E-BOOK BY SYMBIO LABORATORIES
November 2015 | Version 1.1
1

This document was developed by Symbio Laboratories

© 2015 Allergen Management

All rights reserved.

No part of this publication may be reproduced, sored in a retrieval system or transmitted in any form or by any means,
electronic, mechanical, photocopying, recording or otherwise without the prior written permission of Symbio Alliance.
The information contained in this document is general in nature and provided as reference material only. The information is
provided by Symbio Laboratories and while we endeavour to keep the information up to date and correct, we make no
representations or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability or
availability with respect to the information, products, services, contained in this document for any purpose.

An allergy is a reaction of the immune system to a normally harmless substance (allergen).









Allergens can be:
Food proteins
Substances (e.g. Latex)
Dust mites
Pollens
Moulds
Stinging insects
Drugs

The allergic reaction can be





On the skin - hives or eczema
Nausea or diarrhoea
Struggle for air
Blood pressure drops, loss of consciousness

In rare cases, multiple organ systems are triggered and death can occur in as little as 10 minutes. This is known as
Anaphylaxis.
Most food allergens are proteins, and an individual must first be sensitised by exposure to the protein to develop antibodies,
which then react to further exposures. Allergenic proteins are usually not denatured under food processing conditions and
are relatively resistant to digestion.
Allergic reactions to foods are characterised by the rapid release of powerful cellular chemicals such as histamine by the
antibodies, which can occur within minutes or up to four hours after ingestion.
Food allergies are usually mediated by immunoglobulin E (IgE) antibodies and can be confirmed by a skin-prick test or blood
test.

“Food allergies affect approximately 1-2 percent of the Australian population. In
children the rate is 5-8%; however most outgrow their allergies usually by 7 years of
age. Peanut allergies are usually not outgrown and seafood allergies usually do not
show up until late teens.”
Trace amounts of the allergen can cause a reaction; in some cases the lowest dose able to provoke a reaction has not been
calculated. There is no cure for food allergies; avoidance of the food is all a sufferer can do.

Coeliac disease is an autoimmune reaction to dietary gluten. Although Coeliac disease does not result in anaphylaxis, it
causes damage to the intestine reducing the ability to absorb nutrients.
Symptoms may appear at any time from early childhood to senior years. Treatment requires a strict, life-long gluten-free diet
to allow the intestine to recover and to avoid complications.
Food intolerances are generally more common than allergies. They can usually occur with non protein substances in food
and may have delayed symptoms until several hours after eating the food. Symptoms of food intolerances can be similar to
those of allergies and can also include:









Stuffy or runny nose
Asthma
Ear infections
Migraines
Headaches
Mouth ulcers
Bloating
Sleeping difficulties

Food Standards Australia New Zealand (FSANZ) requires the mandatory declaration of certain substances and their products
when they are present as –





an ingredient; or
an ingredient of a compound ingredient; or
a food additive or a component of a food additive; or
a processing aid or a component of a processing aid

Standard 1.2.3 of the Food Standards Code specifies the mandatory declaration of certain substances and their products. For
most packaged foods, the information must appear on the label. In other cases, the information must be shown with the
food display or provided to consumers on request.
Mandatory declaration of:









cereals containing gluten and their products, namely, wheat, rye, barley, oats, spelt and their hybridised strains
crustacea and their products
egg and egg products
fish and fish products
milk and milk products
peanuts and soybeans and their products
added sulphites in concentrations of 10 mg/kg or more
tree nuts and sesame seeds and their products

The Food Standards Code specifies what is required to be labelled. Allergen labelling is required on all foods subject to the
general requirements of the Code. Exemptions are listed in Standard 1.2.1.
The Code is updated regularly so it is recommended to review any updates as part of your verification program and when
issuing new or updated labels.
Where the food is for catering purposes and is not required to have a label, the product’s allergen information must be
displayed on or in connection with the food or provided to the purchaser on request.
Alternative ingredients can be used, on occasion when the manufacturer substitutes one ingredient for another in the same
food classification. The ingredients may be listed in a way which makes it clear that alternative ingredients are being
declared, such as “wheat flour OR wheaten corn flour”.

General allergen labelling recommendations
While the Food Standards Code specifies what is required to be labelled, it does not provide the format to be used. The
AFGC Food Industry Guide to Allergen and Labelling 2007 provides recommended format to be adopted by industry, in order
to provide greater consistency in the presentation, legibility and ease of allergen identification.
The general recommendations are that:
1.

