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A Study of TGA Registered Complimentary Medicines — Squalene

Report on the Current Use and Abuse of the ‘Australian Made’ logo plus false
product content, purity and origin claims

Prelude

Recent short visits to various stores and online shopping malls reveals the on-going
widespread and intentionally misleading and deceptive conduct by numerous players in
Australia’s Complementary Medicines (CM) sector. This activity has occurred for many years
with the endorsement of the Australian Made Campaign Ltd (AMCL) and the use of its
‘Australian Made’ logo by CM players . The current activities continue apace, despite the
December 2018 Federal Court Judgement by Justice Perram against Nature’s Care and its
encapsulated fish oil products. Please see the appended Federal Court Judgement
document.

Please note that for Squalene, Shark Liver Oil and likely many other TGA registered and
approved boutique retail products/materials sold to consumers in Australia and globally, the
TGA regrettably holds NO product specification or default standard (monograph)
whatsoever. In the absence of such a crucial requirement for product authenticity, quality
assurance and regulation, the TGA has stated that where none exists, “the sponsor is
expected to develop their own set of specifications”. Surely this is a complete dereliction of
regulatory responsibility, is tantamount to complete regulatory neglect of rational consumer
safety and interests and is worse than ‘putting the fox in charge of the hen house’....??7??

It can be seen in the few examples below that the TGA’s extremely bizarre and inadequate
policy settings provide no effective oversight or regulation for Squalene by the TGA.
Likewise, over the years, the AMCL has been obliged to endorse just about anything..... Of
those TGA registered fake Australian Squalene products found to actually contain Squalene,
the worst case we have seen is material that comprised only 7% Squalene.

This neglect has fuelled a most bizarre situation that leaves Australian and international
consumers extremely exposed and vulnerable to exploitation by unethical CM players
masquerading their entirely fake/counterfeit imported Squalene products as genuine and as
Australian. It must also be so for other products.
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Some Examples-

1. http://www.careline.com.au/portfolio-item/bssqu300b/ - Careline Blue Summit Squalene
on company website — falsely claiming ‘Australian Made’ and also falsely claiming it “is
extracted from deep sea cold water shark in the Antarctic sea around Australia”.

2. https://search.jd.com/Search?keyword=squalene&enc=utf-
8&wq=squalene&pvid=6a8ad2db5b6d49d69a561d81d7610647 - Healthy Care Squalene on
JD.com - As with stock seen in Chemist Warehouse, falsely claiming to be ‘Australian Made’
or ‘Australian Made and Owned’

3. https://search.jd.com/Search?keyword=squalene&enc=utf-
8&wq=squalene&pvid=6a8ad2db5b6d49d69a561d81d7610647 - Careline Australia
Squalene 1000 Complex caps on eBay — falsely claiming ‘Australian Made’. Also falsely
claiming “Careline Squalene Capsule is extracted from deep sea cold water shark in the
Antarctic sea around Australia”. Although made form entire imported something or other, it
further falsely claims it is “obtained from the most pollution free Antarctic Ocean around
Australia”. It also states it’s Squalene contains “Gelatin, Fish Oil-Natural, Grape Seed Oil,
Squalene, Shark Liver Oil, Linseed Oil, Cod Liver Oil, Olive Oil, Evening Primrose Oil, D-
Alpha Tocopherol, Lecithin”. This is quite an interesting concoction....

4. https://www.ebay.com/itm/Oceanking-Deep-Ocean-Shark-Squalene-1000mg-188-
capsules-x-3-Australian-
Made/111435425548?hash=item19f211a70c:g:LTSAAOSWWflaGMJp - Oceanking Deep
Ocean Shark Squalene Australain Made on eBay - falsely claiming ‘Australian Made’ and
falsely claiming in an affront to ethical and sustainable Australian fishermen that “All the
sharks to produce this natural and pure squalene are obtained from the most pollution
free Antarctic Sea around Australia”.

5. http://jojointernational.com.au/?portfolio=squalene-shark-liver-oil — JoJo Squalene Shark
Liver Oil on company website - falsely claiming “Australian Made”. Also falsely claiming it is
both “Squalene” and “Shark Liver Oil” when each of these commercially specified products
is intrinsically different both physically and chemically. Also falsely claiming it “Contains a
high concentration of omega 3 fatty acids and alkylglycerols” yet no reference or proof is
given to the actual content of either. JoJo International also cleverly uses the Australian
Trade Commission’s Australian Supplier Directory website here to falsely promote itself as a
“Manufacturer of premium quality Australian vitamins and supplement products” such as
“Propolis, Squalene, Placenta Omega 3, Royal Jelly, Multi minerals & vitamins, Policosanol
and Glucosamine” when investigation reveals there are no such Australian producers (apart
for Ocean Oils Squalene) and the high likelihood that all its advertised ‘Australian’

products are imported.

6. http://www.wealthyhealth.com.au/blue-water-squalene.html - Wealthy Health Blue
Water Squalene on company website - falsely claiming ‘Australian Made’ and also falsely
claiming “100% Shark Liver Squalene of Australia”.
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7. https://www.ebay.com/itm/Wealthy-Health-Organic-Squalene-1000mg-365-
Capsules/142822233964?epid=5267630388&hash=item2140de576c:g:tKEAAOSwWXq5coqcl -

Wealthy Health — Organic Squalene on eBay - falsely claiming ‘Australian Made’ and
falsely claiming “ Squalene from the shark species of Tasman Sea at the South Pacific
Ocean”.

