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1.1  The manufacturer’s situation 

As regards the manufacturing of goods aspects other than
core processes, in particular research and development,
deliveries of raw materials and supplies, and supporting
processes such as product, project and information man-
agement, might also increase manufacturers’ exposure to
loss. These other aspects include 

– poor production, due to a lack of quality management; 
– the workforce, due to a lack of motivation; 
– customers, due to their high expectations as regards the

product; 
– supervisory authorities, due to stringent technical regu-

lations and audits; 
– the management, due to poor control of business pro-

cedures; 
– external processes, due to delayed or defective raw

material supplies. 

The above risks can have a sudden impact, but they can
also be the result of creeping processes. 

1.2  Underlying statutory conditions in Europe

Ever since the EU directive on product liability was passed
(“Council Directive 85/374/EEC of 25th July 1985 on the
approximation of the laws, regulations and administrative
provisions of the Member States concerning liability for
defective products”, most recently amended by Directive
1999/34/EC) we have noted a steady consolidation of legis-
lative and executive functions.

Worthy of special mention for Europe, are 

– the directive on product safety (“Council Directive
92/59/EEC of 29th June 1992 on General Product
Safety”); 

– the decision on technical harmonization (“Council Deci-
sion 93/465/EEC of 22nd July 1993 concerning the mod-
ules for the various phases of the conformity evaluation
procedures and the rules for the affixing and use of the
CE conformity marking, which are intended to be used
in the technical harmonization directives”); and

– the resolution on instructions for use (“Council Resolu-
tion of 17th December 1998 on instructions for technical
consumer goods, 98/C411/01). 

All of these directives, decisions and resolutions are based
ultimately on the “Treaty Establishing the European Com-
munity” dated 25th March 1957, i.e. the Treaty of Rome.
Under the terms of Article 95 (formerly: Article 100 a) of
this Treaty, the Council of the European Community passes
measures designed to harmonize the laws and adminis-
trative provisions of the Member States. In the areas of
health, safety, environmental and consumer protection,
the required standards are high.

The revised Directive on General Product Safety (Directive
2001/95/EC) was published in the Official Journal of the
European Communities on 15th January 2002. Important
new provisions and amendments regarding the recalling
of defective products are:

– Extension to include all products initially intended for
commercial use which make their way into the hands of
consumers and products that are delivered or used with-
in the framework of providing a commercial service to
consumers.

– Development of European technical standards to ensure
fulfilment of general safety requirements.

– Even if products conform with safety requirements, pub-
lic authorities are empowered to place restrictions on
their marketing or to demand their withdrawal from the
market or their recall.

– Concepts for effective monitoring of the market are to
be created by introducing, testing and evaluating moni-
toring programmes.

– Information on hazardous products is to be stored in a
Europe-spanning network, which should lead to
improved cooperation on tracing, withdrawing and
recalling such products.

– Producers and dealers who know or have reason to
believe that a product which they have put into circula-
tion is hazardous have an obligation to inform the pub-
lic authorities.

Taken together, this aggravates the statutory and liability
situation and the associated court rulings for producers, so
that their responsibility by no means ends when a product
leaves their company. 

Market observation duty 

It is a duty of manufacturers to observe their products on
the market and incorporate the findings in systematic
improvements of future products. For this purpose, and
with a view to channelling any product-related complaints
in the company, management should set up information
offices charged with recording, collecting and processing
the experience gained in this way. In order to ensure safe
and proper use, a product must also be accompanied by
readily comprehensible instructions for use. 

Recall by the authorities 

Product recalls can be ordered by administrative author-
ities. In such cases, the options open to the insured and
the insurer for influencing an ordered recall are severely
restricted. 



However, the law also states that any authority may dis-
pense with “such measures” wherever manufacturers or
dealers avert the hazards emanating from their products
by taking steps of their own, i.e. by implementing nothing
less than their own recall plan. At all events, recall plans
enable risk-aware companies to avoid official recalls and
the resulting rise in the amount of loss. 

Product disposal 

Last but not least, manufacturers also have to face the
issue of product disposal. Integrated product responsibility
is now a familiar concept and extends across the entire life
cycle of a product. 

Munich Re Recall of Defective ProductsThe manufacturer’s risks 

Treaty establishing the European Community Article 95 (formerly: Article 100a) Treaty of Rome

Fig. 1.2-1 The statutory setting and implementation
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2 Methods of risk
management 



2.1  The risk analysis cycle 

Recalls of defective or hazardous products are crises that
often hit companies unprepared. 

If a recall is in response to claims and is handled spontan-
eously and in an unstructured manner, the company and
its third-party liability insurer may be faced with high costs
in dealing with the situation. For the firm concerned, this
may also take the form of a loss of image coupled with
serious erosion of revenue. 

The causes of recalls are manifold. To the fore are unwit-
ting production errors, design and planning defects, fail-
ures to warn, improper transportation and warehousing. In
recent times, product manipulation has been added to the
list, a trend that is rising. 

The analysis of a product and the associated likelihood of
a recall can be undertaken both for loss prevention and for
loss minimization. 

A recall is the last line of defence in withdrawing defective
products from the market, so that its implications should
be considered carefully and thoroughly by all those
involved. 

The roots of product recalls can be found, inter alia, in
incoming goods, the structuring of operations, develop-
ment, manufacture, presentation or market observation,
even in disposal, specific transportation procedures or
warehousing.

This paper only discusses the planning of a recall scheme
and the detailed steps this entails. The above aspects, incl.
all quality-assuring measures for a product, form part of
the risk analysis “product safety and quality management”
and are closely linked in substantive terms with product
recalls. This being so, they should be considered separate-
ly before, during and after a recall, and analysed to identi-
fy any weak spots. 

The best intentions or schemes in risk management (see
Glossary) are of no avail if the risk cycle (see Fig. 2.1-1) is
not accepted and lived by. 

2.2  Sensitization 

Internal risk sensitization must fit into the framework of a
company’s specific standards and values. It should take
the form of risk-aware behaviour by each and every
employee. Only in this way can an integral interlocking
system be created that can encompass and cope with a
firm’s risk structure and produce a balance between risk
and control. 

The will to sensitize staff to corporate risks speaks for the
integrity, far-sightedness and competence of the manage-
ment and workforce. Another effect is extremely high
motivation and staff development, since employees are
fully able and willing to dedicate themselves to the com-
pany and contribute their ideas and suggestions. 
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Control
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Fig. 2.1-1 Risk cycle 

Elements of the risk cycle



2.3  Identification 

After risk sensitization, risk identification is of fundamental
importance in companies and in the associated risk man-
agement systems. Using the eight monitoring areas of
technology, politics, economy, procurement, production,
social risks, ecology and distribution, it is possible here to
localize the risks for the recall of defective products. 

What appears to be the key in this connection is the fact
that these monitoring areas are subject to constant change
that may generate ever new risk situations for companies.
This is true above all of global operators and producers,
but also of insurers and their reinsurers. In such cases, an
appropriately aligned recall team or system ought to make
efforts to get on top of this situation. 

So recalls of defective products are an ever-present risk,
subject to constant change, also at a global level. This risk
can only be tackled by having a strategic risk management
approach in place. 

2.4  Evaluation

Once identified, risks must be evaluated. A distinction
must be made between an insured recall (with a threat of
physical damage or personal injury) and a recall for other
reasons (for example blemishes). Besides the loss level
(vertical axis in the risk matrix; see Fig. 2.4-1) and the
probability of a loss occurring (horizontal axis in the risk
matrix; see Fig. 2.4-1), other factors, too (for example, the
reputation of a company), could come into play. Optionally,
depending on the needs of a firm, further issues could be
included, for example, the exposure of a production loca-
tion or the consequences for management.

The basic pillars, however, are loss level and loss fre-
quency. A breakdown with four segments has proved par-
ticularly useful (here: “Low, Medium, High, Very high”).
If the breakdown has only three segments, it may usually
be assumed that users will invariably opt for the middle in
order not to commit themselves. Using this matrix, any
risk detected in a company can be recorded and, hence,
visualized, enabling us to map virtually all entrepreneurial
risks and the liability risks they entail. 

