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B 1—1 ' Annex 2
An example of a Method for Testing the

Readability of the Leaflet

Ensuring that the label and package leaflet are readable is the primary objective of this
guideline. It may therefore be acceptable for a package leafiet, which achieves an acceptable

level of performance in a readability test (e.g. as outlined here in Annex 2), to deviate from
the rest of the guideline.

Confirmation by a MA applicant that a package leaflet achieves an acceptable level of
performance when tested as described here in Annex 2, should be sufficient to meet
competent authorities’ requirements with regard to readability of package leaflets,

This testing method is based on the approach taken in Australia's requirements for consumer
medicine information®.

Objectives: ‘
» To find out what is wrong with the leaflet, not simply to confirm what works well.
* To have at Jeast 16 out of 20 consumers able to answer each question correctly,
However, it is ot necessary for the same 16 people to answer each question correctly.

It may be necessary to retest several times in order to achieve this level of
performance,

What type of test?
Diagnostic testing is the most useful and consists of:

* asking users to carry out the tasks they would normally carry out when using the
leaflet

observing and recording what they do
noting how they describe what they do

probing to find out whether they can use the information they read appropriately
noting what they say about the leaflet.

Diagnostic testing is widely used where readability is a critical concern. It is cheaper than

more traditional methods such as surveys and focus groups, and the quality of the resulting
data is good.

Who should do the testing?

The person who wrote the leaflet is best. The writer will learn from the experience of testing
and can then directly transfer this to subsequent work.

‘Who should be tested?

The people tested should be from population(s) at risk — those who are likely to have
problems using the medicinal product. For example, in many instances it is appropriate to
recruit older consumers because they are known to have problems with medication,

} “Writing about medicines for people — Usability guidelines for Consumer Medicine
Information — David Sless and Rob Wiseman —~ Communication Institute of Australia.



Annex 2

It may not be necessary to test people who suffer from the illness which the medicinal
~ product treats. Often it is sufficient if the participant is reasonably able to imagine that they
might need to use the medicine in the future. This is especially so for the more common
illnesses. However, if the medicine is for a rarer illness, or if it is for some longer term

condition which might entail a degree of patient knowledge, then it may be better to test the
leaflet on actnal sufferers.

Recruiting from a population of convenience, such as fellow workers, should be avoided.

However, such people can be used to pilot test questions, to check that these questions can
elicit the sort of answers expected.

What to test?
The leaflet should be in the layout and on the same paper as it will be presented to
consumers once the medicinal product is marketed.
There are two questions:
¢ Can consumers find information quickly and easily in the leaflet,
o Having found the information, can they understand and act on it appropriately?

The testing procedure is as follows:

1. There is a core of tasks associated with the leaflet for each medicinal product, which are
critical for its appropriate use. This will vary from one product to the next.

The critical areas of a leaflet are usually:
o What is it used for?
+ How to use it?
¢ Undesirable effects.

The number of tasks selected (in the form of questions) for the consumers to perform, using
the leaflet, should not normally exceed fifteen. It is not practical, or necessary, to test every
task since many are very simple or of minor significance.

2. The questions should be compiled in a single document.

3. Ten consumers should be recruited, preferably people who are likely to have problems
with this particular product; for example, older consumers.

4, One consumer should be tested at a time and at least a half an hour allowed for each
person. More than one leaflet could be tested on each participant. For example, two short

and relatively simple leaflets. However, testing that lasts more than 45 minutes ‘may not be
useful because the participants will begin to tire.

5. The order in which the questions are asked should be randomised and two question which
refer to adjacent information should not be asked in sequence. When asking each question,
observe how the consumers handle the leaflet - how do they search for information? To test

the structure, it is necessary to notice when people get lost or confused and how they try to
deal with the problem.

6. When consumers find the information which has been asked of them, they will probably
just read out the information. They should be asked to put it into their own words and
explain what it means. This will reveal whether or not they understand what is written. If the
question involves them in describing a procedure, such as using an inhaler, they should be
given a placebo of the inhaler and asked to go through the procedure using the leaflet. An

25



Annex 2

alternative is to ask them to describe the procedure themselves. Remember one of the main
objectives is to try to find out what they misunderstand not just what they understand.

Sometimes, when consumers have difficulty understanding something, they will ask what it
means. Avoid giving an answer and turn it around by asking them “What do you think it
means?’ or “What would you normally do if you read that?

