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STATEMENT OF REASONS 

APPLICATION A350 - USE OF ERYTHRITOL
FOR RECOMMENDING VARIATIONS TO THE FOOD STANDARDS CODE TO PERMIT THE ADDITION OF ERYTHRITOL TO FOOD.  THE FOLLOWING STANDARDS ARE RECOMMENDED TO BE VARIED:

A1
LABELLING AND ADVERTISING;

A6
FLAVOURINGS AND FLAVOUR ENHANCERS;

A8
ARTIFICIAL SWEETENING SUBSTANCES;

A10
MODIFYING AGENTS;

A11
SPECIFICATIONS FOR IDENTITY AND PURITY OF FOOD ADDITIVES, FOOD PROCESSING AIDS, VITAMINS, MINERALS AND OTHER ADDED NUTRIENTS;

B3
BISCUITS, CAKE, PASTRY AND OTHER FLOUR PRODUCTS;

K3
CONFECTIONERY;

R2
LOW JOULE FOODS; AND

R3
CARBOHYDRATE MODIFIED FOODS. 

ANZFA has before it a joint application received on 22 October 1997 from Cerestar Holding BV, Mitsubishi Chemical Corporation and Nikken Chemicals Company Ltd to amend the Australian Food Standards Code to permit the addition of erythritol to food.

The Authority has recommended to the Australia New Zealand Food Standards Council that it adopt the draft variations to the Food Standards Code, as amended, for the following reasons:

•
Erythritol can perform a wide range of technological functions when added to food.  These functions include acting as a sugar replacement, a bulking agent, a carrier, and a humectant.

•
The use of erythritol as a base for artificial sweeteners, a carrier for flavourings, and a humectant is technologically justified as is its addition to baked goods, confectionery, low joule foods, and carbohydrate modified foods.

•
Erythritol may be suitable for use as a table–top sweetener and, when added to foods in low levels, may satisfy the criteria for a natural flavouring substance, as defined in the Australian Food Standards Code.

•
Erythritol has low acute and long–term toxicity in laboratory animals and appears to be well tolerated at relatively high doses in humans.  The effects associated with repeated exposure in animals were restricted to:

–
reduced body weight gain caused by the reduced energy value of erythritol compared to other carbohydrates;

–
osmotic diuresis with increased water intake (ie., thirst), increased urine volume and possibly accompanied by changes in electrolyte levels in urine and increased kidney weight due to the osmotic effect of erythritol on body fluids; and

–
diarrhoea/loose faeces, caecal enlargement, and increased excretion of calcium as a result of the fermentation of unabsorbed material from the small intestine in the large intestine.

•
In humans, mild symptoms of laxation and diuresis may be encountered by high consumers of this product.  Specifically:

–
laxation occurs when greater than 42 g erythritol/day (71 kg adult) is consumed; loose stools when greater than 35 g erythritol/day (71 kg adult) is consumed; and diuresis when greater than 21 g erythritol/day (71 kg adult);

–
an adult average consumer of erythritol–containing products would be unlikely to exceed either laxative or loose stool tolerance levels, but a 95th percentile high adult consumer could potentially exceed these tolerance levels;

–
a child who is an average consumer of erythritol containing products is unlikely to be at risk of exceeding the tolerance levels for laxation and loose stools.  However, if a child is a high consumer of erythritol–containing products then that child could potentially consume over twice the accepted erythritol tolerance levels;

–
when considering the contribution of erythritol from individual food categories, an average consumer, whether adult or child, is unlikely to exceed the tolerance levels for erythritol by consuming products from one food category only.  However, a high consumer could potentially consume enough of one erythritol–containing product to cause loose stool effects in adults and laxative effects in children (eg, 33 g of erythritol from two cans of soft drink); and

–
the dietary modelling used tends to overestimate long–term erythritol intakes because it assumes, in some circumstances, that certain food categories all contain erythritol (eg, all soft drinks), that the food categories contain erythritol at the maximum levels, and that the consumer is ‘brand loyal’.  Nevertheless, in relation to short–term intakes, a consumer can potentially consume, in one meal, enough erythritol from a single product (eg, a soft drink) to cause loose stools or laxation.

•
Although intakes of erythritol–containing products may, with experience, be self–limiting, it is considered important to have the mandatory statement “EXCESS CONSUMPTION MAY HAVE A LAXATIVE EFFECT” on the label of foods containing erythritol to enable the consumer to determine the likely cause of any laxative symptom.

