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Background information



Therapeutic goods advertising legislation
e The advertising requirements are set out in the

D
D
D

hera
hera
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neutic Good
neutic Good

neutic Good

S Act
s Regulations
s Advertising Code

* Advertising Is also subject to the Competition and
Consumer Act (Australian Consumer Law)



Therapeutic Goods Act 1989

« Act sets out a range of requirements for advertising to the public

— They apply to sponsors AND advertisers (e.g. retailers, practitioners)
* Prohibition on promoting ‘off-label’ use - s.22, s.32BJ, 41ML
* Requirement to seek pre-approval for medicine ads in ‘specified media’ — s.42C

e Other requirements — s.42DL
— Must not promote or mention prescription medicines or biologicals
— Must not advertise illegal therapeutic goods

— Must not mention cancer (one exception), HIV/AIDS, mental illness, hepatitis
C (prohibited representations)

— Pre-approval for references to serious diseases (restricted representations)
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Compliance with advertising code

 Advertising to the public for therapeutic goods MUST
comply with the Code

* Requirement to comply with the Code Is specified through
a criminal offence and civil penalty provision in the Act:

—Section 42DM - criminal offence
—Section 42DMA — civil penalty

* For an ad to be approved under the Regulations (5G), the
delegate must be satisfied that it complies with the Code



Role of the advertising code

 The Code is the cornerstone of the advertising framework

—Requires that advertising supports appropriate use of
therapeutic goods and does not mislead or deceive

» Advertising Code (No.2) 2018 took effect on 1 January
2019

 The Code was revised to provide clarity and more
objective tests to support sanctions and penalties
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What is advertising?



Definition of ‘advertise’

“ .. Includ
Intendec

es make any statement, pictorial representation or design that is
, Whether directly or indirectly, to promote the use or supply of

the gooc

s, Including where the statement, pictorial representation or design:

(a) Is on the label of the goods; or
(b) Is on the package in which the goods are contained; or

(c) is on any material included with the package in which
the goods are contained.”

® Very broad definition
®» Captures advertising irrespective of the medium (e.g. online, print, TV, radio)



Promotion v Information

* Use of language - factual vs compelling/call to action
e Inclusion of testimonials

» References to the product

o Comparison information

Motivates a response

« Creates a sense of urgency

‘ Does it make a consumer want to go out and buy the product?

8
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Example 1

ADVERTISING

"% Bean's Devices Au

C ﬂ www.beansdevices.com.au
bean’s devices

Home Menu 1 Menu 2

Home > Devices > Pacemakers > Gerry's PM5000

Pacemaker
Gerry’'s PM5000

About

Gerry’s PM5000 innovative new low voltage pacemaker is implanted under the skin,
below the collarbone on the right side of your chest One of the advantages of the
PM35000 is its extra small size (3cm2, not including leads) without any compromise on
effectiveness and reliability. Pacemakers continuously manitor your heart, and if they
detect a slow heart rate, send out small undetectable electrical signals to correct it

The PM5000 can connect electronically to a special app on your smart phone to
record vital data about your heart, which your specialist may want to review at your
next appointment. That's reassuring!

Also reassuring is the fact that the PMs000 is compatible for use with MRI machines.

Ask your specialist about the PMs000.

The PMsono ks smaller than any other
pacemaker avaliabie in Australla - you
won't even reatlse that It's theral




Example 2

INFORMATION

c ﬁ www.beansdevices.com.au

bean’s devices

Menu 1 Menu2 Menu 3 Menu 4

Home > Devices > Pacemakers > Gerry's PM5000

Pacemaker
Gerry's PM5000

About

Gerry's PM5000 pacemaker, like most pacemakers, is implanted under the skin, below
the collarbone on the right side of your chest. The PM3000 measures 5cm2, not
including leads. Pacemakers continuously monitor your heart, and if they detect a
slow heart rate, send out small undetectable electrical signals to correct it.

Most modern pacemakers can connect electronically to an application on mobile
devices which records data about your heart for your specialist’s information. The
PMS00 has this capability.

Laboratory studies have confirmed the PM5000 is compatible for use with MRI
machines.

Pacemakers continuously monitor your
neart, and I thay datact a slow heart
rate, send out small undetactable
electrical signals to correct it
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ADVERTISING
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Structure of the 2018 Code

e SC

NeC
NeC
NeC
NeC

NeC

u

u
u
u
u

e Part 1 — Preliminary — definitions, object, application
« Part 2 — General requirements for advertising therapeutic goods
» Part 3 — Specific rules relating to particular therapeutic goods

e Part 4 — Prohibited & restricted representations

e 1 — Medicines with specific health warnings
e 2 — Advertising to children

e 3 — Samples

e 4 — Price information

e 5 — Repeals
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Part 1 - Preliminary



Section 4 - Definitions

e [t Is Important to read the Code Iin conjunction with the Act
and the Therapeutic Goods Regulations 1990

—Terms that are not defined in the Code may be defined in
the Act and Regulations (e.g. ‘advertise’)

* Most Code definitions straightforward but there are some
that we will explore in detall:

—Health warning
—Prominently displayed or communicated

16



What are health warnings?

* |n some cases,

e Concept of ‘hea

nealth warnings need

th warning’ is defined

e Purpose of health warnings:

to alert consumers to information that will be critical to their
assessment of whether the advertised product is right for
them before purchase

to be included in ads
In s.4 of the Code

17



Health warning definition — devices/OTGsS

...a Statement that is required under the Act or Regulations or Medical Devices
Regulations to be included on the label or in instructions for use that warns that
a person who takes or uses the device or goods as intended may:

(1) die; or

(1) require hospitalisation or a longer period of hospitalisation than would be
required if the person had not taken or used the device or goods; or

(i) require a medical practitioner to treat or prevent injury, disability, incapacity
or impairment of any bodily function, organ or structure as a consequence of
taking or using the device or goods

18



Prominently displayed or communicated

‘prominently displayed or communicated’ is defined as:

(a) either:
(1) for a visual statement—standing out so as to be easily read

from a reasonable viewing distance for the particular media
type in the context in which the advertisement is intended to be

viewed; or
(1) for a spoken statement—able to be clearly heard and
understood; and

(b) repeated as often as Is necessary to ensure that it is likely to
be noticeable for a viewer or listener. 19



Section 5 — Object of the Code

“...10 ensure that the advertising of therapeutic goods to
consumers is conducted in a manner that:

(a) promotes the safe and proper use of therapeutic goods by
minimising their misuse, overuse or underuse; and

(b) Is ethical and does not mislead or deceive the consumer or
create unrealistic expectations about product performance; and

(c) supports informed health care choices; and
(d) Is not inconsistent with current public health campaigns.”