8. https://www.ebay.com/itm/Costar-Super-fined-100-Pure-Tasmanian-Squalene-1000mg-
365-Capsules-Blue-Shark/302746022553?hash=item467d11b299:g:-aEAAOSWHf5bA4iA -
Costar Superfined 100% Pure Tasmanian Squalene on eBay - falsely claiming “100% pure
Tasmanian Squalene”. Also falsely claiming to be derived from the species known as “Blue
Shark” that in fact have no squalene in whatsoever in their liver oil. Also falsely

claiming that its “Squalene is high in alkyglycerols”. This is chemically impossible because
real squalene is a pure compound devoid of other substances.

9. https://www.naturalcity.com.au/prod-nutriland-super-fined-tasmanian-max-999-pure-
squalene-1000mg-365caps-24754.aspx - Nutriland Super Fined Tasmanian Max 99.9% pure
Squalene on company website - falsely claiming ‘Australian Made’. Also falsely claiming it is
“sourced from the cold, unpolluted waters off the Australian Coast”. Also falsely claiming
“Natural Extracted from Deep Sea Blue Shark” and “Tasmanian Blue shark.... has been
shown to yield the highest natural concentration of Squalene and Alkyglycerides” when in
fact Blue Shark has no squalene in its liver oil nor does the fictitious substance
“Alkyglycerides” exist in the oil. It then goes on to say “Ingredients — “100% pure Squalene”.
It further falsely states that “Squalene is.... often referred to as ‘shark liver oil.” when the
two are entirely different and specified materials, each with unique properties. It then goes
on to falsely state that “Squalene may be beneficial as antioxidant and beauty supplement,
but its most unique feature is the presence of alkyglycerols”. Another fantasy. This is not
possible because pure squalene contains NO alkyglycerols. Then to reinforce the lies and
deception, it again states “Although Squalene is sourced all over the world, some of the
richest sources for supplements can be found in a particular species of shark — Tasmanian
Blue shark — which has been shown to yield the highest natural concentration of Squalene
and Alkyglycerides”.

10. https://www.naturalcity.com.au/prod-nutriland-super-fined-tasmanian-max-999-pure-
squalene-1000mg-365caps-24754.aspx - New Ausway Tasmanian Squalene Shark Liver Oil
on eBay - falsely claiming ‘Australian Made’. Claiming Also falsely claiming to be “Tasmanian
Squalene”. There is no Tasmanian squalene. Also falsely claiming it is both “Squalene” and
“Shark Liver Oil” when each of these commercially specified products is intrinsically
different both physically and chemically. It also falsely claims to be derived from “Blue
Shark”. As previously advised, Blue Shark liver oil is NOT a source of squalene. Also falsely
claiming ‘Origin: Tasmania Island, Australia’.

11. http://www.homart.com.au/shop/spring-leaf/spring-leaf-supplement/squalene-1000-all-
in-one/ - Spring Leaf Squalene 100 All-In-One on company website - falsely claiming
‘Australian Made’. Also misleadingly using the banner name ‘Squalene’ for a concoction
with the stated ingredient content for Squalene at only 10% squalene with a majority of
lower priced fillers as the balance.
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12. https://www.ebay.com/itm/323868855992?Viewltem=&item=323868855992 - Homart
Spring Leaf Squalene on eBay - falsely claiming ‘Australian Made’ . Also falsely claiming in
an affront to genuine Australian producers its imported material is “Sustainably sourced
from natural deep sea wild shark in Australia and NZ ocean”

13. https://www.naturallife.com.au/en/squalene-1000mg-69/ - Natural Life Squalene on
company website - falsely claiming ‘Australian Made’. Also falsely claiming “Squalene is a
major component of the protective skin surface lipids” when this is scientifically not the
case e.g. see data at Table 1 here. Also falsely claiming “Includes alkyglycerols” when in fact
squalene is a pure compound and contains NO alkyglycerols. Also falsely claiming “Natural
Life™ Squalene is extracted from the liver of deep sea sharks known as the Southern
Dogfish shark, which has been shown to yield the highest natural concentration of
Squalene and Alkyglycerides — the primary active ingredient.” Southern Dogfish are indeed
an Australian species but are NOT sourced for the extraction of Squalene nor does the liver
oil of this dogfish or any other dogfish contain ‘alkylglycerides’ (a fictitious substance).

14. https://www.ebay.com.au/itm/Natural-Life-Squalene-1000mg-Capsules-Healthy-
Immune-System-General-well-being-/152746862416 - Natural Life Squalene on eBay -
falsely claiming ‘ Australian Made’. Other false claims as per above, plus also falsely claiming
“High quality, Australian-made Natural Life™ Squalene is 99.9% pure and sourced from the
cold, unpolluted waters off the Australian Coast. And then in contradiction to its purity
statement, it is also falsely claiming “ Includes alkyglycerols etc...”. This is chemically and
physically impossible as true squalene is a pure compound and does contain material levels
of alkyglycerols or other material.