All allergens should be grouped together and not hidden amongst other information

2.

The product description should provide an accurate expectation of the product and should not be misleading

3.

The print size should be big enough to be easily read

4.

The font colour should contrast from the background

Recommended format for labels and alternatives


Allergens are declared in BOLD in the ingredient list



A summary of allergens accompanies the ingredient list



A precautionary statement is issued if appropriate (more on this in the next chapter)

Food manufacturers need to be aware of the allergenic nature of all ingredients, compound ingredients, additives and
processing aids used in their products. Some compound ingredients or additives are mixed with carriers which can be
allergenic such as wheat starch. Just as the manufacturer has the responsibility to provide this information to its customer,
so does the supplier have to provide this information to the manufacturer.
All aspects of a product’s use need to be considered – the ultimate aim is that the consumer has all the information they
need to make a decision about whether to eat the product.

Why is allergen management important to the food industry?


Food Allergies are increasing in prevalence, are potentially life-threatening and there is no cure



Successful management for the food allergic individual is through avoidance of the food; and



Awareness, education and communication can prevent deaths and improve the quality of life of food allergic
consumers

Sources of allergens in manufacturing
Allergens can be found in raw materials, either intentionally added or as a cross contact allergen pre or post process.
A cross contact allergen occurs when a trace amount of an allergenic substance is unintentionally added due to processing
conditions.
Intentionally added allergens may become a source of cross contact allergen for a different product if control measures are
not put into place during the manufacturing process.

Management Commitment

Source: www.agric.ab.ca

Training and Supervision
For all production staff, allergen awareness training is essential. It assists in the control of potential sources of food
allergens. Awareness training should include the consequences of unintentional consumption by allergic consumers.
The training program should also allow for staff to receive instruction on allergen management practices relevant to their
area or department within the level of their responsibility.

Raw Materials
Raw materials may contain allergens as ingredients or inadvertently added allergens occurring at the supplier’s site prior to
reaching your plant. Good supplier management and obtaining product information for all raw materials is essential to
minimise the cross contact allergen risk between materials. See some example formats at the end of these notes.
Suppliers should provide enough information for each raw material for you to identify any cross contact risks in your plant.
Additionally, your approved supplier program should identify your supplier’s allergen management practices, either through
the supply of information or the use of vendor audits. Any suppliers that fail to meet your requirements should be given a
deadline and if necessary, assistance to help them achieve these requirements.
It is important that allergen policies be written and well understood for the control of product development and purchasing.
Once it is known what allergens are used on the site it is important to control allowing any new allergens in. The product
development and purchasing staff are very important in controlling incoming allergens. They need to be aware that changes
to one production process can risk allergen cross contamination in other processes and products. These two groups can also
assist in the removal of allergens as ingredients and possible cross contact sources if that is at all possible.

Information provided by suppliers should be consistent. A way to ensure consistency
is to use the Australian Food and Grocery Council (AFGC) Food Industry Product
Information Form (PIF) available from the Allergen Bureau website.
Receipt of raw materials is also an important area for controlling allergen cross contamination. Trucks and manifests should
be inspected to ensure allergenic materials have been kept separate from non-allergen containing materials. Care must be
taken when unloading and storing materials that they do not come into contact with allergenic products. A separate area for
storage of allergens works well, as do segregation by use of pallet racking.

Premises
In an ideal world, you would build a new premises or update an existing one, and create separate allergen manufacturing
rooms in order to prevent allergen cross contact.
However, this is not usually possible – although in the case of manufacturers with multiple sites it may be worth considering
containing allergens to one location.
So in reality, we control the risk where we can. This means segregation as much as possible. Using separate production
equipment and tools for allergens and different uniforms for staff working in the allergen plant can be one way. Different
colours are often used in this process.

Storage and distribution
When goods are received, we should identify any allergenic materials and segregate them from those that are not. Also, we
need to segregate different allergens from each other, unless they are always used together.
When storing ingredients we need to be aware of the risk of spillage onto other ingredients. A way to avoid this is to store
allergens on shelves below other ingredients.

Clear labelling helps us to identify the allergens present.
Once we have produced our product we must not forget about the allergens. Any products containing allergens should be
stored together and away from non-allergenic products. They should also be segregated from raw materials to prevent cross
contamination with them.
When we send the product away it must be clearly labelled with its allergen status so that our customer can follow the same
processes we have in segregating it and preventing cross contamination.

