
[image: image1.png]2 FOOD R v s

Te Mana Kounga Kai - Ahitereiria me Aotearoa





proposal p230

CONSIDERATION OF MANDATORY fortification WITH iodine 

Key issues for consideration at Final Assessment

May 2007

Table of Contents
2Overview


2Introduction


4What is iodine?


4Why has there been a re-emergence of iodine deficiency?


4Who needs iodine and why is it important in our diet?


5How much do people need?


5Can we improve our diet to give us more iodine?


6What are the effects of iodine deficiency?


6What will happen if we do nothing?


7Key Issues


7Food Vehicles


71.
Why remove biscuits from the proposal?


72.
Why remove breakfast cereals?


83. 
Why choose bread?


84.
Why use salt to add iodine to bread?


95.
Why not choose milk?


96.
Why not require all salt to be iodised?


10Impacts of the Proposed Fortification


107.
What is the expected impact of this proposal?


108.
Will everyone get enough iodine?


119.
What are the risks?


1210.
Why is there variation in iodine status?


1311.
Will all bread contain iodised salt?


1312.
What about people who don’t eat bread?


1313.
Will bread manufacturers be able to make claims about iodine?


1414.
How will mandatory iodine fortification be monitored?


1515.
What does industry have to do to implement this proposal?


1616.
What are the costs and benefits of this proposal?


1718.
How will everyone be informed of these changes?


18Other Regulatory Approaches


1819.
Why adopt a mandatory approach?


20Where to from here?


20Having your say




Overview

At the request of the Food Regulation Ministerial Council, Food Standards Australia New Zealand (FSANZ) is proposing a new food standard for the mandatory fortification of the food supply with iodine.  The Draft Assessment was released for public comment in August 2006.  We received 68 submissions. In preparing the Final Assessment Report we have considered all submissions and the key issues are outlined in this document.

Since the release of the Draft Assessment, FSANZ has proposed refinements to the food vehicle, undertaken further dietary intake assessments, revised costs, engaged consultants to examine technical issues and sought further advice from our Iodine Scientific Advisory Group.  In response to the additional information obtained, FSANZ is now proposing to refine the Final Assessment before consideration by the FSANZ Board in July 2007.  This paper highlights the proposed changes and provides interested parties with the opportunity to comment on the revised approach prior to completion of the Final Assessment Report.  

Introduction

Over the past decade, there has been a re-emergence of iodine deficiency in parts of the Australian and New Zealand population.  In May 2004, the Australia and New Zealand Food Regulation Ministerial Council (Ministerial Council) adopted a Policy Guideline on the Fortification of Food with Vitamins and Minerals.  At that time, Ministers also requested that Food Standards Australia New Zealand (FSANZ) give priority consideration to mandatory fortification with iodine.  In response, FSANZ raised this Proposal (Proposal P230) and released an Initial Assessment presenting four options for public consultation in December 2004.  The four options included maintenance of the status quo; extension of permissions for voluntary iodine fortification; promotion of voluntary options to increase industry use of iodised salt and mandatory fortification with iodine.

In December 2004, FSANZ sought advice from the Ministerial Council on whether mandatory fortification is the most effective public health strategy as FSANZ considered that this issue was more appropriately addressed by the Ministerial Council. This issue was considered by the Ministerial Council who sought advice from the Australian Health Ministers’ Advisory Council (AHMAC).

AHMAC convened an expert panel to advise on the most effective public health strategy for addressing iodine deficiency.  The expert panel advised AHMAC that mandatory fortification represents the most effective public health strategy for increasing iodine intake where safety can be assured and there is a demonstrated need
.  Health Ministers then referred this advice to the Ministerial Council who asked FSANZ to progress mandatory fortification with iodine as a matter of priority taking into account safety and cost effectiveness.

Subsequently, at its May 2006 meeting, the Ministerial Council agreed to amend the fortification policy guideline
 to include the following text in relation to decisions to request that FSANZ undertake work on mandatory fortification:

The Australian Health Ministers Advisory Council, or with respect to a specific New Zealand health issue, an appropriate alternative body, be asked to provide advice to the Australia and New Zealand Food Regulation Ministerial Council with respect to Specific Order Policy Principles 1 and 2, prior to requesting that Food Standards Australia New Zealand raise a proposal to consider mandatory fortification.

This paragraph clarifies that the responsibility for determining whether mandatory fortification is the most effective strategy rests not with FSANZ, but is to be referred to Health Ministers for advice.  The task for FSANZ is to assess whether mandatory fortification can be achieved, subject to safety and cost/benefit considerations.
Our objective is to reduce the prevalence of iodine deficiency in the Australian and New Zealand populations to the maximum extent possible, especially among unborn babies, infants and young children up to three years of age, and women of child-bearing age.  

What is the extent of iodine deficiency in Australia and New Zealand?

Australia

Studies conducted over the last decade in New South Wales and Victoria, where approximately 60% of the Australian population live, indicate the presence of mild-to-moderate iodine deficiency in all groups tested.  Study participants included school children, adult volunteers, and pregnant and postpartum women.  

