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About this document

: Contents
Purpose of this document
This document outlines how to communicate effectively with consumers using About this document 2
the revised Consumer Medicine Information (CMI) template developed — o
( ) P P Part 1: Key communication principles 4

through usability testing with consumers and seeking input from key

stakeholders. Part 2: CMI template tips and tricks 12
These guidelines on how to use the CMI template provide short form

guidance on how to use the CMI template including key communication

principles and tips and tricks on using the revised template. Further resources

are in development and will be made available.

Audience

This document is intended for industry stakeholders involved in the writing
and development of CMI.

Please note:

These guidelines are designed for use with the improved CMI template but
the key communication principles are relevant to any CMI format and other
consumer-oriented communications..

Writers and developers of CMI documents will need to ensure compliance
with Schedules 12 and 13 of the Therapeutic Goods Regulations 1990.
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Other essentials for writing CMI

In addition to the principles and examples used in this guide, the following are essential to developing CMI documents:

These guidelines relate to the Therapeutic Goods Regulations 1990. Writers should refer to Schedule 12 and Schedule 13 for all
sections of the CMI for prescription and pharmacist-only medicines, respectively. For more information visit:
1 https://www.legislation.gov.au/Series/F1996B00406

]ﬂI This symbol indicates reference to specific parts of the Regulations where further information about CMI content can be found.

These Guidelines are intended to be used with Writing about medicines for people: Usability Guidelines for Consumer Medicine
Information, 3rd edition by David Sless and Ruth Shrensky, which contains more detailed guidance on how to communicate with
2 consumers of CMI documents.

ED This symbol tells you which section to go to in Writing about medicines for people to find more extensive guidance.

consumers. The principles and examples used in this guide are high-level guidance for writing CMI and do not replace the need for

3 User test new CMI or changes to existing CMI, with consumers, to ensure that those documents communicate information effectively to
further evaluation of the effectiveness of CMI in communicating understandable and actionable medicine information.

4 Keep the CMI summary to one page to ensure the most important and relevant information is provided to consumers upfront for easy
access. Use the links in the CMI summary page to refer consumers to the full CMI if they require further and more detailed information.
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Part 1

Key communication principles

This section outlines five key principles for effectively writing CMI documents
using the improved template.
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How to: Using the principles

The example below explains how each principle page is laid out.

Parl 1 By comimumncalan phnciphes Thasapauth Goods Adminkiration

Learn what to avoid

o . when applying this
Learn what this principle Keep your message clear and to the point prmc?;’.g mgyour
means as features of your message.

message.

> Becauie of this we Because of this we aveid
+  Une plaln English in your

* Using medical terminclogy without
T N

Wy drecl

+ Provade 2 plain language sxplanation of necessany medcal iems W) umnecessarily complicated wards or phrases as this can
Clan 't assume 4 persen using A medcne has nawledge of thes confuse consamess
condition or the medicing they are laking

U active voice
Ippar COMERTESS

See unhelpful

See the features in practice ; ;
features in practice

Exam ples 4

Pilain English Active voice Complicamd words
Ciordact yonr doc Dvacsare aty mecheine Hal is Pvors s rewdkl e etima Aoy

takariy Gifwer

S ed wlarana froken ther than Sosen Castromiesmo!
aF sUpplermeny e s shkd be Sscanded)

Fiain language sxplanatan
= Acthar grechen
rerechenifa) taad ke e

e ok
= Mypoplycssmia: Low blood
BTN
o i s the mproved Gl famplate :
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Part 1: Key communication principles Therapeutic Goods Administration

Our communication principles

The communication principles below provide a foundation for user-centred content.
You can use this page as a quick reference checklist.

The five principles

PRINCIPLE

Keep your message
1 clear and to the point

When you use short sentences,
plain English and action-oriented
language, consumers will better
understand your messages and
know what they need to do.

vt Provide information that
helps consumers make safe
4 and appropriate decisions

Too much information confuses
consumers and potentially hides key
information. Targeted information
with important messages first helps
consumers make safe and
appropriate decisions.

