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Welcome
• This webinar is being recorded

• Slides will be made available on the TGA website

• To ask a question, use the message feature on the left of the screen

– messages will only be visible to the moderator and speaker

– questions will be answered at the end of the presentation

• Relevant links will be posted in the message box (below)

• Live polls will be conducted throughout this event. 

Difficulties hearing sound from your computer? Please feel free to listen to the event via telephone:
– 1. Dial 1800 896 323
– 2. Enter Pass Code 1330247191
– 3. If difficulties continue please contact Redback for support on 1800 733 416  
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Topics for discussion

• New CMI templates
• Main changes
• Regulations – Schedule 12 and 13
• Guidance and advice
• Next steps
• Live poll
• Questions
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New CMI templates
• Based on previous research projects

– I-CMI (Fourth Community Pharmacy Agreement) and EDWG pilot study

• TGA convened a stakeholder forum in February 2019
– Agreement reached to base new format on I-CMI and EDWG templates

• ThinkPlace/UniSyd user tested new CMIs for three products
– Ultibro breezhaler, Toujeo and Plavix 
 different dosage forms - an inhaler, injection and tablet (varied complexity)

– iterative improvements made in response to user feedback received during the project
– evaluation report published on TGA website
 www.tga.gov.au/sites/default/files/improved-consumer-medicine-information-template-report.pdf
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New CMI templates
• TGA engaged with key stakeholder organisations for 

targeted consultation before and after user testing and 
made changes based on feedback

• End result was two new CMI templates
– prescription and non-prescription medicine formats
 new one-page summary is optional 

for non-prescriptions
 minor changes made in recognition of 

differences between scheduled products

• Final CMI templates and additional guidance published on 20 April 2020 
– www.tga.gov.au/improved-consumer-medicine-information-template
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Main changes
• One-page CMI summary 

– ensures most important and relevant 

information is upfront for easy access

– links to more detailed information in 

the full CMI

 improved navigation when using 

digital   

• Language

– Plain English 

 avoiding jargon and medical 

terminology, defining terms when 

necessary

 active language (be direct)

– short, punchy sentences 

– consistent language and messaging

– evidence of low health literacy in 

community
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Main changes
• Format changes

– restructuring information 
 new headings and sub-headings

– bold type for important information
– tables 
 less serious and serious side effects in separate 

tables
– more white space on the page to help consumers find 

what they need quickly
– clearer headings
– digitally enhanced, external links to websites on how 

to use
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Main changes
• Focus on helping consumers to make safe and appropriate decisions

• Removal of repetition from previous CMI version to decrease length
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[bookmark: _Toc2088699][medicine name]* 



[bookmark: _Toc2088700]Consumer Medicine Information (CMI) summary

The full CMI on the next page has more details. If you are worried about using this medicine, speak to your doctor or pharmacist.



[bookmark: _Why_am_I_1]       This medicine is new or being used differently. Please report side effects. See the full CMI for further details. [Include if applicable]▼



WARNING: Important safety information is provided in a boxed warning in the full CMI. Read before using this medicine. [Include if applicable]

[bookmark: _Why_am_I_3]Why am I using [medicine name]?

[Medicine name] contains the active ingredient [insert active ingredient]. [Medicine name] is used to ……. 

For more information, see Section 1. Why am I using [medicine name]? in the full CMI.

What should I know before I use [medicine name]?

Do not use if you have ever had an allergic reaction to [medicine] or any of the ingredients listed at the end of the CMI. 

Talk to your doctor if you have any other medical conditions, take any other medicines, or are pregnant or plan to become pregnant or are breastfeeding. 

For more information, see Section 2. What should I know before I use [medicine name]? in the full CMI.

What if I am taking other medicines?

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

A list of these medicines is in Section 3. What if I am taking other medicines? in the full CMI.

How do I use [medicine name]?

[Insert statement regarding dosage]

[Insert statement(s) regarding device use / other important directions for use]

More instructions can be found in Section 4. How do I use [medicine name]? in the full CMI.

What should I know while using [medicine name]?

		Things you should do

		Remind any doctor, dentist or pharmacist [add other health professionals as appropriate] you visit that you are using [insert medicine].

[Insert other relevant key point(s) e.g. monitoring of the condition / effectiveness of medicine]



		Things you should not do

		Do not stop using this medicine suddenly (if relevant).