Studies in Tasmania conducted prior to a local bread iodisation program, showed mild iodine deficiency in school children. The 2007 report of this program confirms that this strategy was effective in increasing the iodine status of school-age children the group studied.  Although the Tasmanian Government has also noted concerns regarding the reach and sustainability of this voluntary program, and the ongoing costs of maintaining industry commitment
.  

In 2003-04, the National Iodine Nutrition Study led by Professor Creswell Eastman, examined iodine status in primary school children from five Australian states.  Mild iodine deficiency was identified in New South Wales and Victoria, borderline iodine deficiency in South Australia, and adequate intakes in Queensland and Western Australia.  Data were not collected in Tasmania because of their bread iodisation program instigated in 2001.  No data was collected for the Northern Territory for logistical reasons.

The exact reason for interstate differences in iodine deficiency is uncertain. Variation in the iodine content of water across Australia has been suggested as a possible contributor to the variation in the degree of iodine deficiency between the States and Territories (further information is provided in Question 10).  

The degree of iodine deficiency of groups other than school children is not known for States and Territories other than New South Wales and Victoria.  However, the available national and international research clearly shows that pregnant women and new mothers are likely to be more deficient than children living in the same region.

New Zealand

The results of the 2002 New Zealand Children’s Nutrition Survey show that New Zealand children are mild-to-moderately iodine deficient, with deficiency greater in girls than in boys.  Research indicates a high proportion of New Zealand children have enlarged thyroid volumes, which is consistent with iodine deficiency.  Studies measuring iodine status in adults show that they are also deficient, especially pregnant women.  Other published research indicates that breast-fed infants are moderately iodine deficient. This also suggests that breast-feeding mothers, as a group, are also iodine deficient.
What is iodine? 

Iodine is a natural element found as a nutrient in our food.  Iodised salt, dairy products, seafood, kelp, and eggs can all contribute to dietary iodine intakes.  Of these, certain seafoods and kelp can contain very high levels of iodine.  Iodine-containing supplements and medicines also contribute to iodine intakes for some people.  Drinking water may also contribute to iodine intake, the level of contribution being dependent on the iodine concentration of the water supply for any given area.

Why has there been a re-emergence of iodine deficiency?

Historically, people living in Tasmania, the Australian Capital Territory, New South Wales, Victoria and New Zealand had low iodine intakes.  This has been attributed to the low iodine content of foods grown in the iodine deficient soils of these regions.  In the past various initiatives were put in place to address this problem, including supplementation and fortification schemes.  The current deficiency is not fully understood but may be related to one or more of the following:

· reduced use of iodine-based cleaning products in the dairy industry, leading to lower concentrations of iodine in milk; and

· decreased consumption of iodised salt, due to greater use of non-iodised salt and a reduction in total salt intakes.

Who needs iodine and why is it important in our diet?

We all need iodine.  It is essential for the production of thyroid hormones and thyroid health throughout life.  Thyroid hormones regulate body temperature and metabolic rate in adults and children.  These hormones are also very important for the normal development of the brain and nervous system before birth, in babies, and young children.  It is therefore particularly important that pregnant women, breast-feeding mothers and young children have an adequate dietary iodine intake.
How much do people need?

The values for adequate iodine intakes are set out in the Nutrient Reference Values for Australia and New Zealand
.  The recommended dietary intakes (RDI
) for iodine for individuals are provided in Table 1.  

Table 1:  Australian and New Zealand Recommended Dietary Intakes for Iodine 

	
	Age
	RDI

	
	
	(g per day)

	Children & Adolescents
	1-3 years
	90

	
	4-8 years
	90

	
	9-13 years
	120

	
	14-18 years
	150

	Adults
	19+ years
	150

	Pregnancy
	14-18 years
	220

	
	19-50 years
	220

	Lactation
	14-18 years
	270

	
	19-50 years
	270


Can we improve our diet to give us more iodine?

Many staple foods in our diets are low in iodine, due to the low levels of iodine in Australian and New Zealand soils.  We would have to eat a large additional amount of many of these foods to gain as much extra iodine as we are likely to achieve under mandatory fortification.  

The foods highest in natural iodine content include seaweed (sushi), seafood and fish; some of these foods can contain more than the recommended daily dietary intake for iodine in one serving.  However, these foods are not dietary staples for the majority of the population and contribute only a modest proportion of the average daily iodine intake.  Milk and milk products contribute the greatest proportion of the average daily iodine intake.  The specific contribution varies across age groups and between Australia and New Zealand.
The proposed mandatory fortification would increase the average daily iodine intake of adults by around 30-70 g.  Table 2 shows how much of a cross section of foods would need to be eaten to get and extra 50 g of iodine into the diet.

Table 2:  Example of the Amount of Various Foods Required to Add an Extra 50 Micrograms of Iodine per Day 

	Food
	Amount required to gain an extra 50 g  iodine per day

	Oysters or scallops
	1-2

	Salmon, canned
	1-1.5 cans

	Trim/low fat milk
	2-3 cups


	Tuna, canned
	2-3 cans

	Egg, boiled
	2-4 eggs

	Beef steak
	8-10 steaks

	Pasta, white, boiled
	Over 2 kg


A range has been provided to account for natural differences in iodine content in foods.

What are the effects of iodine deficiency?