PRINCIPLE

Use suitable language
2 for the consumer

Most consumers don’t understand
medical language and find it confusing.
Using language that is easily
understood will help improve their
understanding about their medicine.

LIRS Set out information to
5 support findability,
understanding and action

Structuring information using
headings, bold type, tables and
setting it out with white space on the
page helps consumers to find what
they need quickly.

PRINCIPLE

Use consistent language
3 and messaging

When you use the same words for
the same thing, people can find what
they are looking for, they will retain
the information more easily.
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i Keep your message clear and to the point

Because of this we Because of this we avoid
* Use plain English in writing by: e Using medical terminology without a plain English explanation when
. Using short sentences and paragraphs communicating with consumers as it can lead to confusion, and
. Using common words disengagement with the content which could result in overlooking
. Being direct important information.
* Provide a plain language explanation of necessary medical terms. e Using unnecessarily complicated words or phrases as this can
Don’'t assume a person using a medicine has knowledge of their confuse consumers.

condition or the medicine they are taking.

* Use active voice rather than passive voice in the CMI document, to
support consumers to take action.

¢ Minimise the use of acronyms whenever possible. Many people
scan CMI for the information they want rather than reading it from top
to bottom, therefore acronyms spelled out earlier in the document may
get missed and cause confusion if found only in acronym form later in
the document.

Examples Examples

Plain English Active voice Complicated words

Contact your doctor if you are Discard any medicine that is 'Non-steroidal anti-inflammatory’
taking other medicines, vitamins frozen (rather than, frozen ‘Gastrointestinal’

or supplements. medicine should be discarded).

Plain language explanation
e Active ingredient:
Ingredient(s) that make the
medicine work
e Hypoglycaemia: Low blood
sugar.
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ieel Use suitable language
2 for the consumer

Because of this we Because of this we avoid

e Use pronouns to direct your message to the consumer. e Speaking in the third person when addressing the consumer. Using

e Use common terms for medicine types and medical conditions, third person creates distance and unnecessary formality.

where appropriate, to aid understanding. * Using official medical classifications without supporting plain English
explanations to define medicine types or medical conditions. This is not
an effective way to communicate information to consumers, as they
may miss critical information that applies to them if they do not
recognise or understand the terminology used.

« Use examples of everyday items or concepts to explain or replace
medical terminology and aid understanding, e.g. the use of the term
‘crushing’ chest pain helps consumers understand the condition and
highlights the severity of the side effect.

e Using upper case in headings for emphasis can be seen as heavy

e Useimages or diagrams of the medicine to help consumers to handed and aggressive.

ensure they are taking the correct medicine by being able to view
medicine packaging and the dosage form (e.g. tablet, liquid,

injectable).
Examples Examples
Pronouns Common terms Third person Upper case in headings
+ In section headings: 1. Why + Medicine type: Medicines that + Consumers should tell the + 6. ARE THERE ANY SIDE
am | using [the medicine]? treat depression doctor immediately if they EFFECTS?
e In body text: Tell your doctor e Medical condition: This become pregnant.
immediately if you become medicine is used to treat a + “Consumers will need to...”
pregnant. lung problem that can cause
e ‘“you will need to...” trouble breathing and non-

stop coughing.

Everyday items or concepts
e Vomiting of blood, or vomiting
that looks like coffee grounds.

How to use the improved CMI template 8



Part 1: Key communication principles Therapeutic Goods Administration

seall Use consistent language
Cll and messaging

Because of this we Because of this we avoid
e Use consistent messages between the summary and full CMI e Unnecessarily repeating information across multiple sections of
to aid clarity and retention, and ensure consumers know where to find the CMI document. This can confuse consumers, as they no longer
information in the full CMI. have a clear framework to understand where to find certain information
within the CMIL.

e Ensure consistent expression of information within the CMI

document. e Usinginconsistent expressions to describe a similar or related
message. This can confuse consumers about the best action to take
in that situation. It can also raise unnecessary cautions if consumers
perceive certain phrases are meant to communicate greater severity

e Provide medicine specific information to consumers, e.g. side
effects or overdose information.

e Ensure appropriate information has been included under the when this was not the intention.
relevant section and where the consumer would expect to find this
information.