2.5  Reduction and control 

A plan of measures can be used to identify any weak-
nesses in a firm. A weak spot is first given a number, then
described, along with its causes and the measures to be
taken. This is followed by an evaluation of the efficacy of
the action taken (low, medium, high, very high), the setting
of priorities (short-, medium-, long-term) and an outline of
the costs involved (low, medium, high, very high; a com-
pany’s risk manager must define the specific figures by
review with those affected). One very important point in
this plan of measures is that a person in charge is named
and given a free hand with the budget. Experience has
shown that where no-one is in charge, no-one will deal
with the situation. 

2.6  Monitoring 

When all risks in a firm have been identified and evalu-
ated, a risk inventory can be drawn up, for example, for
the area of defective product recalls within the scope of
product liability. Here, it is possible to depict in visual form
the risk situation and the consequences for a company.
This again is based on loss level and probability of occur-
rence. The overall impression, compared with the initial
evaluation, may show that the risks have been lowered,
for example, as regards the loss levels. The probability of
occurrence, too, can be reduced. The reduced risk remain-
ing at the end of the process is known as the residual risk
and should be re-assessed at regular intervals in the risk
management process.
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Fig. 2.4-1 Risk matrix 
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In keeping with the specific corporate philosophy, a “line
of acceptance” geared to the company’s particular con-
cerns is now drawn, subdividing the risks into those that
are acceptable and those that are unacceptable for the
firm. Monitoring is of paramount importance, since this is
the only way to guarantee the success of risk management
processes. A risk identified, evaluated and possibly
reduced is not a constant, and may change over time in
qualitative and quantitative terms. 

2.7  Conclusion: Methods of risk management 

Risk management is not a one-off event, but a process in
need of constant monitoring and optimization. Simply
sowing the seeds for risk-management thinking just once
will not do, since company processes often develop a life
and dynamism of their own. 
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No. Weak spot Cause Measure Efficacy Priority Costs Person in charge 

1 Brief description of the weak spot, Low Short term Low Name
cause and measures Medium Medium term Medium

High Long term High
Very high Very high



3 Recalling defective 
products 



3.1  Theory 

3.1.1  Definition and types of recalls 

If products contain intentional or unintentional defects that
lead to impending or actual physical damage, personal
injury or financial loss among buyers or consumers, the
following definition applies: “Recalls of defective prod-
ucts” refer to any measures taken by manufacturers,
authorities or other institutions serving to prevent the fur-
ther proliferation of products, incl. recovery or repair and
safe disposal. 

In practice (with insurance covering recalls in impending
claims for damage or injury), the following recall cate-
gories are distinguished, viz. by initiator (A and B), execu-
tion (C and D) and type (E and F): 

A) First-party recall 

Recall by manufacturers, dealers or importers of products
that they have manufactured or dealt in themselves or of
end-consumer products imported from third states into
the EU.

With special account taken of safety regulations, the safety
of the product for buyers cannot be ensured. Use or con-
sumption of the product may lead to personal injury, phys-
ical damage or financial loss. 

B) Third-party recall 

Recall by manufacturers, dealers or importers of finished
end consumer goods that they have manufactured, dealt
in or imported from third states into the EU.

This may also concern input material, semi-finished and
intermediate products with defects, or the services of sup-
pliers. 

C) Public recall

Recall by manufacturers, dealers or importers via publicly
accessible media when the safety of the products manu-
factured, dealt-in or imported from third states into the EU
cannot be ensured for buyers, taking special account of
safety regulations, and where use and consumption of the
product may lead to injury, damage or loss. 

D) Silent recall 

Recall by manufacturers, dealers or importers via pinpoint-
ed instructions to wholesalers or other service centres
without the final customer knowing about the recall. In
many cases, the defect in the product concerned can be
eliminated during the course of routine inspections, pro-
vided delays do not raise any concerns with regard to
safety.

E) Recall by a competent authority 

This is a recall, ordered by an authority, of defective prod-
ucts which may result in injury, damage or loss. In addi-
tion to the actual recall, the authority may also confiscate
or destroy the products concerned. 

F) Voluntary recall 

Recall at the instigation of manufacturers, dealers or
importers of a product they manufactured, dealt in or
imported from third states into the EU.
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Fig. 3.1.1-1 Definition of terms

Recall of

defective 

products

Manufacturers
Authorities

Others

Defective products

Risks for the health 
and safety of people

Take-back (exchange)
or repair and disposal

Actual or impending
damage, injury or loss

When?

Who? Why?

What? How?



Voluntary recalls are frequently performed if injury, dam-
age or loss might possibly occur, but is unlikely. Voluntary
recalls usually indicate a high level of risk awareness and
a well-developed risk culture.

3.1.2  Triggers for recalls 

To outline what can trigger an actual recall, a distinction
must be made between two main categories: 
A) Recall of products meant for intermediaries, dealers or

final consumers (first-party recall)
B) Recall of products meant for further processing (third-

party recall)

A) Products for intermediaries, dealers or final consumers 

The actual trigger for a recall is a growing number of com-
plaints or the first occurrence or knowledge of damage,
which usually happens at the user’s, i.e. the final con-
sumer’s end. Depending on the extent of the damage, the
latter will plan its further steps.

– If the product is merely restricted in its functionality, the
end consumer will complain about the “damage” 
to the dealer or seller and try to have the defective prod-
uct replaced or the sale cancelled. In such a case, the
dealer, to recover the expense, will pass on the product
to the intermediary or wholesaler who in turn will
contact the actual manufacturer and, specifically, its
complaints department. 

– Alternatively, the buyer of a product may turn to the
manufacturer directly, if it can be located. In the case 
of companies in the same language area, this rarely 
presents problems. In the case of firms based elsewhere,
the injured party has to overcome the language barrier,
although international players often have local branch
establishments. If the goods come from outside Europe,
it is possible to turn to the importer of the purchased
item. 

– Example: in everyday usage, the term “damage” often
refers merely to the failure of specific functions. The fail-
ure of a picture tube in a TV set, for example, will not
yet have given rise to any a priori loss, apart from the
associated inconvenience. In the performance of con-
tractual agreements (sales contract, contract for work
and services, etc.), the customer is entitled to demand
that the manufacturer (dealer, intermediary, importer)
supply a product that is in perfect working order. Any
recall for this reason would not be insured, since no
physical damage or personal injury is imminent. 

– If injury to a person, damage to an object (not the prod-
uct itself) or even financial loss has in fact occurred, the
injured party will first opt for the procedure described
above, or contact the manufacturer directly to obtain
damages. 

– Should the manufacturer’s risk management system fail
to function, the injured party, as has been observed very
often in the past, will either turn immediately to the
media, the authorities or consumer protection organiza-
tions, or apply to the manufacturer directly with the
backing of a lawyer. 

– Once a complaint has been received, a conscientious
manufacturer will check the cause of the defect in its
product, inform its insurer and investigate, especially if
the reliability of the product concerned is significantly
diminished and, all the more so, if its safety is impaired.
In this respect, it is immaterial whether the damage-
causing defect occurred in the course of the intended
use of the product or during some unintended use that
the manufacturer could have foreseen. 

– Following an internal check of the situation and in-depth
discussion, for example, in the crisis squad, the company
concerned may opt for and instigate a recall of the prod-
ucts. 

– In the event of any acute health or safety hazard to end
consumers, the authorities will get involved and order a
recall, possibly subject to review with the producer. 

B) Products for further processing 

Product upgraders purchase input or raw materials from
the producer proper for further processing. As a general
rule, the merchandise will be expected to have certain
warranted properties. To check these, the further-process-
ing firm will analyse the quality-assuring and safety-
relevant properties in the incoming goods area using an
individually specified checklist (unless the examination 
has been delegated to the manufacturer), and document
any findings. 

– If the quality features defined as early as at the ordering
stage are not present, the producer must take back the
input material immediately. It will record the complaint
and investigate the causes. If the producer of the input
material discovers that it has delivered the defective
product to several buyers, it will use its network to
notify the buyers it knows by name and draw attention
to any possible damage, thus initiating a “recall”. 

– If the recipient’s incoming goods personnel fail to take
quality assurance measures, the poor quality of input
materials may lead to damage in the final product,
which is then identified during the work process, in the
outgoing goods area, or even later. 