20



Section 6 — Application

* Applies to:
—The advertising of therapeutic goods (ss.6(1))
—By any person advertising or causing advertising (ss.6(5))

* Does not apply to:

—Genuine news (ss.6(6)) by certain bodies (ss.6(7)) —
Including broadcasters, datacasters and publishers

—Advertising directed exclusively to health professionals
(ss.6(2))

21



Application of specific sections of the Code

« Certain sections and parts of the Code do not apply to:
— Labels (as defined in s.3 of the Act)

— Consumer medicine information leaflets (CMIs) — (defined in
Regulations as ‘patient information documents’)

— Patient information leaflets (PILs) - for implantable medical
devices (see Code - s.4 - Definitions)

 These exemptions are set out in the relevant sections of the Code

* These documents can still be considered promotional — if so, they
have to comply with all other relevant Code provisions

22



Section 6 — Application

How to apply the Code to a particular advertisement:

@consider its likely impact on a reasonable person to
whom the advertisement is directed (ss.6(3))

@Dthe total presentation and context of the advertisement
IS to be taken into account (ss.6(4))

23



Audience advertisement directed to

« Advertising may be directed to the public in general or a

sub-population

* A direction may be made in many forms, including:
—An overt statement e.g. “Do you suffer from cold sores?”,

“For the relief of psoriasis”

—An implied call to capture the attention of a su
population e.g. for the measurement of blood

—The location of the ad e.g. In a magazine for o

O_
pressure

labetics

24



Total presentation & context

 Total presentation: the advertisement as a whole
e Context includes:

—What other information is provided around the
advertisement that could change the take-out message?
e.g. an editorial on a page opposite the advertisement

—Does the environment in which it is displayed have the
potential to alter the take-out message? E.g. a billboard
ad that Is viewed when passing in a car at speed

25
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Example —reasonable consumer

Are you looking for a
cough & cold remedy for the

whole family? RED FROG

Splutter liquid BLOOD

is suitable for infants, children,

adults and the elderly GLUCOSE
Tweet your best sneezy MON ITORS

face photo #splutterface

Unsurpassed accuracy
Easy to use — no needles
Ask your doctor

26
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Example — Bean’s Tonic

Gas getting you down?
It could be Irritable Bowel
Syndrome

Ten percent of Australians suffer from gas
and other gastrointestinal symptoms like
bloating, constipation and diarrhoea on a
regular basis with no apparent cause. In
most cases, these symptoms are caused
by Irritable Bowel Syndrome (IBS).
Symptoms can often be relieved by
medicines available from your pharmacy
and changes to diet. But see your doctor
if the symptoms don’t go away.

Woman's Day May 2018
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Section 6A & 6B — Repeals & transition

e Section 6A, by reference to Schedule 5, repeals the 2015
Code and the original 2018 Code

e Section 6B allows for a transition period for ads pre-
approved under the 2015 Code - I.e.

—Complaints about such ads will be assessed against the
2015 Code for the life of the approval

28



Section 7 - Price information

* Price information — definition in s.4 of Code — relates to
prescription medicines and pharmacist-only medicines only

* S.42DL(10) of the Act — advertising of prescription medicines to
the public prohibited “other than a reference authorised or
required by a government or government authority”

e Section 7 of the Code authorises the dissemination of price lists
that comply with Schedule 4 of the Code — I.e. not an offence
under the Act

e Schedule 4 replaces Price information code of practice o



Part 2 - Requirements for
advertising all therapeutic
goods to the public




Section 8 — Approved ads

* Ads for medicines for ‘specified media’ (e.g. free-to-air
television, newspaper, billboard) require prior approval
under Regulation 5G

AOffence under section 42C of Act

« S.8 requires ads appearing in print media and billboards to
display the approval number in the advertisement as set
out In ss.8(3) — must be legible

31



S.9 — Accuracy: validity & substantiation

Advertising for therapeutic goods must satisfy the following:

(a) any claims made in the advertising are valid and accurate,
and all information presented has been substantiated before the

advertising occurs

Example: An ad promotes a medical device for identifying allergies
from a non-invasive sample from the patient. The advertiser states
the claim is supported by a small clinical trial conducted In the
1960s. Subsequent larger studies failed to reproduce the positive

findings. The claims are not valid.

32



S.9 — Accuracy: truthful & not misleading

Advertising for therapeutic goods must satisfy the following:
(b) it Is truthful, balanced and not misleading or likely to mislead,
Including In its claims, presentations, representations and
comparisons

Example: an imaging device is advertised as producing 5 times less radiation
than other devices but fails advise that the amount of radiation produced by
such devices is very small. It is likely to mislead consumers:

e Into thinking other imaging devices are harmful

 as to the order of magnitude of the difference in radiation produced by the
devices — even if the claim is substantiated. 33



S.9 — Accuracy: comparisons

Advertising for therapeutic goods must satisfy the following:

(c) any comparisons made in the advertising between
therapeutic goods or classes of therapeutic goods do not directly
or indirectly claim that the goods or class of goods being used as
the comparator are harmful or ineffectual,

Example: A nasal aspirator product is promoted as being able to
extract 100% more liquid than the leading brand. Unlike the leading
brand, it can be used in babies without any fear of injury or harm

34



S.9 — Accuracy: consistency with ARTG

Advertising for therapeutic goods must satisfy the following:

(d) if the goods are included in the Register— it Is consistent with
the entry for the therapeutic goods in relation to that
iInclusion.