15. https://www.ebay.com.au/itm/Natures-Care-Pro-Series-Bio-Squalene-6-in-1-Plus-Cap-X-
180-/333186969134 - Nature’s Care Pro Series Bio- Squalene 6 in 1 Plus on eBay - falsely
using ‘Squalene’ as the headline name when in fact its published formulation shows ~ 50%
squalene at most. It also falsely claims it is “a rich source of protein and contains more than
30 different amino acids.” when no protein material is listed in the capsule contents.

Conclusion

We can report that Not one drop of any of this ‘Squalene’ material as registered
with/administered by the TGA and listed for sale is actually originating from Australia nor is
made from sustainable, high quality Australian raw materials. All of it is of varying quality
and purity and is derived and imported from various unsustainable and unregulated
overseas fisheries. Yet all is masqueraded as being of Australian origin and quality.

It is self-evident that the former and current labelling laws and lack of real regulation and
enforcement has allowed for an array of unethical, unlawful and unchecked activities in the
CM sector. Naturally this has provided a huge financial boon for the CM sector at the great
expense of others.
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There is an urgent need for a genuine and sincere endeavour by those in the relevant
bureaucracies to acknowledge the true extent of the problem.

There is also an urgent need for TRUTH IN ADVERTISING. It is evident from just the above
few examples that the CM sector is in desperate need of a wide-reaching and in-depth
review of its unethical and dishonest activities. This must lead to better oversight and the
implementation for severe penalties for non compliance as occurs in other sectors of
industry.

Otherwise, Australia’s good and hard earned reputation remains very much at risk and

international consumers of these fake ‘Australian Made’ products will simply continue to be
hugely and increasingly swindled and misled.

Attachment - 2018-12-03 Federal Court Judgement — Australain Made
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ORDERS

NSD 1643 of 2018

BETWEEN: NATURE'S CARE MANUFACTURE PTY LTD ACN 059 975
834
Applicant

AND: AUSTRALIAN MADE CAMPAIGN LIMITED ACN 086 641
527
Respondent
AUSTRALIAN COMPETITION AND CONSUMER

COMMISSION
Intervener

JUDGE: PERRAM J
DATE OF ORDER: 3 DECEMBER 2018

THE COURT ORDERS THAT:

1. The amended originating application filed 22 October 2018 be dismissed.

Note: Entry of orders is dealt with in Rule 39.32 of the Federal Court Rules 2011.



REASONS FOR JUDGMENT

PERRAM J:

1. Introduction

When is it permissible to claim that goods manufactured in Australia from ingredients sourced
from overseas are ‘Made in Australia’? That is the question in this case. The Applicant is a
manufacturer of complementary medicines. One of its product lines is a soft-gel capsule
marketed as “Fish Oil + Vitamin D’ which is marketed to the public by the Applicant under its
‘Healthy Care Australia’ brand. Exhibit 1 was a jar of 200 of these capsules. The jar with its

label appears as follows:

For present purposes three aspects of the label should be noted. First, it bears the well-known
‘Australian made and owned’ kangaroo logo (‘Logo’) on the bottom right. Secondly, it
indicates that each capsule contains 1g of fish oil and 5ug of vitamin D. Thirdly, it is consistent
with a label which suggests that what is inside the jar is fish oil and vitamin D.



-2-

The issues in this case concern the Applicant’s claim by its use of the Logo that the capsules
are made in Australia. The Logo is a registered certification trade mark owned by the
Respondent who is responsible for regulating its use including by the issue of 12-month
renewable licences which allow businesses to use the Logo. The Applicant has been licensed
to use the mark in relation to a number of its products since 2012 including in respect of its
Healthy Care Fish Oil and Vitamin D capsules. For reasons to which I will briefly return at
the end of these reasons, the Respondent does not accept that the Applicant’s Fish Oil and
Vitamin D capsules are manufactured in Australia and has indicated that it does not propose to

licence the Applicant to use the Logo on the relevant products after 31 December 2018.

The Applicant does not agree with the Respondent’s position and now seeks declaratory relief
which would vindicate its view that its capsules are made in Australia. The Respondent’s
position is, to a large extent, driven by views published by the Australian Competition and
Consumer Commission (‘ACCC’) about when a claim that a product is manufactured in
Australia may be made. As a result, the ACCC intervened to make substantive submissions

and the Respondent filed a submitting notice.

2. Basic facts

The central issue in this case is, therefore, whether it is accurate to say that the capsules are
made in Australia. It arises this way. The fish oil is imported into Australia by the Applicant
from Chile in 200kg drums. Fish oil is a pale yellow oil with a vague but distasteful odour of
fish. The vitamin D (more precisely, vitamin Dz or ‘Coleralciferol’) is imported from China
in 25kg or 1kg drums. It is a white crystalline powder with no odour according to the parties’
witnesses. Having smelt Exhibit MX-4 (Vitamin D3 Sample) | am not sure | agree but this is

of no moment.

The soft-gel capsules (into which the fish oil and vitamin D would be eventually inserted) were
made from gelatine sheets which were themselves manufactured from gelatine powder,
purified water and glycerol. The glycerol is imported from Indonesia in 220kg drums but the

water and the gelatine powder were sourced in Australia.

It will be seen that the Applicant’s product is quite cosmopolitan in terms of the sources of its
constituent elements. However, those elements are put together in Australia by the Applicant.
Dr Chuan-Liang Xie is the Applicant’s Regulatory Affairs Manager and has a distinguished
background in post-doctoral work as a Research Fellow at the Australian National University
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Research School of Chemistry and the University of Sydney School of Chemistry. He gave

detailed evidence about the precise industrial means by which the capsules are manufactured.