Iodine deficiency can affect people of all ages, but it is particularly detrimental to the developing brain.  Mild-to-moderate iodine deficiency in mothers during pregnancy, and iodine deficiency during early childhood can result in slower reaction times and lead to small reductions in mental performance.  Damage that occurs prior to 2-3 years of age is irreversible.
Moderate iodine deficiency can lead to impaired visual and verbal information processing, and fine motor control.  It can reduce the ability to concentrate, lower learning capacity, and lead to small reductions in intelligence quotient (IQ).  It may also result in hearing impairment, and an increased risk of attention deficit and hyperactivity disorders.  

Prolonged iodine deficiency can lead to adverse changes in the thyroid, including various forms of goitre (enlargement of the thyroid gland), which can predispose affected individuals to thyroid disease later in life leading to adverse changes in metabolism.
The extent and severity of health and development impairments resulting from iodine deficiency increases with increasing deficiency.  Severe iodine deficiency can lead to the severe mental and physical retardation known as Cretinism.  However, neither severe deficiency nor Cretinism have been reported in New Zealand or Australia with the current re-emergence of deficiency.  This severity of deficiency is generally restricted to economically developing nations where there is a population-wide severe deficiency. 
What will happen if we do nothing? 

It is likely the current levels of iodine deficiency will become more serious and widespread in Australia and New Zealand, especially among pregnant and lactating women, babies and young children.  If deficiency were permitted to get worse the consequences of deficiency would also become more serious.
Key Issues

At Draft Assessment, FSANZ proposed the mandatory replacement of salt with iodised salt in breads, breakfast cereals and biscuits.  However, after extensive deliberation for the Final Assessment, FSANZ is now planning to remove biscuits and breakfast cereals as food vehicles.

At Final Assessment, we are considering…. 

-  the mandatory replacement of salt with iodised salt in bread as the preferred approach to address the re-emergence of iodine deficiency in Australia and New Zealand, with a salt iodisation range from 35-55 mg of iodine per kg of salt.

-  retaining the voluntary permission for iodine in iodised salt and reduced sodium salt but adjusting it from the current range of 25-65 mg per kg to 35-55 mg per kg, to make it consistent with the mandatory requirement.

Food Vehicles

1.
Why remove biscuits from the proposal?

It was initially proposed to mandate iodised salt in biscuits in addition to bread and breakfast cereals.  However, biscuits contributed the least to increasing the population’s iodine intake, but posed the greatest impost on trade with respect to both imports and exports.  
All imported biscuits would need to use iodised salt, requiring overseas manufacturers to set up separate production lines.  Australian and New Zealand biscuit manufacturers who export to Japan would also need to have separate production lines, as Japan does not allow the importation of iodised foods.  Setting up separate lines would impose an additional cost for these manufacturers for comparatively small contribution to iodine intakes.  

Other issues considered were the variable salt content of different biscuit categories and concerns by some that this could be perceived as legitimising biscuits as a ‘healthy’ food. 

2.
Why remove breakfast cereals?

Following the Draft Report, one of Australia’s leading breakfast cereal manufacturers alerted us to their concerns that their particular salt addition method might be unable to deliver consistent amounts of iodine to their products.  Subsequent testing confirmed there was a technical difficulty that may require considerable time to resolve.  
As a consequence, we intend to remove breakfast cereals as one of the food vehicles for mandatory iodine fortification at this stage.  To compensate for having removed biscuits and breakfast cereals from the proposal we have slightly increased the level of iodine required in salt from that initially proposed at Draft Assessment; giving comparable dietary intake estimates. 
If monitoring were to reveal insufficient iodine in the food supply following mandatory fortification we will reconsider breakfast cereals as part of an iodisation program.  FSANZ will explore the possibility of directly adding iodine to breakfast cereals, rather than using iodised salt.  
Direct addition would be a novel approach, having not been extensively tested; it would require significant research and development and industry consultation time to implement.  If found to be feasible, direct addition would be independent of the amount of salt added to a given breakfast cereal, and therefore allow a consistent and predictable amounts of iodine to be added across products. 

In the interim, we consider it preferable to minimise further delays to this important public health initiative by proceeding with a proposal related to bread rather than to wait until the technological barriers for breakfast cereals are overcome

3. 
Why choose bread?

FSANZ’s dietary intake estimates indicate that 88% of Australians aged 2 years and above consume bread. For New Zealanders aged 15 years and above, 87% consume bread.  

Bread is a nutritious food that typically is made domestically for the local market, so it is little affected by special concerns about imports and exports.  Bread has a short shelf life so is less likely to be affected by technological issues, and both national and international research shows iodised salt can successfully be added to bread.  In practice, the salt content, and hence the iodine content, does not vary significantly over a range of bread, though it does vary widely in breakfast cereals and biscuits.  

4.
Why use salt to add iodine to bread?

International guidance and experience shows that using iodised salt is one of the best ways to reduce iodine deficiency
.  Further, there are only a handful of salt producers in Australia and New Zealand, making it easier to ensure effective quality control for iodine levels in salt.  It would be more burdensome to require hundreds of bread manufacturers to determine the amount of iodine present in bread.  Under this proposal, the main impact on bread manufacturers will be a requirement to replace salt with iodised salt, and changing the ingredient list to reflect this change. 