•
The proposed energy factor for erythritol in Standard R2 would be 1 kJ/g.

•
The regulatory impact analysis concluded that the amendments to the Food Standards Code are necessary, cost effective and of benefit to both producers and consumers.

The drafting prepared after Full Assessment is amended to reflect changes that have been made to the specifications for the identity and purity of erythritol.

The commencement date of the amended draft variation be the date of gazettal.

REGULATORY IMPACT

ANZFA has undertaken a regulatory impact assessment process.  That process concluded that the amendment to the Code is necessary, cost effective and of benefit to both producers and consumers.

WORLD TRADE ORGANIZATION (WTO) NOTIFICATION

Australia and New Zealand are members of the WTO and are bound as parties to WTO agreements.  In Australia, an agreement developed by the Council of Australian Governments (COAG) requires States and Territories to be bound as parties to those WTO agreements to which the Commonwealth is a signatory.  Under the agreement between the Governments of Australia and New Zealand on Uniform Food Standards, ANZFA is required to ensure that food standards are consistent with the obligations of both countries as members of the WTO.

In certain circumstances Australia and New Zealand have an obligation to notify the WTO of changes to food standards to enable other member countries of the WTO to make comment.  Notification is required in the case of any new or changed standards which may have a significant trade effect and which depart from the relevant international standard (or where no international standard exists).  

This matter does not constitute a potential Technical Barrier to Trade (TBT) because it is no more stringent than Codex requirements. 

FOOD STANDARDS SETTING IN AUSTRALIA AND NEW ZEALAND 

The Governments of Australia and New Zealand entered an Agreement in December 1995 establishing a system for the development of joint food standards.  The Australia New Zealand Food Authority is now developing a joint Australia New Zealand Food Standards Code which will provide compositional and labelling standards for food in both Australia and New Zealand.  

Until the joint Australia New Zealand Food Standards Code is finalised the following arrangements for the two countries apply:

•
Food imported into New Zealand other than from Australia must comply with either the Australian Food Standards Code, as gazetted in New Zealand, or the New Zealand Food Regulations 1984,  but not a combination of both.  However, in all cases maximum residue limits for agricultural and veterinary chemicals must comply solely with those limits specified in the New Zealand Food Regulations 1984.
•
Food imported into Australia other than from New Zealand must comply solely with the Australian Food Standards Code.
•
Food imported into New Zealand from Australia must comply with either the Australian Food Standards Code, as gazetted in New Zealand, or the New Zealand Food Regulations 1984,  but not a combination of both.  

•
Food imported into Australia from New Zealand must comply with the Australian Food Standards Code.  However, under the provisions of the Trans-Tasman Mutual Recognition Arrangement, food may also be imported into Australia from New Zealand provided it complies with the New Zealand Food Regulations 1984.

•
Food manufactured in Australia and sold in Australia must for most products comply solely with the Australian Food Standards Code.  

In addition to the above, all food sold in New Zealand must comply with the New Zealand Fair Trading Act  1986 and all food sold in Australia must comply with the Australian Trade Practices Act 1974, and the respective Australian State and Territory Fair Trading Acts.
Any person or organisation may apply to ANZFA to have the Food Standards Code  amended.  In addition, ANZFA may develop proposals to amend the Australian Food Standards Code or to develop joint Australia New Zealand food standards.   ANZFA can provide advice on the requirements for applications to amend the Food Standards Code.    

FURTHER INFORMATION

Further information on this and other matters should be addressed to the Information Officer at the Australia New Zealand Food Authority at one of the following addresses:

PO Box 7186
PO Box 10559

Canberra Mail Centre   ACT   2610
The Terrace  WELLINGTON  6036

AUSTRALIA
NEW ZEALAND

Tel (02) 6271 2222    Fax (02) 6271 2278
Tel (04) 473 9942    Fax (04) 473 9855

Email:  info@anzfa.gov.au
Email:  nz.reception@anzfa.gov.au

DRAFT VARIATIONS  TO THE AUSTRALIAN FOOD STANDARDS CODE
To commence: On gazettal

Standard A1 of the Food Standards Code is varied by -
[1]
inserting in paragraph (10A)(e) immediately after isomalt, -


erythritol;
[2]
inserting in clause (29) immediately after lactitol -


, erythritol;

[3]
inserting in clause(29A) immediately after  lactitol wherever occurring -

, erythritol; and 

[4]
inserting in columns 1 and  2 respectively of Part 1 of the Schedule immediately after 

Erythorbic acid -

Erythritol
Number pending

[5]
inserting in columns 1 and  2 respectively of Part 2 of the Schedule immediately before 

Curcumin -

Erythritol
Number pending.