If the damage only becomes apparent later still, for exam-
ple, at the intermediary’s or dealer’s premises, or not until
the product has reached the consumer, the procedure is as
described above. 
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3.1.3  Consequences of recalls 

Recalls of defective products affect a company’s risk man-
agement system in all its facets. No company likes to
launch a recall. However, where safety problems make a
product recall unavoidable in order to protect the life and
health of people, swift action in particular is called for. The
execution of a recall starts with detection of the defect,
then proceeds via notification of buyers, and extends all
the way to the disposal of any material that can no longer
be used. 

The costs of planning and executing a product recall can
be classified in different ways, and can be allocated to dif-
ferent cost types. Another meaningful breakdown would
be by insurable and non-insurable costs or by third-party
cost sources and in-house costs. A further distinction can
be made between planning costs that arise prior to the
launch of a recall, and execution costs for handling an
already initiated recall. 

As early as in the planning phase for a recall, cost types
can be recorded and allocated to cost centres; finally, the
person in charge of costs should be given appropriate
powers. The following costs (which cannot be insured
always and everywhere, however) may arise in connection
with product recalls and are among the most important: 

– Administration costs: These are incurred in implement-
ing a recall system and in the continual monitoring and
updating of its progress. They also include lawyers’ fees
(internal or external), the management costs of the recall
coordinator and his colleagues, as well as internal com-
munication costs. 

– Labour costs: These include outlays for investigations to
identify the defect, but also the costs of other checks,
costs of disassembling/assembling product parts, or
repair costs. 

– Cost of materials: Internal or external costs of defective
parts or assemblies, but also of assemblies that can no
longer be used, for example, are unusable because
destroyed during repairs. 

– Service costs: They arise in connection with goodwill
tokens and services that are assumed by the company
itself or external providers.

– Insurance costs: These are due when recall insurance is
taken out. 

– Court costs: These arise in lawsuits filed by injured con-
sumers, or for the defence in any action. 

– Design costs: These are outlays in connection with
changes to the product in order to avoid recurrence of
the identified defect. 

– Costs of notifications: This is a particularly sensitive and
possibly very cost-intensive area that is difficult to meas-
ure in terms of public impact. The item includes letters
(production, list of recipients, dispatch, postage, printing

shop), advertising or publication in the media (TV and
radio, newspapers and magazines, Internet). 

– Transport costs: The transportation of the defective parts
to the site of any remedial action (for example, repair),
and of intact parts, incl. warehousing costs, recycling or
disposal costs of parts, assemblies or auxiliary material
that can no longer be used. 

– Costs of temporary support: These may be for consult-
ants, but also for assistance provided by associated
companies or workshops (“extended workbench”). 

– Travel costs: Costs of official trips may occur in connec-
tion with all the above internal and external activities
and schemes. 

– Other costs: These include opportunity costs, loss of
earnings, falls in the stock price, loss of interest earned,
lost discounts. 

But it is not only costs and expenses that will, in whatever
manner, keep the consequences within reparable bounds.
Time and again, a company’s internal organization, too, is
affected, for example, by a restructuring of its quality
assurance system. Experience from preparations, execu-
tion and follow-up must be taken into account by manage-
ment, for example, by changing structures to prevent
future loss. 

One of the existential consequences of a recall is undoubt-
edly the associated loss of image for the company con-
cerned. Repeated mention of the product and the company
name in media reports, or the need to set up a recall hot-
line or a link to the recall page on a firm’s Internet website
is not only embarrassing, but may make customers opt for
rival products in future. Interaction with the sales figures
of products not affected by a recall is another possible
adverse result.

Insurance, too, is a substantial factor here, since higher
premiums or even a redrafting of the insurance policy may
follow. Here again, though, mere cost considerations are
only one side of the coin. In extreme cases, the very insur-
ability of a company may become an issue. 

Besides the company executing the recall, the insurance
company, too, is affected by its implications within the
scope of its contractual liability obligations. Its outlays for
averting unjustified claims, for processing the case, for
surveyors and experts, its own costs of visits and travel,
documentation costs, expenses for conducting corres-
pondence and, not least, for PR, are just one part of the
picture. 
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3.2  Practice 

3.2.1  Planning, preparation 

At no great expense, using the following evaluation cri-
teria, each company can make checks or have them made
by the insurance company to judge whether it will remain
on top of things in the event of a recall.

If even one of these questions cannot be answered, there
is need for action. 

In this case, the following elements could be introduced as
preparatory measures for optimizing the situation in the
company: 

– Setting up a recall manager, recall team, task force 
– Drawing up a recall plan 
– Installing a recall audit scheme 
– Drawing up a manual for recall communication 
– Specifying legal counsel 
– Recall simulation and drills 
– Holding workshops in the company 
– Media training with all those involved in a recall 
– Monitoring of recall-relevant issues 
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Criterion

Is a recall organization or recall team in place
with deputy rules and permanent availability? 

Are the tasks and responsibilities of the team
members clearly set down in writing?

Does the company have a central contact in
the event of a product recall?

Has this contact been appointed as recall coor-
dinator and leader in charge of the recall
team?

Does a full recall plan exist? 

Is there a budget for preventing recalls? 

Is the recall plan regularly revised and
constantly updated?

Which issues are monitored?

Has a product recall ever been drilled using
this plan?

When was the most recent drill? 

Are possible recall areas regularly analysed?

In the area relevant for recalls, are there any
employees/departments with special experi-
ence/strengths who can be specifically
deployed? 

When is crisis prevention discussed in the
company? 

Is there a regularly updated address list of the
relevant media for publishing recalls?

No.

1

2

3

4

5

6

7

8

9

10

Informational value 

Shows whether a recall management system
exists at all.

Shows a clear structural distribution of compe-
tences in a team. 

Serves to bundle the information on defective or
manipulated products. 

Creates external clarity and internal competence.

Shows the far-sightedness of a company.

Demonstrates management’s attitude to the sub-
ject of recalls.

Documents the conscientiousness of a company.

Shows the depth of detail of the plan.

Demonstrates the seriousness of planning 
efforts.

Is evidence of updated planning.

Shows the degree of integration within a
company. 

Is a pointer to a well-developed risk management
philosophy in the company. 

Demonstrates efficacy and flexibility in planning. 



3.2.2  Execution 

The execution of a recall shows whether up-front planning
was careful, comprehensive and structured. As soon as the
first complaints or loss advices reach the company, or if
mistakes are identified in the course of product-monitoring
duties, the plan must be launched. A crucial factor operat-
ing to the advantage of all those involved in whatever
form is the speed of response. 

The first steps include 

– detailed compilation of the defect, incl. problem descrip-
tion,

– a recall plan addressing the defect,
– a draft for publication of the recall to inform consumers,

wholesalers and sellers. 

The response time until the launch of a recall is the key
factor determining the success rate in reaching the prod-
ucts. Studies in the US (US Consumer Product Safety
Commission, CPSC), for example, have established that
the traditional method reaches max. 30% of the goods.
Appropriate acceleration – which is only possible, of
course, if plans have been made – can double this value.
Appraisal of these studies show that the max. run-up
period for launching a recall is 20 days. 

3.3  Conclusion: Theory and practice of recalls 

Depending on product type and its conceivable defects
and on the size, organization and reputation of the com-
pany, various forms of product recall can be deployed
singly or in logical combinations. The costs involved are
only one consequence of a recall organization that consists
of three components: forward-looking planning with a recall
manual; execution of the recall; and follow-up documen-
tation. 

The execution of a recall – whether by a small firm with a
limited number of products or by a multinational manufac-
turing millions of products – is an extremely complex
process for companies.

So the next section will discuss how the methods and
instruments in a risk management system can be used in
planning a recall. 
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4 Preventive risk
management by planning 



Every company that markets products can and must be
prepared to cope with a possible loss from a defect in its
product by having a preventive risk management system
in place. Depending on definitions in the local laws, this
may affect not only the actual manufacturer, but also the
importer, the quasi producer or even the dealer. 

