are to be achieved.

Recall objectives should generally include the following:

i. inform affected suppliers, customers and consumers and appropriate regulators about
the nature and scope of the hazard, and provide clear guidance on what actions they
should take to reduce any risks related to health or safety;

i. quarantine the product in order to prevent any further distribution or sale of affected
product;

iii. arrange for the removal, repair or replacement of affected product as quickly as
possible;

iv.  rework the affected product to reduce the risk

v. dispose of, [or] destroy [the] affected product to ensure that affected product cannot re-
enter the market;

vi.  return unaffected or replacement products to the market as quickly as possible.

13.1.3  Recall process

The process for retrieving, repairing, modifying or replacing should be designed to make it as
easy as possible for the supplier, and consumer to take the recommended action. Using a
simple process will make it more likely affected consumers will be willing to take the
requested action, and therefore make the recall more effective.

The sorts of processes that could be used include the following:

i. return product to place of purchase: the consumer returns the affected product to the
place of purchase and receives a replacement or refund;

i. return product to repair facility: the consumer returns the affected product to a repair
facility that is appropriately qualified to modify or repair the product;
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ii. prepaid mail / postage: the consumer is sent a prepaid, stamped self-addressed
package to return the affected product;

iv.  retrieval service: a retrieval service is used to physically collect a consumer's affected
product;

v.  repair: a qualified technician repairs the affected product at the point of use.

The recall process should be designed to enable all affected parties to identify the key
elements of the recall. These include the following:

i. the recall notice;
i.  the product or products affected;
iii. the party issuing the recall.

Each product recall notice should be uniquely identified. This ensures that the recall can be
distinguished from other product recall in the market. This is accomplished by assigning a
globally unique identifier to the original recall notice.

Similarly, as necessary recall updates or modifications are communicated, each update
should also be uniquely identified. Examples of updates include changes to the scope of
products involved or the provision of supporting documentation (e.g. media releases, disposal
or return instructions, product specifications). Assigning a unique identifier to product recall
updates enables all affected parties to maintain a record, or audit trail, of changes over the life
of the recall. (See Annex E)

An updated product recall notification should clearly state that it supersedes the previous
notification.

In designing the recall process, the supplier responsible for the recall should consider
vulnerable consumers.

13.1.4 Financial resources

The recall plan should identify how the costs of a recall will be met. The costs of product
recalls can sometimes be covered by a comprehensive product recall insurance policy.

The primary costs associated with a product recall can include the following:

i. costs of advertising and communications;

ii. costs of retrieval, repair, modification, installation and disposal of affected product;

iii.  production and distribution costs of replacement product;

iv.  costs of compensating customers and consumers for losses including, if applicable, the
costs of medical care;

v. costs associated with business interruption and any short term alternative
supply/production costs;

vi. loss of income during interruption;

vii.  costs of consultants and advisors;

viii. costs of additional call centre and communications facilities;

ix. loss of market share;

X.  costs of discovering the cause of the accident;

xi.  legal costs/ non-compliances cost;

xii.  costs of additional staff for recall.

13.2 Communication

Communication is critical to the effective implementation of a recall. The supplier responsible
for the recall should ensure that its communications are clear, consistent, accurate, and
reliable. Communication should be designed to meet the needs of the various stakeholders
that are affected by the recall, so that they understand the risk and what action they should
take to minimize the risk. The communication plan should also allow for affected stakeholders
to communicate with the supplier responsible for the recall.
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13.2.1 Develop the communication plan

The supplier responsible for the recall should provide a means for customers and consumers
to contact them to carry out the instructions they are given, or to address any questions or
concerns they may have. For a consumer level recall, this may involve establishing a call
center, with an appropriate means of communication for all geographical locations where the
product is available. This may include a contact number and a contact form on the supplier’s
website. Appropriate resources should be identified in the recall plan.

In a larger scale recall, the supplier responsible for the recall may receive a very large number
of enquiries from consumers and, potentially, the media. Consideration should be given as to
how they will cope with a large increase in enquiries, and this may include identification of
third party call centres and communication support.

Communications should be distributed as soon as possible after the decision to recall is
made. Appropriate arrangements should be in place before communications are released,
and that all affected parties are fully briefed on the recall strategy and the actions they should
take to support the recall.

The recall plan should provide a list of the audience that should receive communications, the
most appropriate mean for these communication and the people who will be responsible for
those communications. See Annex E for examples of product recall posters and press
releases. An example of product recall checklist for a recall plan is given in Annex F.

13.2.2 Communication with regulator

There is a legal requirement in many countries to notify and provide required information to a
regulator at various stages of the recall.

13.2.3 Communication with supply chain

The supplier responsible for the recall should identify who received the affected product and
establish a process for:

i. recording when they are contacted;

ii. detailing how much affected product they still have under their control;

iii.  confirming that they have quarantined affected product, or otherwise taken action to
prevent further distribution.

The process for retrieving, replacing or destroying the affected product, as well as a method
for recording receipt, destruction or other agreed action, needs to be established.

13.2.4 Communication with consumers

The objective of communicating with consumers is to ensure that they understand the risk
associated with the affected product and to give them clear guidance or instructions on what
actions they should take. Well-designed communications will be a key factor in making sure
the recall is effective.

Where direct contact cannot be made with the consumer, contact should be made using the
most appropriate channel for the target audience. Communication of recall notice can be
done through a number of communication channels such as:

i. newspaper advertisement;

ii. social media and blogs;

iii. announcements on websites;

iv.  electronic or printed newsletters, direct mails;

v. loyalty programmes, e.g. frequent shopper programmes;
vi.  specialist magazines;

vii.  radio and television.
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In designing recall communications, consideration should be given to consumers that have
special needs, e.g. consumers living in isolated areas, or those with disabilities. In addition,
there may be support organizations that can assist in communicating with consumers that
have special needs.

