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1 Scope of validity

This leaflet contains explanations of the legal regulations on the
use of thermally sprayed coatings for products in contact with
food. It also provides general procedural instructions for certify-
ing an application with a thermally sprayed coating in accordance
with German and international law.

2 Introduction

The use of thermally sprayed coatings in contact with food in-
volves technological, medical and toxicological issues, and can
only be considered in the context of the legal regulations. The
technological aspects most importantly concern the use for whic
the coating is applied based on its specific function. Medicinal
toxicological aspects are rooted in the materials of the coating, i
impurities and adherent chemicals, and ultimately in its effect on
the human organism. The legal regulations define the reference

values and limit values that are permitted for a food, the measures
to be taken when these values are exceeded, and when oof
harmlessness must be provided for an application.
3 Legal structure
The legal regulations to which foods or items that togon-
tact with food are subject are defined in gg inter bet¥een
national and international laws. EU guidelin€ s for
national legislation [1 ... 4].
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a general rule, laws only define the objectives and funda-
al principles. The subsequent associated regulations for-
more specific stipulations and definitions of limit values.
For instance, the German Ordinance on Hazardous Substances
(GefStoffV), which follows on logically from the Chemicals Act,
formulates a list of prohibited chemical substances and basic prin-
ciples for the safe handling of hazardous substances [7].

Ordinances can also apply specifically to individual products. For
instance, the German Drinking Water Ordinance (TrinkwV) speci-
fically formulates the limit values that must be observed and the
monitoring requirements for the public drinking water supply. For
mineral and spring water, the German Mineral and Table Water
Ordinance (Min/TafelWV) is applicable.

3.3 Technical rules

Specific practical instructions and limit values for individual subs-
tances are contained in the technical rules. The Technical Rules
for Hazardous Substances 900 (TRGS 900) include permissible
workplace limit values [8].

4 Proof of harmlessness for commodities

The reason for obtaining proof of harmlessness (,certification®)
for a commodity is the requirement to ensure before a product is
brought into commercial use that it satisfies LMBG criteria. Ran-
dom sampling is carried out to check that this requirement is met.
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4.1 German proof of harmlessness

A proof of harmlessness is issued by an officially recognised tes-
ting institute. Before such proof can be issued, the manufacturer
must submit detailed information on the product, see Fig. 2. If the
product in question has a thermally sprayed coating, then the tes-
ting institute may need access to information from the firm that ap-
plied the coating and/or the powder supplier. Based on the above
details, the test conditions (temperature management, duration of
test, etc.) and the simulant food can be decided. The simulant food
is a generic material that represents a type of food. Depending on
the application, the test conditions and simulant food to be used
may be listed in EU directives (85/572/EEC, 82/711/EEC 90/128/
EEC, 2004/19/EU, EU Resolution AP (96) 5) [9]. If the product to
be tested contains chemical substances that are not listed in a di-
rective, then the testing institute must devise an appropriate test
procedure.
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Figure 2. Procedure for issuing a proof of harmlessness for a food product.

It is the responsibility of the testing institute to carry out testin
and also to issue the certificate. Another option is to commissiol
a certified foodstuffs laboratory or a trade chemist to perform the
tests and then request that the testing institute issues the ce;
te based on the test results so obtained.

Testing institutes in Germany that are authorised to
of harmlessness include the Fresenius Institute [10]
thorities such as the Lower Saxony Regional Autho
mer Protection and Food Safety [11] or TUV Nord Cé&
A list of accredited testing laboratories for carrying o€
tests and their specified catchment areas can ke obtained from the
German Accreditation Council (DAR) [13].
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5 Terms and abbreviations

LMBG — Lebensmittel- und Bedarfsgegenst e-
setz [German Food Law]
ChemG — Chemikaliengesetz [Germ micils Act]
GefStoffv — German Hazardous Su ctive
ChemVerbotsV - Chemikalien-Verbo ng
[German Chemicals rdinance
RHmV — Ruckstan 0 nverordnung
[German Maxi evel Regulation]
TrinkwV — Trinkwass, Or
[German atel"Ordinance]
TRGS — Technis! egelefahrstoffe [German
azardous Substances
AGW grenzwert
posure Limit]
BGW nzwert
alue]
FDA U.SFood and Drug Administration
CF e of Federal Regulations
F ood Contact Substance
F — Food Contact Notification
CEDI — Cumulative Estimated Daily Intake
ADI — Acceptable Daily Intake
— Deutscher Akkreditierungsrat [German
Accreditation Council]
S — Niedersachsisches Landesamt fur Verbrau-

cherschutz und Lebensmittelsicherheit
[Lower Saxony Regional Authority for Consu-
mer Protection and Food Safety]
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