Production Process - Production scheduling
When creating production schedules, we need to be aware of the cross contact impact of the product we are producing. A
way to prevent allergen contamination of non allergenic products is to produce products without allergens at the beginning
of the production schedule and produce allergen containing products at the end just prior to a clean.
Another way to do this is to schedule longer runs of an allergenic product. For example, you might run a whole week of
allergen products with an extraordinary clean at the end of the week, and then start up again the following week with nonallergen containing materials.

The procedure for scheduling needs to be written/updated to reflect the need to review allergens. One way to schedule
products is to number the products containing different types of allergens and make a table showing which numbers are
permitted to follow each other. For example, No. 1- no allergens, must run first; No. 2 – contains wheat, can follow 1

Production Process - Design of equipment
Where possible, production equipment should be designed to minimise allergen cross contact. This means no points in the
process line where material can accumulate instead of flowing freely (hang up points). If this is not possible and there are
known hang up points, this needs to be incorporated into your allergen risk assessment for cross contact contamination.
Production Process - Good Manufacturing Practices
Practices such as using specific or colour coded utensils for allergenic materials, specific allergen cleaning procedures, staff
hygiene procedures, spill procedures, control of rework, and staff training are all part of the Good manufacturing practices
that enable control of allergen cross contamination.

Production Process - Cleaning
Following the production of allergenic materials, we need to conduct a thorough clean of the line to ensure no unintentional
allergen cross contact occurs.
The use of air guns and water sprayers should be limited as they distribute the particles into the air thus causing a source of
allergen contamination.
On completion of the allergen clean, we need to conduct verification to ensure that the clean was adequate to eliminate the
risk.
A Changeover Matrix which takes into consideration the allergenic components and potential for cross contact is an effective
way of showing cleaning requirements following different products.

Verification can be visual inspection, sampling or testing for allergen residues,
swabbing with ATP swabs which determine whether any protein is left in line, or full
swab and microbiological analysis. It is important to allow enough time for
verification in your production schedule, as any short cuts may lead to product build
up in the line.
Cleaning procedures should be documented and all staff trained in its practices. Records should be kept for due diligence. It
is important that staff are aware of the allergen status of the products when conducting a production run so that they know
what level of cleaning is required.

Production Process - Control of rework
When we look at our production system, we must not forget the addition of rework product. Allergenic rework should not
be included with allergen free material. This is done by clearly labelling all rework and being able to trace it through the
system. A good way is to treat it as a raw material and label it in the same manner. This way it simply becomes part of the
formulation and is treated with the same due diligence that a raw material is, including identification of allergenic
components, labelling of use by dates and lot codes and by storing appropriately.

Formulation and labelling controls
Verification of the product labelling is conducted to show:


Correct product identified



Requirements of the food standards code met



Correct labelling of allergens

A labelling review should also include verification that the product formulation matches the records of ingredient use and
that the final product composition reflects the ingredient listing on the label. ‘Pick’ sheets are used to check off each
ingredient when picking, and these can be checked for accuracy. Product labels checked against product formulation can
ensure that all ingredients are listed in accordance with the food standards code.
Any changes to formulation or raw material supplier need to trigger a review of the formulation and the label to ensure that
any unintentional allergens are assessed and declared on the label if necessary.
An important point is that if the product changes and an allergen is now declared, the old labels cannot be run out.

The way we incorporate allergen risk assessment into our current system is to add it into our HACCP system. This means we
follow the risk assessment process for HACCP to assess the risk of allergen cross contamination within our production line.
Step 1. Draw a flow diagram


You will probably already have a verified flow diagram, however you now need to identify on it the points
where allergen cross contact can occur.

Step 2. Identify the hazards


Look at your process line. Are there any dead points or hang ups in the line where product can sit?



Are there any cross overs where product might spill onto non allergenic materials?



Does the path from raw material storage to picking cross any finished product or in-process product?



What are the hazards in terms of production scheduling? This can also be identified here

Step 3. Assess the risk


Assess the allergen risk on two factors – likelihood and severity



Likelihood means the probability that it will occur every time or one time



Severity means the magnitude of the hazard, how many people would be affected by it should it occur



Remember, to an allergic consumer, the presence even in trace amounts of the allergen can make them sick. So
the severity should be high in all cases when referring to cross contact with allergens

Step 4. Identify control measures associated with the hazard


Control measures are those factors which are required to eliminate, reduce or minimise the occurrence of the
hazard to an acceptable level



It is necessary to consider what is already in place and what may need to be put in place when evaluating
preventative measures

If suitable preventative measures are not available for a serious hazard then you
need to seriously consider whether the product should be produced.
Implementing control measures in the workplace
Once control measures to prevent allergen contamination have been established, procedures, work instructions, cleaning
programs and training programs need to be updated to reflect the changes.