13.2.5 Recall notice
The recall notice should include the following:

i. a globally unique identification number for the recall message;

ii. a clear description of the affected product;

iii.  aclear identification of the product numbering schemes (e.g. model type), part numbers
(e.g. GTIN/UPC code), serial numbers, batch or lot codes;

iv.  aphotograph or image of the product;

V. where and when the affected product was sold and distributed;

vi.  a description of the problem with the product and the risk it poses to the consumer, in
language that is easy for the consumer to understand;

vii.  a clear explanation of the actions the consumer should take, both immediately (e.g. stop
using the product) and subsequently (e.g. return to place of purchase for a refund or
replacement);

viii. contact details for the supplier responsible for the recall for any enquiries and to arrange
for replacement or repair.

13.3 Implement the recall

A supplier responsible for the recall should give clear instructions to the supply chain to stop
sale of the affected product and should store the product securely to prevent its sale or
distribution until retrieval can be arranged.

13.3.1 Retrieve, replace and repair affected product

Retrieval of products could be accomplished through using an internal distribution system, an
internal sales and delivery network, or through using an external retrieval service.
Consideration should be given as to how additional stock, parts or other components will be
arranged for replacement. In addition, authorized installers or repairers should be arranged if
modifications or repairs are necessary.

Where the consumer is expected to return the product to place of purchase, arrangements
need to be made for the retailer to collect and store the product securely to prevent resale. In
the event where consumers are returning the product by mail or courier, the supplier
responsible for the recall should arrange for pre-paid stamped self-addressed packaging, and
a facility established to collect and dispose of the product and arrange replacement.

Depending on the amount of affected product, there may be a requirement for temporary
warehousing.

13.3.2 Destroy or dispose of the effected product

Recalled products that are not to be repaired, reworked and redistributed through authorized
channels should be destroyed, preferably using recycling, where possible. This reduces the
risk of recalled products being inadvertently reused or resold, or shipped into other markets.
Verification or objective evidence of destruction or recycling may be appropriate.

Affected product should be destroyed or disposed of in an appropriate manner consistent with
any and all applicable environmental regulations. If verification is required, a signed statement
describing the method, place, date and number of products should be obtained from those
responsible for the product disposal or destruction. The supplier responsible for the recall
should also consider the environmental consequences of destroying the product and obtain
advice on appropriate destruction methods.

Recalled products should not be exported to other countries or market unless:
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i. the product does not create a hazard as determined by the assessment of risk;
ii. it is specifically authorized by the relevant regulators in both the exporting and importing
countries or markets.

13.4 Monitor and report

13.4.1 Manage information

The supplier responsible for the recall should establish a process for continually monitoring
the implementation of the recall, in order to ensure that the objectives are being achieved and
to provide regular reports to senior management and, where required, to regulators.

Data collected should be sufficient to measure the progress of the recall against previously
agreed objectives and may include the following:

i. the time, date, and media used for communication;

ii. the time, date and method of contact with the consumers;

iii. the response rate for communication, e.g.

iv.  replies to direct contact with consumers;

v.  the number of calls received;

vi.  the number of website views;

vii.  the number of complaints, reports of injuries or requests for compensation;

viii. the amount of affected product identified and held at each stage in the supply chain

ix. the amount of affected product returned, replaced, repaired, modified or disposed, of at
each stage of the supply chain;

x.  the amount of affected products returned, replaced, repaired, modified, or disposed of
from consumers

xi.  cost of product recall. (see clause 13.1.4)

13.4.2  Establishing reporting requirement

Where reporting to a regulator is required, the frequency of reporting should be agreed at the
start of the recall action, and the report deadlines should be met. In instance where there is a
higher risk to public health or safety, more frequent reporting may be required.

13.5 Evaluating effectiveness

It is important to evaluate effectiveness of the recall continually in order to ensure that
objectives are being met and, if necessary, to adjust the recall strategy to improve
effectiveness. For more information, refer to Annex G Improving recall effectiveness

13.5.1 Locating affected product

The supplier responsible for the recall should be able to identify and confirm where it
distributed all effected product. The supplier should also confirm that notice of the recall has
been received and understood by consumer.

13.5.2 Return rate

The return rate refer to the amount of affected product retrieved, repaired or modified. The
return rate will be affected by a number of factors, and therefore determining actual rate as
‘effective’ will vary depending on the product, its distribution and the characteristic of users,
and on the cost and ease of return. Historical data for similar types of products may be useful
in providing a guide for appropriate return rate.

13.5.3 Disposal rate

This refer to the amount of product that has been appropriately disposed of, or destroyed. In
the case of higher risk product, particularly one which poses significant public health or safety
risk, or where disposal may cause an environmental hazard, independent certification and
verification of disposal may be appropriate.
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13.5.4 Injury rate

The injury rate refer to the number of injuries due to product incident over number of affected
product. If injuries have occurred as a result of the product incident, control measure should
be taken through reduction and eventual elimination of injuries. The effectiveness of the
action taken should be evaluated.

13.5.5 Communication

The effectiveness of communication is an important measure. Direct and targeted
communication is the most effective means of informing people of the recall and will improve
the effectiveness of the recall. Where there are low levels of response, more direct, targeted
communications will help to improve the response.

The supplier responsible for the recall may measure the effectiveness of communication by
sampling target groups to determine whether they are aware of the recall, whether they have
the affected products and whether they know what action should take.

13.6 Review and adjust recall strategy

If monitoring indicates the recall is not meeting objectives, the recall strategy may need
adjustment to improve effectiveness. Adjustment that could be made to improve effectiveness
may include the following:

i. including additional media or increasing coverage in existing media channel;

ii. better targeting of communication;

iii. improving the ease of response, because consumer are reluctant to respond if it is
difficult or time consuming to do so;

iv.  offering incentives to respond.

13.7 Cease active recall operation

Before active recall operations cease, the supplier responsible for the recall should consider
the following:

i. that the objectives of the recall have been met;

ii. that there is a high level of confidence that a large proportion of affected consumers
have received the recall notice and have had the opportunity to make an informed
decision on the action they should take;

iii. thatthere are no longer reports of injuries or illness;

iv.  that there are appropriate levels of returns, given the type of product and the nature of
the risk;

v. that, where applicable, the regulator agrees that the supplier responsible for the recall
has taken reasonable and appropriate steps to inform affected consumers and has
provided the opportunity for them to take recommended actions.