Example: A device included in the ARTG is promoted as made In
the United Kingdom. The ARTG entry for the device shows it is
manufactured in Belgium. The ad would contravene s.9(d).

Example: A dental dam included in the ARTG as a latex product is
promoted as latex-free. The ad would contravene s.9(d). s



S.10 — Effect: support proper use

(a) Advertising for therapeutic goods must support the safe and
proper use of therapeutic goods by:

() presenting the goods in accordance with directions or
Instructions for use; and

() not exaggerating product efficacy or performance;

Example: An electromagnetic pulse machine claiming to assist with instances
of mild pain (as per ARTG entry) is marketed as suitable for use in reducing
Inflammation and helping circulation.

Or: Made a claim that it provides ongoing relief/ends pain.

36



S.10 — Effect: delaying appropriate treatment

(b) Advertising for therapeutic goods must...not be likely to lead to
people delaying necessary medical attention or delaying the use of,
or failing to use, treatment prescribed by a medical practitioner;

Example: A kit is promoted as a first-aid essential for the
emergency treatment of venomous snake bites. The kit operates In
a way that conflicts with contemporary first aid protocols.

37



S.10 — Effect: encourage inappropriate use

(c) Advertising for therapeutic goods must not encourage
Inappropriate or excessive use of the therapeutic goods

Example: A medical device for alleviating snoring is promoted for
alleviating sleep apnoea. The advertising would be likely to
encourage inappropriate use.

38



S.10 — Effect: safe or cannot harm

(d) Advertising for therapeutic goods must not contain any claim,
statement, implication or representation that:

() the therapeutic goods are safe or that their use cannot cause
harm, or that they have no side-effects

Example: A herbal medicine is promoted as having a safe mode of
action and that millions of people have bought it and there have
been no adverse reports.

39



S.10 — Effect: sure cure

(d) Advertising for therapeutic goods must not contain any claim,
statement, implication or representation that...

(i) the therapeutic goods are effective in all cases of a condition
or that the outcome from their use is a guaranteed or sure
cure;

Example: A medical device is promoted as guaranteed to improve
lung function by 75% in COPD patients

40



S.10 — Effect: miraculous

(d) Advertising for therapeutic goods must not contain any claim,
statement, implication or representation that...

() the therapeutic goods are infallible, unfailing, magical or
miraculous;

Example: A testimonial on a website for a TENS machine stating
that the product provides complete relief for pain during the late
stages of labour.

41



S.10 — Effect: harmful conseqguences

(d) Advertising for therapeutic goods must not contain any claim,
statement, implication or representation that...

(Iv) harmful consequences may result from the therapeutic
goods not being used — unless the claim, statement, implication
or representation is permitted under section 42DK of the Act or
approved under section 42DF of the Act.

Example: An ad for orthotics implying that failure to wear them
would exacerbate the symptoms of scoliosis.

42



Sections 11 - 13

Mandatory information and
statements




Overview: application of sections

_ Section 11 | Section 12 | Section 13

Ad for S3 (App H) medicine p

Ad for non-S3 therapeutic good p I:)
that allows purchase without lected
seeing the good it(esrengi)relly)
Any other ad for non-S3 p

therapeutic good

Note: other provisions in the Code, including Part 3, will still apply in each case a4
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Overview of
Section 12 & 13
requirements

* information that needs to be
prominently displayed or
communicated

Basic info
about the
goods

If there are

symptoms
claims in the ad
—an
appropriate
symptom
statement *

Important
health
information (or
a prompt to
consumers to
read it) *

Advertising
must
contain...

Advice to
follow
directions *
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S.12: What must ads contain (goods not
available for inspection)

 This section is only for ads for goods that are not available for

ohysical examination by the consumer before or at the time of
purchase (e.g. internet, mail order marketing)

Does not apply to:

— advertisements subject to section 11
— a label, consumer medicine information or a patient information

leaflet

46
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Section 12 mandatories: devices

Type of information Provision and the information required in ad

Basic information about the « ss.12(4)(a) — (b) — an accurate description and a reference to EITHER the trade
goods name or another name for the device
e ss.12(4)(c) — the intended purpose or indications for the device as they appear on
label or primary packaging
e 5s.12(4)(d) - a list of the ingredients if applicable

Important health e ss.12(4)(e) — an alert to the consumer to read the label, instructions or warnings
information * (as appropriate for the device)

Follow the directions e 5s.12(4)(f) — ‘Follow the directions for use’ or ‘Follow the instructions for use’
statement * from ss.13(6) as appropriate for the device

Symptom statement * e 55.12(4)(g) - If there are symptoms claims in ad, include appropriate statement/s

from ss.13(7)

* Needs to be prominently displayed or communicated (as defined in s.4) 47



for use for the device that meet the definition of
‘health warning’ in section 4 of the Code?

Yes NO

Do you want to include the health USE: ‘Always read the
warnings upfront in the ad? ¥ label/instructions for use’

USE: ‘This product may not be right for you.
Read the warnings before purchase’
followed immediately by information about
where the health warnings can be found

USE: ‘Always read the
label/instructions for use’
and the health warnings




Section 12 mandatories: OTGs

Basic information ss.12(5)(a) — (b) — an accurate description and a reference to
about the goods EITHER the trade name or another name for the goods
* 55.12(5)(c) — the intended purpose or indications for the goods
as they appear on label or primary packaging
» 55.12(5)(d) - a list of the ingredients where relevant

Important health ss.12(5)(e) — an alert to the consumer to read the label,
Information Instructions or warnings (as appropriate for the goods)

Follow the directions < ss.12(5)(f) — ‘Follow the directions for use’ or ‘Follow the
statement Instructions for use’ from ss.13(6) as appropriate for the goods

Symptom statement ¢ ss.12(5)(g) - If there are symptoms claims in ad, include
appropriate statement/s from ss.13(7)

* Needs to be prominently displayed or communicated (as defined in s.4)

49
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for use for the goods that meet the definition of
‘health warning’ in section 4 of the Code?