At the risk of over-simplifying Dr Xie’s account, there are five basic stages for a production
run which resulted in 500,000 capsules. First, the gelatine power, glycerol and purified water
are processed in such a way as to produce a clear gelatine sheet. This process involves heating
a mixture of the purified water and glycerol to 85° Celsius then introducing the gelatine
granules. Over time, the globular structure of the gelatine changes to a chain structure which
allows hydrogen bonding with the molecules of water and glycerol. The outcome of this
process is the production of the gelatine sheet. The implication of Dr Xie’s evidence is that the
sheet contains glycerol, water and gelatine although he was not entirely explicit about this. My
acceptance of that implication is buttressed by the fact that neither party suggested that the

glycerol disappears through this process.

Secondly, 500kg of fish oil and 2.8g of vitamin D3 are sourced and dispensed in preparation
for combination. Because it will be relevant later to a submission about the inability of
consumers to dispense very small quantities of vitamin D3, the - indeed very small - quantity
of vitamin D3 involved at this stage should be particularly noted (recalling, especially, that

each capsule contains just 5ug of vitamin D3).

Thirdly, the fish oil and the vitamin D3 are then mixed to produce the material which is placed
in the capsules. Dr Xie said that this material is a uniform solution. The expert evidence
proffered by the ACCC supported this conclusion. Professor Colin Barrow is an Alfred Deakin
Professor and the Chair in Biotechnology in the Faculty of Science, Engineering and Built
Environment at Deakin University and gave evidence on behalf of the ACCC. He agreed with
Dr Xie that the combination of the fish oil and the vitamin D3 results in a uniform solution. He
explained that a uniform solution is essentially a solution where the vitamin D3 was distributed
evenly in the fish oil. The use of a uniform solution is necessary where, as here, a process of
soft-gel encapsulation is being undertaken to ensure that the same amount of vitamin D3 is in

each capsule.

Fourthly, the continuous sheet of the gelatine produced at the first stage is then fed into a
machine known as an encapsulation machine which compresses it and forms an open pocket
into which the uniform solution produced at the third stage is then injected in a precise quantity.

The pocket is then closed under pressure which results in the final form of the capsule.
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Finally, the capsules are dried and checked for quality before being packaged and warehoused.

3. Relevant laws

The Australian Consumer Law (‘ACL’) is contained in Schedule 2 to the Competition and
Consumer Act 2010 (Cth). The ACL includes a number of prohibitions on engaging in
misleading and deceptive conduct. Amongst these is the central prohibition in s 18 (“A person
shall not, in trade or commerce, engage in conduct which is misleading or deceptive or likely
to mislead or deceive’). There are other prohibitions of a more specific nature but these may

be disregarded for present purposes.

The ACL contains a number of rules about specific conduct which is taken not to be a breach
of s 18 (and the other related prohibitions). One of these rules insulates claims that particular
goods were manufactured in a particular country. Provided its requirements are satisfied such
a claim is taken not have been a breach of s 18 et al. Because of its operation in rescuing
conduct from being subject to s 18 et al, provisions of this kind are frequently referred to as
safe harbour provisions. The relevant safe harbour provision is s 255. So far as it is relevant

it provides:

255 Country of origin representations do not contravene certain provisions

D A person does not contravene section 18, 29(1)(a) or (k) or 151(1)(a) or (k)
only by making a representation of a kind referred to in an item in the first
column of this table, if the requirements of the corresponding item in the
second column are met.

Country of origin representations

of a mark specified in an

Item  Representation Requirements to be met

1 A representation that goods (&) each significant ingredient or significant
were grown in a particular component of the goods was grown in
country that country; and

(b) all, or virtually all, processes involved in
the production or manufacture of the
goods happened in that country.

2 A representation that goods (@) the country was the country of origin of
are the produce of a each significant ingredient or significant
particular country component of the goods; and

(b) all, or virtually all, processes involved in
the production or manufacture of the
goods happened in that country.

3 A representation that goods (&) the goods were last substantially
were made or manufactured transformed in that country; and
in, or otherwise originate in,  (b) the representation is not a representation
a particular country to which item 1 or 2 of this table applies.

4 A representation in the form  the requirements under the information

standard relating to the use of that mark.
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Country of origin representations

Item  Representation Requirements to be met
information standard
relating to country of origin
labelling of goods

(2) Goods were substantially transformed in a country if:

@) the goods met, in relation to that country, the requirements of item 1
or 2 in the second column of the table in subsection (1); or

(b) as a result of one or more processes undertaken in that country, the
goods are fundamentally different in identity, nature or essential
character from all of their ingredients or components that were
imported into that country.

3 Without limiting subsection (2), the regulations:

@) may prescribe (in relation to particular classes of goods or otherwise)
processes or combinations of processes that, for the purposes of that
subsection, do not have the result described in subsection (2)(b); and

(b) may include examples (in relation to particular classes of goods or
otherwise) of processes or combinations of processes that, for the
purposes of that subsection, have the result described in subsection

(2)(b).
(5) Item 2 of the table in subsection (1) applies to a representation that goods are
the produce of a particular country whether the representation uses the words

“product of”, “produce of” or any other grammatical variation of the word
“produce”.’