Salt contributes to hypertension.  There are efforts globally to encourage everyone to eat less salt. Therefore the substitution of salt for iodised salt in a widely eaten food is preferable to advising people to add iodised salt to their food.  We are not proposing adding more salt to bread, just substituting the salt already used with iodised salt.  Indeed, if manufacturers respond to calls from groups like World Action on Salt and Health to reduce the amounts of salt in their bread, we can easily increase the proportion of iodine in the lower quantities of salt.  

5.
Why not choose milk?

Milk has been suggested as additional/alternative food vehicle for mandatory iodine fortification.  Dietary intake estimates indicate that 84% of Australians aged 2 years and above consume dairy milk. For New Zealanders aged 15 years and above, 89% consume dairy milk.  However, the technical feasibility, safety, and efficacy of this approach to addressing iodine deficiency is largely untested and unproven.  The dairy industry notes that substantial development time would be required to ensure the successful direct addition of iodine to milk.  

The re-emergence of iodine deficiency broadly correlates with changes to dairy industry cleaning processes.  During the 1960s/70s, the uncontrolled use of iodophor-containing sanitisers inadvertently raised iodine levels in milk.  Tighter controls introduced in the early 1970s produced changes to dairy industry practices.  As a result, the iodine content of milk has decreased.  While iodophors continue to be used as effective sanitisers in some sections of the dairy industry, their use today is more controlled and measured.  Alternatives, such as chlorhexidene based sanitisers, are predominantly used for cleaning processing equipment.  Despite this decline, dairy foods still remain an important source of dietary iodine.

It has been suggested that the dairy industry re-establish their previous cleaning practices using iodophor-containing sanitisers to boost iodine levels in the food supply.  We believe it would be inappropriate to rely on unpredictable accidental contamination as a strategy to address the re-emergence of iodine deficiency.  

6.
Why not require all salt to be iodised?

Universal salt iodisation (USI), the iodisation of all salt used for human and animal consumption, is the recommended global strategy for the control of iodine deficiency (ICCIDD et al., 2001).  However, USI has not been adopted by developed economies such as the United States, Canada, Switzerland, Belgium, the Netherlands, Denmark and Germany.  Instead, these countries have introduced legislation allowing, and in some cases mandating, the iodisation of discretionary salt and/or salt used in some processed foods and animal feeds.  

Therefore, FSANZ initially assessed two mandatory fortification options; the first option replacing salt with iodised salt in all processed foods (comparable to USI) and the second replacing salt with iodised salt in cereal-based foods. A different level of salt iodisation was selected for each option such that it maximised iodine intakes while minimising the proportion of the population potentially excessive intakes.  Both options would deliver similar outcomes in terms of effectiveness, and safety.  This is detailed in the Draft Assessment
. 

Because the two options would deliver similar outcomes, the choice of the preferred option was based on non-nutritional considerations.  Specifically, FSANZ selected the option with the least associated costs and trade impacts.  This is consistent with the government’s requirement for minimum effective regulation.  Both Australia and New Zealand are members of the World Trade Organization (WTO).  While the WTO agreements allow governments to take measures to restrict trade in pursuing national health policy objectives, these measures should be no more trade-restrictive than necessary.   

Another consideration for FSANZ was to ensure that the addition of iodised salt would be technically feasible.  From experience overseas and in Tasmania, we knew iodised salt could be successfully added to bread.  Although it is generally accepted that iodised salt can be substituted for non-iodised salt in most foods, questions remain regarding the impact of different processing methods on iodine retention levels and food quality.  Further studies would be needed to confirm the technological feasibility of adding iodised to all processed foods.  

Therefore, FSANZ’s preferred regulatory option is to replace salt with iodised salt in bread.  In comparison to replacing salt with iodised salt in all processed foods, this option is less costly for industry, has less trade impact, is technologically feasible, and comparable in terms of effectiveness in the delivery of iodine to the population.

Impacts of the Proposed Fortification

7.
What is the expected impact of this proposal?

This proposal will contribute considerably to alleviating the consequences of existing iodine deficiency, and prevent it from becoming more widespread and serious in the future.  Most importantly, it will reduce the risk of mothers becoming progressively more iodine deficient through successive pregnancies, further increasing the risk of children being born with serious impairment from iodine deficiency.

8.
Will everyone get enough iodine?

No.  It is unlikely this proposal will deliver enough additional iodine to fully meet the needs of pregnant and breast-feeding women, whose requirements are substantially higher than the rest of the population.  It is not possible to ensure these two groups receive sufficient iodine through fortification without also increasing iodine intakes in a large proportion of children above the Upper Level of Intake
.  

Although fortification will increase the average intake of iodine for all sections of the population, except those who never eat bread, most pregnant and lactating women will benefit from taking an iodine supplement.  We will refer this issue to relevant health authorities and health professionals.

While it is difficult to deliver enough iodine to meet the needs of pregnant and breast-feeding women through this proposal, it is important to note that the majority of the population will receive sufficient additional iodine, including the majority of children and women of child bearing age.  This will make it more likely for women to enter pregnancy with adequate iodine stores decreasing the risks of pregnancy affected by iodine deficiency.
9.
What are the risks?

