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Department of Health

Therapeutic Goods Administration

Food-therapeutic good interface
product assessment’

Overview

Product name (include the ARTG #
if relevant)

Source (consumer complaint, AFP,
Customs, review, sponsor,
state/territory etc)

Details/background

(Include copies of labels, links to
advertising and any other relevant
examples of presentation at
Attachment 2 of this form)

Manufacturer/supplier

Summary of lab tests (if relevant)

Ingredients (eg as listed on label, in
advertising etc)

Cabot Health Tyrosine Pure Mood Food 125g powder

Adverse Drug Reaction (Member of Public)

According to email received, reported as a ADR, as the consumer took the
medication and as a result ended up in hospital with what is suspected a reaction
to this supplement. The consumer provided as much information about the
reaction (D17-3524323).

http://shop.cabothealth.com.au/tyrosine-pure-mood-food-75qg - Website of the

goods.

Health Direction Pty Ltd

Tyrosine

Assessment against*Food-Therapeutic Goods Guidance Tool?

Question

Assessment outcome

Q1 —product solely for oral use?

Yes X — Goto Q2
No [ — Go to Q6 to determine if therapeutic goods

goods?

Q2 - covered by a s7 declaration that it is therapeutic

Yes [ — Most likely a therapeutic good — provide
reasoning and details below. Continue with assessment.
No X — GotoQ3

This form is designed to be used for assisting in the assessment of products at the food-therapeutic goods interface. It reflects

the questions in the Guidance Tool (version May 2014). If consultation is required with other agencies (other than Customs or

the AFP), use the Protocol.

A copy of the diagram from the Guidance Tool is at Attachment 3 of this form.
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Q2 continued - Details of s7 considered and reasons
why they are applicable or not

Q3 — covered by s7AA declaration?

Yes [J — Most likely a therapeutic good — provide
reasoning and details below. Continue with assessment.
No X — Goto Q4

Question

Assessment outcome

Q4 - goods for
which there is
a standard?

Is the product “goods for which there is
a standard” in the Food Standards
Code?

Yes O — Product is likely not therapeutic goods
No X — GotoQ5

Provide the food standard(s) you have
considered and reasons why they
are/are not applicable:

Maybe the goods fall into Food Standard 2.9.5. But it is not
compliant with this standard as 2.9.5 — 13 requires that the
nutritional information is expressed per given amount of the
good. The label of the goods do not include this (apart from
one metric teaspoon = 3g of pure tyrosine — But | think this is
insufficient).

Q5(a) — What kind of goods is the
product? (Eg an encapsulated L-Camnitine
for fat metabolism)

A powder form of Tyrosine for the production of important
brain chemicals that help enhance and support multiple
functions.

Q5(b) — What is the form in which the
product is presented? (eg isit a herb in

(If yes to (a), (b)
or (c)goto

" dried form or encapsulated or tea in a Powder
Q5 - “tradition
Y teabag?)
of use” as
food in
Australia or -
95(c) Is there a” L.Jse of the Product as Yes ] — Go to Q5(d)
NZ? food for humans” in Aus/NZ in that
No X — Goto Q6
form?
Yes [ — Most likely a food — provide reasoning and
Q5(d) — Is there a “tradition” of that use details below. Continue with assessment.
in Aus or NZ? No X — Goto Q6
It makes multiple claims that are therapeutic (Please see
Q&(1) - photo attachment).
determine
Q6 — within what use the On the label of the goods it states:
- (a) Represented in
para (a) of product any way to be for - Tyrosine is needed for the brain to make the
definition ?f appears to be therapeutic use? (If neurotransmitters dopamine and noradrenalin. These
therapeutic for. Is the yes, describe.) neurotransmitters are needed for concentration,
goods” product: ’ : - -
memory, satisfaction and mood control.

- Tyrosine assists memory and mental performance
during stressful conditions.
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Q6(2); if no to

- Tyrosine is an amino acid (building block of protein)

all, go to Q7) required by the adrenal glands to make adrenalin,
which is needed for energy.
- Tyrosine is used by the thyroid gland to make thyroid
hormone, which controls the metabolic rate.
On the website it states that tyrosine may assist with the
following (which indicate these goods have a therapeutic
use):
- Mood disorders
- Poor Memory
- Poor focus and concentration
-  Food Cravings
- Addiction
- Low motivation
- Low or unstable mood
- Poor Thyroid Function
- Inability to lose weight
-  Stress reduction
(b) Likely to be taken
to be for therapeutic Yes — Given the statements of fact about tyrosine provided
use because of the on the label of the goods, consumers are likely to take these
way in which it is goods as therapeutic goods due to the way in which it is
presented? (If yes, presented.
describe.)
(c) Likely to be taken
to be for therapeutic
use for any.other No
reason? (If yes,
describe.)
Yes — multiple disease / ailments / defects identified (on the
website). This is provided through multiple statements of
fact:
- Improve mood
Q6(2) - P
determine - Increase focus and concentration
Wether that -  Stress reduction
use of the
product is (a) Is any disease, - Thyroid Function
“therapeutic ailment, defect, or .
use” ie: injury identified? (eg. Reduced Cravings
Cancer, arthritis, - Addiction
(Ifyesto (a) & wounds) (If yes, -
(b), or () & (d) describe.) - Low motivation
thenitis '_ke'Y On the website it also states that tyrosine may assist with
therapeutic (alleviate ailment or injury):
goods; other-

wise, go to Q7)