This being so, what follows discusses in which segments
of a company consideration should be given to the various
aspects of a conceivable recall, and how the risk manage-
ment system can address the potential damage from a
recall. 

4.1  Company management 

4.1.1  The product 

As might be expected, it is the product itself that is priori-
tized in any checks to be made by the risk management
system. But manifold as products are, the methods avail-
able for evaluating potential damage are equally so.
Hence, a specialist should identify the hazards and expos-
ures associated with each product, but at least with any
product having an above-average recall risk. This “above-
average” status is the result of a risk analysis in the com-
pany. 

Hazards may be posed by the product itself (for example
knives, firearms, chain saws), on the one hand, and by the
way it is offered, on the other, for example, in information
material or in advertising. 

To enable insurers to assess the risks involved, data on
market launch, along with total production output and
batch and lot sizes, are indispensable. These help in
appraising potential design defects or production errors. 

4.1.2  Product development 

The design and development phase is an elementary fac-
tor in product liability and, specifically, in the loss potential
emanating from recalls, since any undetected defects may
entail very high losses.

Conversely, the costs of an undetected defect in each
phase of a product’s life cycle rise by a factor of 10. 

These costs may arise from high unit costs per product,
from a large number of units, or from a combination of the
two. This hazardous risk in the development domain is
indicated not only by this theoretical approach, but also by
the actual loss experience reported by product liability
insurers. 

In the development of the products, basic safety rules may
have been ignored from the very start: 

– The future product is not sufficiently analysed. 
• Spatial and functional influences and interfaces to the

outside world are not properly recognized. 
• Direct and indirect interaction in normal and special

operations (for example, startup of machines, state of
maintenance, or continued spinning of turning parts
after they have been switched off) are not researched
for all phases of a product’s life cycle. 

• Environmental impact on the product and threshold
values are imprecisely defined. 

– There is no systematic exposure analysis. 
• The relation between man and product is studied only

inadequately. 
• Not all normal and special operation forms are thor-

oughly researched. 
• “Foreseeable misuse” is only superficially analysed or

not at all. 
– No risk reduction defined for avoidable exposures is

obtained during the design process.
– Recognized risks are not reduced by design measures. 
– Once a risk has been reduced, new exposures emerge

that are either not detected or ignored but, at all events,
not removed.

– The degree of safety achieved is assessed incorrectly, 
i.e. is put too high. 

– Necessary technical protection systems are planned
incorrectly or not at all. 
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– The development department is not involved, or insuffi-
ciently or incorrectly so, in drawing up the technical
documentation, including instructions for use. 

Not least, stylistic, production-technology or material-
specific considerations may occur in this phase already
and later give rise to complaints or product defects. 

4.1.3  Production 

Even before production starts – for example, in the case of
faulty or non-existent incoming goods inspection – weak
spots may exist that can lead to defective products. One
example might involve a mix-up between different input
materials that look identical, but have different properties
or effects. Another point to be considered in analysing
risks is the possibility that the incoming goods inspection
may have been waived, i.e. delegated to the supplier’s out-
going goods inspection. 

With in-house transportation, the material to be processed
may be so seriously damaged that it is no longer suitable
for further processing. Such damage might go unnoticed
and the material be processed nevertheless. 

In the production of foodstuffs, for example, operating
media, machine parts or foreign matter may find their way
into the products to be manufactured. This can happen
intentionally or unintentionally. The latter would be unin-
tended product contamination, the former classic product
tampering (product manipulation) during production, with
a distinction having to be made between extortion and
sabotage without intended blackmail. 

Both cases would trigger a recall as soon as they become
known, often even before any possible harm to con-
sumers. 

Old machinery, technologies and a high degree of manual
production may also be the culprits that produce out-
moded or defective quality. 

Improper storage of finished or intermediate products, for
example lengthy UV irradiation of certain plastic types in
the open air, can change the properties of a product. Even
if the product is then used as intended, the result may be
personal injury, physical damage or financial loss. 

Besides actual product safety, safe production also plays a
crucial role. This depends, among other things, on 

– the personnel (high share of casual workers who are
unfamiliar with or do not understand the quality assur-
ance system); 

– climatic impact during production, storage or transport
(excessive humidity can lead to a loss of product
quality); 

– process parameters (treatment at an incorrect tempera-
ture) and process sequences; 

– work organization (poor maintenance and repair
increase the return rate of the manufactured products); 

– fire protection (escaping flue gases contaminate the
products) and plant security (burglars manipulate or
sabotage the products); 

– natural hazards (stored products are flooded); 
– but political conditions as well (during social unrest,

manufacture may be carried out by unskilled labour,
which could lead to production errors and subsequent
recalls). 

Any of theses factors can ultimately be responsible for
triggering recalls. 

4.1.4  Sales 

This business area, too, must be included in any planning
for a recall. The sales force may, for example, be giving
assurances of properties in a product that cannot be met
later, or application on the basis of the warranted proper-
ties may result in damage. This being so, it must be
ensured – for example by taking organizational measures –
that any discrepancies between actual technical or scien-
tific properties and the content of agreements between
buyer and manufacturer are detected. 

In this respect, any later amendments to contracts (sales
contract, contract for work and services or deliveries) must
not be overlooked. From this follows a direct duty for the
management to provide regular product-safety training for
their sales force. 

4.2  Quality management

4.2.1  Organization and powers 

Only a few years ago, it was the remit of quality assurance
to verify adherence to defined parameters at the end of the
manufacturing process. Today, quality management (QM)
is no longer a control body for already produced defective
goods, but an organizational unit in a company charged
with the holistic implementation of quality-determining
parameters during a product’s entire life cycle. Instead of
making checks at the assembly line (“on-line”), possible
defects are already eliminated elsewhere (“off-line”), for
example, in the development department. 
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In this central function, the prime task is one of coordinat-
ing the units involved in production, incl. the decentralized
QM units, and of setting up uniform and binding corporate
standards for product quality. Therefore, QM should
always already be integrated into product development
and procurement, including the selection of suppliers of
operating and production materials and the means of
production as well as raw materials. Also, it should always
monitor production, supervise outsourcing and, above all,
be involved in any product changes – whether due to the
company’s own experience from complaints or defects, to
market observation or to changing stipulations from the
sales department. 

The way QM is incorporated in the organization gives the
insurer an initial indication of the degree of integration
and the seriousness of a company’s will to make safe
products. Inclusion in the management function, for exam-
ple – say, with regular preparation of quality reports and
error statistics – but above all their careful evaluation in
collaboration with the management, points to a well
thought-out and effective QM organization. By contrast, a
structure that allocates QM to the design or production
units invariably leads to conflicts of interests that are ul-
timately at the expense of product quality and may lead
to defects and damage at one point or another. 

4.2.2  Certification and auditing 

Certification and auditing are widely used in the industry
and, in some sectors, even mandatory QM instruments. All
the same, the mere existence of a certificate cannot always
be equated with high product quality, on the one hand,
and a low recall trigger risk, on the other. Only a combina-
tion of elements, like the basis for the certification, the cer-
tified area of a company, implementation depth, and actual
performance that meets defined and replicable criteria, will
produce a well-rounded picture. 

QM systems and the associated certificates and audits can
be classified by source: 

– The ISO 9000 series, implemented in Europe as the ISO
standard, consists of the parts ISO 9000:2000 Quality
Management Systems – Fundamentals and Vocabulary,
ISO 9001:2000 Requirements, and ISO 9002:2000 Guid-
ance for Performance Improvement. 

– Specifically in the sector comprising the German auto-
motive industry and its suppliers, the QM system accord-
ing to VDA 6.1 (Association of the Automotive Industry,
“Quality Management in the Automotive Industry”, vol.
6, part 1: “QM System Audit”) has become established,
focusing on management responsibility (for example, by
developing methods for determining customer satisfac-
tion, for analysing the competitive situation or for evalu-
ating job satisfaction), on QM planning, and on a critical
analysis of traceability and product safety. 

– Likewise from the automotive industry comes the QM
system according to QS 9000 developed by the three big
American car makers Chrysler (today: DaimlerChrysler),
Ford and GM – three independent manufacturers at the
time. QS 9000 even goes beyond ISO 9000 and contains
requirements to be met by procedures for releasing ser-
ial parts, a continuous improvement process in produc-
tion, and requirements not subject to harmonization but
formulated for specific customers. 