Following Draft Assessment we reconvened our Iodine Scientific Advisory Group
 to address specific concerns raised in submissions.  This group consists of experts in thyroid disease, including thyroid cancer treatment, as well as specialists in iodine deficiency disorders and iodine nutrition.  We have also conducted extensive reviews of available scientific and medical literature to assess the safety of increasing the iodine content of the food supply.  

The predicted increase in iodine of the Australian and New Zealand food supply following the proposed fortification is less than might be experienced by someone moving from a country with low iodine to one with adequate iodine in the food supply.  The change is also less than what might be experienced by someone eating a seafood meal when they do not regularly eat such food.

Our dietary intake estimates demonstrate that iodine fortification at the recommended level will improve the iodine status of the population.  It will do so with a high degree of safety even for those living in areas where the available data suggests iodine deficiency is less common.

International Experience

The experience of countries such as Switzerland, Austria, Holland and Denmark has shown that adding a small amount of iodine to the food supply of deficient populations has a high degree of safety.  Their experience has also shown that these additions can result in initial increases in the small number of people with overactive or underactive thyroids; conditions known as hyperthyroidism and hypothyroidism.  International experience indicates that after several years of fortification the incidence of these conditions stabilise.  In Switzerland researchers found that after ten years a smaller proportion of people had these thyroid problems than in the period before extra iodine was added to the food supply.
  This reflects the fact that iodine deficiency itself increases the risk of thyroid problems.

Those with Existing Thyroid Disorders

For those with existing hyperthyroidism, including Grave’s disease, high intakes of iodine can cause their symptoms to worsen.  These people may be advised to avoid iodine-rich foods, including iodised salt in cooking or at the table, though they still require the recommended dietary intake of iodine to produce thyroid hormones. Exceptions would include those wholly dependent on thyroid hormone replacement therapy.  However, the increase in iodine in the food supply will be modest and unlikely to aggravate thyroid disorders in most people.  

We have been advised by medical experts that any changes in the condition of those with thyroid diseases can be identified at their regular medical check-up and readily treated. If fortification becomes mandatory, GPs and specialists will be advised to monitor their patients with existing thyroid disorders.
People with Thyroid Cancer

In countries where dietary iodine is adequate to high, people undergoing radiological scans or treatment for thyroid cancer are often advised to consume a low iodine diet a few weeks prior to treatment.  This is to deprive the thyroid of iodine, so that it readily takes up the radio-iodine used for scanning and treatment.  This does not mean that anyone with, or who has had, thyroid cancer should consume a low iodine diet on a permanent basis.  

Iodine Sensitivity

Exposure to large amounts of iodine and substances high in iodine can produce a range of symptoms in sensitive individuals.  Often the symptoms are related to the non-iodine component of the substance causing the reaction.  Common examples of this are the non-iodine components, including proteins, of iodine-based antiseptics, iodine-based contrast media, and iodine-rich seafood.  In cases where a single individual reacts to a number of different substances containing iodine, it has sometimes been assumed that iodine itself is causing the symptoms without further investigation.  

As iodine is an essential element, necessary for life in all individuals not receiving thyroid hormone through medication, being completely intolerant to iodine would be extremely rare.  While some highly sensitive individuals may react to iodine, where this has been reported in the medical literature the amounts of iodine involved have been well in excess of recommended daily intakes.

Individuals who are concerned about the increasing iodine levels in the food supply will be advised to consult with their General Practitioner (GP) or specialist.  As part of FSANZ’s Communication and Education Strategy, we will advise GPs and specialists of the proposed changes, so they can be aware, in the unlikely event, of any potential adverse effects in sensitive individuals. 
10.
Why is there variation in iodine status?

Population iodine status varies by gender and age in both Australia and New Zealand, and by State and Territory in Australia.  
The differences between gender and age arise from differences in iodine intake relative to requirements.  Iodine requirements are very similar for males and females at a given age, and do not change further in adulthood, except during pregnancy and breast-feeding when requirements greatly increased.  However, as a group, women and girls consume less food, and therefore less iodine than men and boys of comparable age.  Further, the amount of food consumed by different adult age categories also varies.  In the context of an iodine deficient environment, iodine intake and requirements match more closely in some age and gender groups than in others. 
The reason for Australian regional variation in iodine deficiency is unclear.  One possibility is variation of iodine in the water supply used for drinking and preparing food.  Data from a limited number of water authorities showed a 40-fold variation in the iodine content of water.  Average reported values varied between 0.5µg and 20 µg iodine per100 g water.  No data was available for some regions including Queensland and South Australia.  There is insufficient data available to quantify the contribution of variations in water iodine content to regional differences in iodine deficiency.

Differences in iodine content of the Australian food supply across regions may also account for differences in intake.  It is known that foods from different regions vary in their iodine content, but there is insufficient region specific data to carry out dietary intake estimates on a State by State basis.  Further, much of the food supply is national as opposed to regional, so it is unlikely the variation in iodine deficiency among States is wholly due to differences in iodine content of regional foods.
11.
Will all bread contain iodised salt?