[Insert other relevant key point(s)]



		Driving or using machines

		Insert relevant information regarding any warnings to consider before driving or operating machinery

[Insert other relevant key point(s)]



		Drinking alcohol

		Insert relevant statement regarding drinking alcohol while using the medicine

[Insert other relevant key point(s)]



		Looking after your medicine

		Insert storage details, in particular any formulation-specific storage details e.g. refrigerate do not freeze

[Insert other relevant key point(s)]





For more information, see Section 5. What should I know while using [insert medicine]? in the full CMI.

Are there any side effects?

[Include statement of common side effects, and serious side effects in particular that need to be noted.]

For more information, including what to do if you have any side effects, see Section 6. Are there any side effects? in the full CMI.





[medicine name]*				1

[bookmark: _ULTIBRO_BREEZHALER_110/50*][bookmark: _TOUJEO_(too-jay-oh)][bookmark: _Toc2088701]This medicine is subject to additional monitoring. This will allow quick identification of new safety information. 
You can help by reporting any side effects you may get. You can report side effects to your doctor, or directly at www.tga.gov.au/reporting-problems. [Include if applicable] ▼





WARNING: [Insert boxed warning, adapted for consumers, if applicable]



[bookmark: _[medicine_name]*_(phonetic][medicine name]* (phonetic pronunciation – optional)

Active ingredient(s): [medicine active ingredient(s)] (phonetic pronunciation – optional)

 

Consumer Medicine Information (CMI)

This leaflet provides important information about using [medicine name]. You should also speak to your doctor or pharmacist if you would like further information or if you have any concerns or questions about using [medicine name].

Where to find information in this leaflet:

1.	Why am I using [medicine name]?

2.	What should I know before I use [medicine name]?

3.	What if I am taking other medicines?

4.	How do I use [medicine name]?

5.	What should I know while using [medicine name]?

6.	Are there any side effects?

7.	Product details

1. [bookmark: _WHY_AM_I][bookmark: _Toc2150328][bookmark: _Toc2151503]Why am I using [medicine name]?

[medicine name] contains the active ingredient [insert active ingredient]. [medicine name] is [insert therapeutic class and explanation].

[medicine name] is used to [insert indication].

[bookmark: _WHAT_SHOULD_I][bookmark: _Toc2088703][bookmark: _Toc2089230][bookmark: _Toc2150329][bookmark: _Toc2151504]What should I know before I use [medicine name]?

Warnings

Do not use [medicine name] if:

you are allergic to [active ingredient], or any of the ingredients listed at the end of this leaflet.

Always check the ingredients to make sure you can use this medicine.

[insert other relevant contraindications].

Check with your doctor if you:

have any other medical conditions [list any notable ones for the medicine / medical condition here]

take any medicines for any other condition

[insert specific precautions relevant to the medical condition].



During treatment, you may be at risk of developing certain side effects. It is important you understand these risks and how to monitor for them. See additional information under Section 6. Are there any side effects? 

Pregnancy and breastfeeding

Check with your doctor if you are pregnant or intend to become pregnant.

Talk to your doctor if you are breastfeeding or intend to breastfeed.

[Include any other relevant pregnancy information specific to the medicine].

[Relevant condition-specific or medicine-specific subheading(s)]

This refers to any medical condition-specific, medicine-specific, and/or age-specific subheading(s) relevant for inclusion for certain categories/groups of users, as applicable to the medicine.

[bookmark: _WHAT_IF_I’M][bookmark: _What_if_I][bookmark: _Toc2088704][bookmark: _Toc2089231][bookmark: _Toc2150330][bookmark: _Toc2151505]What if I am taking other medicines?

Tell your doctor or pharmacist if you are taking any other medicines, including any medicines, vitamins or supplements that you buy without a prescription from your pharmacy, supermarket or health food shop.



[Options here include either: 

- subdividing and listing the medicines depending on the nature of their interaction – an example of this is included below, or; 

- tabulating these medicines that have been grouped according to the nature of their interaction, or; 

- if there is only one list of medicines, then ensuring that the information is presented consistently.]



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

[Include an explanation of the nature of the interaction where possible] e.g. 



Medicines that may increase the effect of [medicine name] include:

[list medicines as appropriate]



Medicines that may reduce the effect of [medicine name] include:

[list medicines as appropriate]

[bookmark: _HOW_DO_I][bookmark: _Toc2088705][bookmark: _Toc2089232][bookmark: _Toc2150331][bookmark: _Toc2151506]Check with your doctor or pharmacist if you are not sure about what medicines, vitamins or supplements you are taking and if these affect [medicine name].

[bookmark: _How_do_I_1]How do I use [medicine name]? 

How much to take / use

[include relevant dosage information]

Follow the instructions provided and use [medicine name] until your doctor tells you to stop. [for antibiotics, replace with ‘Follow the instructions provided when [medicine name] was prescribed, including the number of days it should be taken.’] 