Once the recall objectives have been met, a decision can be made to cease active recall
operations. This decision may need to be made in consultation with the regulator.

The decision to cease active recall operations should not preclude the resumption of the
recall if it becomes clear that affected product posing a health or safety risk remains in the
marketplace. In addition, consumer should continue to be able to return defective products
that pose a health or safety risk at any time. The supplier responsible for the recalls should
therefore continue to provide the capability receive products that are subject to recall, even
though active recall operations have ceased.

13.7.1 Adjustment of the recall

The decision to adjust a recall should be taken if no changes have been made to the original
recall notification and the affected products. The process should follow the steps indicated in
figure 6. Starting with clause 13.2 Communication.
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13.7.2 Expansion of the recall

If additional products need to be increase the scope of the original recall, a new recall
notification should be created ad a new unique notification number assigned, this is to ensure
that only one active recall notification exist for a product at any one time and that the actions
taken are easily audited. (See figure 6)

14 Continuous Improvement

Continual improvement should be a permanent objective of the supplier. The supplier should
continually improve its recall procedures by reviewing the communication plan, operations
and other activities, the results of risk assessment and the effectiveness of recalls.

Fundamental to effective and efficient improvement is making informed decision on the basis
of data analyses and the incorporation of lessons learned. All continual improvement activities
and their outcome should be regularly documented and reviewed by management in order to
ensure that continual improvement is occurring and that changes do not inadvertently cause
another safety and health problem.

14.1 Reviewing the recall

After the recall, the supplier should document their observations and experience, and a
meeting should be held to discuss opportunities for improvement.

A member of staff should be assigned responsibility for ensuring that opportunities for
improvements are implemented.

14.2 Corrective actions to prevent recurrence

The supplier should implement corrective actions to reduce the probability of the incident
reoccurring. This can be accomplished by initiatives such as redesigning the product to
remove the potential harm, identifying the kind of materials during the manufacture and
redesigning labels and instruction manuals.

The supplier should periodically review the effectiveness of the corrective actions that were
implemented in accordance with clause 13.4 to address the identified root causes. If the
corrective actions have not reduced the probability of the incident reoccurring to the desired
level, then the supplier should consider reviewing the corrective actions taken.

The supplier should also periodically review all root causes to identify trends or patterns in
product safety, in order to determine if additional or revised corrective actions should be
implemented to the same or similar products.

Corrective actions may include the following changes in:

i. materials;

i. design;

ii.  production process;

iv.  production monitoring;
v.  product safety standard;
vi.  packaging;

vii.  shipping;

viii. storage;

ix.  product markings;

X.  instructions.
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Annex A
List of relevant product safety regulations (Not exhaustive)

1. Consumer Protection Act 1999

2.  Trade Description Act 2011

3. P.U.(A) 275 Consumer Protection (Safety Standards for Toys) Regulations 2009

4.  P.U. (A) 252 Consumer Protection (Safety Standards for Toys) (Amendment)
Regulation 2010

5. P.U. (A) 253 Consumer Protection (Certificate of Conformance and Conformity Mark of

Safety Standards) Regulations 2010

6. P.U.(A) 276 Consumer Protection (Safety Standards for Primary Batteries) Regulations
2013

7. P.U. (A) 277 Consumer Protection (Certificate of Conformance and Conformity Mark of

Safety Standards) (Amendment) Regulations 2013

P.U. (A) 57 Trade Description (Marking of Motorcycle Safety Helmet) Order 2012

P.U. (A) 58 Trade Description (Marking of Pneumatic Tire) Order 2012

0. P.U. (A) 285 Trade Description (Marking of Replacement Brake Lining Assembly) Order

2014
11.  Vehicle type approval (VTA) guidelines

S0
N
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Annex B (informative)
Checklist for development of a product safety management plan

B1. Schematic view of product safety plan management plan based on quality
assurance manual

Figure B1.1. The quality assurance manual

Product Safety
Plan

Monitoring &
Continuous
Improvement

Supplier Product Product
Evaluation Inspection Evaluation

In this approach, as illustrated in Figure B1.1, the quality assurance manual could be
expected to contain the following main elements of a product safety plan:

a. Introduction;
b. objective:
1. organization’s responsibilities:
i. structure of product safety in the organization (policies; accountabilities;
governance);
i. compliance to standards and regulatory requirement;
iii. documentation;
2. supplier responsibilities:
i. product level risk evaluation/ management and risk mitigation plan;
ii. compliance to standards and regulatory requirement;
iii. design and hazard analysis;
supplier evaluation;
factory accountability;
social accountability;
product inspection;
1. in-process inspection;
2. pre-shipping inspection;
3. inspection reports;
g. product evaluation;
h. sample submission
1. test protocols;
2. test reports;
3. sample disposal;
4. hold notification;
i.  monitoring and continual improvement:
1. market surveillance;
2. recall management;
j. forms:
1. service request form;
2. vendor (supplier) letter.

~® Qo
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B2. Checklist or developing of a product safety management plan

B2.1. Management commitment to product safety:

a. mission statement;
b. corporate culture.

B2.2. Develop a product safety policy commensurate with company tolerance of
risk:

a. continual improvement of process and system.

B2.3. Appoint and empower a safety officer to be responsible for:

a. strategic planning of safety and quality processes;
b. tactical resolution of existing issues.
c. appropriate allocation of technical, financial and human resources:

B2.4. Implement and document safety process:

a. design:
1. risk analysis :
i. ensure compliance with laws, regulations and standards;
ii. identify products characteristics, features and functions that may impact its
hazards or exposure;
iii. conduct incident data and recall analysis for hazard identification;
iv. predict reasonably foreseeable uses of the product;
v. apply human factor analysis to summarize hazard types and severity;
2. risk management;
i. compare risk level with organization’s risk tolerance;
ii. risk treatment (if needed);
3. risk communication for residual risk to stakeholder and consumers;
b. production:
1. institute a quality policy within and across the supply chain;
2. develop a proactive quality assurance process:
i. all key processes and procedures are documented
ii. indicators are defined to monitor these following processes:
- Procurement management including traceability;
- Sampling;
- Measurements;
- Analysis (statistical analysis/ process control);
- Reporting;
ii. corrective procedures are implemented in case the processes are found to be
outside of acceptable tolerance;
3. implement the quality assurance system throughout the product development
cycle, i.e. from raw material to final product finishing, assembly and packaging;
c. marketplace:
1. establish a post market surveillance system;
2. identify key safety indicators;
3. reverse flow analysis for early detection of emerging issues;
4. risk analysis for informed decision making (e.g., product withdrawal/ recall).