Examples Examples

Medicine specific information Unnecessarily repeating

e Keep unopened [name of information
medicine] pre-filled pens in the e Warnings for pregnancy and
fridge where the temperature is breastfeeding are repeated in
between 2-8°C. Do not freeze. multiple locations within the CMI.

How to use the improved CMI template 9



Part 1. Key communication principles

Therapeutic Goods Administration

PRINCIPLE

Provide information that helps

sl consumers make appropriate decisions

Because of this we

Provide targeted information that directly relates to a person or their
situation so they can take action or make a decision.

Provide step-by-step guidance where consumers need to know how
to complete a task. Ensure all steps are within the relevant section,
rather than split across sections.

Provide the most important information higher up in the relevant
CMl section. Then follow up with supporting information if necessary.
Consumers expect critical information to be up-front.

Explain the why to help consumers understand why they should act or
make a decision. e.g. why not to stop taking a medicine suddenly.

Examples

Targeted information

Step by step guidance

Most important information first

Contact your doctor straight » [Name of medicine] prevents
away if you notice any of blood clots forming in your
these serious side effects. arteries.

Explain the why

1. Before using a new pre-filled  « Tell your doctor if you drink

pen, take it out of the fridge alcohol, as alcohol may mask
and let it come to room symptoms of low blood sugar.
temperature for 1 to 2 hours.  « Do not use a double dose of your
Check the label on the pen insulin. Too much insulin can

to ensure you have the cause serious side effects.
correct insulin, etc....

Because of this we avoid

Giving excessive information that does not directly relate to
consumers, the medicine, or the immediate content as it can cause
disengagement with the CMI document.

Providing irrelevant information that does not help consumers make a
decision or take action regarding the medicine

Breaking up steps across different sections, as it can mean that
consumers miss critical steps when taking their medicine.

Providing generic or vague statements without tangible details or
evidence. Consumers are less likely to act on content they view as
generic or only necessary for legal purposes.

Examples

Irrelevant information

You may wish to keep this
leaflet to read again.

Generic or vague

Store medicine in a cool, dry
place.

Dispose of medicine after the
expiry date.

How to use the improved CMI template
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PRINCIPLE

Set out information to support

=l findability, understanding and action

Because of this we

Ensure action information is highly visible to consumers, by
ensuring the call to action is:

¢ Intables or at the beginning of related information

e Bolded in black for important information

e Short and to the point

Use meaningful subheadings, bullet points and tables to aid
scanning and navigation through the document.

Provide direct information on where links go and use short URL
links to external information. Links need to go directly to the relevant

Because of this we avoid

e Overusing bolded text as it causes consumers to skim
information, missing key details. It can also cause consumers to
disregard critical information.

e Using long sentences as calls to action or burying action in
dense text, as this can obscure the meaning of information or make
action information difficult to locate.

e Using long or generic URLs as links to external information as it
can make it difficult for people to access information, especially
when using the paper-based CMI document.

content — and not require additional navigation.

Examples

Meaningful subheadings

* Looking after your medicine

» Drinking alcohol

e Getting rid of unwanted
medicine

Information on where links go
and use short URL links

A video providing more
information and a demonstration
on how to inject [name of
medicine] is available at:
http://www.simple-steps.com.au

Name of medicine

Some medicines may interact
with [name of medicine] and
affect how it works.

Examples

Overusing bolded text

If you are unsure about any
medicine you are taking you
should check with your doctor or
pharmacist. They will have more
information on medicines to be
careful with or avoid.

Long or generic URLs

Long URLs:
http://medicines.org.au/files/media/
Ultibro_How%20t0%20Use.pdf
Generic URLSs: Click here for more
information.

How to use the improved CMI template
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Part 2

CMI template tips and tricks

This section uses annotated screenshots of the improved CMI template to
demonstrate where and how the communication principles may be used.
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Using the annotated walkthrough

The pages shown below are screen shots of the paper based version. In the following section, these pages are used to
demonstrate the tips and tricks to completing the template.

