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Patients shoutd know how not 1o take 474  Are there any ways that you
medicinas [4.14], where there is a should not take this medicine?
reasonable likelthood that patients may do

otherwise, through famfliarity, prior 415 What are the effects of this
knowledye, or reasonable possinility of medicine? When are they
accident. For instance: likely to happen? What shouid

» tablets that are to be taken only with you do I they do not happen? -

water, not with milk or frult juices
» ointments that must not be used on
the face, of near the eyes and moith

+ suppositories and pessaries must not
be swaliowed,

The patient must be able to sy what the
expected effects of a treatment are { 4.15],
ant when they are Fkely to happen [4.15),
Patients must check that the expected
effects happen as predizted. If they do not,
they should know toseek the advice ol a
doctor (preferably the one that prescribed
the medicine) or a pharmatist {preferably the
one that dispensed the medicine) [4.15),

Patients must know:

« how long treatment is to continue [4.8)]

e tocarry out treatment for the
guration [4.8].

To do this, the patient must be able to work

oit the length of reatment, besed on:

¢ the information suppiied by their
doctor or pharmacist

¢ the number of days treatment has to
last for [4.8]

# the number of courses to be taken, or

s the appearance or disappearance of
symptorres [4.15). b
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If one or more doses have been missed 416 What shoutd you do K you
[4.18. 4.17), the patient should be able to forget to take & dose?
choose which of the following actions
heeds 1o be carried put 4,17 Let's assume that you were
o ssek advice of 2 doctor or pharmacist supposed to take [Medicine
name] at breakfast time, but
& take or apply another dose of the
o you forgot. Should you take it
medication immediately, and then

now?
continue to take the medicine a5 before

s take amultiple dose to make up for 418
the loss, and then continue to take the
medicine as before

Suppose you've been feeling
great for the last month. Can
you stop taking the medicine? o
¢ take snother dose immediately, but

atter the timing of subsequent doses to

take into account the change (if amy) in

medication times
& bepgin the course of treatment over

again
s oonothing sndcontinue the course

of medication unattered.

Patients shouid then be able to carry out
these actions appropriately.

The patient shoutd be ebie 1o stop of
modify treatment appropriately, ang
know when to do 5o {4.18]. They shouid
aiso know the reasons for following
mstructions and the implications for not
following instructions correctly {eg. adverse
effects, withdrawal) [4.18]. They shouid
know to talk to their doctor or pharmacist
{if appropriate),
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5. Further information
For exampte, habit forming potential,
whethar a doctor’s prescription is

necessary.

6. Unwanted effects

A description of the undesirable
effects that can occur under normal
use of the medicinal prodoct and, I
neCcessary, the action to be taken if
exparionced,

The patient shouid be expressly
Invited to communicate any
undesirable effact, especially i it is not
rmentioned in the patient information
document, to his or her Jocwor or
pharmacist,
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The patient shoutd be able to find any
other further information necessary o
their use of the medicine, such as:

+ whether a doctor's prescription &
needed to obtain the medicine or
further courses of madication or
variations in the strength of the
medicine [5.1]

+ any long-term efiects such 5 a hablt-
fortning potential [5.2]

¢ lifestyle chanpes that may be required
{5.3]

¢ having reguiar tasts or check-ups done
[5.4)

s diet[5.3]

and take appropriste action (Such a5
seeking 3 doctor or pharmacist’s advice).

The patient should be able to recognise
the signs ang symptoms of undesirable side
effects that can occur under normal use, if
they ocour to them (eq. dizziness, nauses,
vomiting. drowsiness) [6.1].

Patients should know to:

& report any undesirable effects, whether
mentioned in the package o net, to
their doctor or pharmacist [5.2], sd

o seek advice bafore using other

medications 1o deal with side efiects [5.2]. -

51 Do you need a doctor's
prescription to obtain the
medicine, or further courses
of madicine, or a differert
strength of the medicine?

52  Are there any long-term
effects of taking this medicine?

53 Do you have to {specific
implication for kifestyle or
diet) while taking this
medicing?

54 What check ups do you have
to have?

6.1  How would you know if you

were suffering from the side
effects of this medicine?

B2  What would you do if you
developed [side effects]?
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Patients shouid be able to work out  how
urgent it is to tefl their doctor or
pharmacist about side effects and what to
do about them [6.3])

Patients should be able to seiezt options

for dealing with side effects [6.2], including:

e seeking advice from a doctor or
pharmacist

s taking other medications

s notteking other medications {if they
are comraindicated)

e stopping  the use of the medicine
and to carTy out  these actions property.