B2.5. Develop a communication system/ safety manual:

a. safety manual that reflects:
1. management statements concerning product safety;
2. policies of the organization and the supports of these policies by the
management;
3. standards operating procedures;
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4. responsibilities of personnel involved;
5. procedures detailing the processes running in the organization and across its
supply chain;
6. mechanisms to intervene if deviations from the procedures are detected;
7. information technology infrastructure that serves as: a document database
(including safety manual and reports);
b. communication with stakeholders and consumers.
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Annex C (informative)

Information and guidance for small businesses

This Malaysian standard is intended for organizations of all sizes. However it is recognized
that many small and medium enterprise (SME) may have limited experience or resources to
do the following:

i.  toidentify hazards and the cause of the hazards in consumer products;
ii. to evaluate risks;
iii. to establish the procedures and policies that will assist them in meeting mandatory
legal requirement and best practices to supply safe consumer products

C1. Consumer product incident investigation

A process for documenting and investigating reports of incidents and defects involving the
consumer product should be established. Reference should be made to this Malaysian
Standard (MS) which gives the following guidance.

i. the organization should make it easy for users of the product to file product incident
reports;

i.  document the product incident or defect details, the investigation, the findings and the
actions taken,

iii. assign competent staff to investigate the incident or defect, and to check for trends;
determine if the incident or defect report is valid and, if possible, acquire the product
involved in the actual incident for review;

Note harm can be created directly or indirectly if the product does not function as intended,
e.g. a smoke alarm which fails to detect smoke.

Provide regulators or competent authorities, certification bodies and other stakeholders with
product incident and defect reports, the investigation findings and the actions taken at the
frequency and level of detail required by legal and contractual requirement;

i.  perform arisk assessment if the evaluation identifies a harm or potential harm;

i if the risk assessment concludes that correctives action is required, identify means to
reduce the potential harm: corrective actions include repair or rebuilding the product,
removing the product from the marketplace, scrapping the product or conducting a
product recall;

ii. identify the root cause for the defect that created the potential harm;

a) identify and implement corrective action to eliminate or reduce the re-occurrence
of the defect, e.g. depending on the level of risk, this can be accomplished by
redesign of the product to remove the potential harm, guarding against the
potential harm or by informing the users of the potential harm;

b) determine if the defect is common to other products and, if so, require that similar
corrective actions be implemented.

c) check that the corrective actions achieve the desired goal in reducing the potential
for the defect to reoccur.

The steps in the process should be carried out in parallel, rather than sequentially, in order to
reduce the time needed to reach a decision on the product’s potential to create harm and to
implement corrective actions.

C2. Planning and carrying out a focus group

In simple terms, focus groups consist of a small number of people (six to ten people) brought
together to discuss and provide their views on a pre-defined issue. Normally, the purpose of
such groups is to find a solution to a problem or to provide information on a specific subject.
Some of the main considerations to be taken into account when planning a focus groups are
as follow:
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As a technique, focus group can be very useful for:

generating ideas on new products or services, or for improving existing ones; carrying
out exploratory investigations about attitudes, motivations or belief;

learning the concerns and language of consumer, and integrating them into warning
labels, instructions or advertising messages;

evaluating packaging and product information.

The success of this techniques is heavily dependent on several key aspects, i.e

40

the willingness and motivation of the people to participate in the session;

the agreement between the participant and moderator for the participant to tell the
truth about the topic in question and for the moderator not to influence the opinion of
the participants by asking leading questions;

a clearly defined objective for holding the focus group;

selection of participants that ensures that they have adequate experience in the topic
of analysis and do not know one another;

the impartially of the moderator, who is external to the organization.
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Annex D (informative)
Hazard and risk evaluation

Risk evaluation is the logical identification and evaluation of any hazards that a product may
pose, and the determination of the likelihood that a consumer or user will be exposed to them.
Once the potential hazards and their cause have been identified, it is then possible to
determine the risk posed and, if required, to redesign the product or add protective devices
before the product is produced or reaches the consumer. In some instances, but not all, it
may be necessary to carry out research or obtain knowledge and expertise in order to help

with the evaluation.

Table D1 provides a number of examples to illustrate how hazards are identified.

Table D2 provides examples of how hazards are evaluated.

Table D3 provides examples of different types of use and misuse of products.

Table D4 types of hazards and injuries

Table D1. Identification of hazards

elevated temperatures, hot
liquids and steam

liquid or steam, hot surface burn caused by
contact with a hot solid, and electrical burn or
tissue damage caused by electric current passing
through the tissue.

Hazard Product property Injury scenario Injury

Abrasion Rough surface Person slides along rough surface; this causes  |Abrasion

friction and/or abrasion

[Adhesion Exposed adhesive Traumatic removal of skin that is attached toa  |Avulsion, laceration

product by an adhesive.

Avulsion Catch points Teeth or fingernails caught in narrow channels  |Removal of tissue
(e.g. teeth, nails) by
tearing

Burn — Cold Cold surfaces Person does not recognize the cold surface and [Burn

touches it; the person sustains frostbite

Burn — Thermal [Hot surfaces Person does not recognize the hot surface and  [Burn

touches it; the person sustains burns

Burn — Thermal [Hot liquids Person handling a container of liquid spills some [Burn, scald

of it; the liquid falls on the skin and causes scalds

Burn — Thermal [Open flames A person near the flames may sustain burns, Burn

possibly after clothing catches fire

Burns — Chemicals with caustic Burn caused by a caustic or corrosive chemical [Burn

Chemical properties contacting the skin.