NO Yes

Read the warnings before purchase’ | aeI /i.nstrutinsfr ue’
followed immediately by information about

and the health warnings

where the health warnings can be found
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Examples: Bean’s Tonic
Internet marketing
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xample 1 —
ean’s Tonic

71 v isareatomic com, it

X

Lo 2 | (D veww, beanstonc.com.a

ean’s tonic%

nic®

of gas

Got gas?

ve the symptoms of madically

wel Syndrome includ

Always read the label. If symptoms worsen or change
unexpectedly. talk to your healthcare professional.

Follow the directions for use,
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Example 2 —
Bean’s Tonic

=

F [ wwwbearstonicooe
|
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bean’s tonic%

Got gas?
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Example 3 —
Bean’s Tonic

[

a e, e -

bean’s tonic%

€
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S.13: What must ads contain (general)

e This section is only for ads that:

—are for goods other than Schedule 3 medicines (see

s.13(1)(d) - section 11

applies to these)

—do not faclilitate purchase of the goods without the
consumer being able to inspect them (see s.13(1)(e) -

section 12 appliesto t

e This section does not a
Information or a patient

nese)

oply to labels, consumer medicine
Information leaflet (s.13(1)(a) & (b)) _



S.13: What must ads contain (general)

* This section also does not apply to picture/price/point of
sale ads (see s.13(1)(c)) — 1.e.:

—an advertisement displaying only the name or picture of
therapeutic goods or their price or point of sale, or any
combination of these, provided the advertisement does

not contain or iImply a claim relating to therapeutic use,
or any other representation

56



Section 13 mandatories: devices

Type of information | Provision and the information required in ad

Basic information e s5.13(3)(a) — (b) — an accurate description and a reference to
about the goods EITHER the trade name or another name for the device
e 55.13(3)(c) — the intended purpose or indications for the device

Important health ss.13(3)(d) — an alert to the consumer to read the label,
iInformation * Instructions or warnings (as appropriate for the device)

Follow the directions ss.13(6) — ‘Follow the directions for use’ or ‘Follow the
statement * Instructions for use’ as appropriate for the device

ss.13(7) - If there are symptoms claims in ad, include
appropriate statement/s

Symptom statement *

57
* Needs to be prominently displayed or communicated (as defined in s.4)



Are there statements on the label or instructions for use for the
device that meet the definition of ‘health warning’ in section 4?

Yes NO

Do you want to include the healt ;
warnings in the ad? 4 |abel/instructions for use’

NoO Yes

USE: ‘This product may not be right for you. Read USE: ‘Always read the
the label/instructions for use before purchase’ label/instructions for

depending on whether there is a label visible on use’ and the health
primary pack warnings

58
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What do | include in the health warnings?

machine

Intended purpose:

v Improve blood circulation

v Reduce swollen feet & ankles
v/ Alleviate tired & aching legs
v Ease joint & muscle pain

The instructions for use state:

Contraindications — Do not use if you have:

« A pacemaker or Automatic Implanted Cardiac Defibrillator (AICD) -
may interfere with operation of these devices and cause heart failure
and/or death

« 1sttrimester of pregnancy - use may cause miscarriage

« Deep Vein Thrombosis - may lead to stroke, heart attack and/or death

« Epilepsy - may cause fitting

Other contraindications:

Talk to your doctor before using and do not use on any of the specific

body parts associated:

* Pregnant - do not use over abdomen

« Broken or bleeding skin - dress any open wound to ensure electrodes
to not come into contact with the area - to avoid a stinging sensation

* Eyes, Testicles - serious injury may follow from use in these areas

59



What would a compliant warning look like?

OPTION ONE:

This product may not be right for
you. Read the instructions for use
before purchase.

If symptoms persist talk to your
health professional.

OPTION TWO:

Always read the label. Do not use if
you have a pacemaker or automatic
Implanted cardiac defibrillator
(AICD) , are in the first trimester of
pregnancy, have deep vein
thrombosis or epilepsy. Follow the
Instructions for use.

If symptoms worsen or change
unexpectedly, talk to your health
professional.

60



Section 13 mandatories: OTGs

Basic information ss.13(4)(a) — (b) — an accurate description and a reference to
about the goods EITHER the trade name or another name for the goods
e 55.13(4)(c) — the intended purpose or indications for the goods

Important health ss.13(4)(d) — an alert to the consumer to read the label or
Information * Instructions (as appropriate for the goods)

Follow the directions ss.13(6) — ‘Follow the directions for use’ or ‘Follow the
statement * Instructions for use’ as appropriate for the goods

Symptom statement * ss.13(7) - If there are symptoms claims in ad, include

appropriate statement/s

61
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" Are there statements on the label or instructions for use for the
goods that meet the definition of ‘health warning’ in section 4?

| Iabel/mstructlons for use’

“USE: ‘Always read the
label/instructions for
use’ and the health
warnings

Read the label/instructions for use before
purchase’
depending on whether there is a label visible
on primary pack




Exemptions from parts of section 13:
short form ads

e “Short form ads” are:
—Radio commercials 15 seconds or less duration

—Text-only ads of 300 characters or less with no ability to
iInclude pictures, logos or other imagery

e Short form ads are exempt from:
—Important info — ‘Always read the label’ etc
—Symptoms statement (ss.13(6))
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Applying prominently displayed
and communicated




Example 1 — Bean’s Tonic

An example of prominently displayed
mandatories for a medicine without health
warnings
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Example 2 —
Bean’s Tonic

Wil not be compliant
under the Code

GOT GAS?