Quick annotated tips for
using the template

Part2: GMI template tips &nd tncks T i Goods: Adenini
— » CMI Summary — page 1
The page in the improved
CMI template where this
guidancepis relevant el priva e
Prowiite medicing taand & I dicing nama]* mest relevant for this CMI page.
name in s e ol ihe CME = e
L reemary e e Wbt dmbrsraye | RAS g rrI ':Lu:l.l .rul--u.:::L n 4
The astsiis (") should b T :__._."..,_,._.__...__,__ et e ey e ok T ELNISIMEIL
replasan ailh Ik rars [: W - I_ -a regaiing Black Triang e \dner sunibis RanpuaL i H
ok a it L — srid B wisrniage s s g2 Cqmmunlcatlon
T T =
e ———r———— bl principles most
A — ] relevant for this
— e e oo i e o CMI page.
[F e S it it i s 5 18T
Huimber sk hoadingand T —
rvasch with the heading in the WP R AT TR mmmse— 3
il S i epeer decimant e =
= Aot Irizim] muedicine name =i Fuirl £t (PSP IO 1S BUSSSE
U w e refrvarl hecacings 5 RiCSGINtY, ufrberisisidig
e e | L L e . i
e e i pigig Renlated guidelinen in Writing
Summary mustbe bapt o e— gl e e m—— @ Tabulate key points in this About Medicines for Pecple
ane page anly. Tho e N ey e 1 sarciion 50 sid scannng of 4
aurnruany o ek b Ese s < " i sumTary page, Fater & odule 4 1o furfhel . o
prmidad with ha ki CMI [ |- e e | izl 0 o 85 BHTUCKD ther Where in the Writing
ared Eureton is nol recured - p— e A ot bt His nechnt, wrcd heackngs .
45 b comprehrsben, Ocly T T ——— b cings i o ” About Medicines for
the mostimpadant and Lot spcnimtar st (Y e A oY S :
rubeyant information shoukd e Peo_ple you C_an Tlnd
e Frucin naane kiey poinis additional guidelines
undes mams headings ond
— subheadings i surrmary
and tull CM)
Hew 1o use = improved CME mmplais ]
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CMI Summary — page 1

Provide medicine brand
name in the title of the CMI
Summary.

The asterix (*) should be
replaced with trademark
symbols as appropriate.

Number each heading and
match with the heading in the
full CMI to support document
navigation.

Summary must be kept to
one page only. The
summary is intended to be
provided with the full CMI
and therefore is not required
to be comprehensive. Only
the most important and
relevant information should
be included in this section.

[medicine name]*

Consumer Medicine Information (CMI) summary

The 8 LA oo e repnl Do B e ety F yous e worrind) ot e thin smecdicinr, e 10 yonar docfiorn or phirmicil.

W iy prarchrin i e oo b st vy, Pk N, S @01, ek tha Sl TS o Pt it (i
apphciabic]

WRNING | rportund wafety informaiion o privided in o bosed weming in the 58 [l Resd belore wing B medaine
[ i of et sl ]

1. Wiy am | using [medicine nama]?

| Wit e rarmae] v iy U gt g mepey] [impert active ingrechend] [Mischoirer mama| e 1
T g b Tecptionn, bk Betion L\ aee s g et won rree ] s thop Tl DAL

2. Wit ilsould | know Bafore | uis [medicing name]7

D i ] s g ot o i g e 1 (bl i vy o Ehep irnprisiotnd ] of B el of W L

Yl 1 it 1 s P ey e o T, Ok vy GUR e, o 0 R G R 10 R
progratt o wt bernHesding

Fod may imboareation, vt Beiion LTl shoutd | ingw belats | ige [reghte Bamg (R i he ful Tl

o—

3. [kt IF | e taking other medicined?