Burns — Cold Objects or areas with Burn caused by contact with a cold solid, liquid, [Burn

greatly reduced or gas.
temperatures
Burns — Thermal [Objects or areas with Including scald burn caused by contact with a hot Burn
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Table D1. Identification of hazards (continued)

Hazard

Product property

Injury scenario

Injury

Burns — Thermal

Heat production

Product becomes hot; a person touching it may
sustain burns; or the product may emit molten
particles, steam, etc., that hits a person

Burn

enough to admit the head
or face

mouth and nose in a fluid.

Chemical CMR substance Person ingests substance from product, e.g. by [Cancer, mutation,
putting it in mouth, and/or substance gets onto  |[reproductive toxicity
skin; and/or person inhales substance as gas,

\vapour or dust
Drowning Holds liquid and is large  [Obstructing the passage of air by submersion of |Drowning, anoxia

Electric shock

IAccessible electric current

Sudden stimulation of the nerves or convulsion
caused by the passage of electric current through
lany portion of the body.

Cardiac Arrest,
muscle damage,
electric shock

Electric shock

High/low voltage

Person touches part of the product that is at high
voltage; the person receives an electric shock

Electric shock

Entrapment

Parts moving against one
another

Person puts a body part between the moving
parts while they move together; the body part
gets trapped and put under pressure (crushed)

Bruising; dislocation;
fracture; crushing

Ergonomic strain

Components or products
hich are not sized or
shaped to their purpose

Poor body mechanics during tasks

Strains and fatigue in
muscles, joints and
tendons.

balance, has no support to hold on to and falls
from height

Explosion Explosive mixtures Person is near the explosive mixture; an ignition [Burn, scald; eye
source causes an explosion; the person is hit by |injury, foreign body in
the shock wave, burning material and/or flames |eye; hearing injury,

foreign body in ear

Explosion — Violent chemical reaction [Sudden release of chemical energy in a sudden |Impact, Burn

chemical land often violent manner, usually with the
generation of high temperature and release of
gases.

Explosion — Parts under spring tension [Sudden release of mechanical energy in a Impact, laceration

mechanical sudden and often violent manner.

Fall High position of user Person at high position on the product loses Bruising; dislocation;

fracture, concussion;
crushing

Foreign object

Small or slender products

Objects lodged in ears or other non-airway body

Irritation Infection,

insertion (non-  |or components cavities. discomfort
airway)
Impact Slippery surface Person walks on surface, slips and falls Bruising; fracture,

concussion

Impact — moving
object

Pressurized liquid or gas,
or vacuum

Liquid or gas under pressure is suddenly
released; person in the vicinity is hit; or implosion
of the product produces flying objects

Dislocation; fracture,
concussion; crushing;
cuts (see also under
fire and explosion)
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Hazard

Product property

Injury scenario

Injury

Impact — Moving
Object

Elastic element or spring

Elastic element or spring under tension is
suddenly released; person in the line of
movement is hit by the product

Bruising; dislocation;
fracture, concussion;
crushing

Impact with
moving object

Significant kinetic energy

Force or impetus transmitted to the body by a
collision from a moving object.

Fracture or bruising

Infrared

Electromagnetic radiation
ith wavelength between
780 nm and 1 mm.

and intensity.

Sufficient time exposure to intense infrared light,
e.g. heat lamps. Hazard is dependent on time

Tissue damage
through a thermal
mechanism (burn).

Interference with
safe activity

Small eyeholes, ill-fitting
footwear, loud sounds or
dim lights

Sensory distraction or masking leading to the
creation of a hazard condition.

\Various injuries

Internal airway
obstruction

Product is or contains
small part

Person (child) swallows small part; the part gets
stuck in larynx and blocks airways

Choking, internal
@airway obstruction

Internal airway
obstruction/
aspiration

Small light
aerodynamically shaped
objects

Inhalation of a small object(s) into the airway.

Acute (anoxia) or
chronic (infection)

Internal airway
obstruction/
choking

Small parts which fit in the
mouth

Objects lodged in the mouth or oral airway.

/Anoxia

Internal airway
obstruction/

Small parts which fit into
the nostrils

Objects lodged in the nasal passages.

Infection or aspiration.

insertion

Laceration Sharp edge Person touches sharp edge; this lacerates the  [Laceration, cut;
skin or cuts through tissues lamputation

Microwave Electromagnetic radiation |Ineffective shielding on microwave transmission [Tissue damage

ith wavelength between
about 1 mm and 1 meter.

land generating devices

through heating or of
interfering with
implanted medical
devices.

Noise-induced

High Intensity impulsive or

Person is exposed to noise from the product.

Permanent or

hearing loss continuous noise Tinnitus and hearing loss may occur depending [temporary complete

on sound level and distance or partial loss of
hearing

Positional Tilting infant Children’s heads may tilt forward placing their /Anoxia

asphyxia environments/conditions  |airways under compression.

Puncture Sharp corner or point Person bumps into sharp corner or is hit by Puncture
moving sharp object; this causes a puncture or
penetration injury

Puncture Sharp points Penetration injury of the skin caused by contact [Bleeding open

with a sharp point.

wounds

Repetitive motion

Poor design of control
interfaces

frequently repeated tasks

Human interface requiring repetitive motion, e.g.

Carpal tunnel
syndrome muscle and
joint strain. Nerve
damage
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Table D1. Identification of hazards (continued)