When to take / use [medicine name]

[medicine name] should be used [insert as relevant]. 



How to [insert appropriate verb] [medicine name] (relevant for devices)

[insert relevant step-by-step instructions / considerations for device use]



Any external links to further sources (e.g. instructional videos / diagrams for device use) should be highlighted for ease of access. This will also help to distinguish external links from internal document section links.

If you forget to use [medicine name]

[medicine name] should be used regularly at the same time each day [week or month]. If you miss your dose at the usual time, [insert appropriate explanation].



If it is almost time for your next dose, skip the dose you missed and take your next dose when you are meant to. 

Do not take a double dose to make up for the dose you missed.



[include explanation of what “almost time for your next dose” refers to for the specific medicine where possible, e.g. oral contraceptives]

[include any other medicine-specific action and advice about missed dose, as appropriate]



If you use too much [medicine name]

If you think that you have used too much [medicine name], you may need urgent medical attention.

You should immediately:

phone the Poisons Information Centre 

(by calling 13 11 26), or

contact your doctor, or

go to the Emergency Department at your nearest hospital.

You should do this even if there are no signs of discomfort or poisoning.         

[bookmark: _WHAT_SHOULD_I_1][bookmark: _Toc2088706][bookmark: _Toc2089233][bookmark: _Toc2150332][bookmark: _Toc2151507]What should I know while using [medicine name]?

Things you should do

[Include relevant action(s) and explanation(s)]

Call your doctor straight away if you:

[include relevant statements about monitoring of the condition and relevant action(s) to be taken]

[include relevant statement(s) about action to be taken if the condition worsens / does not improve]

Remind any doctor, dentist or pharmacist [add other health professionals as appropriate] you visit that you are using [medicine name].

Things you should not do

Do not stop using this medicine suddenly [if relevant]. 

[include any other relevant actions(s)].

[Relevant condition-specific or medicine-specific subheading(s)]

Some medicines may require additional subheading(s) relevant to monitoring the condition and actions to be taken while on the medicine, e.g. bleeding risk with antiplatelets / hypoglycaemia and what to do.

Driving or using machines

Be careful before you drive or use any machines or tools until you know how [medicine name] affects you.

[medicine name] may cause dizziness in some people 

[or insert relevant information, as appropriate]. 



Drinking alcohol

Tell your doctor if you drink alcohol. 

Alcohol may [insert effect relevant to use of the medicine].

Looking after your medicine

[include device-specific storage information]

[include storage information]. 

Follow the instructions in the carton on how to take care of your medicine properly.

Store it in a cool dry place away from moisture, heat or sunlight; for example, do not store it:

in the bathroom or near a sink, or

in the car or on window sills.

Keep it where young children cannot reach it.

When to discard your medicine (as relevant)

[Include any specific information about discarding the medicine, e.g. 28 day expiry from date of first use].

Getting rid of any unwanted medicine

If you no longer need to use this medicine or it is out of date, take it to any pharmacy for safe disposal.

Do not use this medicine after the expiry date.

[bookmark: _ARE_THERE_ANY][bookmark: _Toc2088707][bookmark: _Toc2089234][bookmark: _Toc2150333][bookmark: _Toc2151508]Are there any side effects?

All medicines can have side effects. If you do experience any side effects, most of them are minor and temporary. However, some side effects may need medical attention. 

See the information below and, if you need to, ask your doctor or pharmacist if you have any further questions about side effects.

Less serious side effects

		Less serious side effects

		What to do



		[Grouping 1 as per effect on body e.g. bleeding-related]:

[list as appropriate]



[Grouping 2 as per effect on body]:

[list as appropriate]

		Speak to your doctor if you have any of these less serious side effects and they worry you.

[Insert appropriate action]







Serious side effects

		Serious side effects

		What to do



		[Grouping 1 as per effect on body e.g. bleeding-related]:

[list as appropriate]



[Grouping 2 as per effect on body]:

[list as appropriate]

		Call your doctor straight away, or go straight to the Emergency Department at your nearest hospital if you notice any of these serious side effects.







Tell your doctor or pharmacist if you notice anything else that may be making you feel unwell.

Other side effects not listed here may occur in some people.

Reporting side effects

[bookmark: _Toc2088708][bookmark: _Toc2089235][bookmark: _Toc2151509]After you have received medical advice for any side effects you experience, you can report side effects to the Therapeutic Goods Administration online at www.tga.gov.au/reporting-problems. By reporting side effects, you can help provide more information on the safety of this medicine.