FSANZ is planning to exempt organic bread from this proposed mandatory fortification.  This approach is consistent with FSANZ’s recommendation for mandatory fortification with folic acid, where organic bread is exempt.

In the Food Standards Code, bread is defined as the product made by baking a yeast-leavened dough prepared from one or more cereal flours or meals and water.  Therefore, other types of yeast-free ‘bread’will not be required to replace salt with iodised salt, as they do not meet the definition.  However, iodised salt can be added to any food by virtue of the voluntary permissions that exist in the Food Standards Code.  Manufacturers of yeast-free ‘breads’ may use iodised salt.

To ensure the effectiveness of this iodine fortification strategy, it will be important that nearly all bread does contain iodised salt.  

12.
What about people who don’t eat bread?

Although the majority of the population eat bread
, FSANZ recognises some people don’t.  This includes people who are gluten intolerant or don’t eat bread for cultural/other reasons.  It will be important for these people to consume iodine from other sources such as naturally iodine rich foods, e.g. seafood, iodised table salt in place of normal salt if they consume table salt at all, and/or from supplements.  As part of the Communication and Education strategy, FSANZ will provide information on other iodine rich sources in the diet.  

13.
Will bread manufacturers be able to make claims about iodine?

Labelled bread will be required to list ‘iodised salt’ in the ingredient list.  In addition, bread manufacturers can currently make a nutrition content claim if their product fulfils the necessary requirements.  A ‘source’ claim
 can be made on bread containing at least 15 micrograms iodine per 50 g reference quantity (approx 2 slices of bread).  This is feasible as most bread contains at least 1% salt.  A ‘good source’ claim can be made if bread contains at least 37.5 micrograms iodine per 50 g reference quantity.  However, very few types of bread would be eligible to make a ‘good source’ claim.

Criteria for claims about the presence of iodine and associated health claims on bread are being considered under Proposal P293 - Nutrition, Health and Related Claims.
Some health professionals have expressed concern that the iodine fortification proposal could undermine programs to reduce the salt content of bread.  They advocate a ban on nutrition content and health claims for foods containing iodised salt.  They argue that if claims are allowed then manufacturers are discouraged from lowering the salt content of bread.  Conversely, others contend that claims will be a source of useful information to alert consumers to the presence of iodine in bread and could be used as part of an overall education strategy.  

FSANZ has undertaken work to determine if the ability to make claims would be affected by decreasing the salt content of bread.  The impact of a 10%, 20% and 30% reduction in salt content on the ability to make claims has been assessed.  Generally, even with a 30% reduction in salt content, the majority of bread will still be able to make claims about iodine.  Most salt reduction programs aim for an average 10% reduction in the salt content over a two year period.  Therefore, it is unlikely that the ability to make claims would impede attempts to lower the salt content in bread; FSANZ will ensure ongoing consultation with industry on this matter.
As required by the fortification policy guideline, the effectiveness of this mandatory fortification proposal will be reviewed.  Over time, if the salt content of bread is decreased in response to salt reduction initiatives, FSANZ can increase the iodisation level in salt to compensate.  This would ensure that the same amount of iodine is available in the food supply.  The salt and iodine content of bread will be monitored as part of the monitoring program.

14.
How will mandatory iodine fortification be monitored?

FSANZ fully supports the need for monitoring systems to ensure the ongoing effectiveness and safety of any mandatory fortification program.  It is an important element of our risk management strategy for ensuring iodine consumption is increased to the desired level.  It is a requirement of the Ministerial Policy Guideline that any agreement to require mandatory fortification be monitored and formally reviewed.  The responsibility for establishing and funding a monitoring system is beyond FSANZ’s role.  However, FSANZ is responsible for some elements of a monitoring program and has committed to carry out these tasks.  

The issue was forwarded to AHMAC
 by the Food Regulation Sub Committee (FRSC)
 in March 2007 for further discussion on implementation and funding, however, FSANZ will be responsible for some components of an overall monitoring system.  FSANZ will contribute to the following elements of the proposed iodine monitoring system by:

· tracking changes in the food supply for fortified/unfortified foods in key food categories in consultation with the food industry;

· updating Australian national food composition databases;

· tracking iodine content of the water supply across regions and in consultation with relevant water authorities 

· tracking labelling changes on fortified foods;

· tracking discretionary salt use in the population, including uptake of iodised table salt; 

· tracking changes in food consumption patterns for different demographic groups in key food categories that are likely to be fortified and estimating resultant changes in intake of iodine from the diet;

· tracking regional differences in iodine status and iodine levels in the food supply where possible; and 

· researching changes in consumers’ attitudes and behaviour towards fortified foods.

The main objective of mandatory iodine fortification will be to reduce the prevalence of iodine deficiency.  Therefore, measurement of iodine status will be an essential component of any monitoring system.  It will also be highly desirable to collect information on the iodine content of salt, water and other foods, iodine intakes from the overall diet for different population groups and on any potential adverse affects from increasing the iodine content of the food supply. 

The Implementation Sub Committee (ISC)
 agreed in 2006 that a pilot survey on thiamin
 in bread making flour and bread products be organised through the ISC Coordinated Food Survey Plan. The intention of the pilot survey is to assist in the development of a consistent national approach to assessing compliance and enforcement of fortification standards. The pilot survey, an audit survey with an analytical component, is currently underway in Western Australia with results expected in mid 2007.