Hazard Product property Injury scenario Injury
Strangulation Strings, cord or edges of |Caused by external pressure obstructing the /Anoxia
(neck) products that can come  |passage of air through the airway or by
into contact with the throat.jpreventing the flow of oxygenated blood to the
brain.
Suffocation Flexible films and circular |Caused by obstructing the passage of air by Anoxia
cross section rigid sealing the mouth and nose with an external
containers that can cover |object (example: plastic films, containers).
the nose and mouth
Suffocation Product is impermeable to |Product covers mouth and/or nose of a person  [Suffocation
air (typically a child)
Ultraviolet Electromagnetic radiation |[Exposure to intense UV for sufficient duration,  [Tissue damage
between about 100 nm le.g. tanning booths. through
and 400 nm. photochemical effect.
Ultraviolet Ultraviolet radiation Skin or eyes of a person are exposed to radiation Burn, scald;
lemitted by the product neurological
disorders; eye injury;
skin cancer, mutation
Vibration Eccentrically mounted Hand-Arm Vibration (HAV) (usually associated  |[Muscle and joint
motors with the use of vibrating hand tools) and Whole- [strain. Nerve damage
Body Vibration (WBV), which is experienced
when the operator or driver sits on orin a
vibrating machine, usually a vehicle such as a
forklift, or one of muscle and joint strain. Nerve
damage the numerous kinds of vehicles used in
lagriculture, transport, materials handling, mining
land forestry.
Table D2. Hazard evaluation
Nature of | Cause of hazard Type of Product Consumer Quantity of
hazard injury ranges and | groups/suppl | products on
model y chain market/in
members supply chain
affected by
hazard
Suffocatio | Impermeable packaging material used | Death of one | All XXXX Children age 10 000 units
n by children due to attractive ribbon 2 year old character between 2 sold only in
attached to the assist repacking. and range and 4 years the state of
Packing material has no warning. hospitalizati XXXXXX
on of two 2
year olds.
Drowning Top loading washing machine cover Death by All top Toddlers 2,5 million
does not come with safety switch or drowning of loading between 2
lock which stops operation when top two toddlers | range years and 5
cover opened during operation. (Case less than 2 produced years
in China: A woman was washing years old before year
clothes and her mother-in-law was XXXX
reading newspaper. When the woman
was answering a phone call, her 2-
year old daughter was drowned in a
top-loader when she stood on a stool
beside the washing machine and lost
her balance.
44 © STANDARDS MALAYSIA 2016 - All rights reserved




MS 2626:2016

Table D3. Examples of different types of use and misuse

Examples of unreasonable user behaviour (misuse)

Product used as manufacturer intended:
purpose (utility)

operating environment (temperature, humidity,
moisture, pollution)

market (industrial/commercial/consumer)

Product used as promoted

Product used for purpose expressly excluded by manufacturer
Product modified for other than recommended use
Product subjected to degrading environment

Product used to produce deliberate harm

All product instructions are followed:
hazard avoidance (cautions and warnings)
assembly

installation

proper operation, including duty cycle
maintenance

repair

disposal

Interacting with product (assembly, installation, operation,
maintenance or repair) while judgment impaired by alcohol/drugs

Warnings disregarded

Instructions disregarded

Safeguards bypassed or removed
Product used while obviously damaged
Product abused to destruction

Product disassembled other than as recommended in
manufacturer’s instructions

Product repaired other than as recommended by manufacturer

Failure to comply with installation, inspection and disposal
regulations

Secondary use without instructions or warnings
Toaster is used to bake pizza

Toaster thermal switch safeguard is disabled to allow for use at
higher temperatures

Toaster is used in a bathroom near water
Toaster lever is forced into engaged position

Toaster is repaired at home with a knife or by a person without
experience

Toaster is discarded in a landfill
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Table D4. Types of Hazards and Injuries

Type of hazard

Scenario

Evaluation of hazard
type of injury

Type of injury

Mechanical hazard-
sharp edges that are
accessible to the
body or part of the
body

Child reaches
through a small hole
or guard with a hand
or finger

Measure hole and
compare against data
on the size of
children’s finger to
make sure a child’s
finger will not fit in the
hole

Cut, amputation

Entrapment between
moving parts, parts
of structure or an
opening

A child’s head is
caught between the
slats of a crib.
Fingers trapped
between supports of
a folding chair.

Data n size of
children’s heads or
fingers at different
ages (anthropometric
data)

Use of head forms to
evaluate entrapment
hazards computer
simulations

Crushing,
strangulation,
amputation

Stability hazard- a
product such as a
clothes cabinet tips

The cabinet hits a
person causing
injury

The cabinet hits an
electrical product
which breaks and
live electrical parts
become exposed.

Stability test where
drawers in the
cabinet are loaded
and opened

Bruising, fracture,
concussion

Electrical shock, burn

Thermal- hot A child or person Measure the 110 31 degree burn
surfaces touches the surface | temperature of the depending on
and sustains a surface duration of contact
contact burn Burn data provides with hot surface
information on the
time for skin to be
burned at various
temperatures
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Annex E
Reporting incidents

E1. Examples of product recall posters and press releases

SAFETY RECALL

ABC Company Recalls the following items:
XXXXXX
UPC’s XXXXXXX & XXXXXXX

Reason for Recall:

Insert Product Picture Here Insert Product Picture Here

Consumers should stop using this product immediately and return
the product to your nearest point of sales for a full refund.

For any inquiries, please contact:
XXXXXXXXX

Post until XXXXXXX
Figure E1. — Example 1
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E2. Sample Press Release:
NEWS from CPSC
U.S. Consumer Product

Safety Commission

WWW.CpPSC.gov

OFFICE OF INFORMATION AND PUBLIC AFFAIRS

WASHINGTON D.C. 20207 ABC Company Recall Hotline: (888)  888-0000
FOR IMMEDIATE RELEASE CPSC Recall Hotline: (800) 638-7722
January _ , 2010 CPSC Media Contact: (301) 504-7908
Release # AA-XXX ABC Company Media Contact: (xxx) XXX-XXXxX

The CPSC, Health Canada and ABC Company recall the [subject product], due to potential
flammability hazard from mixed ingredient, which may ignite and cause personal injury or
death.

WASHINGTON, D.C. & OTTAWA, ONTARIO, CANADA - The U.S. Consumer Product Safety
Commission (CPSC) and Health Canada, in cooperation with ABC Company, today announced
a joint, voluntary recall of the [subject product],. Consumers should stop using this product
immediately and return to them for a full refund.

Name of Product: [subject product],
Units: Approximately 110,000 in the United States and Canada.
Retailer: XYZ Retailer (USA) and Stoney River Stores (Canada).

Hazard: Mixed ingredient may ignite during use due to extreme
flammability of raw material substance, which poses a risk of personal injury and
death to product users.

Incidents/Injuries: Two (2) incidents without injury reported. No injuries reported.
Figure E2. — Example 1
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E3. — Example of product incident investigation

Description: [product description, including UPCs, model numbers, container identification
numbers and product ingredients]

[1° product picture & description] [2™ product picture & description]

Sold: United States and Canada from March xxx until December xxx, 2009.
Manufactured in: United States

Remedy: Consumers should stop using this product immediately and return it to
the nearest retailer for a full refund.

