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TEMPLATE FOR PREPARING
CONSUMER MEDICINE INFORMATION
FOR NEW ZEALAND CONSUMERS
	Notes:

1. This template can be used when preparing CMI based on the Medsafe-approved data sheet or an acceptable overseas source document.
2. This template will assist in preparing CMI for New Zealand consumers in accordance with the Guideline on the Regulation of Therapeutic Products in New Zealand (Part 10, Section 3).
3. Wording surrounded by square brackets should be replaced with the relevant information available and known to the sponsor. 




New Zealand Consumer Medicine Information

[Trade name]

[iNN name (and pharmacopoeial grade where appropriate)]
[Dose strength and form]
What is in this leaflet

Please read this leaflet carefully before you start using [Trade name].

This leaflet answers some common questions about [Trade name]. It does not contain all the available information. It does not take the place of talking to your doctor or pharmacist.

All medicines have risks and benefits. Your doctor has weighed the risks of you using [Trade name] against the benefits they expect it will have for you.

If you have any concerns about using this medicine, ask your doctor or pharmacist.

Keep this leaflet with the medicine. You may need to read it again.
What [Trade name] is used for
[Detail the New Zealand-approved therapeutic indications, in descending order of prevalence (where known).]

[Provide a simple description of how the medicine works (in one or two sentences) or the pharmaco-therapeutic group or type of activity if there is a term easily understood by consumers. The product should be referred to by brand name but reference may be made to the therapeutic group when discussing the actions.]

Your doctor may have prescribed [Trade name] for another reason.

Ask your doctor if you have any questions about why [Trade name] has been prescribed for you.

[If applicable: “This medicine is available only with a doctor's prescription.”]
[A warning that the medicine may be habit forming or, if known, that the medicine is not considered habit forming. Where there are no data on the medicine but there are on the therapeutic group, reference should be made to the habit forming potential of the therapeutic group.]
Before you use [Trade name]
When you must not use it

Do not use [Trade name] if:

· [List the contraindications, including consideration of whether the consumer has previously experienced allergic reactions to this or other similar medicines. Contraindications should be presented in order of descending potential severity (where known). All the contraindications indicated in the source document must be included]
If you are not sure whether you should start using [Trade name], talk to your doctor.

Before you start to use it

Tell your doctor if:

· [List the precautions for use, taking into account the condition of certain users such as elderly, children, infants, pregnant or breastfeeding women and patients with specific pathologic conditions. If known and applicable, indicate that the medicine can be taken by pregnant and/or breastfeeding women. Precautions listed in the source document should be included.]
If you have not told your doctor about any of the above, tell them before you start using [Trade name].

Taking other medicines

Tell your doctor if you are taking any other medicines, including medicines that you buy without a prescription from your pharmacy, supermarket or health food shop. You should also tell any health professional who is prescribing a new medication for you that you are taking [Trade name].

Some medicines may interfere with [Trade name]. These include:
· [List any medicines (prescription medicines and over-the-counter medicines), medicine classes or other forms of interactions (eg food, alcohol and herbal products) which may affect the action of the medicine. The medicines which interact may be referred to by brand name and non-proprietary name or a description of the therapeutic group. Reference to all clinically significant interactions indicated in the source document should be included]
These medicines may be affected by [Trade name], or may affect how well it works. You may need different amounts of your medicine, or you may need to take different medicines.

Your doctor or pharmacist has more information on medicines to be careful with or avoid while taking [Trade name].
How to use [Trade name]

How much to take

[Provide the necessary and usual instructions for proper use of the medicine]

[Include a statement that the prescriber’s instructions on how much and when to take the medicine should be followed. The label should be carefully read.]
[Provide the dosage.]
[Provide the method and, if necessary, the route of administration.]

When to take it

[Advise of the frequency of administration, and if necessary, the appropriate time at which the medicine should be used or taken. If applicable, indicate the appropriate time in relation to eating or that the medicine can be taken without food.]

How long to take it

[Advise of the duration of treatment, i.e. if the amount supplied should be used until finished, if it should be limited to a fixed period, or continued for an indefinite period.]