15.
What does industry have to do to implement this proposal? 

The salt industry has indicated its willingness and ability to produce greater amounts of iodised salt, noting that this would require a small expansion to the existing infrastructure.  The point of compliance for the amount of iodine in salt will be the responsibility of the salt manufacturer.  Currently they are required to stay within the existing fortification range and will need to continue to do so under mandatory fortification.  We consulted with the salt industry regarding to establish a practical working range. 

For the bread industry, the main impacts will be replacing ordinary salt with iodised salt as an ingredient and labelling changes.  It is technologically feasible to add iodised salt to bread at the concentration being considered.  The ingredients’ list on food labels will need to be altered to reflect this change.  The point of compliance for the baker will be the requirement to replace salt with iodised salt, not the amount of iodine in the final product.

16.
What are the costs and benefits of this proposal?

FSANZ approached the cost benefit analysis by first assessing benefits on the basis of the medical and other evidence contained in the risk assessment to show the benefits of addressing iodine deficiency, and then documenting the compliance costs for industry and costs of enforcement for the jurisdictions that would occur when the proposal was implemented.  This approach was supported by the peer reviewer of the overall cost benefit analysis.  

The benefits identified relate to enhanced public health outcomes in addressing a deficiency in iodine that is widespread in Australia and New Zealand.  The iodine requirements of women in pregnancy and lactation are greater than the rest of the population and hence the extent of any pre-existing deficiency becomes more severe for them and their children.  The consequence of iodine deficiency is to impair cognitive function in the population generally, including hearing and concentration.  For very young children, up to the age of three years, the impact of iodine deficiency is irreversible.  

This proposal will contribute considerably to alleviating the consequences of existing deficiency, and prevent it from becoming even more widespread and serious in the future.  

At Draft Assessment, FSANZ commissioned Access Economics to assess the costs of the proposal.  In proposing to remove breakfast cereals and biscuits, FSANZ asked Access Economics to revise its costs to reflect this change.  Details are included at Attachment 1 - Costs of fortifying bread and bread products with iodine.  

The removal of breakfast cereals and biscuits substantially lowers the overall cost of the proposal.  The main cost saving is due to the removal of all trade related costs.  This results in a further improvement in the net-benefit of the proposal as described at Draft Assessment.

The costs include those incurred by salt manufacturers: in purchasing additional iodine, upgrading equipment to meet the increased demand, undertaking increased analytical testing to verify the accuracy of fortification, and label changes.  Upfront costs of A$161,000 and NZ$303,000 would be incurred in Australia and New Zealand, with the greater New Zealand cost reflecting new equipment required for two production facilities compared with one facility in Australia.  Ongoing costs would be A$314,000 and NZ$20,000 per year, with the Australian estimate affected by substantial inter-state transport costs of A$230,000. 
Costs would also be incurred by bread manufacturers; they would be required to change labels by replacing ‘salt’ with ‘iodised salt’ on the ingredients list and incur loses from packaging write-offs during the transition to the new labelling.  Upfront costs of A$6.9 million and NZ$1.5 million would be incurred in Australia and New Zealand.  Ongoing costs from a low rate of analytical testing were estimated at around A$30,000 and NZ$30,000 per year.  It should be noted that bread-makers’ labelling costs would be significantly reduced if iodine fortification was implemented simultaneously with folic acid fortification.  

The jurisdictions would also incur costs to enforce this proposal, with upfront costs of A$31,000 and NZ$8,000 plus ongoing costs of A$137,000 and NZ$89,000 per year.

Overall costs of this proposal would be A$7.1 million and NZ$1.8 million upfront in Australia and New Zealand, plus respective ongoing costs of A$482,000 and NZ$138,000 per year.  These costs may be passed on to consumers, increasing the price of bread by less than $0.01 per loaf in both Australia and New Zealand. 

17.
When will the standard come into effect?

FSANZ is proposing a transition period of approximately two years will apply to the mandatory replacement of salt with non-iodised salt in bread.  This provides sufficient time for the salt industry to increase their production of iodised salt and for bread manufacturers to make the required changes to manufacturing and labelling.  It also allows alignment with the proposed mandatory fortification of bread flour with folic acid, therefore reducing the costs to industry for labelling changes. 

At Draft Assessment, FSANZ proposed a one-year transitional.  However, many industry submissions noted that a longer transitional period would be required to minimise the costs associated with making the necessary label changes.  FSANZ commissioned an independent consultant to explore this issue. A two-year transitional period was recommended to help accommodate several future proposed label changes.  The cost savings for industry in being able to simultaneously align the various future label changes is also noted in the Access Economic report at Attachment 1.  

FSANZ is planning to complete this Proposal by July 2007 and will then notify the Ministerial Council.  Subject to any request from the Ministerial Council for a review, the proposed draft variations to the Code are likely to come into effect two years from gazettal.  However, the exact timing may vary slightly, to attempt to align the implementation time with the new folic acid fortification standard.

