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Mr Elton Humphrey

Secretary

Senate Community Affairs Legislation Committee

Suite S1 59 20.6

Parliament House

CANBERRA  ACT  2600

Dear Mr Humphrey

I am writing to provide the Senate Community Affairs Legislation Committee with supplementary information in order to clarify issues raised in the submission to the Committee from Goodman Fielder regarding an application under the Novel Foods Standard. 

In providing this information, I recognise that the Novel Food Standard is not the core issue being considered by the Committee, but feel that further clarification of the issues raised in the submission is required. We submit the following information for the committee’s deliberations.

1. Phytosterol esters have never been approved or accepted as food additives in Australia.  Their natural presence at low concentration in foods of plant origin has been recognised and accepted as safe.

2. In developing the Novel Foods Standard, ANZFA had sought stakeholder and public comment on the scope and the detail of the Standard.  Many companies made submissions and industry was well aware in introducing oil based spreads containing phytosterol esters just ahead of the introduction of Novel Foods Standard that these would need to undergo a formal assessment as novel foods.  (The ‘novel’ component was that a biologically active substance was extracted and placed into foods at a concentration far higher than normally present in the diet of humans).

3. Only a small number of products with high levels of phytosterol esters have been approved by other reputable regulatory agencies.  The range of products under development in the ‘Logicol’ range is much wider than the products currently approved internationally.  Some jurisdictions (e.g. Canada) have indicated that they consider such products to be therapeutic goods because of the biological effects of phytosterol esters at the concentrations proposed, and the desirability of their use being restricted to individuals with a clinical need.

4. Application A410 was accepted for assessment by ANZFA as an application seeking general permission for the addition of phytosterol esters to food, but identifying the oil based spreads as the initial food vehicle.  It should be noted that under the policy framework for the joint Food Standards Code with New Zealand, permissions for ingredients or substances added to foods are for general use in all foods unless the toxicological or other data, or the absence of safety data, dictate a more restrictive approach.  Against this policy, a second application from Goodman Fielder was redundant as the issue was already encompassed within the initial application.

5. Assessment of the safety of a particular food ingredient must be based on the total dietary exposure of consumers to that ingredient, drawn from all sources.  This dietary exposure assessment is undertaken by ANZFA using dietary modelling methodology based on national data on the dietary intake of the population and the composition of individual foods.  This permits estimates to be made of the likely levels of consumption of particular constituents of food not only for the “average” consumer but also for particular vulnerable population groups such as infants, women of child bearing age and the elderly and consumers with high levels of consumption of certain classes of foods. 

6. In this case, the draft safety assessment concluded that there were adequate data to demonstrate safety of phytosterol esters up to a certain concentration in oil based spread products, but insufficient data to demonstrate safety in a broader array of foods.  It concluded that only a restricted permission was possible at this stage.  Industry, however, had the opportunity to submit further data on safety to address these gaps and to allow a review of the draft position to broaden the use generally to all foods.  No such data has been supplied.

7. There is confusion between data on safety and data on efficacy.  The latter is critical to show the biologically active properties of phytosterol esters in different food matrices to validate the claims made about the effect of the food.  The former is critical to ensure that there is no risk to public health and safety from exposure to high levels of phytosterol esters in the diet.
8.
One of the concerns noted by ANZFA was potential for phytosterol esters to reduce the plasma levels of carotenoids, and particularly ß-carotene which is a precursor for vitamin A.  The available studies indicate a reduction of ß-carotene of approximately 10%.  While this level of reduction is considered to be within normal variation and unlikely to lead to adverse health outcomes, there is no data available which has examined the potential for a more significant effect on carotenoid levels at higher levels of exposure.  
9.
Carotenoids and other lipid-soluble micronutrients, such as vitamin E, play important physiological roles in maintaining health.  There is evidence that diets poor in carotenoids and antioxidants may result in increased risk of some cancers.   It is important, therefore, that an adequate and regular supply of these substances is maintained.  The most vulnerable groups in relation to reduced vitamin levels are children, infants, and pregnant or lactating women.  
10.
While phytosterol ester-enriched foods are targeted at the older age group in the population, the foods products in which phytosterol esters are now being added are freely available through food outlets for consumption by all members of the population.  There is therefore some concern that a food product which is reported to reduce plasma cholesterol may be used by groups such as children and pregnant women for whom reduction in cholesterol is not necessary and may be undesirable.  The available human data does not allow ANZFA to make a scientific judgement about the health impact of cholesterol reduction at the high levels of exposure to phytosterol esters which could occur at if these substances were available in a broad range of foods.  

11. There is also confusion in the submission as to the validity of the use of data from clinical trials and post market surveillance of therapeutic goods containing phytosterol esters at even higher concentrations, to decisions about safety in a food context.  Therapeutic goods target individuals with clinical need where the use of the drug is controlled by prescription and/or dosage instructions, and where side effects if any are outweighed by the clinical benefit to individuals actually suffering from a particular medical condition, or considered at risk of developing that condition.  The data do not, as a rule, address the safety of the substance when given to a cross section of the general healthy community including many who may have no need for higher intakes of the substance.  Therefore, there is no rationale for these data to be a primary source of evidence of safety to exposure in the general community.

I have also attached a letter sent to all State and Territory Health Ministers on 2 March 2001 addressing some of the representations made by Goodman Fielder for the Committee’s consideration.

I would be happy to provide further information on this matter should it be required.  In the first instance, it would be appropriate to make contact with Mr Peter Liehne, General Manager, Standards on 6271 2246.

Your sincerely

IAN LINDENMAYER

MANAGING DIRECTOR

     MARCH 2001
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