[Provide a warning to seek advice from the prescriber before stopping the medicine if stopping the medicine may lead to withdrawal or other adverse effects.]
If you forget to take it

[Advise what to do if the dosing instructions have not been followed. This includes taking more or less than the prescribed dose or taking the medicine more or less frequently than prescribed. Include a brief description of the management strategy that should be followed if the consumer is at risk.]

[Reference should be made to the therapeutic group and possible consequences if they are clinically relevant. Examples of therapeutic groups where a missed dose may place a consumer in a position of high risk include anticoagulants, anticonvulsants, and the oral contraceptive pill. The statement should be more helpful than a recommendation that the consumer should contact the prescriber or pharmacist.]

[If applicable, provide a statement on what to do if the medicine does not work]

[Provide a statement that the medicine is only intended for the use of the consumer it has been prescribed for]

While you are using [Trade name]
Things you must do

[If applicable, include advice to stop using the product immediately and contact a doctor immediately if the consumer becomes pregnant while you are taking the medicine.]
If you are about to be started on any new medicine tell your doctor and pharmacist that you are taking [Trade name].

[Identify any special warnings e.g. the effects on sensitivity to sun exposure, the need for monitoring when taking certain medicines.]

Things you must not do

Do not give [Trade name] to anyone else, even if they have the same condition as you.

[Provide a warning to seek advice from the prescriber before stopping the medicine if stopping the medicine may lead to withdrawal or other adverse effects.]
Things to be careful of

[Identify potential effects of the medicine on the ability to drive vehicles or operate machinery or, if known, that the medicine does not usually affect the ability to drive or operate machinery. Any potential hazardous effect listed in the source document must be included.]

[Where appropriate, include a warning to avoid drinking large quantities of alcohol. If applicable, include a brief description why.]
In case of overdose

If you take too much (overdose)

Immediately telephone your doctor or the National Poisons Centre (telephone 0800 POISON or 0800 764 766), or go to accident and emergency at your nearest hospital, if you think that you or anyone else may have taken too much [Trade name]. 
Do this even if there are no signs of discomfort or poisoning.

[If applicable, provide a brief description of the signs and symptoms of overdose]

Side Effects

Tell your doctor or pharmacist as soon as possible if you do not feel well while you are using [Trade name].

All medicines can have side effects. Sometimes they are serious, most of the time they are not. You may need medical treatment if you get some of the adverse effects.

Ask your doctor or pharmacist to answer any questions you may have.

[Provide a description of the adverse effects that can occur under normal use of the medicine and, if necessary, the action to be taken if these are experienced including immediate withdrawal of the medicine, if applicable. If a particular side effect necessitates contacting the prescriber, this is to be stated]

[Side effects which are common (1% or greater occurrence) or severe or prolonged must be stated. The incidence of side effects must be quantified by some indicator (where known). Severe and prolonged side effects include any experience that is fatal or life threatening, disabling, required or prolongs in-patient hospitalisation, or is a congenital anomaly, or malignancy]

[Where a side effect cannot be recognised by a consumer, recognisable symptoms should be stated]

Other adverse effects not listed above may also occur in some patients. Tell your doctor if you notice any other effects.
Do not be alarmed by this list of possible adverse effects. You may not experience any of them.

After using [Trade name]
Storage

[Provide a description of the appropriate storage conditions and a warning that medicines should not be kept indefinitely]
[Provide a warning to store all medicines out of reach of children]

Disposal

[An indication to return to a pharmacy any unused medicine, and any medicine past its expiry date as shown on the dispensing label or on the packaging. If appropriate, list visible signs of deterioration] 
Product description

What it looks like

[Provide a description of the appearance of each dose form and strength, including colour, shape and any markings. Identify the pack sizes.]

Ingredients

Active ingredient(s):

· [List the quantity of the active ingredients of each strength]
Inactive ingredients:

· [List the excipients of each dose form and strength, using their common names. The additive number should be used when available]
[Provide advice as to whether the medicine contains ingredients of common allergies, eg lactose, glucose etc]
Sponsor Details
[Trade name] is supplied in New Zealand by:

[Sponsor name]

[Street or PO Box address]
[Suburb]
[City]
NEW ZEALAND

[Telephone number]
Date of Preparation

This leaflet was [prepared / revised] on [day] [month] [year].
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