7. After these ten consumers have been tested, the data should be reviewed. If there is a
major fault with the leaflet, some patterns may emerge after this number of tests, Then there
may be sufficient data to rewrite some parts of the leaflet, before testing further,

8. Once satisfactory data have been obtained from testing ten consumers, then a further ten
should be tested. The objective is to have at least sixteen out of twenty consumers able to
answer each question correctly. However, it is not necessary for the same 16 people to

answer each question correctly. It may be necessary to modify the leaflet and then retest
several times in order to achieve this level of performance.

26
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Writing about medicines for people : Usability Guidelines for CMI 2™ edition

Appendix 3

Schedule 12, consumer action and testing questions

Schedule 12

In this Appendix there are three columns. In ‘Schedule 12" are all of the types
of information that Schedule 12 requires CMI to present to consumers buying
prescription onty (34) medicines. In the "Patient actions' column are the types
of actions that consumers shouid be able to perform after reading the CMI
Each action is indicated in boid. The list is not exhaustive. The 'Testing
guestions' column lists questions you could use to test whether patients can
perform the actions listed in the second column. Each question corresponds to

& patient action. The guestion numbers correspond to the numbers in square
brackets after each patient action.

Patient actions Testing questions

(R R RN R RN Y N RN AR R R RN N R E R NN Y N Y Y N T R Y R R S R ]

1. ldentification

The name of the medicinal product,
which is the name given 10 the
product by the sponsor, including of
followed by the non-proprietsry
name(s) of the active ingredient(s)
and the dosage form or strength, or
both, of the product.

A statement of the sctive ingredients
expressad guantizatively and
excipients expressed qualitatively,
using their commaon names, In the
czse of each presentstion of the
product.

The pharmaceutical form and
contents by weight, volume or
rumber of goses of the product, in
the case of each presentation of the
Product, together with Its identifying
Auszratisn Register number.

The patient should be able 1o find, read 11 What is the name of the
and understand  the foliowing information

medicine? It's also known by
on the CMt

another name; what is it?
o the propri o the pr Why does it have two names?
.1}

12  What form does this medicine
« the generic name of the product [1.7]

come in? {tablets, liquid)
¢ the non-proprietary name(s) of the

active ingredient(s) (1.3] 1.3 What is the active ingredient?

s the form of the dosage (eg. tabiets,
SYrup, suppository, patch etc) [1.2] 14  How much of the active

& the strength of the product [1.4) ingredient is in each dose
andlor {eq. individual tablet)?

of fi
* :‘e 'mOTm dr;;g‘e]ach orm of the 15  What are the other
osege comains (. ingredients in this medicine?
a  the quanthty of the ective ingredients in

each dose [1.4} 16  What is the Australian

& the other non-active components of Register number of this
the medicine [1.5] medicine?

& the Australian Register number [1.6).
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Schedule 12

Patient actions

2. What the product is used for and how it works

The therapeutic indications, unless &
competent authnrity getermines that
the dissemnmation of such information
may have sarious disadvantages for
the patient.

The pharmaco-therapeutic group, of
type Of activity if there is » tarm that i
esstly comprenensible to the patient.
If not, a simple description of what the
medicinal product is for and how it
works, in 1 or 2 semences

122  Writing about medicines for people
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The patient should be able to find and
read information on the CMI about:

the action that the drug takes in the
body {2.1]

how the drig works 22

information about the drug famity

{eg. NSAIDs, ACE inhibitors) [2.3)

the conditions a product ¥ approved to
cure, alieviate, prevent or disgnose
[24]

the possibility that the product may also
be prescribed by & doctor or
pharmacist to alleviate bther {possibly
unretated) conditions.

Testing questions

(AR R R R R AN EE RN AL ERE L R R R R R L R R R NN RN R NN NN N RN E N R NN R EE RN NN NN NN N R I N I S Ry Sy

21

2.3

24

What does this medicine do?

How does #t wark?

What family of drugs does this
medicine belong ta? {eg.
NSAIDs, ACE inhibitors)

What can this medicine be
used for? Can it be used for
anything else?



Schedule 12

Patient actions

Testing questions

LA LR A R R A AR AR R A A AR A R R R R R R R N YN NN RN NN R R NN RN N N N O Y S A A Gy

3. Advice before using the medicinal product

A st of factors that are usefid 10
considar beiore taking the medicinal
product, inchufing, i sppropriate:

¢ conmraindications. including
consigeration of whether the
patient has experienced previous
allerpic reactions

& precautions for use, taking imo
account the particular condition of
certain categories of users, such as
the elderty, children, infants,
pregnant or breastfeeding women,
persons with specific pathological
congitions

e potantial effacts of the medicinal
product on the ability to drive
vehicies or to operate machinery

® intaractions with othar medicinal
protucts or other forms of
interaction (for example with
sicohal, tobacco, fondstuffs) which
may sffect the action of the
product

® special warnings, such as the
efiects on sensitivity to sun
EXposuTe.