Standard A6 of the Food Standards Code is varied by deleting from subparagraph 2(4)(a)(vii)  -


(viii)

deleted,

substituting -

(viii)

erythritol;
Standard A8 of the Food Standards Code is varied by inserting in subclause 3(b) immediately after dextrose -


erythritol.
Standard A10 of the Food Standards Code is varied by inserting Erythritol into Group V - Humectants of Table 1, immediately before Glycerin.

Standard A11 of the Food Standards Code is varied by -

[1]
inserting a new clause (1)(u) -

Addendum 7 means Addendum 7  to this Standard;
[2]
inserting in columns 1 and 2 respectively of the Schedule -

Erythritol
Addendum 7;

[3]
inserting immediately after Addendum 6 -

ADDENDUM 7

SPECIFICATION FOR ERYTHRITOL

Erythritol (CAS Number: 149-32-6#) is heat stable and nonhygroscopic, soluble in water, pyridine and slightly soluble in alcohol.

Formula:
C4H10O4
Formula Weight:
122.12

Physical Tests
Appearance:

Crystalline powder

Colour:

White

Odour:

Odourless
Chemical Tests:


Identification:
The retention time of the major peak in the HPLC chromatogram of the Assay Solution corresponds to that in the chromatogram of the Standard Solution obtained in the Assay.
Melting Range:
119 to 123°C

Assay:
Not less than 99%

Ribitol plus Glycerol:
Not more than 0.1%

Heavy Metals (as Pb)
Not more than 5 mg/kg

Lead:
Not more than 1 mg/kg

Reducing Sugars:

(as glucose):
Not more than 0.3 % .

Residue on Ignition:
Not more than 0.1%.

Loss on Drying:
Not more than 0.2% after drying in a vacuum desiccator at 70∞ C for 6 hours.

Assay:


Mobile Phase:
Use deionised water.
Standard Solution:
Transfer about 2 g of primary standard, previously dried in a vacuum desiccator at 70∞ C for 6 hours and accurately weigh (W), into a 50-mL volumetric flask, dilute to volume with deionised water.

Assay Solution:
Prepare as directed for Standard Solution, using about 


2 g of the sample (w).

Chromatographic System:
Use a high-pressure liquid chromatograph fitted with a differential refractive index detector and a column packed with a strong cation exchange resin in the hydrogen form operated at a column temperature of 60∞ C, at a flow rate of approximately 0.5 mL/min.

Procedure:
Chromatograph triplicate 30-L portions of the Standard Solution and record the mean of the erythritol peak areas as A.  In a similar manner, chromatograph triplicate 30-L portions of the Assay Solution and record the mean of the erythritol peak areas as a.  Calculate the percentage of erythritol in the sample by the formula: % Erythritol = 100(W/w)(a/A).

Standard B3 of the Food Standards Code is varied by inserting immediately after subparagraph (1)(b)(v) (H)  -


(i)
70 g/kg erythritol;.

Standard K3 of the Food Standards Code is varied by-
[1]
inserting immediately after paragraph(1)(a)(v) -

(vi)
erythritol.; and
[2]
inserting after paragraph (4)(a)(iv) -

(v)
erythritol.;
Standard R2 of the Food Standards Code is varied by -

[1]
inserting in the table in clause (2) immediately before 1 g of lactitol yields 9kJ -


1 g of erythritol yields

1 kJ;
[2]
deleting paragraph (3)(k), substituting -

(k)
lactitol;

(l)
erythritol.; and
[3]
inserting immediately after paragraph (6)(b)(vii) -


(viii)
erythritol -.

Standard R3 of the Food Standards Code is varied by - 

[1]
inserting in subclause (2)(a) immediately after sorbitol -


, erythritol;
[2]
inserting in clause (3) immediately after sorbitol -


, erythritol; and
[3]
inserting in subparagraph (6)(b)(i) immediately after (here state number of parts) % 
SORBITOL -


(here state number of parts) % ERYTHRITOL.
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