- Mood disorders
- Poor Memory
- Poor focus and concentration

- Food Cravings

Food-medicine interface product assessment (7 July 2014)
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- Addiction

- Low motivation

- Low or unstable mood

- Poor Thyroid Function

- Inability to lose weight.

Healthy Weight On the label of the goods:

- It states that it (tyrosine) is needed for concentration,
memory, satisfaction and mood control.

- Tyrosine is needed to assist memory and mental
performance during stressful conditions.

- Tyrosine is an amino acid (building block of protein)
required by the adrenal glands to make adrenalin,
which is needed for energy.

- Tyrosine is used by the thyroid gland to make thyroid
hormone, which controls metabolic rate.

(b) Is the product
represented,
presented or
otherwise likely to be
taken to prevent, cure
or alleviate that
disease, ailment,
defect or injury? (If
yes, describe.)

Yes — the label of the goods state what Tyrosine is needed
for through multiple statements of fact. It is worded in such a
way that it can help alleviate ailments such as:

- It states that it (tyrosine) is needed for concentration,
memory, satisfaction and mood control.

-  Tyrosine is needed to assist memory and mental
performance during stressful conditions.

- _Tyrosine is an amino acid (building block of protein)
required by the adrenal glands to make adrenalin,
which is needed for energy.

Tyrosine is used by the thyroid gland to make thyroid
hormone, which controls metabolic rate. On the website of
the goods (Website emphasizes this in italics):

- Improve mood

- Increase focus and concentration
-  Stress reduction

- Thyroid Function

- Reduced Cravings

- Healthy Weight

On the website it also states that tyrosine may assist with
(alleviate ailment or injury):

- Mood disorders

- Poor Memory

- Poor focus and concentration
- Food Cravings

- Addiction

- Low motivation

- Low or unstable mood

- Poor Thyroid Function

Food-medicine interface product assessment (7 July 2014)
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- Inability to lose weight.

(c) Is any
physiological process
in a person identified?
(eg. Teething,
gastrointestinal systems,
immunity_) (If yes,
describe.)

Yes — Thyroid function, Mood disorders

d) Is the product
represented,
presented or
otherwise likely to be
taken to influence,
inhibit or modify that
process? (If yes,
describe.)

Not that | am aware of

Is the product

(a) Is the product in a
class of goods?

Yes [0 — GotoQ7(b)
No X — Goto Q8

(b) What is the class
of goods? (Describe
how the goods fit
the class you have
selected)

ey (c) Does that class of
goods the sole g00ds hayag
_ or principal )
Q7 dd:‘:s of | ise of wFt)ﬂch therapeutic use under
gooas the is, or ordinarily | the definition of the
sole/principal | js 5 Act subparagraphs
use of which therapeutic (a) and (b)?
is therapeutic | use? Yes O — Goto Q7(d)
use (Ifyes to (a), (©) ie. torprevent, cure or | No [0 — GotoQs
& (d) theniitis alleviate a disease,
| kely therapeutic | ailment, defect or
goodszgther- injury, or influence
wise, 0010.Q8) | i hinit or modify a
physiological
process?
(d.) Is. that use t.h © Yes [[] — Product is therapeutic goods — end assessment
principal or ordinary No [] — Goto Q8
use of the product?
Q8 -
ﬁ:g:ii:al or Biological O (If biological or medical device, it
device as Medical device O is therapeutic goods; otherwise,
defined by the Neither biological or medical device | it could be food)
Act?
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Related assessments

Are there any previous food-therapeutic
goods interface assessments that are
relevant to this assessment?

Details and outcome:

FOR OFFICIAL USE ONLY

Yes [[] — Provide details below
No <] — Go to Other advice/information section below

Summaries of other relevant advice/information

Source

State/Territory
agencies

TGA Food Medicine
Internal Working

group

Others

Outcome

Likely to be therapeutic
goods?

Yes [X No [l

Summary of reasons for
outcome

The goods are likely to be therapeutic goods.

The goods do not fit a standard for a food. No tradition of use as a food.
The ingredient is an amino acid, which is traditionally used as a
supplement to increase tyrosine (in this case) levels in the body. The
labels and website provide multiple statements of fact to support / reinforce
what tyrosine is and does. There is however, no statement saying that
taking this will increase your mood etc...

With the statements of fact provided, it fall under the definition of
therapeutic use. Thus, it would be likely that these goods are therapeutic
goods.