The patient should work out i 31

»

they have had any previous adverse
raactions or allargies to either the
gsctive or non-active ingredients [3.1)

they are taking any other medicines
[3.2} which may be contraindicated
betause of their efiect on the
performance of this medicine, or
because they would be affecred by the

use of this medicine [3.3] 33

they are taking any medicine [3.2] that,
in conjunction with this medicing,
wouid affect their heaitn

they have any aliments or physical
problems that would be afiected by the
wse of this medicing (eg. asthma), or
would affect the performance of the
medicine {eg. kidney disease) [3.3]
they have a previous history of usage
which indicates that the present
medical regimen may not be effective

and if so, the patiert should know not to
use this medication Lntll they talk to their
doctor or pharmactst e

Can you ke this medicine it
you are allergic to
[ingredients]?

Suppose you've been taking
[other medicine], When your
doctor prescribes [Medicine

" name], what shouid you do?

Can you take this medicine if
your are breastfeeding {or, if
you are old, or young, or with
a medicine that may interact
with [Medicine name])? What
do you need to do?p
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Schedule 12 Patient actions Testing questions

X 2 a2 R s s R R R R R N N R N N R N R R R NN N N R Y N NN A NN R NN R NN NN S N NN R NN

The patient should know to seek further 34  Are you sble to drive a car
advice from » doctor or pharmacist [3.15] while taking this medicine?
i they: Why or why not?
& areunsure about whether it & safe to
- take & particular medicine 35  Are you able to operate
. machinery while taking this
« suffer from any serious llinesses or medicine? Why or why not?
conditions
«  Bre taking any other medicines {either 36  Can you take this medicine
prescription or OTC), with {food, either general or
The patient should know when It may be of 2 specific type)?
ursafe to drive vehicies or operate
machinery because of the effects of their 3.7  Can you drink alcoho! if you
medication. The patient should are on this medicine? Why, or
understand  the reasons for these why not?
activities being unsafe (eg. drowsiness,
siower reaction times, inabllity to reason 38 Do you need to make changes
property) [24, 2.5]. to your diet while taking this
medicine? Why, or why not?
Patients should be able to work out
whether 8 medicine interacts with other 3.9  What should you do if you

medicines or Substances such as food,
nicohol or tobaces {3.6-3.8]. it does, they
must be able to select an appropriate
course of action [3.9-3.14]) suth ax:

accidentally took/ate/drank
[2 substance that interacts]
while you are using [Medizine
name).

alcohol/tobacco : 310 s there anything you should
avoid eating or drinking of

e reducing the emount of sicohol drunk while taking [Medicine name]?

or tobacco smoked
¢ not drinking or smoking 311 s there anything you should
o avoiding , or eating more of, eat or drink more of while
partizular foods (eg. drinking more taking [Medicine name]?p-
milk, taking medicine with water,
mixing medicine with meaks, not

consuming medicing with milk) p
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Schedule 12

L J

Patient actions

timing medizine-taking eithar to
coincide with or svoid meattimes

(eg. taking medicine one hour before
meals, taking medicine with breakiast
8ng dinner)

maimtaining & balanced diet

avoiding  binge eating.

other medicines

stopping  the use of other types of
medicine atter conmutting 8 dostor or
pharmacist (this will involve the patient
teliing the doctor or pharmacist what
other medicines, both prescription and
OTC., they are taking)

not taking  this medicine aher
consutting & 0OCtor of pharmacist
timing thelr medicine-taking to fit in
with present medicine-taking routines.

Patients shouid be able to carry out  these
actions property.

Patients shouid also be able to work out
whether there are any other activities that
they do that may.

affect the performance of the medicine

be affected by the parformante of the
medicine

have to be avoided while the patient is
taking the medicine (eg. simbaking). s

Testing questions

A RAA LR AL LR R ALl R g gy

312

313

374

You have (s condition such as
& tummy upset) and you want
to take (an OTC medicine, eg
Quick-Eze), Is it okay to do
this?

You want to do some
gardening on a sunny day (or
some other activity). bs It okay
to do this? What f you use a
sunscreen (or take some
other precaution}?