The systems under VDA 6.1 and QS 9000 in particular
stress managerial responsibility and offer points of attack
for a range of organizational deficits and flaws that may
result in defective products. ISO/TS 16949 (Quality Man-
agement in the Automotive Industry) harmonizes VDA 6.1,
QS 9000, and the French (EAQF) and Italian (AVSQ) quality
standards in their automotive sectors. 

4.2.3  Evaluation methods 

The use of structured evaluation methods is one of the
main tasks of a company in channelling, analysing and
documenting the findings of its QM system. QM provides
management with regular information – for example
statistical evaluations of internal and external complaints,
reports – about measures taken and their success, or quali-
ty-improvement plans. 

What is important for evaluating QM is a look at a com-
pany’s organizational structure. For example, the concen-
tration of development, quality assurance and production
functions in one person can lead to a conflict of interests
in the development phase of a product, so that it might be
better to separate development and production in organ-
izational terms and have QM report directly to manage-
ment. However, these evaluation methods should certainly
not just be viewed as passive tools, i.e. to be used in an
analysis of one’s own company, for example, by a major
customer. Rather, the criteria must also be employed
actively in auditing the suppliers to the company being
analysed. 

4.3  Loss management 

4.3.1  Preventive emergency planning 

The preventive planning of a potential crisis helps reduce
the probability of a possible loss occurring. The chief elem-
ents to be included in a company’s emergency planning
scheme are the following: 

1 The firm analyses the system to be examined to iden-
tify possible damage from defective products (macro-
analysis), the result of the analysis being a selection of
products relevant for product liability. 
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2 In a next step, all exposures inherent in these products
should be identified in list form. 

3 This list forms the basis for the risk analysis that now
follows. Here, an evaluation is made of the probability
of occurrence for every recognized exposure emanating
from a product and the potential extent of damage.
Next, measures for avoiding or reducing risks are
drawn up and implemented. 

4 Documentation of the above steps is not only a corpor-
ate duty based on various directives, guidelines and
regulations. Ultimately, it also helps expedite quick,
smooth and, hence, cost-cutting processing after a loss
has occurred or in dealing with unjustified claims. Not
least, this is the way to avoid a loss of image, which is
not always insurable everywhere and could lead to
tremendous competitive drawbacks. 

All of these elements form part of a risk management sys-
tem and are described elsewhere (see Section 2). 

4.3.2  Loss-reducing documentation 

As was described in the preceding section, documentation
of all steps in emergency planning is a suitable tool for
use in the event of a claim or an identified product defect
to speed up the processing of the claim or to avert unjusti-
fied claims. This also makes it possible to classify defects
quickly that are attributable to supplied or provided goods
or to items added at a later point in time. 

One particular loss-reducing effect comes from preventive
documentation. Here, the company’s own interest is to the
fore. The definition and implementation of product trace-
ability, the production of a recall plan, proactive media
work and, not least, an aetiology and projection onto simi-
lar products, will also limit the extent of any damage that
has already occurred and reduce the probability of occur-
rence in the future. 

4.4  Communication management 

4.4.1  Product information

Any type of product information falls under the heading of
communication between manufacturers and dealers, con-
sumers, etc. Within the scope of this guideline for plan-
ning a product recall, however, it is only possible to deal
very briefly with the production of such information for
consumer goods. Information on products include 

– instructions for use, 
– operating instructions, 
– assembly notes, 
– rules of conduct, 

– safety labelling and warnings, 
– product markings. 

The technical, linguistic and legal scrutiny of such informa-
tion is equally important and must not be neglected in any
area. An engineer well versed in the publication of tech-
nical matters, for example, and an editor trained in engin-
eering must be deployed to critically examine the content
and presentation of product information. Legal scrutiny –
also, and especially, where products are exported – is indis-
pensable and should be done by a lawyer familiar with
the details of product liability in the recipient country,
preferably at local level. Here, account must be taken,
for example, in the US, of differences in laws and court
rulings between the various regions or states. 

Also, the range of uses and the conditions of use for one
and the same product may vary locally and mentally.
Examples include product positioning (horizontal or verti-
cal), acceleration during daily use, climate (hot or cold,
humid or dry) and various other physical and chemical
parameters. In the case of products for internal consump-
tion (foodstuffs, pharmaceuticals), factors like the nutri-
tional standards of the population, etc., should be con-
sidered. Besides these factors, some of which are quite
readily measurable, account must be taken in publishing
product information of the recipients’ educational level
and, not least, of perceptions of entitlement in filing claims
in any cases of liability. However, a company’s ethics may
trigger recalls even where expectations of entitlement are
less pronounced and, most of all, in the case of impending
personal injury or physical damage, as has already been
mentioned several times. 

Operating instructions 

These are some of the chief criteria in drafting operating
instructions: 

– Which target groups does the product reach? 
– How is the text to be formulated to suit the target

group? 
– What format is chosen? 
– Are colours to be used? 
– Is the table of contents readily understood and placed at

the start of the instructions? 
– How are language and typeface selected as regards the

target group? 
– Is the user familiarized with the product in logical steps? 
– Are diagrams and pictures used in a healthy ratio to the

text and are these still up to date? 
– Do the technical data match the product specifications? 
– Are addresses given for customer service offices, and

are they up to date? 
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– Is there an index? 
– Is there a list of typical operating errors? 

Adherence must be assured at all events to the statutory
and normative provisions that apply in general or to spe-
cific products. These may include, for instance, the Council
Resolution of 17th December 1998 on operating instruc-
tions for technical consumer goods 98/C411/01). 

Where the manufacturer does not contact the end user
directly – which will be the normal case, since further
processors or dealers are involved – it is also possible for
third parties to affix or remove product remarks after the
product has left the manufacturer’s premises. Here again,
technical relevance must be checked jointly with engin-
eers, and legal relevance with lawyers. 

Safety labelling and warnings 

Of particular importance in product information are safety
remarks and warnings given in the operating instructions
and/or affixed to the product. Here again, as was already
mentioned, national specifics – laws, standards, education-
al levels, etc. – must be taken into account. 

Safety remarks should be set at the start of the operating
instructions and highlight all potential damaging risks.
Also, reference should be made to use conditions, user
profile, the consequences of ignoring the remarks, respon-
sibilities, safety-critical parts and operating resources, risk-
increasing operation in the case of fatigue, stress, alcohol
consumption and other factors. A check is essential to
ensure that warnings in the product description match the
product itself. 

For warnings on products, simple and readily understood
pictograms are best, although their number should be
kept within bounds and they should be checked for the
user’s national features. The stages “danger”, “warning”

and “caution” must be carefully delimited; a suitable picto-
gram must be chosen and the appropriate colour codes be
used. 

– Danger!

Immediate danger that may cause death or very serious
injuries. 

– Warning!

Possibly dangerous situation that may cause death or very
serious injuries. 

– Caution!

Potential threat that may cause medium or slight injuries. 

Great importance must be attached to the national
specifics for security remarks. For example, although the
US employs the same signal words as in Europe, great
store is set by graphic presentation in the form of picto-
grams, explanatory text and multilingual (Spanish!) sup-
plements or supplements in other languages. 
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Fig. 4.4.1-1 Warning against a danger source acc. to BGV A 8 Safety
and Health Protection Mark at the Workplace 



Product markings 

A further aspect of product information and, hence, of
communication between manufacturer and consumer con-
cerns the product markings. In the European economic
area, the CE mark (CE = Communauté européenne, Euro-
pean Community) is the most important. This is not itself a
quality hallmark, but a confirmation of agreement (con-
formity)  with the relevant EC Directive on basic safety,
health and minimum protection requirements. This con-
firmation is usually given by manufacturers or importers
themselves, or within the scope of a conformity evaluation
procedure via a notified body in the European Union. Use
of the CE mark, too, is subject to stringent rules.  Ger-
many’s Product Safety Act, for instance, lays down that
any product whose use is not governed by law and its
packaging or enclosed literature (“product information”)
must not be marketed bearing a CE mark. 