Iy agm:eu.mtab Bcr y'ndrurns
a-ncludinq

- h\\na'ling
- Constigason
= diamhoea

Beanys Tonic containg peppermint -:an
start to reliave symptome inu n:ser

. BEKIND TO
4 YOUR GUTS
\ WITH BEAN'S

. bean's tonic%

10 YOLT sl prolessiomnal. s bl Follow e crections for wsa
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Example 3 —
catalogue
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| This mecdiicing mury nof be
TR i for yea Flaad tha (abel
mw bedors parchase. Folicw tha
" it directions for usa |#
Fa, BYMBESME ParBisl. worsan of
15 i chamge ensapectodly, talk o
A0 your haahth professional
— Encorrnc ane may be

hrmful

Wimyyy read P et Bach Cobonh Cen hare
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Example 4 —
Bean’s
SUPERCclean

Herse = Claaning peitabuc e > baanaSLEER lear

bean'sSUPERclea:

bean’sSUPER

t DO
30 days

SAFE and ALCOHOL FREE

Eoan'c PRF

& When you want a

germ-free home r '
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Example 5 —
Bean’s clean

T
Yy westmamtealihcammconLau
bean’s healthcare

Harrmea L TR Mena 3

Horme = Clesning products > boans cloan

bean’sclean

Mlganas 3

bean’'s clean

Lemon scented

a“ When vou wanl a

bean’s clean homa ¥y
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S.15: Scientific or clinical representations

* Ss.15(1) - this section does not apply to labels, CMIs or
PILs

e This section Is In two parts:

—Requirements for use of scientific or clinical claims
(ss.15(2))

—Requirements for use of citations (ss.15(3))
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S.15(2): Scientific or clinical claims

Where an advertisement makes a scientific or clinical claim:

* (&) any scientific or clinical terminology must be
appropriate, clearly communicated and able to be readily
understood by the audience to whom it is directed; and

* (b) any scientific or clinical representation must be
consistent with the body of scientific or clinical evidence
applicable to the advertised therapeutic goods.
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S.15(3): Scientific citations

Where an advertisement contains a citation to scientific or
clinical literature, either explicitly or impliedly:

* (@) any research results must identify the researcher and
financial sponsor of the research, where the advertiser
knows, or ought reasonably to have known that
iInformation; and

* (b) the study must be sufficiently identified to enable
consumers to access it. 2



Scientific
Information is -
Inappropriate and

won'’t be readily
understood

Stellar is clinically
proven to relieve
gastro upsets m 10
minutes

The active ingredient in Stellar,
hydroxyexpialedocious, works on the
gastrointestinal system to suppress X2

receptor activity

In convenient chewable tablets
at your pharmacy

Implied scientific
citation — reference
needs to be
provided

\ These would need
, to reflect the body
of evidence

available
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Exam P le Stellar is clinically proven®
to relieve gastro upsets in
10 minutes

Provided these
claims reflect the

Stellar contains an ingredient to slow
down the spasmsin your

—>

bOdy of evidence gastrointestinal tract to help you feel
ilabl h better

available about the In convenient chewable tablets
product or at your pharmacy
Ingredient, this

. * Researchconducted by John Jones, University of
wWOou IC Ilkely Canberra and was funded by Stellar Inc. Study available

. f ] J. (2010) Effect of hyd ialidoci th

Comp y Wlth 815 hrL?nn:anD;itrcEintESt]inaIEtraEt.Jzu;sjiﬁﬁnlarizﬂjﬂgedt:ginee

Vol 2: 127 - 135
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S.16(1): Endorsements

* The endorsement provisions in section 16 do not apply to:
—Testimonials captured by section 17 (s.16(1)(a))

—Claimer for efficacy assessed non-prescription medicines
— as described in Regulations (s.16 (1)(b))
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S.16(2) and (2A): Endorsements

 Endorsements (express or implied) from the following are prohibited:
(a) a government authority, hospital or healthcare facility; or

(b) an employee or contractor of a government agency, hospital or
healthcare facility; or

(c) a health practitioner, health professional, medical researcher or
a group of such persons.

» Health care facilities do not include community pharmacies
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S.16(3): Endorsements

Subject to conditions, endorsements from the following are permitted:
(a) an organisation that:
(1) represents the interests of healthcare consumers; or

(1) represents the interests of health practitioners, health
professionals or medical researchers; or

() conducts or funds research into any disease, condition, ailment
or defect; or

(b) an employee or contractor of an organisation mentioned above,
other than an individual mentioned in paragraph (2)(b) or (c)
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S.16: Endorsement conditions

 Endorsements made under s.16(3) are subject to the conditions
that the advertisement:
— names the organisation concerned; and

— discloses:
(1) the nature of the endorsement; and

(i) whether the organisation or employee, has received, or
will receive, any valuable consideration for the

endorsement
 ‘Organisation’ defined in s.16(4) — any group, association etc
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S.17: Testimonials

e Testimonial = a statement about a therapeutic good made by a person
that claims to have used that good (s.17(1))

« This section of the Code specifies three types of requirements:
— Characteristics of the person making testimonial (s.17(2)(a))
— Obligations of the advertiser before using testimonial in advertising
(s.17(2)(b) and (c))
— Information that must be disclosed in the ad about the testimonial
(s.17(3))
 When is a testimonial on social media considered to have been ‘used’
In an advertisement?
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Who can make a testimonial for use in ads?
s.17(2)(a) - a person:

(i) w

(i) w

nose detalls are verified prior to the advertising occurring; and
no has used the goods for their intended purpose; and

(i) w

NO IS not:

(A) involved with the production, sale, supply or marketing of the goods;
or

(B) an employee or officer of a corporation that is involved with the
production, sale, supply or marketing of the goods; or

(C) a corporation; or

(D) mentioned in subsection 16(2) (e.g. health professionals, staff from
government agency, hospital or healthcare facility)
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Advertiser obligations when using testimonials

s.17(2)(b) and (c) — the advertiser needs to ensure that they
have:

e verified as to the use of the goods and the claims made by
the person prior to the advertising occurring; and

» checked that the testimonial is typical of the results to be
expected from the use of the goods in accordance with the
directions for use, or purpose, of the goods.
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Information re testimonials to be included In ads

s.17(3) — An ad containing a testimonial must:

(a) disclose whether the person providing the testimonial has
received, or will receive, any valuable consideration for the
testimonial;

(b) disclose where another person is taking the place in the
advertisement of the person providing the testimonial; and

(c) disclose where the person providing the testimonial is an
Immediate family member of an individual who is involved with
the production, sale, supply or marketing of the goods.
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Example acceptable use policy

We welcome your comments on our page but we ask that you help us comply with the Therapeutic Goods Advertising Code (the Code).Please
consider these guidelines before commenting. We will remove any comments that may result in us breaching the Code.

