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The fundamental objective of food law
is to protect people’s health. Current
European legislation includes

Regulation (EC) No. 852/2004 which pro-
vides food hygiene legislation for food busi-
ness operators (FBO) and modernises,
consolidates and simplifies previous EU food
hygiene legislation with a broad 'farm to
fork' approach. This legislation clearly identi-
fies that the primary responsibility of the
FBO is to produce food safely using a pre-
ventive approach based on Hazard Analysis
and Critical Control Point (HACCP) princi-
ples and risk assessment.
To complement and support the food
hygiene regulations Regulation (EC) No.
2073/2005 has been introduced and it pro-
vides specific microbiological criteria for
foodstuffs.

A useful tool

Microbiological testing helps to validate the
FBO’s food safety management procedures
and assess the effectiveness of their manu-
facturing, handling and distribution
processes in the production of safe food. It
provides a useful tool to demonstrate that
hygiene procedures are robust. 
The current legislation places the onus to
perform microbiological monitoring on the
FBO; however, it is important to note that
when this regulation was introduced in
2006, it did not increase the requirement
for end-product microbiological testing.
Annex 1 of the testing regulation consists
of three chapters that stipulate:
l Food safety criteria.
l Process hygiene criteria.
l Food sampling rules.
It lists the food categories to which the
legislation applies, the relevant micro-organ-
isms/toxins/metabolites, the sampling plans
and associated limits. It also lists specific
analytical reference methods and the stage
in production where each criterion applies.
The food safety criteria define the limits
above which a food is considered to be con-
taminated at an unacceptable level with a
specific micro-organism, or its toxin or
metabolite and is, therefore, considered to
be unsafe for consumption. 
The process hygiene criteria define the

limits above which action must be taken to
rectify the lapse in good hygiene.
The food safety criteria are designed to
assess the safety of a product or a batch of
foodstuff. These criteria apply throughout
the shelf-life and define the acceptability of a
product. They are applicable to products
placed on the market and if exceeded may
lead to the withdrawal or recall of food
products from the market. 
These criteria are also applicable to
imported foods. The main microbiological
examinations stipulated in the food safety
criteria are for Salmonella spp. and L. mono-
cytogenes although in very specific instances
other tests are required.

Are processes working?

The process hygiene criteria are designed to
show that production processes are work-
ing properly. These criteria apply through-
out every stage of manufacturing and food
handling. They are not applicable to prod-
ucts placed on the market and they stipulate
indicative contamination values above which
corrective actions are required in order to
maintain the hygiene of the process in com-
pliance with food law.
Annex 1, Chapter 2, provides general
guidance on actions to be taken when the

microbiological results are unsatisfactory,
indicating that the food batch does not com-
ply with the process hygiene criteria.
These criteria should not normally be
applied to control of imported foods, how-
ever, for frozen, dried and other shelf-stable
foods, results should not be significantly dif-
ferent from those obtained at the produc-
tion premises so they can be used to
indicate the quality of the hygiene processes.
The microbiological tests stipulated for the
process hygiene criteria include aerobic
colony counts, enumerations of Enterobac-
teriaceae, Escherichia coli and coagulase
positive staphylococci. Examination for
Salmonella spp. is stipulated as a process
hygiene criterion for a range of animal car-
cases.
All the methods stipulated in the annex for
microbiological examinations for both the
food safety criteria and the process hygiene
controls are internationally recognised
methods; most are EN/ISO methods.  
The legislation allows FBO to choose their
own methods for in-house control purposes
although those methods must be validated
according to internationally accepted proto-
cols and they must be authorised by the
competent authority. 
However, in the event of a dispute, sam-
ples should be tested using the stipulated
reference method.
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Fig. 1. Interpretation of the process hygiene criteria.
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An example is provided for interpretation
of the process hygiene criteria for milk pow-
der samples using Annex 1. Note that the
sampling plan for this type of sample
requires a total of five samples from the
batch to be tested (see Fig. 1).
It is very important that food examination
laboratories are able to assure the FBO that
the results of their microbiological examina-
tions are correct and that their interpreta-
tion of the food legislation is accurate. 
The consequences of incorrect results or
inappropriate interpretations can have signif-
icant financial implications for the FBO con-
cerned as well as damage to reputation.
One widely accepted means of demon-
strating accurate results is by the use of
external quality assessment schemes. These
schemes introduce samples of known but

undisclosed content into a laboratory and
require testing using the laboratory’s routine
procedures. 
External quality assessment is similar to
proficiency testing but also includes an
assessment of a laboratory’s ability to inter-
pret results and provides significant educa-
tional benefits.

Food law scheme

The Health Protection Agency for example
provides a Food Law Scheme that provides
samples of simulated foods to be tested for
compliance with either the food safety or
the process hygiene criteria. The scheme
will help to assure laboratories testing foods
for compliance with the legislation that they:

l Understand the difference between
process hygiene and food safety controls.
l Know which tests are required for the dif-
ferent food products.
l Can provide accurate microbiological
results.
l Can interpret the results correctly in
accordance with the legislation, including the
appropriate application of measurement of
uncertainty.
The scheme will also provide the same
assurance for laboratories undertaking offi-
cial control testing for local authorities and
port health authorities in the UK. 
The results obtained can then help to vali-
date the use of some alternative testing
methods.                                                    n
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