The relevant item in in the table in s 255(1) is item 3 but | have included items 1 and 2 as well
as they featured in some of the Applicant’s arguments as to how item 3 is to be interpreted. So
far as this case is concerned, what item 3 says is that one can only represent that one’s goods
are made in Australia if the goods ‘were last substantially transformed’ in Australia and the
effect of s 255(2)(b) is that goods will only be *substantially transformed’ in Australia if it can
be said — and these are the critical words in the case — that:

‘...as a result of one or more processes undertaken in [Australia], the goods are

fundamentally different in identity, nature or essential character from all of their
ingredients or components that were imported into [Australia].’

This requires a comparison between the ‘ingredients’ which were imported and the goods
which were produced as a result of the “processes undertaken’. The comparison requires one
to ask whether the manufactured goods differ “fundamentally’ from the imported ingredients

‘in identity, nature or essential character’.
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4. The relationship between the manufactured goods and the imported ingredients:
further findings

In this case the imported ingredients are fish oil, vitamin D3 and glycerol whose physical
attributes I have described above. The goods produced as a result of the “processes undertaken’
are capsules marketed as “Fish Oil and Vitamin D’ containing vitamin D3 from China dissolved
in fish oil from Chile contained in a soft-gel capsule made from, inter alia, glycerol from

Indonesia.

I do not accept that there is any change in any of the qualities of the fish oil as a result of its
mixing with the vitamin Ds. It is still, when all is said and done, fish oil and there is no
chemical change to its molecular structure or fundamental change to its chemical qualities. 1
also do not accept that there is any change to the vitamin Ds. There was a hint at the start of
the case than an argument might have been pursued that the solution of vitamin D3 into the fish
oil improved the bioavailability of the vitamin D3. However, Professor Barrow gave evidence
to the contrary and the point was not thereafter pursued. 1 therefore accept that the vitamin D3
which is imported into Australia is the same as the vitamin D3z which is found in the fish oil

within the capsules.

I accept that it would be practically impossible for consumers to extract the vitamin D3 from
its solution in the fish oil. There are sophisticated ways this could be done such as distillation,
bleaching or chromatography but these are not practical for most people (assuming for the sake
of argument that there are people who might desire to extract vitamin D3z from products such

as the Applicant’s).

On the other hand, | do accept that the 5ug dose of vitamin D3 contained in each capsule is so
small that it would not be feasible for a consumer to dispense such a dose from one of the 25kg
barrels of vitamin Ds powder imported from China. | also accept that the glycerol is
transformed from a liquid into part of the soft-gel coating of the capsules although its molecular
structure remains intact. However, its form certainly changes from a liquid to a chemically
separate component in a soft-gel coating. It may fairly be said that this change reflects a
fundamental difference in the nature of the glycerol as it is in the capsules from as it is as

imported.

I find that the fish oil imported from Chile smells unpleasant. | was provided with a sample of
this fish oil as Exhibit MX-3 and have smelt it. It is smells like a cross between stale fish and
vinyl. My associate thinks it smells like semi-fermented grass cuttings revealing his more
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sophisticated nose. | have not tasted it but | am prepared to infer that it would be very
unpleasant to consume even in small doses. | also accept that placing the fish oil in the soft-
gel capsules has the effect of making palatable and flavourless a product which is essentially
very unpleasant. It has another benefit too. By sealing the fish oil in the capsules the speed of
oxidation is reduced and, along with that, the rate of deterioration in the fish oil caused by

exposure to light. This is not the case with the liquid fish oil imported from Chile.

I also find that the fish oil can be extracted from the capsules. Indeed, the labelling suggests
that in the case of children it may be appropriate to pierce the capsule and squeeze its contents
into milk, juice or cereal. It is inevitable when this is done that the malodour of the fish oil will
re-emerge. It is to be noted, therefore, that whilst encapsulation of the fish oil removes the
odour problem for most users the Applicant contemplates some uses of its fish oil with vitamin

D capsules where that odour problem will re-emerge.

There is a related issue. Professor Barrow properly drew my attention to the phenomenon of
‘burp-back’. ‘Burp-back’ occurs when a soft-gel capsule containing something malodorous
such as fish oil is consumed. Once the capsule descends into the digestive depths of the
stomach the soft-gel dissolves releasing its noxious payload the odour of which, thus liberated,
rises up the gullet to the mouth where, unsought and unwelcome, it presents itself as a salutary
warning against the perils of belching. Professor Barrow succinctly described it as “‘unpleasant
fishy burping’. Just because the soft-gel fails in the inhospitable regions of the upper reaches
of the alimentary canal does not mean that for many people the capsule is not effective to
protect them from the smell of the fish oil. It does mean, however, that it cannot be entirely
correct to say that encapsulation has changed the nature of the fish oil so that its odour is no
longer present. It can be present when the fish oil is extracted from the capsules and it may

emerge if a consumer should burp.