We love when you comment and tag your friends and family on our posts but we ask that you do not:

endorse our product if you are:
o an employee or contractor of a government authority, a hospital or a healthcare facility
o a health practitioner, health professional or medical researcher
o involved with the production, sale, supply or marketing of our product
O not using your own name on this social media platform.
imply that a government authority, a hospital or a healthcare facility endorse our product
make comments about how a product works for you outside of its intended purpose, as these comments can be dangerous or
misleading.—our products are developed for particular purposes, as stated on the label and/or in our advertising, and these comments can
be dangerous and misleading
make comments about serious conditions, diseases, ailments or defects, such as comments about how a product helped with your cancer
treatment or how it will relieve a tagged person’s rheumatoid arthritis pain

We also have an obligation to make sure any advertisements we make, including endorsements and testimonials, are not misleading. Therefore
we promise to disclose:

where a person has been, or will be, compensated for making a testimonial

where we have actors making the testimonial, such as in cases where the original person who made the testimonial does not want to
appear in our advertisement

where the person making the testimonial is an immediate family member of anyone employed by our business
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. TEMSbest
Ny Bl ¢ sl
. TEMShast Wy you nesd 8 TENSDes!

The TENSDest uses low vwollage elecincal currents fo assist with the

Why you need o TEMNSDEes! relief of pain. The TENSDes! may complement, oF assist with your
pain managénent strategy of may assist with one off instances of

Do you wanl bo be paen free? Do you want 8 TENS machine that miéd pain

achaly works? Reduce inflammation? Heal {asi? Revitalise celis?

Halp with circulation? Our machins i (he bt product on he Always read the instructions for usa

marked. It is so effective it iIs approved by the TGA proving they are
ade for usa al home

WARNING. Do nol use ths maching if yvou have a pacamakar
epilapsy, are pragnant, have a cochlear enplant or on broken skn

xamples —
acebook

Follow the directions for usa. I symploms parsist, talk 1o your health
profos sl

ARTG Mumber: THED

¥ you need a TENSbest
Finad ot wivy o product is the st maching on the markal
) Bekernan Mercer ¥ T rabs B sbi
% ENSBEST COM. AL
- v ommont A Fhan ®- Why you nesd a TENSbest
TEMSEas] may assest willy your pam managemen! strategy
) Anmabel B e § lat I ¥
Lk ¢ . £ Shan @®-
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Example comments —

@ Bikeman Mercer This machine is the only one that has fixed my
fibromyalgial | am finally back to cycling every day and it's all be-

F a‘ e b O O k cause of this machine. | feel great!

Like - Reply - Message - 3h

6:" Sophie Thornton | used this machine to distract from the pain |
was experiencing during labour. It helped me enormously. Thanks
TENSbestl | can't wait to try it on my husband next time he is com-
plaining about pain.

Like - Reply - Message - 3h

5" Simon Chapman Awesome productl

Like - Reply - Message - 3h

NO T ,:3 Annabel Bass The TENSbest machine is the best TENS I've

tried, and I've tried heaps_ | really love how easy it is to put on and
the variety of settings. It makes me feel good all day.

LIAN Like - Reply - Message - 2h

@ Caleb Hodgson This machine is works like magic to make me
> feel better when | have nerve pain. I'm sure my circulation gets
better every time | use it. If only everything in life was this way.

Like - Reply - Message - 2h
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S.18: Incentives

* Ads must not offer any personal incentive to a pharmacy
assistant, or any retall sales person who is not a health
professional, to recommend or supply therapeutic goods.

* Pharmacy assistants and other retail staff do not meet the
criteria for ‘health professionals’ for the purposes of the
advertising (s.42AA)

* Ads for these audiences must comply with the Code —
iIncluding this provision
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S.19: Advertising to children

* Advertising must not be primarily directed to children
under the age of 12 years at all

« Advertising must not be primarily directed to children aged
12 years or over, EXCEPT for those products listed in
Schedule 2 of the Code, which include tampons and condoms

« Labels are excluded from this provision
 ‘primarily directed’ does not include incidental exposure
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S.20: Samples

« An ad must not contain an offer of a sample EXCEPT for those
products listed in Schedule 3:

U Condoms

U Sunscreens

U1 Stoma devices for self-management

U Continence catheter devices for self-management

o Samples can in themselves be an ad — consider Act definition of
‘advertise’

« Some samples may also be subject to state and territory laws —
e.g. scheduled substances
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Have you been diagnosed with IBS recently?
Wondering if you will ever find anything to help your
symptoms?

You can feel better in just two weeks — take the
. Bean’s challenge!