PP rarchira rap et e ek | rrdare rarn| ard it bow 4 o
it thea machiines i i Seemon L NGt 1 grm L T T i th A0 O

4. How do | ule |medicins nama]?

o Do vistorsmt] i) rogarding devion s | sther mpota drections ke |

Bhies vitraiTanns an b Aot o fitioe & B | e |t giong nprelT e che ull Cll

5. What should | know while wiing [medicine name|?

[ * Rerrand iy Scclon of denlinl you sl el you ne using et mdicine|
hould de o [t cther sebivant ey poiril] 1) o4 monioning of the pondition | efin tversens of ]

Things you * Do ol shop wing Him meadsne wsddonly B noivear ]
gl mgt s | ® Wit other kel pasti U]

Deiving & g | ® buert mbevant mformiton regar g any wamg b oeLser Selore dring of ape sng s
b ® [wusars gehar rebevand ey poiminl]

Drivking * s 1 chevand 1LAETRENE TR Sing Erinking Sioohol shis L T metkors
aksomal o (Wi it dpbivand ey gt L]
Looking afirr | ® bt Cotags Selile, i oss Sey Frmalaton speole: erage Giak & g sebrgu st S0 a0t kit
o e | ® [y othe kvt by postlil]

ot e EimtTearion. fa S o b PV (ot (i pede iy el e et TR

(i sttt ol o b BFFETL, Bl STt i #MMECTE o B Iacelir TR A 10 bek moed |
Tor e inbarmmsition, inchefing whit 1o do i you have sy e rilects, soe Socion | e Heee gey sl cflecty i The Al (ML

|medicine name]” 1

Include these statements
regarding Black Triangle
and boxed warnings if
applicable.

Insert medicine name into
the relevant headings

Tabulate key points in this
section to aid scanning of
summary page.

Add other relevant
subheadings in their own
rows as appropriate

Present same key points

under same headings and
subheadings in summary
and full CMI.

Communication principles

most relevant for this CMI page.

Keep your message
clear and to the point

Use suitable language
for the consumer

Use consistent language
and messaging

Provide information that
helps consumers make safe
and appropriate decisions

Set out information to support
findability, understanding
and action

Related guidelines in Writing
About Medicines for People

Refer to Module 4 for further
detail on how to structure the
title section and headings.

How to use the improved CMI template
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Full CMI — page 2

i Preeanr b et B aarbional momiborry. This will saw geich Keniifision of new atwty indormation
W o ar by by e g ey sk e v ey e Yo e et e ffech Sy Sockn, oo dhecty ol
L B A g phie, |kt of apepliable|

s Dt bt wieming, adapted o cormsrmers, f applcable]

Provide medicine brand C
name in the title of the full
CMI.

The asterix (*) should be

replaced with trademark
symbols as appropriate.

List links to other sections in @

medicine name]* L oo oo
[

Rl el [ Geler Tamrrdestiil] |phime b promendution - optienal)

Consumer Medidne Information {CMI)

Tt et e | e L vt bt bl
(redeire i) Vo ihoutd st apah o yomr dosior or
b v g Purtbur il Hyon
byt iy COFRCRAT O QueEaTaie v ] il | anfiding.
s

the full CMI to improve
document navigation.

Subheading “Warnings” in
bold at the top of this section
highlights key information
and aids in scanning.

Use plain English and O
provide plain language
explanations.

For example: Contact your
doctor if you are taking other
medicines, vitamins, or
supplements.

Dnrrag Pratmenl, pos may Se o i of dorkopey ol
PR 1) L s oL P 4}
bt 1 v bt The, e ek aad o aataln
ondiar actian & re thers g e elte?
Pregrancy and beeastleeding
i Wi it 10 B e 0 P O el 13
Eeotoms prograst.
Tl b o oot W o e [
Benmifced

Tt iy DTS P 0 ey T
&3 the i

[ R o LonTH - SpeCil i o el e
speecific subheadingis]j

= Tha reher o aey modesl posdition. i poifie,
Prat e, WAL gt S tubbbaigic]
retevant ot imthusion ot certim criopareuirougs of
b, - S e £ Tt Baeucing

rredaine, inchaing aes moddan, e of
i TSN Tl o By WY b P BSCTIEALON TP
yonse pharmay, Wistrmarkel or beallh fxod thog.