On the other hand, | do accept that the capsules are a means by which a precisely measured
dose of fish oil and vitamin D3 may be delivered. | do not think that there would be any
particular difficulties in administering an equivalent dose of the fish oil to that contained in a
capsule if all one had was the 200kg barrel of fish oil imported from Chile. A teaspoon would
suffice for that enterprise. That said, | do accept the Applicant’s submission that the vitamin
D3 in the capsules differs from the imported vitamin D3 ingredients because the dose within
each capsule is minute and a consumer would not be able to administer a dose of 5ug without

special equipment.
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5. What s 255(2)(b) means: preliminary contentions

So the question is whether in light of those findings one can say that the capsules ‘are
fundamentally different in identity, nature or essential character’ from the fish oil, vitamin D3
and glycerol which were imported in Australia. This is a question of statutory interpretation.
| take the position to be that one starts, as a beginning point, with the ordinary meaning of the
words on the page and asks whether some other meaning is required by the statutory context
where that concept includes, if they throw any light on the issue, the text and architecture of
the surrounding statute, the legislative history and other extrinsic materials such as second
reading speeches and explanatory memoranda: SZTAL v Minister for Immigration and Border
Protection [2017] HCA 34; 91 ALJR 936 at 940-941 [14], citing CIC Insurance Limited v
Bankstown Football Club Limited [1997] HCA 2; 187 CLR 384 at 408.

The Applicant’s first contention was that the references to identity, nature or essential character
were disjunctive alternatives. A related submission was that ‘essential’ only qualified
‘character’ and not “identity’ or ‘nature’. The consequence was that the fundamental difference
which s 255(2)(b) called for could be established by reference to any one or more of “identity’,
‘nature’ or ‘essential character’ and in that exercise it did not need to be shown that the

difference was related to ‘essential identity’ or ‘essential nature’.

The Applicant’s second contention did not seize upon any particular word in s 255(2)(b) but
pointed out that the wording of the provision had been amended in 2017. It appeared to be
uncontroversial that the Applicant’s capsules had been able to take advantage of the former
wording. The Applicant now pointed to statements made during the legislative process which
suggested that it had not been intended that manufacturers of non-food products who could
avail themselves of the former wording would be unable to avail themselves of the new

wording.

The Applicant’s third contention, which was related to the second, was that the same legislative
process showed the 2017 amendments had been designed only to make clear that minor
processes such as dicing or canning would not be sufficient (with the implicit submission that
what the Applicant had done was not to be seen as a minor process equivalent to canning or

dicing).

The Applicant’s fourth contention, which built on the first, was that in considering nature,
identity or essential character, s 255(2)(b) should not be understood as turning its face against

considerations of form or appearance. In a sense, this was a pre-emptive submission to protect
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against any suggestion by the ACCC that all that the Applicant had done was to change the
form or appearance of the fish oil, vitamin D3z and glycerol. It denied as a matter of fact that

was all it had done but, even if that were true, it was not to be seen as fatal to its case.

Finally, the Applicant submitted that its construction was supported by the hierarchical nature
of the table in s 255(1). It was said that item 3 should be read liberally to avoid rendering items
1 and 2 unnecessary.

It is necessary to deal with each of these contentions.

Section 255(2)(b) contains disjunctive alternatives and ‘essential’ only qualifies ‘character’

I accept the Applicant’s submission that the provision requires only that a fundamental change
in at least one of identity, nature or essential character. The provision uses three words with
different meanings and I do not think it would be appropriate to blur them together as if it only
said something akin to ‘essential character’. No doubt these three words have a very
considerable overlap but they are not identical.

I accept, of course, that sometimes expressions of this kind can have a composite meaning and
are better viewed as a single expression. Mr Lenehan, who appeared for the ACCC, instanced
the expression ‘possession, custody or control’ in s 35A(1) of the Customs Act 1901 (Cth)
which the High Court recently held to have a composite meaning: Comptroller General of
Customs v Zappia [2018] HCA 54 at [32], [43].

A non-composite construction of the expression in s 255(2)(b) — which accords with my own
view of the words on the page actually mean — is, however, supported by legislative process
which led to the current wording of the provision. That wording was brought about by the
passage of the Competition and Consumer Amendment (Country of Origin) Act 2017 (Cth). On
the introduction of the bill into the House of Representatives an explanatory memorandum was
distributed by the responsible Minister which, at 87, discussed the wording of the proposed
amendment in terms antithetical to a composite construction:
‘It is important to note that the concepts of identity, nature or essential character are

not mutually exclusive. In many instances one or more of these criteria may be
achieved, thus allowing the goods to be considered substantially transformed.’

I therefore accept the submission of Mr Free SC who, with Mr Bhasin of junior counsel,

appeared for the Applicant, argued that each word has a separate meaning and that it is enough



36

37

38

-10 -

if the fundamental difference relates only to at least one of them. 1 also accept his submission

that the word ‘essential’ only qualifies ‘character’ and not “identity’ or ‘nature’.

Coverage by former text of s 255(2)(b) does not entail coverage by the new form of s 255(2)(b)
I do not, however, accept Mr Free’s second contention. It is true that the same explanatory
memorandum contains a statement (at 47) that businesses that could currently make a claim
that goods manufactured in a particular country (including obviously enough Australia) were
‘expected’ to be able to able to continue to make such claims. However, that expectation cannot
be matched up with any part of the wording of s 255(2)(b). Put another way, there is no
plausible method of construing s 255(2)(b) which can accommodate that expectation (making

the assumption that a legislative expectation can be assimilated with a legislative intention).