Sign up at www.beanstonic.com.au and we will
. email you a voucher for a free one month
~ supply of Bean’s Tonic from your local BEKIND T0

YOUR GUTS
pharmacy WITH BEAN'S



http://www.beanstonic.com.au/

S.21: Consistency with public health campaigns

e |f a relevant public health campaign of which the advertiser
knows, or ought reasonably to have known is or will be current
at the time of advertising therapeutic goods, the advertising must
not be inconsistent with the public health campaign

e Campaigns can be current but not necessarily active — e.g.
respiratory hygiene campaigns only run in cold & flu season

« Guidance contains more information on establishing current
public health campaigns
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S.21: Consistency with public health campaigns

Example: There are a
range of current initiatives
In Australia to encourage
healthy eating and exercise
as a way to not only lose
weight but also sta
healthy

Bean’s Gastric Balloon
* Prevents fats, proteins and
carbohydrates from being
absorbed by your body
* Lose weight without losing the
taste and enjoyment of eating
your favourite takeaway
asily provided by your GP




Part 3 - Requirements when
advertising particular types of
therapeutic goods




S.26 — Goods for weight management

(1) An advertisement for therapeutic goods containing any claim
relating to weight management must balance the claims with
the need for a healthy energy-controlled diet and physical
activity.

(2) Advertising of therapeutic goods containing any claim relating
to weight management must not include any reference or
depiction suggesting that the therapeutic goods will correct or
reverse the effects of overeating or over-consumption of any
food or drink.
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S.26 — Weight management

(3) An advertisement for therapeutic goods containing any claim
relating to weight management must not:

(a) feature individuals in Images or visual representations;
or

(b) use individuals’ statistics or testimonials; unless the
results achieved by those individuals from the use of the
goods would be expected to be achieved on average by
users of the goods.
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Part 4 — Restricted and
prohibited representations




Prohibited and Restricted Representations

 The Act makes it a criminal offence, and provides civil penalties,
where an advertiser makes reference certain conditions (explicitly,

or by implication) in advertising of therapeutic goods without prior
approval:

—S. 42DL(7) and 42DLB(4) — restricted representations

—S. 42DL(5) and 42DLB(2) — prohibited representations

* The Act also provides that the Secretary may approve the use of
these representations under certain circumstances (s.42DF and
S.42DK)
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s.29(1)(a) — medically accepted s.29(1)(a) - Once medically

to be a form requiring YES diagnosed, is it medically VES
diagnosis, treatment or accepted to be suitable -
supervision by a suitably for self-treatment and
qualified health professional? Yy, management? Yy,
NO NO
s.29(1)(b) - Is there a

diagnostic/screening, or other VES The form IS a
kind of test for the form which serious form

requires medical interpretation
NOT a serious form

or follow-up? Yy,
NO




Restricted representations

e A range of examples of what are and are not considered
serious conditions are provided in the Guidance.

* The conditions included in the Guidance make for a fairly
easy assessment of whether or not they need to be
medically diagnosed.

* Where the serious condition Is implied by the
representation, this may be more difficult to assess
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Permitted restricted representations

 TGA has permitted the use of certain restricted representations by
all advertisers of therapeutic goods, where the ad and product
meets the characteristics and requirements specified.

e Permitted restricted representations include:

— Neural tube defect risk reduction in pregnancy when advertising
medicines with at least 400ug folic acid/day

— representations about sleep apnoea, Obstructive Sleep Apnoea
(OSA) and Central Sleep Apnea/Apnoea (CSA) in relation to
Continuous Positive Airway Pressure (CPAP) equipment
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Restricted
representation
approvals and
permissions
are published
on the TGA
website

Home « About the TEA « advertising bl « Guidance for

advertizers » Motices of approved & perrm jtted A= A+ oy :;- Share

Advertising exemption: Symbion - Nebulizer products

14 December 2017
Therapeutic Goods Act 1989

Approval under section 42DF for use of restricted representations by Symbion Pty Ltd

I, Simon Waters, Delegate of the Secretary to the Department of Health, on recelpt of an application from
Symbion Pry Ltd, have approved under section 42DF of the Therapeutic Goods Act 1989 (the Act) the restricted
representations described in paragraph (a) below for use In advertisements directed to consumers, for the
product identified in paragraph (b), provided the condition identified in paragraph (c) is met:

a. 1. Words to the effect of "delivers prescribed medication related to asthma and other chronic
respiratory conditions”

2. Words to the effect of "helps deliver Asthma and COPD medications efficiently and effectively into
the lungs".

3. Nebuliser therapy systems offer delivery of prescribed medication related to asthma and other
chronic respiratory conditions and are recommended for people who!

= May have difficulty using metered dose inhalers (MDI/puffer)
= Lse large doses of bronchodilators

s Take medication that cannot be formulated as a metered dose spray.

b. o Mebulizer, non-heated (ARTG No.: 98386);
o Tubing set, nebulizer (ARTG No: 290689);
¢ Tubing set, nebulizer (ARTG Mo: 290690);
& Mask, airfoxygen (ARTG Mo: 290691); and
¢ MNebulizer, non-heated (ARTG No: 290692 ).

¢. The statement ‘Nebuliser delivery of therapy is not suitable for all medications and conditions. Use only on the
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S.30 - Prohibited representations

* Representations (express or implied) about the treatment, cure,
prevention, diagnosis (including screening), monitoring or
susceptibility of, or pre-disposition to:

— Neoplastic diseases (i.e. all types of cancer)
— Sexually transmitted disease
—HIV/AIDS
— Hepatitis C virus
— Mental iliness
« Abortifacient action
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Using prohibited representations

e The use of a

prohibited representation may be authorised where it

IS necessary for either:
— Public health interest; or
— The appropriate use of the goods (packaging & labelling only)
* There is no process for applying to use prohibited representations

— TGA will ic

* Representat
STDs/HIV/A

entify where it Is needed

lons about preventing transmission of
IDS and prevention of skin cancer through sunscreen

use are prohibited representations but will be permitted
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What’s in our compliance toolkit?