Consumer Contact: For additional information, contact ABC Company toll-free at
(888) 888-0000 between 7 a.m. and 7 p.m. (CT) Monday through Friday, or between
10 am. and 6:30 p.m. (CT) on Saturday, or visit the website at
www.abcompany.com.

The U.S. Consumer Product Safety Commission is charged with protecting the public from unreasonable risks of
serious injury or death from thousands of types of consumer products under the agency’s jurisdiction. The CPSC
is committed to protecting consumers and families from products that pose a fire, electrical, chemical, or
mechanical hazard. The CPSC’s work to ensure the safety of consumer products—e.g. toys, cribs, power tools,
cigarette lighters and household chemicals—contributed significantly to the decline in the rate of deaths and
injuries associated with consumer products over the past 30 years. To report a dangerous product or a product-
related injury, call CPSC's hotline at (800) 638-2772 or CPSC's teletypewriter at (800) 638-8270, or visit CPSC’s
website at www.cpsc.gov/talk.html. Consumers can obtain this release and recall information via Internet gopher
services at cpsc.gov or report product hazards to info@cpsc.gov. To join a CPSC email subscription list, go to
https://www.cpsc.gov/cpsclist.aspx.

Figure E3. — Example 1
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E4. Recall notice template
RCLYY-No.

Month Day, Year
Month Day, Year
Subject of the recall

Location — ‘The Company Name’ is notifying Sold by:

the public that Company Name has announced

a voluntary recall of the following consumer

product. Consumers should stop using recalled When was distributed:
products immediately.

Manufactured in:
Name of Product:

Remedy: The suggested steps and remedial
Units: action that the consumer should take to

protect themselves and what is being done

to correct the problem or defect.
Manufacturer/Importer:

Hazard: Provide description of the potential

) ) Consumer Contact: Provide Contact name,
hazard and associated risk.

number (preferably toll-free) and address
for further information.

Incidents/Injuries: Provide the number and
type of injuries or damage reported.

Description/Models: Provide distinguishing
features, batch or serial number, retail cost,
colour, etc.

Remarks:

Provide Picture for the Recalled Product

Figure E4. — Example 1
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The example of products safety recall and corrective action notification is referring to the
European commission Rapid Alert system for non-food (RAPEX).

Table E5.1. Example of Product Recall / Corrective Action Notification

No. Notifying Product (Click on the | Risk Measure Product
Ref. Country photo to enlarge) adopted by | were found
notifying and
country measures
were taken
also in
3 Slovenia | Category: toys Chemical Voluntary
A12/1 Products: plastic doll measure:
2191 Brand: sweet fashion The head of | recall of the
5 Name: Fashion Happy the doll | products
Type/ number of model: | contains di- | from end
No. 8328 (20ethylhehyl) | users
Batch number/ Barcode: | phthalate
8585201426474 (DEHP) OR
OECD portal category: | (measure
86000000 - Toys / Games | value: 20% by | Compulsory
Description: Plastic doll | weight).  This | measures:
supplied with  various | phthalate may | Import
clothes. harm the | rejected at
Country of origin: china health of | border
Lt - children,
causing
possible
damage of the
reproductive
system.
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Annex F (informative)
Product recall plans
F1. Product recall checklist

Table F1 provides an example of a product recall checklist, once the decision to recall is
made.

Table F1.1 Example of product recall checklist

Action/step Responsibility | Responsibility
of supplier of retailer
Has your organization reviewed all applicable legislative, Y Y

regulatory and standard requirements for recalls, in all
markets where the defective consumer product is produced
in or sold?

Have you determined the full range of products affected? Y
(E.g. range of sizes, colour or flavours, etc.)

Has your organization uniquely identified the affected Y
products? These can be identified by:

unique product identification (e.g. UPC codes), or
unique product identification and production batch/lot, or
unique product identification and serial number (range)

Has your organization identified all the affected retailers Y
and potential consumers?

Has your organization determined whether other product Y
recalls may need to be referenced in the recall notification?

While referencing other product recalls is necessary to
maintain visibility to the chain of events that have resulted
in the current recall.

Has your organization stopped sale and further distribution | Y Y
of the affected product(s)?

Has your organization followed the supplier’s instructions Y
for product removal from the supply chain or directly from
consumers?

Has the product recall changed since its initial initiation? Y
(e.g. additional affected product, new product handling
instructions, copies of media releases, etc.)

If so, has your organization issued an updated notification
and assigned a new unique recall notification identifier?

Is your organization maintaining an audit trail of all Y Y
changes made to the original recall notification?
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Annex G
Improving recall effectiveness- example

G1. Monitoring and reporting system

It is important to monitor the effectiveness of the recall to ensure it is meeting the objectives.
During a recall, your organization can receive a variety of information from a range of
stakeholders (see Figure G1.1). For the purpose of monitoring the effectiveness of recall, it is
important to establish an efficient system for enabling stakeholders, particularly consumers, to
contact the organization.

Figure G1.1 Sources and channels of information to assess recall effectiveness

)
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|
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8 v v
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Related to legal
work such as
lawyers
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The organization should ensure that it has appropriate resources to manage communication.
This is generally in the form of a call centre or other facility with sufficient capacity to manage
the volume of calls expected.

The organization should ensure that it has sufficient capacity to monitor, analyse and respond
to the information it gathers.

Case study 1: Electric stoves were recalled by a number of different manufacturers. As
similar accidents continued to happen relating to stoves manufactured by different
companies, a consultative meeting was held and an ad hoc consultative organization (group)
was established. This organization made it possible to identify the root cause of the problem
and improve the monitoring, reporting and communication of the recall.

Is the reporting system appropriate?

Is the organization ready to report appropriately to the stakeholders or to the regulator if
necessary?

The stakeholders or the regulator may ask for various kinds of recall-related information.
Therefore, the organization should establish and maintain a system that is capable of
answering such requests promptly and appropriately.

Is the choice of the method of notifying affected parties effective?