Do nod wee [ mesdicing name] #:

o owien dllonpe 50 s ingrosnst], of sy ol S
Frediors iatod ot The nd of e loafict

Adarys TR e IEPRELERTE 1B Mk R PO L
i his mociine:

& [t pther ek EE don et

(st with s docton # you

* bunew vy obher modhal condtion (et amy rodabie
e, it [hon maachicines | et ol rondition har]

* Lk iy et o ey oo condiion

o [ e T, Ferean 18 U sl
[ |

FOptans Bern inafude wthar

e L T
ittt of Wsti iieTiclion = #m fuamph of B it ixtuded
L

Iatudafing Torur sedcrnt St hive boon groooed
ot I e aurtur e of il minraction, or:

I B i oy v it o i, T evsnsting Tt
ha pmbotreation i preserted comlantly |

oetep oot AT T T [ adirieg mase] snd
L B 1 e

[rehate 0 papkantion ol the adturs of e steiarmon
ik o] @

Wl b 1R Py bR asd i @t o |sseiis o
] Inchsde:

(R SRR

|mesiting samel®

Include Black Triangle
statement and/or boxed
warnings if applicable an in
accordance with guidance
provided on the TGA website
— Black Triangle Scheme

and boxed warning.

Provide medicine name in
index summary where
needed.

Use high contrast
headings to aid scanning.

Use appropriate tables
and/or subheadings to help
group information. Further
guidance is in the template
itself.

Communication principles

most relevant for this CMI page.

Keep your message
clear and to the point

Use suitable language
for the consumer

Use consistent language
and messaging

Provide information that
helps consumers make safe
and appropriate decisions

Set out information to support
findability, understanding
and action

Related guidelines in Writing
About Medicines for People

Refer to Module 4 for further
detail on how to structure the
title section and headings.

Refer to Module 7 for further

detail on writing content for this
section: 2. What should | know
before | use [medicine name]?

Refer to Schedule 12 of the
regulations for further detail on
precautions.

How to use the improved CMI template
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Full CMI — page 2 (continued)

Insert active ingredient,
medicine name and
therapeutic class with
explanation.

Provide medicine name
and a plain English
explanation of what the
medicine is used to treat (in
indication).

For example: This medicine is
used to treat a lung problem that
can cause breathing difficulties

and non-stop coughing.

it Freceanr b talgect B adarbional momiborryg. This will slaw geich ieniifision of new satwty indormation
W o by by e g ey sk e v ey e Yo e pept vt fTech By Sockn, oo dhecty af
L B A g phie, |kt of apepliable|

ks Dt bt wieming, adapted o cormsemers, f applcable]

[medicine name]* ... oo o
Active ingredientii): [medichas aotir ingrrdipatlil] [phire i promenaation - apticnal]

Consumer Medidne Information {CMI)

Tl ot o b | espad e el vecitant dbemed Lilafull
rede e rrve] Yoo shousd she apeah i e docior or
g b il or #pom

e B CORCBITH, 1 (ueszions b i [mesbtine
j——

{medtinn mare] conism S acbve ngrodent [imerd
i gt |

chan e oy

Do ot wee [ mesdicing name] #:

* o ke allorg 50 [scee ingrocsnt], o sy of S
Frediors iatod ot The nd of e loafict

Adarys TR e IEPRELERTE 1B Mk R PO L
i his mociine:

& [T b S 0 S

(Ehtath with s Socton # you

* buew vy other medtel Condion i (M amy st
e, i [hon msacdicires | et ol rondition e

ke ey et for ey oS condion

o [T s R Pl 1 e sl
fenin ]

Curry Y, o ey B 1k of deevkopeg o
ke AFRSTRL B i) EALAA i Lo YL P f 161 s
P . e i et el ki Pl e st

o et AR TESI A il ST

Pregrancy and heeastleeding

D ik ot 1o B g 0 PR O bt 13
ot prograst

Tl by prar docior o iew Bennitiooding or inteed 15
Beuniford

(At oy o e T ey bl el
£t rooiciv

[[REdewam CondRion: speili of meScine.
agetcific subhesdingit]}

= Tha refers b aey ol pondition.dponifie,
e, A s s sublstgic]
rievant ot mthusion ot certim criopareuirougs of
b, i g abin G Theg e

What if | am taking ather madicines?