Product Specifications
A product specification needs to contain much more than just the formulation.
In addition to the other requirements of the Food Standards Code, the specification should include details on allergenic
status of the final product.
In order to determine this, the allergenic status of the raw materials needs to be reviewed when writing the product
specification. Ideally, Product Information Forms (PIF) will be available for all raw materials, allowing quick and easy review
of raw materials. The product specification should also include any cross contact points that need to be addressed when
scheduling the production of the product.

Cleaning
Cleaning procedures need to be updated to include procedures for allergen clean.
’Allergen clean’ includes:


prohibiting the use of air guns and water sprayers to minimise the distribution of allergenic particles



dismantling equipment if necessary to get into dead spots



allowing to dry completely before restart



verification that the equipment is free from allergens

Emergency procedures
If allergen cross contact contamination occurs, or an allergen is found to have been added unintentionally, every precaution
needs to be taken to ensure the product does not leave the premises.
Emergency procedures include:


Placing product in quarantine;



Conducting a risk assessment to determine the scale of the problem;



Implementing corrective action procedures to prevent the issue from recurring.

VITAL stands for Voluntary Incidental Trace Allergen Labelling.
It was developed by the Allergen Bureau to provide a risk based methodology for food producers to use to assess the impact
of allergen cross contact and help them identify appropriate precautionary labelling.
VITAL is used as part of the HACCP program and is included in verification audits. The process should be followed for each
allergen that may be present due to cross contact.
VITAL can be used to assess cross contact allergens - it is not designed to avoid the mandatory requirement to declare
intentionally added allergens, even where they are added at very small amounts. The main steps involved in implementing
VITAL are:


Assessment of likely sources of cross contact allergenic substances



Evaluation of the amount present



Review of the control measures to eliminate or reduce the allergen



Monitoring and verification.

With VITAL, particulate and readily dispersible materials are treated differently. Particulate materials are those which form in
a single clump, e.g. Sesame seeds. In this case, the concentration of the allergen is very high in one area (the area with the
sesame seed). With readily dispersible materials, the allergen is dispersed throughout the food, thus the concentration is
reduced.
VITAL uses a decision tree to assist with assessment of allergen risk.

Testing for food allergens is a valuable tool when used as part of a risk–based approach to allergen management. Test results
can provide assurance and verification of critical controls within a comprehensive risk management program.
The most commonly used analytical method for detecting the presence of food allergens is the Enzyme Linked Immuno
Sorbent Assay (ELISA) technique. The sensitivity of ELISA kits currently available is in the low parts per millions (ppm)
reporting range.
While there are many benefits to using the ELISA method, there are some limitations to using and interpreting results which
must be considered. These may include:


protein extraction for analysis



effect of food processing



protein structure



cross reactions



availability of kits for different allergens.

A number of allergen ELISA test kits are currently available and research is being conducted to develop alternative or
confirmatory methods for the routine detection of allergens in foods.

Recommended Sampling Plan
Symbio Laboratories recommend undertaking the same approach to microbial principles for representative sampling or use
the sampling protocol as specified by customers (if any):


Select sample type and numbers based on risk



Choose a number of samples if the distribution is not homogenous - may concentrate at start of run or
randomly throughout run



Take samples aseptically to prevent cross contamination



Use separate “Allergen” samples (rather than the lab having to share the sample with Micro or Chemistry)



200g of sample is required per product



One swab per Allergen test if testing surfaces



Products and swabs should be kept chilled and sent to the lab within 24-48 hours to prevent protein
degradation

Available Testing
Symbio Laboratories can undertake testing for the following allergens in a range of products










Gluten
Milk
Egg
Soy
Peanut
Almond
Hazelnut
Walnut
Sulphites (not Elisa)

“As a leading provider of testing services to the Australian Food Industry, Symbio
Laboratories has the capability and wide scope to undertake allergen testing.”
Note: Some matrices/products are not suitable for ELISA testing;




high sugar, high salt and fermented products
samples which have undergone hydrolysis, high temperature, high pressure
gums

Click to find out more and contact Symbio Laboratories today
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