Assessor

- Date 08/01/2018

Comments/action items (eg
Refer to ECT for action;
proposal to remove from
ARTG; contact
state/territory/FSANZ etc)

Refer to ECT for action.
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Attachment 1 - Relevant definitions

Definition

<as add required>

3 Common sources of definitions are likely to include legislation, legislative instruments and dictionaries
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Attachment 2 - Examples of presentations/representations

Use this page to provide copies of labels, advertising and any other relevant examples of
presentation.

2.1 Website of the goods (Pages 3 — 4 are unrelated):

wrn S—— - Ty Puntisdnd g
QCABOT HEALTH resvsscrns s CACAATESHPPIN
& Your health is your greatest aset
-

Mo oty e crrbmab o | S vt N resmarnarens | Ty Bure Moo Fos Yy Uty empremsccbdscon e
o nonE -

TYROSINE PURE MOOD FOQD 75G —l
free from arry additives or fllers
TYROSINE PURE MOOD FOOD
~ :
)z ! Tyrosine -
E ! Pure
= lll I ‘. mood food
- il
e 2120 N
= E §
— - -
$25.50
v [Wiea
BT ] - - ww;s.tnnmm-mr—o--ﬂ-’ﬂ-’mﬁ"o »
2.2 Label of the goods:
e —
| ———
l Tyoine:
& needed for the beain to make the neurotransmitiees dojamine »
sceadrealin These neurotraesmitters are needed for concentraton P
memir satsfaction aad mood control Sarving suggeition: Adults: take one level Sml teaspoon 2 - 3 Lire Caly et jo
‘ o < S K o wte. Childen under 12: take half of 2 SmL teaspoon 2 - 3 times dady
. nssts memory and mental performance during stessful conctors LR 3903 s e Tywsine

%27 mno acid (building block of protein) required by the adrend gand
ks aérenalin which is needed for
# wsed by the thyroid gland to make thyrold hormane, which comrst ™,

ke oatanes before each use - contents will settle

%o setune f capreal ks broken or missing. Y
y feui nver sewl and reseal after use to prevent moisture cumpng

R A S Bavoatiof : U nor toke Tyrosine if you are taking Monoamine Ondase oo

*ta 10 toblesal, koctose, dairy producty, gluten, arfificid fier £ Mol o Parnate ete)

Men, sidars .
erienen. woor of preservatives. Low allergy. ’5:"'"°ddfyplxg Kcepouohﬂ(ho“""'“

Ctains 100% tyrosine.- nothing else added | "o penist, consult your healthcare pactitioner
‘ I N vection Pty Led "
58,
>
B 6564001 3

< rate. |

2.3  Advertisement from an Australian website (https://www.vitaminking.com.au/tyrosine-mood-
food-125g-by-cabot-health-sandra-cabot):
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woe Tyromene Voo oo 125 by Cabet Hel (S Catt) 0w yromene M F oo (25 by Gt Yo Sarha Catt)
I e L T L T e Te——

m‘ [reep—
I o s,
>
FREE -
SHIPPING
on order over $150
s
- —
e e
SmTBne-
-
ol Our Beanss
B ]
B pe——
- O muun .:.':‘.M
BT ]
= B P '

Trveme + wased b he aramie s of oot buren

1ol S e g = 3y (000mg)

Contatna: P ey,
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Attachment 3 — Flow chart

GUIDANCE TOOL DIAGRAM - IS THE PRODUCT A “THERAPEUTIC GOOD”?

— - |
Q1. Is the product for oral use for humans? No :is':t:: p(;fuh tr(:e foo<; medicine interface does not arise (may be a |
Yes
y
Q2. Is there a s.7 declaration that the product is a Yes N
therapeutic good? “1
No y
- The product is not a therapeutic good. It may be food
Q3. Is the product covered by a s.7AA declaration? Yes > within state/territory food regulation legislation and/or
regulated under other state/territory legislation
No
Y Yes The product is not a therapeutic good. Itis likely to be

Q4. Is the product goods for which there is a standard in
the Food Standards Code?

Y

food within state/territory food regulation legislation
and/or regulated under other state/territory legislation

No
y
Q5. Is the product goods which, in Australia or NZ, have Yes The product is not a therapeutic good. Itis likely to be
a tradition of use as foods for humans in the form in > food within state/territory food regulation legislation

and/or regulated under other state/territory legislation

Q6. Is the product any of the following:

. represented in any way to be for a therapeutic use? Yes

2. likely to be taken [by someone] to be for a therapeutic use because of the way in > _ ‘
which itis presented?

3. likely to be taken [by someone] to be for a therapeutic use for any other reason?

-

No
Q7. Is the product in a class of goods the sole or principal use of which is, or ordinarily Yes > _
is, a therapeutic use?

No |

\%
If it is not a biological or medical device, the product is not a therapeutic good. It may be food within state/territory food regulation legislation |
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