Amendments were not limited to exclude only minor processes such as canning and dicing

I accept Mr Free’s submission that there appears to have been a legislative intention that “minor
processes’ such as ‘canning’ or ‘dicing’ would not be sufficient to engage s 255(2)(b). It was
said as part of an outline for the memorandum that (at 1):

“The proposed changes are aimed at providing businesses with increased certainty

about what activities constitute, or do not constitute, substantial transformation. It will

make clear that importing ingredients and undertaking minor processes that merely

change the form or appearance of imported goods, such as dicing or canning, are not
sufficient to justify a ‘made in’ claim.’

A similar statement appears in the Minister’s second reading speech. However, | do not think
that either advances the construction issues which arise. Granted that this was the intention, it
is reasonably plain that the Parliament decided to give effect to that intention with the language
it used in s 255(2)(b) and, in particular, with the requirement that the manufactured goods
should be fundamentally different in identity, nature or essential character from all of the
imported ingredients. | do not think that the explanatory memorandum throws any light on
how that expression should itself be construed save that it indicates that ‘fundamentally
different’ should not be interpreted to permit minor processes to suffice. However, the words
‘fundamentally different’ do that all by themselves and do not need the explanatory
memorandum to help them along. In the same basket may be placed the Applicant’s similar
argument based on Art 6 of the International Convention on the Simplification and
Harmonization of Customs Procedure, Appendix K and the General Standard for the Labelling
of Prepackaged Foods (CODEX STAN 1-1985). At their highest these would show that
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processes which have only a minor impact are not intended to be included. But the wording of
s 255(2)(b) does that anyway.

Section 255(2) does not exclude considerations of form or appearance

The passage set out above at [37] from the explanatory memorandum suggests that minor
processes such as dicing and canning were not intended to be within the safe harbour but in the
course of doing so it describes those processes as ones which merely change the form or
appearance of goods. | accept Mr Free’s submission that this does not entail that changes to
form or appearance are irrelevant to the inquiry set up by s 255(2)(b) because there is no textual
hook upon which such a limitation might be hung. There may be some manufactured goods
and ingredients whose identity, nature or essential character turns upon their form or
appearance. For example, the painting of blank canvasses with mass produced art might well
raise a real issue under s 255(2)(b). | accept therefore that it is permissible to consider the role
of form and appearance in asking what a fundamental difference between the manufactured
goods and the imported ingredients might be. In practice, however, they are unlikely to offer

much assistance in answering the questions which will usually arise in an ordinary case.

A liberal reading of item 3 is not required to avoid items 1 and 2 being otiose

Item 1 creates another safe harbour for claims that products are grown in a particular country.
Such a claim can safely be made if, first, the significant ingredients, or a significant component
of the goods, were grown in that country; and, secondly, that ‘all or virtually all, processes
involved in the production or manufacture of the goods happene,d in that country’. The
Applicant submitted that this showed that a *‘made in’ claim under item 3 was a weaker claim
in relation to origin than was a ‘grown in’ claim under item 1. A similar point was made about

produce claims under item 2.

In amplification of that point the Applicant submitted that under the tests for items 1 and 2 it
was necessary to consider all of the manufacturing or production steps regardless of where they
happened and then to ask whether all, or virtually all, of those steps took place in the suggested
country of origin. This was to be contrasted with item 3 which required only consideration of
the steps taken in the country of manufacture and the effect they had upon the imported
ingredients. The upshot of these contentions was that if item 3 were to be given a strict
construction it would elide the difference between the test in item 3 and the tests in items 1 and
2.
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I do not accept this argument. Regardless of whether s 255(2)(b) (i.e. the test in item 3) is read
strictly, liberally or with wild abandon, the suggested elision does not occur. Items 1 and 2 are
concerned with the proportion of manufacturing activities which occur in the origin country.
Item 3 is concerned with the relationship between the nature, identity or essential character of
the manufactured goods and all the imported ingredients. This case makes the point.
Regardless of the controversy as to whether the Applicant is entitled to say its goods are made
in Australia under item 3, one can see at once that it can certainly not claim that they are the
produce of Australia. And, one can arrive at that conclusion irrespective of how broadly or
narrowly s 255(2)(b) is read. In short, items 1, 2 and 3 deal with entirely different subject
matters. They do not form a hierarchy and items 1 and 2 provide no basis for construing s
255(2)(b) one way or the other.

6. What s 255(2)(b) means: construction

These five contentions did not, in themselves, result in a particular submission by the Applicant
as to what is was that s 255(2)(b) meant. However, it is clear that the Applicant put them
forward in support of its submission that s 255(2)(b) should be interpreted in a broad fashion
and, in particular, in such a way that a significant change in the qualities that distinguished the
manufactured goods from the imported ingredients should be sufficient.

The overall form of the Applicant’s argument was that such a reading of s 255(2)(b) was open
on some of the dictionary definitions. If this resulted in a somewhat loose interpretation of s
255(2)(b) then the five matters of statutory interpretation with which I have just dealt provided

sound reasons to approach the interpretation that way.

I reject this argument for two reasons. First, the dictionary definitions relied upon by the
Applicant do not in fact support it. The ordinary meaning of the words ‘identity, nature or
essential character’ is much more basal than merely a set of qualities by which one good can
be distinguished from another.

The Applicant relied upon the Macquarie Dictionary (Online edition as at 22 November 2018)
definition of “identity’ in these terms:

‘4. condition, character, or distinguishing features of persons or things...