Other product marks:

– Verification marks of national or international organiza-

tions (for example, test institutes, laboratories)

Example: The GS symbol of the state trade office (LGA)
in Nuremberg for verified safety (GS). 
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Danger! Warning! Caution!

Fig. 4.4.1-2 Safety remarks and warnings under ANSI Z535.1 Safety Color Code 

Fig. 4.4.1-3 CE mark 

Fig. 4.4.1-4 Symbol for the “notified body” in Germany

Fig. 4.4.1-5 GS symbol of the LGA



– Symbols of technical disciplines 

Example: In electrical engineering, the symbol of the
Association of German Electrical Engineers (VDE) is
used on component parts and installation material for
equipment as technical work devices within the meaning
of Germany’s Equipment Safety Act (GSG). 

– Environmental label 

Example: Germany’s Blue Eco Angel specifies certain
environmental compatibilities.

– Quality label 

Example: This can be awarded for all technical products
(for example, also for toys). As the basic prerequisite for
the award, the product must meet all applicable, specific
safety requirements. Manufacturers may use the mark in
their advertising to underscore specific and defined
product criteria. 

– Marks confirming conformity with standards 
(ISO, EN, ANSI, etc.) 

Example: The CEN Certification Board has steering func-
tions in conformity issues, above all the European
CEN/CENELEC (Comité européen de normalisation/Euro-
pean Standardization Committee)/(Comité européen de
normalisation électrotechnique/European Committee for
Standardization in Electronic Engineering) mark for con-
formity under European standards. 
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Fig. 4.4.1-6 VDE symbol 

Fig. 4.4.1-7 Environmental label

Fig. 4.4.1-8 Quality label 

Fig. 4.4.1-9 Conformity mark 



4.4.2  PR work 

Generally speaking, poor or false communications between
a company and the public can lead to a loss of image. 
This means that the firm concerned has lost acceptance 
among its workforce and customers, since confidence in
the company’s products or services or in the firm itself is
gone. The consequences are drops in order intake, falling
demand for the company’s products or services, and loss
of important market shares. The firm’s financial situation
deteriorates, since investors, too, will sooner or later be
seeking the exit. 

This makes it clear that a crisis situation for a company
with no risk communication concept can grow to life-
threatening proportions, especially in our information age.
In general, a company – in whatever sector and of what-
ever size – should draw up and implement a communica-
tion concept for the following reasons: 

Statutory necessity 

Depending on the sector, form of enterprise or number of
employees, parliament can define some very detailed obli-
gations for companies in their dealings with third parties,
prescribe documentation and information duties for bal-
ance sheets. 

Federal and state supervisory authorities for the various
industries, too, draw up norms and standards of conduct
for companies in the interest of third parties. 

Economic necessity 

To keep the financial burdens from product recalls as low
as possible for companies, risk communication is a suit-
able instrument. Communications with the interest groups
involved in any crisis can at least reduce the extent of the
damage. 

Also, the market demands “products of a high ethical
quality” which will only reach potential customers and
buyers if a credible risk communication strategy is in
place. 

Necessity of a risk management system 

A company’s risk communication scheme should support
its risk management system and all components (risk iden-
tification, analysis, evaluation and loss-preventing or loss-
minimizing measures), and convey it to the general public.
This is the only way for risk management to unfold fully
for the benefit of the company and society. So risk com-
munication is a necessary precondition for successful risk
management. Conversely, risk communication needs an
outstanding risk management system if it is to attain any
credibility. 

4.4.3  Traceability 

A company’s programme for tracing its products will be as
individual as the products it makes. Of crucial significance
for the quality of a traceability programme is the identifica-
tion of a product. Specifically, this includes

– identifying the defective product, component or assem-
bly that causes the recall; 

– identifying the distribution channel since the product left
the company, and the current proprietor or owner; 

– identifying the present whereabouts of the defective
products and the quantities involved in the recall. 

In this respect, knowledge of the whereabouts and quan-
tities are crucial for the costs and time that must be in-
vested in handling the recall. 

The costs that arise in connection with a traceability pro-
gramme are incurred within the company by documenta-
tion, identifiability and identification, and by the search for
buyer, user and location. Where no traceability programme
has been implemented, the costs of recalling all the mer-
chandise ever produced might loom large under certain cir-
cumstances. Here, the outlays are determined by the number
of products involved, and this case is equivalent to a recall
due to a development error. 

The result of the risk analysis described in Chapter 2 spe-
cifies, inter alia, the critical components to which special
heed should be paid, also in connection with traceability.
The crucial issues here are: 

– Who has supplied or provided what and when? 
– What has been assembled when and how? 
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The documentation of the data from the traceability pro-
gramme helps identify components and suppliers or pro-
vides the history of the production (exceptional situations,
specific customer requirements, deliberate departure from
the standard quality, etc.). The preservation of the records
relating to the traceability of products should be closely
geared to the average life of the products concerned. A
particularly sensitive approach is required for “mass
goods” in a traceability programme, and if one or more
intermediaries are involved. 

Like the traceability programme itself, the methods for
identification, too, are highly dependent on the individual
properties of the product. For example, the content of a
marking may be a serial number, a batch or lot number, a
date code or the best-before date. The type of coding may
be a label (affixed to the product or the packaging), an
engraving, embossing, a transponder or simply a defined
colour code. The form of coding may be plain text or a
barcode. One of many codes is the European Article Num-
bering (EAN). The EAN-128 code, for example, consists of
a start character, a reserved protection character that is
valid worldwide, a user data section, a symbol-check
character and a stop character. The symbol may be max.
165 mm long and contain 48 user data characters or 35
symbol characters. Thanks to standardized coding, the
recipient is able to process any or all of the information 
for its own purposes. 

If a company thinking of drawing up a recall plan does not
yet have a product marking scheme, implementing a trace-
ability programme must be one of the first steps. Such a
programme must take account of a range of factors, like
product type, life, cost of a component, intended use and
conditions of use in practice, complexity, documentation,
type, method, content and form of identification. 

4.5  Conclusion: Prevention by planning 

Risk management in a sensitized firm plans and controls
the avoidance of defects in all phases of a product’s life
cycle. Together with quality management, it forms the
basis for a successful recall management system. Any
communication between the company and the general
public should take account of the characteristics of a prod-
uct, on the one hand, and those of the consumers, on the
other. The traceability of a product on the market is an
elementary precondition for limiting the quantities in-
volved, raising the efficiency of a recall and, hence, ultim-
ately containing the loss. 
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Fig. 4.4.3-2 Example of a barcode acc. to EAN 128Fig. 4.4.3-1 Product marking 



5 Services of Munich Re



In the area of facultative liability reinsurance, Casualty Risk
Consulting (CRC) is a service provider in risk management. 

CRC provides advice to insurance companies in the areas
of 

– public liability, 
– environmental liability, 
– product liability, 
– healthcare liability. 

The fields of activity comprise specifically 

– industrial safety (analysis of risks at the workplace to
avoid accidents at work); 

– environmental safety (for example, environmental risk
from operating industrial production plant and from
inherited pollution); 

– product safety (for example, manufacture of safe prod-
ucts for end consumers, product protection, organization
of recall plans for defective products all the way to evalu-
ating operating instructions, incl. corporate communi-
cation with the public); 

– healthcare risk management (for example, in hospitals
and in the out-patient area); 

– Internet safety (analysis of risks for companies with a
homepage on the Internet); 

– genetic engineering, biotechnology, pharmaceutical risks
(analysis and risk evaluation). 

CRC offers financially defensible risk management solu-
tions for the insurance industry by identifying and evalu-
ating liability risks in the above fields of activity, by
analysing problems and developing concepts. Here, the
aim is always to avoid loss for the insured company and
the insurer and to reduce the consequences of such loss. 

Our analyses take account of the circumstances involved
in insurance policies. In a clear form, clients are given all
the information they require to make a qualified and com-
prehensive evaluation of the risks involved. 

Our service range includes 

– determination of risks by interviews with the contacts in
charge and, possibly, visual inspection; 

– related evaluations of written records and the produc-
tion of an expertise or recall plan for the job in hand; 

– dialogue-based training measures and technical/scientif-
ic processing of third-party liability claims. 