Always make sure you speak to your doctor or pharmacist before you decide to stop taking any of your medicines.

[bookmark: _Product_details]Product details

This medicine is only available with a doctor's prescription.

What [medicine name] contains

		Active ingredient 

(main ingredient)

		[insert]



		Other ingredients

(inactive ingredients)

		[insert]



		Potential allergens

		[insert]







Do not take this medicine if you are allergic to any of these ingredients.



What [medicine name] looks like

[medicine name] is… (Aust R XXXXXX). 



Who distributes [medicine name]

[insert sponsor name and contact details]



This leaflet was prepared in [insert month and year].





Regulations – Schedule 12 and 13
• Therapeutic Goods Regulations 1990 amended to change Schedule 12 (prescription medicines) and 

Schedule 13 (non-prescription medicines)

• General requirements are unchanged, CMI must be:
(a) be written in English
(b) be clearly legible
(c) be written in language that will easily be understood by patients
(d) be consistent with Product Information about the product.

• CMIs must set out all of the information required by the applicable template

• No new or additional information, compared to the previous format, is required under the new format
– although adopting the new template is an opportunity to review and improve CMI

Adopting the improved CMI template –
Information for sponsors
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Regulations – Schedule 12 and 13
• For both prescription and non-prescription medicines:

– if the CMI is enclosed within the packing or similar, it is not required to have a summary or set out the 
information in the same order as the template (but still needs to include the all the types of information 
required by the template)

– if the CMI is supplied in electronic form, it must be available in PDF or HTML format

• For non-prescription medicines, the summary is optional, but is still encouraged
– the summary was user tested with consumers and received very positive feedback

• A summary, if required, must be no more than one page
– summary is intended to only be supplied with the full CMI and therefore does not need to be 

comprehensive
– only include the most critical information about safe and effective use of the medicine

Adopting the improved CMI template –
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Guidance and advice
• Using the TGA CMI template: Guidance for sponsors (advice on compliance with Regulations)

– www.tga.gov.au/using-tga-cmi-template-guidance-sponsors

• How to use the improved CMI template (advice on key communication principles)
– www.tga.gov.au/sites/default/files/improved-consumer-medicine-information-template-guide.pdf

• Templates and guidance documents are not prescriptive
– sponsors are still responsible for the content of their CMI and have significant discretion
– sponsors can change the wording in either headings or body text in the summary (if applicable) and full 

CMI for practical reasons or to improve effectiveness

• Focus is to reduce complexity and improve readability for consumers

Adopting the improved CMI template –
Information for sponsors
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Guidance and advice
• Other resources:

– Consumer Healthcare Products Australia - Writing about Medicines for people: Usability guidelines for 

consumer medicine information. 3rd edition

 www.chpaustralia.com.au/Information/Industry

– Australian Digital Transformation Agency, Content Guide - advice on how to write in plain English and 

create well-structured, accessible content

 guides.service.gov.au/content-guide/

Adopting the improved CMI template –
Information for sponsors
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Next steps
• Newly registered medicines required to use the new template from 1 January 2021

• Currently registered medicines required to adopt the new template by 30 December 2025

– five-year transition

• EDWG and Medicines Australia to work with academia in obtaining an Australian Research Council grant for 

developing core CMIs that will be user tested for key therapeutic classes – collaboration between 

government, industry and academia

• Continuing collaboration and engagement to further improve medicine information for consumers
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Sylvia and Michael 

are currently reading over your submitted questions.

We’ll be back shortly for Q&A

We appreciate your participation to complete our live poll.

LIVE POLL
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Questions?

15



Website and link references
Information and resources, including the templates
www.tga.gov.au/improved-consumer-medicine-information-template

Using the TGA CMI template: Guidance for sponsors (advice on compliance with Regulations)
www.tga.gov.au/using-tga-cmi-template-guidance-sponsors

How to use the improved CMI template (advice on key communication principles)
www.tga.gov.au/sites/default/files/improved-consumer-medicine-information-template-guide.pdf

Usability evaluation report
www.tga.gov.au/sites/default/files/improved-consumer-medicine-information-template-report.pdf

Legislation Amendments (see Schedule 6)
www.legislation.gov.au/Details/F2019L01660
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More information

TGA website – tga.gov.au 

Facebook – TGA Australia

Twitter – @TGAgovau

YouTube – TGA Australia

TGA topics blog - tga.gov.au/blogs/tga-topics  
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Contact us

Pharmacovigilance and 

Special Access Branch

PSAB.Communications@tga.gov.au
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