Voluntary compliance

 Education program (further information about this later in the afternoon)
 Enquiry services

* Advertising pre-approvals remain until June 2020

Assisted compliance

* Obligations Notice — informs advertisers that their advertising may not be compliant and
advises them of their obligations

 Warning - informs advertisers that their advertising is non-compliant and advises them

of regulatory action that may be taken if they fail to respond/comply — requires a written
response
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What’s in our compliance toolkit? (2)

Regulatory Compliance

e Directions Notice

 Injunction from the Federal Court or Federal Circuit Court

 Infringement Notice

* Enforceable Undertaking

* Prosecution of a civil penalty provision

* Referral to the Commonwealth Director of Public Prosecutions for criminal prosecution
Administrative Action

« Cancellation or suspension of the therapeutic good from the ARTG

e Public Warning Notice

e Substantiation Notice

Compliance Assurance

e Confirming continued compliance by advertisers that come to our attention
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Risk based regulatory

Risk based activity model

Nature ol alleged rvach

Extenaive or targeted adverting may be directed e vulnerable groops and far advertdaing
that is likely to lead o harm o injury if claims made are relied on. Non-compliant
advertising that raises public health concerns or undermines accepted public bealth
LTETEE

Likely Action: Contact person responsible as soon as possible. Direction to address the

izzae immediately. Use of the most appropriate and timely regalatory tools.

Comtimues allegel advertizing breaches and for breaches that are more serious in
nature such as prohibited or restricted representations or adwvertising that is likely to
Impact the eonsumser’s ahiliey ta mafely or appropristely nse the gacda in lne with
their Intended nae. Mas advertdsing or the patential to Influrnes athers in the
industry to the detriment of consumers.

: Email or phone contact requiring immediate action.

Alleged ongoing hreaches whers the advertser has heen made aware
of their alligatimne and less comtinued non-compliant advecising,
Also relates to breaches not considersd serfous in that the advertising
iz not likely to lead to inappropriate or excessive use of the goods,
Likely Action: Warning sdvising of the breach and the regulalosy
lwels available te address larther non-conpliance,
Response required within 14 Days.
One off or isolated alleged breach not considered serfous
| terena of helng mlaleading 2 to the proper comtents,
ldeptiflcation ar wae af the geads
Alleged non-compliance does not imnalve blatantor
ongoing disregard by the advertiser.

+ Advertiser [2 asnt an ahligastons
letier. The ledter advizes of the alleged breach
and régulatory tools available to address

further non-compllance and contains

informstivn and guilance o assisl with
future compliance but a response is not required. Advertiser can contact the TGA to
_di_spu_l_:_e_-’dl_s_r.u_:' ;!.1: _zllrged b\_ru.ch.

Available Regulatory Action/'s can include
Imvestigation re criminal or civil court action
lzsne the advertiser a directions notice
Apply (o a federal courd for s injunction
Publiah 2 publle warning natler

Enforceable undertaking

Cancellation or suspension of the goods

KPI: Actlon all easea within 10 warkdng dayvs

& [sue the advertiser an infringement notice

+  [szue a substaptiation notice to give information or produce documents

shet advertiaing er dlsseminated generic Informatan

.« Issue the advertiser a directions notice

= Cancellation or suspeasion of the goods

= Civil eourl action may be consilered

A : Action 95% of all cases within 20 working days
=+ Warning to axdvertizer requiring response within 14 days
L] laaue a eirectiong notice
¢ [l3mue an Infreingement natlee
& Guidance materials
*  Education and takning

EFl: Action 95% of all cases within #0 working days

= Cuidanee marerials
= Education and training
= Action Yo% within 14 working days
I s praponar case dlosed, detaila af
advertiser and goods not published in our
compliance outcomes.
Lew level priovity cases can be
azmurance reviewnd to monktor
eurrent ar angoing advertdsing

compliance.
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Code version applied in compliance

* For ads (other than pre-approved medicine ads):

Advertising occurred

Assessed against

On or after 1 January 2019 2018 Code
Before 1 January 2019 and is no longer occurring | 2015 Code
Before 1 January 2019 and is still occurring 2018 Code
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Compliance approach

* TGA statement on its approach to compliance and
enforcement discretion in the changeover to 2018 Code:
https://www.tga.gov.au/therapeutic-goods-advertising-
update-29-october-2018

 Detalils of the TGA’s advertising complaints handling
framework have been published:
https://www.tga.gov.au/publication/complaints-handling-
advertising-therapeutic-goods-australian-public
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Top tips for compliant advertising

[D Ensure ads contain the correct mandatory statements and
Information with appropriate prominence

I:) Check advertising for complementary medicines, analgesics,

vitamins, weight loss products and sunscreens carefully to
ensure full compliance with the express provisions

V/ Don't use advertising with references to diseases, conditions,

allments or defects before checking if you need restricted
representation approval
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Top tips for compliant advertising

IO Ensure testimonials, endorsements and scientific representations
fully comply with clarified requirements.

V Don't use advertising that is inconsistent with the product's ARTG
entry, directions, or instructions for use

Vv Don't use advertising that encourages people to delay seeking
medical advice or cease prescribed therapies

Vv Don't use advertising that conflicts with public health campaigns
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Top tips for compliant online advertising

IO Include required warning statements prominently in all online advertising

IO Incorporate a User Acceptance Statement on your social media page that

IO Moderate al
IO Check the ic

nighlights possible areas of non-compliance

comments and delete comments in breach of the Code

entity of those providing testimonials and verify the use of the

goods. Disc

0se any incentives/payments/connections to the company in

relation to those making testimonials

IO If you make clinical/scientific claims, provide supporting study details

IO If in doubt, leave it out! 111



.
_ﬁ!% L Aunstralian Government
kT Department of Health
Iherapeutic Goods Administration

T~

Summary & finding
more Information



Find out more about advertising

» Advertising hub — www.tga.gov.au/advertising-hub

* Regulatory affairs consultant / legal advice

* TGA Online advertising inquiry form -
https://compliance.tga.gov.au/advertising-enquiry/

 Emaill: advertising.education@tga.gov.au
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Find out more about the TGA

&
&

TGA website www.tga.gov.au

TGA Advertising Hub https://www.tga.gov.au/advertising-hub

Facebook https://www.facebook.com/TGAgovau/

Twitter https://twitter.com/TGAgovau

Youtube -
https://www.youtube.com/channel/lUCem9INJbMSOeW1Ry9cNbucw
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