CRC performs advisory services for the Munich Re Group
and its clients. Our aim is to be a professional partner
to insurance companies and their clients in evaluating
liability-related risks and concluding appropriate insurance
policies. To achieve this, we make use of risk experts with
practical experience in the most varied fields of specializa-
tion. 

A holistic, competent and efficient management of poten-
tial risks for insured companies in trade and industry is
offered by Münchener Ecoconsult GmbH as a 100%
subsidiary of Munich Re. The risk experts deployed there
by Casualty Risk Consulting make available their know-
how outside the Munich Re Group to policyholders in
return for a fee. 

Any company seeking a professional partner to analyse
and evaluate liability-related risks and to provide expert
advice in the choice of appropriate policies will benefit
from the consultancy offered by Munich Ecoconsult. 

How to get in touch with us: 

Münchener Ecoconsult GmbH

Königinstrasse 107, 80802 München, Germany
Postal address: 80791 München, Germany
Tel.:  +49 (0) 89/34 80 55
Fax: +49 (0) 89/34 81 97
Internet: http://www.municheco.com
E-mail: info@municheco.com
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6 Summary and outlook 



The maker of any product bears the responsibility for its
development and design, manufacture and production,
maintenance and repair, and for adherence to the state of
the art. But it is also responsible for averting damage or
loss from consumers and, if the worst comes to the worst,
for withdrawing a defective product from the market. A
product must be inherently safe to use. 

However, it is not only to meet statutory requirements that
a manufacturer must reckon with unforeseeable events
and be prepared for them. Specifically in view of tougher
liability laws, a manufacturer can now be faced with costly
recall schemes that may reach the limits of its financial
viability – and sometimes go beyond this. For both sides –
manufacturer and consumer – a recall is an expensive and
traumatic event. 

Consumers are entitled to protection for their lives, health
and possessions. This vested right may be decades old,
but consumers’ attitudes to claims have changed in recent
times, not least thanks to increasingly consumer-friendly
laws and court rulings. With growing frequency, public
opinion is being mobilized to put pressure on industry.
Only the structured organization of a recall that is fully
integrated into the corporate philosophy will produce the
desired results in case of a crisis. 

Before a recall is planned, all risk-determining factors in
the company concerned should be recorded and analysed.
Generally, the firm’s plant and organization should be
inspected and assessed using a risk matrix. With the aid of
a catalogue of measures, any weak spots must be elimin-
ated and residual risks reduced or accepted by the com-
pany. 

Besides the basics for planning product recalls, this
overview describes the methods of risk management, on
the one hand, and the elements of preventive planning
work, on the other. Its aim is to provide support for com-
panies taking their first steps toward drawing up recall
plans.

The successful execution of a product recall crucially
depends on the plan’s scope and content. A recall can be
described as “successful” if buyers have sustained no
damage at all, i.e. the recall was made in good time, or if it
was possible to keep the number of losses low, but prefer-
ably at the level prior to the recall.
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7 Appendix



Acceptability 

The result of an overall evaluation of the hazard situations
in question, or of the technology, activity or plant that
causes it. Acceptability is a normative term. Using an
appropriate examination of the facts and proper proced-
ure, it is established that an hazardous situation or a
class of such situations deserves acceptance, i.e. such situ-
ations are deemed defensible and reasonable and, hence,
acceptable (LfAS1)

Acceptance 

An individual’s or society’s willingness to live with a spe-
cific situation. As in the case of acceptability, this is based
on an evaluation, even if some irrelevant and irrational
elements also come to bear in addition to an objective
examination (LfAS1). 

Damage/injury/loss 

Physical damage, personal injury and/or impairment of
health, property or assets of natural or legal entities (acc.
to EN 1050, 3.1). 

Danger 

A situation in which the risk is greater than the marginal
risk. Marginal risks are based on assumptions or agree-
ments, so that the existence of dangers is subjective (LfAS1).

Dealer 

Any professional in the supply chain whose activity does
not affect the safety properties of a product (Council
Directive on general product safety).

Defect/defective 

A product is defective when it does not provide the safety
which a person is entitled to expect, taking all circum-
stances into account (Council Directive 85/374/EEC con-
cerning liability for defective products). In faulty products,
a distinction must be made between production defects,
design defects and failures to warn. 

Development risk 

The risk attaching to the defective products of a manufac-
turer who is also responsible for the development phase
(design, planning, engineering). Since this affects the fun-
damentals of a product’s life cycle, a high loss amount
must be assumed as regards the quantities involved in the
event of a defect. 

FMEA (failure mode and effects analysis)
A systematic method for identifying possible defects 
in a product as early as during the development phase 
and for making the accrued knowledge transparent in the
company. It creates a competence and knowledge data-
base which will be available to deal with conceivable
defects, their impact and corrective action in the case of
similar products. 

HACCP (hazard analysis and critical control point)
Tool for preventing defects in the food sector. This set of
instruments was developed in 1959 and commissioned by
NASA to achieve 100% safety in food for use in space. It is
designed to identify hazard potentials at every point in the
food production chain and to monitor processes using
suitable measures. 

Hazard 

The source of possible injury or harm to health (EN 292-1,
3.5). A hazard is a situation in which the emergence of a
loss is possible (BauA2). 

A hazard is the concurrence in time and space of an object
and/or person and a danger.

Hazard analysis 

A comprehensive process for identifying hazards and their

causes. A hazard analysis establishes exposures without
making any evaluation or assessment. It is a precondition
for making hazard assessments (LfAS1).
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Hazard assessment 

A comprehensive process for assessing hazards and their
causes. It presumes a hazard analysis. Assessments can
be made using normative or subjective criteria. If a hazard
assessment is based on government standards, all rele-
vant normative (e.g. Germany’s Hazardous Substances
Ordinance, GefStoffV) and technical assessment criteria
(e.g. technical rules) must be used and specified (LfAS1). 

Liability 

Under liability conditions, the debtor must assume respon-
sibility for contractual or non-contractual fault. A distinc-
tion is made between liability requiring proof of fault (e.g.
in tort) and liability regardless of fault (e.g. under the EU
Product Liability Directive). 

Malfunction, safe 

A theoretical state, which would be achieved if a safety
function were to be unaffected by a power failure or the
failure of any part that is of importance for achieving this
state (EN 292-1, 3.17). 

Marginal risk 

The greatest, socially still defensible risk. It is determined
by a compromise of various interest groups (LfAS).

Market, to 

Any handing over of the product to third parties (German
Product Safety Act). 

Producer 

The manufacturer of the product, when he is established
in the Community, and any other person presenting him-
self as the manufacturer by affixing to the product his
name, trade mark or other dinstinctive mark, or the person
who reconditions the product (Council Directive on general
product safety).

Product 

Any product intended for consumers or likely to be used
by consumers, supplied whether for consideration or not
in the course of a commercial activity and whether new,
used or reconditioned (Council Directive 92/59/EEC on gen-
eral product safety).

Product, safe 

Any product which, under normal or reasonably foresee-
able conditions of use, including duration, does not pre-
sent any risk or only the minimum risks compatible with
the product’s use, considered as acceptable and consistent
with a high level of protection for the safety and health of
persons (Council Directive 92/59/EEC on general product
safety).

Product monitoring duty 

One of the duties of a product manufacturer, obliging it to
monitor the safety of its goods even after they have left its
business premises. In some countries, this duty also
extends to accessories supplied by third-party manufactur-
ers that may impact safety and for which it has created the
preconditions to have them incorporated into its goods.

Quasi producer 

Any person presenting himself as the manufacturer by
affixing to the product his name, trademark or other
dinstinctive mark (Council Directive 92/59/EEC on general
product safety).

Recall communication 

Special form of risk communication that focuses on com-
munications with the general public via the media during
and after the execution of a product recall. 

Recall of defective products 

Any measures taken by makers of products, authorities or
other institutions that serve to prevent the further prolifer-
ation of products that contain intentional or unintentional
defects, to prevent any impending or actual physical dam-
age, personal injury or financial loss among buyers and
consumers, including recovery or repair and harmless
disposal. 

Reliability 

The ability of a machine, a part or equipment to perform a
required function under specified conditions without fail-
ure for a given period of time (EN 292-1, 3.2). 