The organization should use the most effective method of informing affected parties about the
recall, e.g. announcements in newspapers, TV, web-sites, retail outlets or direct mail.
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Case study 2: In cases where the organization can identify consumers by a registration
system, direct mail could be used. Based on the product and user characteristics (region,
age, gender, period of consumption, information on replacement, purchase or repair etc.), the
number of contacts (including enquiries) and especially the distribution imbalance among user
groups, the means of notification may be determined to be ineffective. This suggests that, for
certain informed groups, further notification by repeated direct mails may be necessary.
However, for less effectively informed groups, more individual and communicative measures
by retailers would be preferable, e.g. visiting the houses in person, as in Case study 8. See
also Case studies 10 and 11.

Case study 3: If the consumers who possess a home appliance that has been recalled
cannot be identified, the organization should try to notify them through mass media
communications, e.g. newspapers, TV and radio. If the result has not been satisfactory, it may
be useful to analyse the information provided by the consumer who made the first enquiry or
report to the organization. This analysis may make it possible to obtain information that
enables the organization to target the recall information to consumers who may have
purchased the appliance or purchased homes that contain the appliance. There might have
been some other installation or repair work done by the same installer. In this way, it may be
possible to find other consumers who possess the same product which is being recalled.

G2. Is the recall notice clear?

It is important that suppliers responsible for a recall provide clear guidance and use a variety
of communication method to make consumer aware of the recall. For example, clear
instructions, the use of large lettering and thick red borders around the notice will help make
recall notices stand out. Photographs and diagrams within the notice can also draw attention
to key information.

Are the notification documents clear and easy to read?

Case study 4: Large and clear letterings should be used in the documents accompanying
the product, particularly for those with sight impediments.

Case study 5: Showing the product by coloured photos greatly improves the capability of a
consumer to identify the recalled product. The model numbers are not easily found on many
products since they may be at the back or at the top of some appliances.

G3. Can the consumer identify the affected product or hazard?

It is sometimes very difficult for consumer to know whether they have the affected product
when the problem is not immediately obvious. In those circumstances, the supplier
responsible for the recall may have to have qualified technician available to answer questions,
or to inspect the product.

Case study 6: Such expressions as “though risk is rare...” or “consider that in case anything
goes wrong...” could easily confuse consumers when he or she has to evaluate the risk
associated with the product. These expressions should not be included in the document

provided to a consumer.

G4. Is the communication targeted?

Newspapers advertisement have been the primary means of communicating with consumers.
Consumers however obtain information through a variety of sources and these sources can
vary considerably depending on the characteristics of the consumers. The method used to
communicate should be appropriate to the users of the product.

Does the notification reach consumers in an effective manner?

Case study 7: A crash helmet for motorcyclists which was found to be defective in very rare
occasions was speedily recalled. Notification of the recall was issued not only in newspapers
and other mass media, but also in motorcyclists’ journals. Motorcycling shops and high
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schools also supported the recall by giving the widest possible publicity to the notification. So
far, no further cases of incidents have been reported. This case is an example of a successful
recall.

Is method of identifying product and returning products appropriate? Factors to be considered
include the following:

a. Is the recalled product easy to identify?

b. Isn’t the product too old to find the model number?

c. Isn’t the product only identifiable by professionals?

d. Who pays for the postage or shipping costs?

e. Does the retailer or distributor take the product back?

Case study 8: A problem was found in housing equipment for a veranda which was hard to
identify by a regular consumer. The professional employees of the manufacturer visited the
houses in person inspecting verandas and identify the problem.

Case study 9: A call centre was established, but the available time zone was difficult to call
by a consumer, and there were often busy signals.

G5. Evaluate the effectiveness of the recall

Figure G5.1 shows the accumulated number of contacts on the right axis. Measuring the
accumulated number of contacts shows there is a gradual tapering off in the number of
contact shown by the dotted line. This information could indicate the recall has been effective
and that active recall operations can cease. The supplier responsible for the recall should
however take other information into account before making that decision.

What should the organization do at the stage when responses to the current recall activities
have diminished?

See Figure G5.1, in which the blue arrow in the figure shows such a stage. The total number
of enquiries and contacts from consumers (see the line “Total’) does not increase after 15
weeks from the start of the recall.

The left side of the figure shows how the number of enquiries or contacts by consumers after
each type of notification increases significantly at first, but then no longer increases
afterwards. The accumulated total number of these consumer reactions or contacts is shown
by the line “Total”.

At this stage, it is necessary to review the recall notification procedures and examine their
improvement. The important thing here is to estimate carefully if the conditions for the cease
of “active recall activities” have been met. If not, the recall notifications should be continued
or improved from the ones already used. The Cases below show some examples.
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Figure G5.1. Responses to the current recall activities and their estimation
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Case study 10: When a defective part was found in a baby stroller, the producer recalled the
product with notices on mass media (newspapers, etc.). At the first stage, immediately after
the notification, a huge number of enquiries and contacts came to call centres. But later the
number of calls and the enquiries decreased. The manufacturer itself, with the cooperation of
the retailer, started to conduct a free inspection and repair campaign at various mass retailers
all over Japan increasing the enquiry rate and the return (or repair) rate.

Case study 11: Oil heaters from a manufacturing company were recalled. Old models of
more than 20 years of age were included. Notices on TV, radio and newspaper were widely
issued. But as the risk still remained, the company continued their notification and recall
measures (including direct inspections). With a decline in the enquiry rate and return rate
among regular users at home, the company started to extend their notification measures to
irregular users of villas or cottages, resulting in better rates of enquiry and return.

In the graph, the accumulated number of contacts is around 20,000. If the actual number of
affected products in the marketplace was also around that number, the recall could be
considered effective as long as incidents are no longer occurring.

However, if the total number of affected unit in the marketplace is much higher than 20,000, it
may not have been effective, particularly if incidents are still occurring. The supplier
responsible for the recall may have to consider additional communication method to improve
the effectiveness of the recall.

Monitoring reports of incident causing illness or injury is particularly important for determining
whether the recall has been effective. While accidents and injuries are still occurring, the
recall cannot be considered effective.
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