7. exact likeness in nature or qualities.’
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The Applicant relied upon these definitions of the word “‘nature’ from the same dictionary:

‘1. the particular combination of qualities belonging to a person or thing by birth
or constitution; native or inherent character...

3. character, kind, or sort.’

And these definitions of the word ‘character’:

‘1. the aggregate of qualities that distinguishes one person or thing from others.

6. an account of the qualities or peculiarities of a person or thing.’

The Applicant submitted that a common thread to these definitions was the notion of a quality
or combination of qualities that belong to a thing and that can distinguish one thing from
another. Further, the Applicant submitted that ‘fundamentally’ and ‘essential’ were merely
words of emphasis embodying the legislative intention that minor differences such as canning

or dicing would not suffice.

In my view, this involves a significant understatement of meaning of these words. They are
concepts which may be used to distinguish one good from another. But they are much more
than that. They are concepts going to the essence of a thing, to its true nature, to its pith. The
statutory construction points | have discussed above do not require a different outcome. This
IS, in part, because I rejected three of them. The two | accepted provide no warrant for watering
down the meaning of ‘identity, nature or essential quality’. Nor does the ordinary meaning of

‘substantially transformed’ in item 3 assist.

Thus whilst it is true that each of those words does have a separate meaning that does not help
the Applicant because none of those meanings is as loose as merely being constituted by
distinguishing features. Likewise, being able to consider questions of form or appearance in
the analysis does not, in this case, lead to any different outcome. This is not a case where the
form or appearance of the ingredients or goods goes to their essential nature. Fish oil is fish

oil.
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7. The application of s 255(2)(b) to the facts

What s 255(2)(b) requires is a fundamental change in the essential characteristics of the
imported ingredients collectively when compared to the manufactured goods. In a sense this
makes no strict sense because it is impossible to compare the essential characteristics of a
combined good with the essential characteristics of each of its constituent elements in the same
way that it is idle to ask whether a car is a tyre. In this case, for example, it is nonsensical to
ask whether the capsules differed in their essential characteristics from the glycerol. Plainly a
capsule containing fish oil and vitamin D is fundamentally different to a barrel of glycerol.
However, what is required by s 255(2)(b) is an overall assessment: the manufactured goods
must be compared to the imported ingredients collectively and an overall opinion formed as to

whether they are fundamentally different in nature, identity or essential character.

In this case, the answer to that question is clear. The fish oil and vitamin D3 in the capsules is
identical to the fish oil imported from Chile and the vitamin D3 imported from China. The

only differences between the capsules and the fish oil and vitamin D3 are:

@ the fish oil and vitamin D3 are mixed together with no chemical change to either;

(b) the capsules generally conceal the bad flavour of the fish oil (although not invariably
as in some circumstances the capsule is deliberately pierced and there remains the ever-

present threat of burp-back);

(©) the capsules provide an easy means of delivering a 5ug dose of vitamin D3z which could

not practically be achieved using the substance in its raw crystalline form;
(d) the capsule retards the oxidation and degradation of the fish oil; and

(e) the capsule is made from gelatine sheets.

However, those matters do not establish that the capsules are fundamentally different to the
fish oil or vitamin D3 which were imported in their nature, identity or essential character. Far
from it. What was imported from Chile and China was fish oil and vitamin Dz. What is being

sold is as is what is being marketed, that is capsules containing ‘Fish Oil and Vitamin D’.

That leaves the question of the glycerol. 1 accept that the glycerol is fundamentally different
in nature in the capsules to the form it was in when imported from Indonesia as a liquid in a
drum. It is now part of a gel. However, when viewed overall 1 do not regard the role of the

glycerol as being significant. Granted that the glycerol has been substantially altered, | do not
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accept that, overall, the capsules are fundamentally different in their nature identity or essential

character from the fish oil, vitamin D3 and glycerol imported into Australia.

8. Result

The safe harbour is therefore not available and the claims made by the Applicant are not
protected by s 255 of the ACL. That conclusion is sufficient to dispose of the proceeding which

should be dismissed.

Had I been satisfied that s 255 did protect the Applicant’s claim to be made in Australia | would
have been satisfied of its entitlement to declaratory relief. Very briefly the reasons for this are
that the Respondent has indicated it will not continue to licence the Applicant to use the Logo
if to do so would be contrary to the views of the ACCC. The ACCC publicly indicated in
March 2018 that it does not accept that the encapsulation of imported substances fell within
the safe harbour provisions even with the addition of bulking oils. It gave the particular
example of a capsule of imported krill oil as a good which would not satisfy the test and also
rejected the view that it would make any difference if the gelatine casing were itself made from
imported gelatine. The consequence of that stance was that the Respondent will not licence
the Applicant beyond 31 December 2018 to use the Logo unless the Applicant is able to reverse
the ACCC’s position. For that reason, | would have granted the relief sought had | reached the
opposite view about the operation of s 255(2)(b).

At the hearing, the ACCC wished to be heard further on costs, a time for which can be
determined in consultation with my associate, Mr Wilkinson. The only order | make now is
that the amended originating application dated 22 October 2018 be dismissed.

| certify that the preceding fifty-eight
(58) numbered paragraphs are a true
copy of the Reasons for Judgment
herein of the Honourable Justice
Perram.

. /8 .;zﬁéﬁ& e
Associate: )

Dated: 3 December 2018
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