18.
How will everyone be informed of these changes?  

We have prepared a strategy to guide communication and education initiatives to raise awareness and understanding of the proposed standard.  In implementing this strategy, we will collaborate with other organisations that play an important role in providing information and education to consumers, industry and other key stakeholders.  
The strategy identifies the following target audiences; all consumers but particularly children and women of child-bearing age; industry, particularly salt and bread manufacturers; health professionals, including GPs and specialists; government agencies responsible for monitoring, enforcement and education; and the media.

Key messages about the standard have been devised for the different target audiences.

As part of the strategy, specific messages will be developed for particular population groups, such as non-bread eaters, pregnant and breast-feeding mothers and those individuals with existing thyroid disease. 

Other Regulatory Approaches

19.
Why adopt a mandatory approach?

The Ministerial Council asked FSANZ to give priority consideration to mandatory iodine fortification.  Based on advice from an expert group that mandatory fortification with iodine was the most effective strategy subject clinical safety and cost-effectiveness, the Ministerial Council noted that mandatory fortification was an effective public health strategy 
  The expert group advised that mandatory fortification fulfilled the criteria of effectiveness, equity, efficiency, certainty, feasibility and sustainability required for an effective public health strategy.  On the basis of this advice and at the request of the Ministerial Council, FSANZ expedited its consideration of mandatory fortification of the food supply with iodine.

Several industry submissions state their opposition to mandatory fortification, preferring a voluntary system.  They argue that many countries have successfully adopted a voluntary approach to address iodine deficiency.  Many countries with voluntary fortification, e.g. Switzerland and the USA, who originally were successful in improving iodine status, now find changes in food habits, manufacturing practice and imports/exports, have resulted in decreases in dietary iodine supply.  
It is for the Ministerial Council to determine whether mandatory or voluntary fortification is the preferred option.  However, FSANZ notes that voluntary fortification is not as sustainable, and does not provide as stable and certain an iodine supply as mandatory fortification.  Further, addition of iodised salt to processed foods is currently permitted, and has been for many years, but with minimal uptake by Australian and New Zealand Industry.

In response to the Draft Assessment, the food industry proposed a voluntary iodine fortification scheme.  Certain food manufacturers proposed signing a ‘Memorandum of Understanding (MOU)’ to fortify a range of foods using iodised salt. The foods proposed for the MOU were specific brands of breads, breakfast cereals and biscuits; similar food groups to those selected for mandatory fortification. However, the nominated foods represented only 15-30% of each market.  FSANZ has undertaken dietary intake estimates to assess the level of iodine intake under this voluntary fortification scheme.  Assuming iodisation of salt at the current average concentration, this voluntary fortification would be significantly less effective in increasing iodine intakes than the proposed mandatory fortification.

In Tasmania, for example, putting iodised salt in bread increased the iodine status of a mildly deficient population.  In October 2001, the Tasmanian Government introduced an interim, state-based voluntary iodine fortification program.  Bakeries were asked to use iodised salt in place of regular salt and a MOU was established between the Tasmanian Government and those bakers willing to participate.  Although Tasmania’s fortification program improved population iodine status, we note the Tasmanian Government’s own concerns regarding the reach and sustainability of the voluntary program, and the ongoing costs of maintaining industry commitment
.

In Switzerland, voluntary iodine fortification has been successful in addressing iodine deficiency, though theirs is an unusual case.  Since 1922 the Swiss have had legislation requiring iodised salt for human consumption.  Recent estimates show iodised salt has a market share of 94% of household salt and 67% of salt used in commercial food production.  Significantly, one of the main reasons for the high uptake of iodised salt is that the state has a monopoly on salt manufacturing.  The Swiss acknowledge it takes considerable time and effort to achieve such a high use of iodised salt under a voluntary situation.  They also note a recent decline in the use of iodised salt for commercial food production from the previous high of 80%. 

FSANZ has recently reviewed other countries’ approaches to iodine deficiency.  The review mainly focuses on countries with similar economies to Australia and New Zealand.  Although comparing the effectiveness of different approaches is difficult due to differences in food regulatory practices, monitoring, and enforcement, a mandatory approach is more frequently associated with a desirable outcome than a voluntary approach.

Where to from here?

In finalising this Proposal, FSANZ will consider all feedback received in response to this issues paper.  The Proposal will then be considered in July 2007 by the FSANZ Board and the Ministerial Council notified shortly thereafter.  Subject to any request from the Ministerial Council for a review, the proposed draft variations to the Code are likely to come into effect approximately two years from gazettal, to align with the mandatory folic acid fortification proposal.  

Having your say

We welcome your views on FSANZ’s proposed approach developing a new food standard for fortification of the food supply with iodine.  Written comments can be sent to slo@foodstandards.gov.au.
Additional information on this proposal can be obtained on the FSANZ website www.foodstandards.gov.au where you will find:

· Draft Assessment Report for Consideration of Mandatory Fortification with Iodine (Proposal P230).
· Ministerial Policy Guideline on the Fortification of Food with Vitamins and Minerals.

Your views are important to us.

They will help shape new regulations for the
fortification of food in Australia and New
Zealand.

We must receive your written comment by
6pm AEST on
6 June 2007
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� FRSC comprises senior officials from Departments for which the Ministers are represented on the Ministerial Council.  Its role is to provide policy advice to the Ministerial Council. 
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