Telt et i v et of yns a0 Lok ey ot
rradeine. inchaling aes moSdae, e of

IS EOARTREEN TN o By WEMIROnT b P BSCTIEALON T
onse phamacy, wsermarked or beallh fsod thog.

FOpticems Ben inafude withar
v sl b T et et oo L
ritare ol e mieTaction = ae fuamph of S it xtuded

[r—
Iatudafing Porur et St hive boon groooed
otarting 1o The adrture of il minraction, or:

P s oy v it o i, Thay evsrsting Tt
S mborresation i presented comlantly |

el i AT T T [ adiring masme] snd
L B 11

[rehais 5n peptarction ol the adtur of e seteiarmon
[

Wl i T Py R asd T #fTen o |sseiiied
e ] inghude:

[ S R |

Imesitne samel®

@ Consider whether you need to

include a subheading for
different categories of users,
e.g. the elderly, children,

infants or people with specific

pathological conditions.

Communication principles

most relevant for this CMI page.

1

Keep your message
clear and to the point

Use suitable language
for the consumer

Use consistent language
and messaging

Provide information that
helps consumers make safe
and appropriate decisions

Set out information to support
findability, understanding
and action

Related guidelines in Writing
About Medicines for People

Refer to Module 7 for further

detail on writing content for this
section: 2. What should | know
before | use [medicine name]?

Refer to Schedule 12 of the
regulations for further detail on
precautions.
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information and step by ¢
step guidance.

Explain where external
links go in simple
language so the
consumer knows what to
expect when they follow it.

Ensure links are short, in
case consumers need to
type in the link manually.
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Provide the most important
information first.

Include information about
any adverse effects if
stopping treatment or
specific requirements for
tapering prior to stopping.

Consider if you need
additional subheading for
interactions with other things

such as “food and drink” or

“tobacco”.

Communication principles
most relevant for this CMI page.

1 Keep your message
clear and to the point

Use suitable language
for the consumer

po] [t

Use consistent language
and messaging

Provide information that
helps consumers make safe
and appropriate decisions

Set out information to support
findability, understanding
and action

] [

Related guidelines in Writing
About Medicines for People

Refer to Module 7 for further

detail on writing content for this
section: 2. What should | know
before | use [medicine name]?

r

Refer to Schedule 12 of the
regulations for further detail on
details that could be included in
Section 5.
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Separate tables for
less serious and
serious side effects.

Sub-headings for side- — |

effects grouped by
how they relate to the
body to make it easier
to find a side effect.

For example: Bleeding related,
Allergic reaction related.

Explain side effects in
plain English.

For example: “Vomit that looks
like coffee grounds”, or “crushing
chest pain”.
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Explain how consumers
can access the medicine.

For example: “This medicine is
available without a prescription.”

Provide a tabulated list of all
active and inactive
ingredients found in the
medicine.

Provide plain English
explanation of ‘Active’ and
‘Inactive’ ingredients.

For example: “Active ingredient
(ingredients that make the
medicine work)”

Describe what the medicine
looks like in simple language
and include the registration
number for the medicine.

Insert name of distributor,
address, contact details
and insert month and year
of when document was last
reviewed.

Communication principles
most relevant for this CMI page.

Keep your message
clear and to the point

2 Use suitable language
for the consumer

Use consistent language
and messaging

Provide information that
4 helps consumers make safe
and appropriate decisions
Set out information to support
5 findability, understanding

and action

Related guidelines in Writing
About Medicines for People

Refer to Module 8 for further
detail on writing about side
effects and reassuring
consumers.

4

Refer to Schedule 12 of the
regulations for further detail on
side effects and product details.
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