Residual risk 

The risk that remains even after protection measures have
been taken (EN 1050, 3.4).

Risk 

A combination of the probability and severity of a possible
injury or harm to health from an exposure situation. A risk
is the product of the probability that a loss will occur and
the severity of the loss (EN 292-1, 3.7).

In a mathematical formula: 
Ri = Wi x Si

Ri = Risk (= expected value of a loss)
Wi = Probability of loss
Si = Loss amount, e.g. [DM], [dead] or [injured]
(according to BauA2)
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Risk acceptance 

The acceptance of risks by a person (personal risk accept-
ance), by a group or society (social risk acceptance) (LfAS1).

Risk analysis 

The comprehensive process for detecting hazards and
their causes and for making qualitative or quantitative
assessments of the risks they pose. It covers all stages of
hazard analysis and a qualitative or quantitative assess-
ment of the probability and severity of a loss (LfAS1). 

Risk assessment 

The comprehensive process of risk analysis and deciding
whether the existing risk is acceptable and whether addi-
tional risk-reducing measures are needed. Risk-benefit
analyses and risk comparisons can help in making deci-
sions on acceptability (LfAS1, acc. to BauA2). 

Risk communication 

Risk communication can be viewed as a communication
process that identifies, analyses and assesses risks, crises
and disruptions which are or may become of social rele-
vance or of interest to specific groups, and one that helps
avoid their occurrence or reduce their impact (risk man-
agement). This is achieved through interaction of all kinds
between those involved in risk communication. So an all-
embracing and adequate social negotiation of risks is the
brief and goal of any risk communication. 

Risk evaluation 

A comprehensive estimate of the probability and severity
of possible injuries or harm to health in an hazardous situ-
ation with a view to selecting suitable safety measures (EN
292-1, 3.8). 

Risk management 

Comprehensive operational measures for preventive loss
avoidance in a company. 

Safety/safe 

Safety of machinery: The ability of a machine to perform
its functions and to be transported, erected, installed,
maintained, disassembled and disposed of under the con-
ditions of intended use as defined by the manufacturer in
the operating instructions with no injury or harm to health 
(EN 292-1, 3.4).

Safety is freedom from unacceptable risks.

Safety function 

Those functions of a machine whose failure would directly
increase the risk of injury or harm to health (EN 292-1,
3.13.1). 

State of the art 

The sum of all the expertise in science and technology that
is generally recognized and is also generally and, hence,
internationally, available. 

Traceability 

System for establishing the quantity and whereabouts of a
company’s products, for identifying components and com-
binations that have caused the recall, and for providing
evidence of the persons to whom the products were sold
and who their current proprietor/owner is.

1 LfAS, Bayerisches Landesamt für Arbeitsschutz, Arbeits-
medizin und Sicherheitstechnik (Bavarian State Office for 
Industrial Safety, Industrial Medicine and Safety 
Engineering)

2 BauA, Bundesanstalt für Arbeitsschutz und Arbeitsmedi-
zin (Federal Institute for Occupational Safety and 
Health - FIOSH)
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General 

http://www.munichre.com
Munich Reinsurance Company

http://www.municheco.com
Münchener Ecoconsult GmbH

Germany 

http://www.dqs.de
Deutsche Gesellschaft zur Zertifizierung von Qualitätsman-
agementsystemen (German Society for the Certification of
Quality Management Systems) 

http://www.dgq.de
Deutsche Gesellschaft für Qualität (German Society for
Quality) 

http://www.vda-qmc.de
Quality Management Center of the VDA 

Europe 

http://europa.eu.int
European Union 

http://www.beuc.org
European Consumers’ Organisation 

http://www.efqm.org
European Foundation for Quality Management 

http://www.saq.ch
Schweizerische Arbeitsgemeinschaft für Qualitäts-
förderung (Swiss Working Group for Quality Promotion) 

http://www.tradingstandards.net
Trading Standards Net (UK Product Recalls) 

http://www.cepr.tm.fr
Centre européen de prévention des risques (European Risk
Prevention Centre) 

USA

http://www.cpsc.gov
US Consumer Product Safety Commission 

http://www.ahp.com
American Home Products 

http://www.bna.com
Bureau of National Affairs 

http://www.asq.org
American Society for Quality 

http://www.fda.gov/
US Food and Drug Administration 

http://www.nhtsa.dot.gov
National Highway Traffic Safety Administration 

http://www.safetyalerts.com
Safety Alerts 

http://www.consumerreports.org
Consumer Reports 
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Books, magazines and other publications 

American Society for Quality: The Product Recall Planning
Guide – 2nd edition; Product Safety and Liability Prevention
Interest Group; ASQ Quality Press; Mil-waukee, Wisconsin,
1999, 84 pages.

Bavarian State Office for Industrial Safety, Industrial Medi-
cine and Safety Engineering, LfAS): information (terms) on
the Internet (http://www.lfas.de).

Münchener Rückversicherungs-Gesellschaft: Risikokommu-
nikation (Risk Communication); Casualty Risk Consulting
unit; Munich, 2000, 69 pages.

Pfeifer, Tilo: Qualitätsmanagement: Strategien, Methoden,
Techniken (quality management: strategies, methods, tech-
niques); incl. 3 Tables/Tilo Pfeifer; – 2nd compl. revised and
ext. ed.; Munich; Vienna: Hanser, 1996, 551 pages.

Winterthur International: Produktkennzeichnungen (Prod-
uct Marking); by Daniele Gehrke, Winterthur International
Risk Engineering; Munich, May 1998, 60 pages.

Laws and directives 

Council Decision 93/465/EEC of 22nd July 1993 concerning
the modules for the various phases of conformity evalua-
tion procedures and the rules for the affixing and use of
the CE conformity marking, which are intended to be used
in the technical harmonization directives, Official Journal
(OJ) no. L 220 of 30th August 1993, pp. 23–39. 

Council Resolution of 17th December 1998 on operating
instructions for technical consumer goods, OJ no. C 411 of
31st December 1998, pp. 1–4.

Law governing the safety requirements to be met by prod-
ucts and the protection of CE markings (Product Safety
Act – ProdSG dated 22nd April 1997, Federal Gazette 1997,
part I, no. 27, p. 934 , 30 April 1997.

Law governing liability for defective products (ProdHaftG)
dated 15th December 1989, Federal Gazette, 15th Decem-
ber 1989, p. 2198.

Council Directive 85/374/EEC of 25th July 1985 on the
approximation of the laws, regulations and administrative
provisions of the Member States concerning liability for
defective products, OJ no. L 210 of 7th August 1985, pp.
29–33, most recently amended by Directive 1999/34/EC 
(OJ no. L 141 of 4th June 1999, p. 20).

Council Directive 92/59/EEC of 29th June 1992 on General
Product Safety, OJ no. L 228 of 11th August 1992, pp.
24–32.

Directive of the European Parliament and the Council
89/392/EEC of 22nd June 1998 on the approximation of the
laws, regulations and administrative provisions of the
Member States relating to machinery; OJ no. L 183 of 29th
June 1989, p. 9.

Directive of the European Parliament and the Council
98/37/EC of 22nd June 1998 on the approximation of the
laws, regulations and administrative provisions of the
Member States relating to machinery, OJ no. L 207 of 23rd
July 1998, pp. 1–46. 

Standards 

EN 292, part 1: Sicherheit von Maschinen, Grundbegriffe,
allgemeine Gestaltungsleitsätze, Grundsätzliche Terminolo-
gie, Methodik (Safety of machinery, basic concepts, gener-
al design principles, basic terminology, methods), Beuth
Verlag, Berlin, November 1991. 

EN 292, part 2: Sicherheit von Maschinen, Grundbegriffe,
allgemeine Gestaltungsleitsätze, Technische Leitsätze und
Spezifikationen (Safety of machinery, basic concepts, gen-
eral design principles, technical principles and specifica-
tions), Beuth Verlag, Berlin, June 1995.

EN 1050, Sicherheit von Maschinen, Leitsätze zur
Risikobeurteilung (Safety of machinery, principles on risk
evaluation), Beuth Verlag, Berlin, January 1997. 
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