7. in case of overdose

The action 1o be undertaken in case of The patient should be able to recognise 71 What are the sigrs that you
overdose (for exampis, symptoms the symptoms of overdose [7,1],

{or someone else) has taken
and emergency procadures).

too much of this medicine or

In the case of overdose, patients shoutd be has overdosed?

able 10 select 3 course of action [7.2] swchas

¢ camying out immediate first aid 72 What does the leaflet tell you
{eg. washing affected areas, vomiting, to do if you overdose on this
taking milk, applying bancages) medicine?

o seeking further information {eg.
by catiing their, or any, doctor or 1.3 How soon should you do
pharmacist, a Poisons Information anything?
Centre, or the casualty department
of their nearest hospital)

¢ hospitalising  themselves
and carrying out  actions properly.

Patients need to understand  the urgency
associated with overdosing on 8 particular
medicine [7.3].
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8. Storape conditions
An indication of the appropriate
storage conditions; a reference to the
expiry date indicated on the label,
with » waTRing agsinst using the
medicinal proguct after this date; i
SPPropriste, @ warning against visible
signs of detarioration.
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The patiant should be sbie to find the
expiry date for the medication [8.1]. If the
expiry date has passed, patients should be
able to select s course of action [8.2]) to
deal with the medicine such as

e returning the remainder to 2
pharmacist

s throwing the remainder away

¢ pouring the remainder gown the sink

and to carry out their sction property.

The patient shouid be able to store the
medicine apprapriatety [8.3]. This may
nvolve:

» storing it in 2 locked cupboard where
children cannot accidentalty get to it

» storing kin & cool place (eg below
3eC)

& storing itin a dark place, or out of
diract sunlight

& storing It away from household
clesners or poisons

& not leaving some products in hot
places fsuch as cars) for more than a
certain time

& storing it away from molsture

o keeping the medicing in the original
packaging

¢ storing it in a refrigerstor or freezer

¢ notstoring Iin & refrigerator or
freezer. p

Testing questions
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8.1

8.2

8.3

What is the expiry (use-by)
date of this medicine?

If the expiry date had passed,
what should you do with this
medicine?

How should this medicine be
stored?
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The patiemt should understand  the
reasons for storing medicnes in these ways
{E.4] (eg. because the medicine may lose
efiect, bacome poisonous}, and the risks
associated with not carrying them out.

Patients should be sbie to recognise
medicings that have deteriorated by
I8.5] noticing

¢ B change in the 1sual colowr of the
medicing

s & bad or unusual smell

¢ @ bad or unusual taste

and know not to use them [B.6).
Patients should atso be able to recognise
conditions that may lead to the
deterioration of medicines [B.5) (eg. foll
wrappers not imact, seals on botties

broken). Patients should know how 1o
dispose of spoilt medicines safely.

Akt patients should be able to store srnall
LS of medhcine such as half tablers, ek over
#s part ©f the dosage (becarse only hatf 8
tablat was to be taken). This may inciede:

e putting the remainder back in the
bottie

¢ wrapping the remaindar

e distarding the remainder,

The patient shoukd also know what to do
with urursed medicines [B.7). For instance:

¢ rewn them to the pharmacst or hospial
+ dispose of them

¢ store them

and act appropriately.

Testing questions
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B.4

B.5

86

8.7

Why does 1t need to be
stored this way?

If this medicine had
deteriorated {gone off), how
would you know?

If you thought that the
medicine had gone off, what
should you do?

What should you do with any
medicine that is ieft over atter
you finish your treatment?
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8. Where to go for further information
The patient shoutd:

A direction to patients 1o discuss any
aspect with the doctor OF pharmacist
and. ¥ appropriate, where furthar
information may be obtained.

138  Whriting about medicines for people
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know where to obtain further
information # they need 1t [2.1)

select the most appropriate source of
information [9.1], and

know how to itam information [9.2).

Patiems should know at least some of the
following are potential sources of
information: [9.1]

their (or any other} doctor

their (or any other) pharmacist
hospitats

Poisons Information Centres

drug information centres

health clinics

Departments of Health

books, pamphiets and other literature

the manufacturer (or sponsor if
appropriste).,

Patients should be able to select [9.2]) an
appropriate way of requesting information:

by seeking fate-to-face advice from
their doctor or pharmacist

by writing to any of these sources

by telephoning  or faxing any of these
sources.

Patients shouid know to discuss the
medicine and any aspects of the
medication regime with their doctor
or pharmacist [9.3],

Testing questions
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91

82

83

If you wanted more
information about this
medicine, who could you get
it from, or where would you
go to get it?

How wouid you get hold of it?

if you wanted to more
information about your
treatment and the medicines
you were taking, who would
you talk to?
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10. Sponsor

The name and address of the
Australian sponsor of the medicinal
produst.

11. Date of information

The date on which the patient
information was iast revised,

The patient shoutd be able to find the 101
name and address of the Australian sponsor

[10.1), manufazturer or importer of the

product, and the appropriate person in the
organisation to contast for further

information

The patient should be able to find the date 111
on which the information was most
recently prepared {11.1}.

— 65 —

What is the name and address
of the manufacturer?

When was this information
prepared or last updated?
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