Let's say you are »
breastfeeding mother (or
some other condition) and
have just Tead the leaflet that
need to (exercise caution) if
you take this medicine, What
should you do?
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Schedule 12 Patient actions Testing questions

TR ey xR R NN N R RN R R R R R A AR R AR A AR AR AL AL LR A

The patient should know that they may
have to modify or stop those activities,
¥now 1o seek medical advice of the
course of action to take, and be able to
carry out  an appropriate course of action
[such gs avoiding activities or changing
medication).

Patignts should understand  the benefns
of carrying out  these actions property,
and consutting & doctor or pharmacist
when appropriate.

The patiert shoutd be able to work out

they are in an at-risk or non-standard

methcation group such as:

s the etderly

¢ children and infants

= pregnant or breastfeeding women

s patients with other unretated medizal
conditions (eg. kidney disease}

» habitual drug users

and if so, they need to know that they may
need to change the patient’s medication
regimen.

Patients in at-risk groups shoutd know to
consult a doctor or pharmacist before
changing the amount of medicine they are
taking. -

126  Writing about medicines for people
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Schedule 12 Patient actions Testing questions

AR R A R R R R R R B R

If they are in one of these groups, patients
should know 1o consutt » doctor of
pharmacist, sb that they tan select a
course of action such s

* notsing the medication

¢ reduting the amount of each dose
{which may involve calculating  the
amount of drug to be taken)

¢ reducing the number of applications
(which may involve calculating  the
amourtt of drug to be taken)

and tocarry t out  property. In cases
where medication regimens have to be
changed, patients should know 10 seek the
advice of a doctor or pharmacist
{preferably one that ks famikiar with their
tase) before they change the amourst and
type of medicine they are taking.

Patients should be able to work out
whether any other special precautions naed
10 be taken when using this medication, and
to act sccordingty (eg. avoiding exposing
themselves 1o sunlight).
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Schedule 12

Patient actions

Testing questions

P R Y L R T I N T T S I T T T Y N A N N R I S g e

4. How to use the medicinal product properly

The necessary and Lsual instructions
for proper use of the medicinal
product, in particutar:

& the dosape, together with an
indication that this may not sways
appty and may be modified by the
prescriber

® the mathod, and i necessary,
route of administration

& the frequency of sdministration,
specitying, ¥ necessary, the
appropriste time at which the
medicingl product should o must
be used.

In addition, depending on the nature
of the tharapeutic goods:

& the duration of trestment, ¥ it
should be kmitad

& the expecied effect of using the
medicinal product

¢ what to do if one Or more doses
have not baen taken

®  the way treatment should be
stoppad, ¥ stopping the trestment
roxy lead to withdrawal or other
adverse effects,

‘128  Writing about medicines for people
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The patient should know what the normal
dose §4.1] and method of application [4.2]
& for them (or the person they are
tresting). Patients should know to seek
medical stvice I the dose they have been
told to take [4.3] or the mathod of
application [4.4] they have been shown 15
significantly different to that on the CML
Patients should also be able to recognise
what » ‘significart diffarence’ is [4.3]). -

The patient should be able to calcuiate

the appropriate dose [4.5] (if appropriate

or in the case of OTCs). This may Invotve:

& resding the insert (or label or
packags) tofind what the standard
doseis '

s weighing themseives (or the patient),
multiplying  wefght by dose per
kllogram, and tham dividing by dosage
strength per tablet or volume
- (aiternatively, the patient may have to
read the dose, based on weight, from 2
table),

Patients in an st-risk group shoutd be able
to modify the standard dose by following
Instructions from their doctor or
pharmacist, in conjunction with the
instructions on the CM1 [4.5].

J— 54 p—

41

4.2

43

44

45

456

What is the normal dose for
this medicine?

How woutd you normally take
this medicine?

What should you do If your
doctor or pharmacist tells you
10 take 2 different dose to
that given in the leaflet?

What should you do i your
doctor or pharmatist tells you
to take this medicine
differently from that
described in the leaflet?

How much of this medicine
do you need to take? How did
you work that out?

How often do you have 1o
teke this medicine? p»
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Patient actions

The patient must #so work out , how
ohen, for how long [4.8], and at what time,
[4.6] [4.7) rreatmems must be taken or
applied. The patient must be able 1o take
medizations at the right times. In particutar,
patients must kKnow:
o whether medicines must be taken with
meak [4.7] {4.9]

¢  whether medicines must be taken at 8
spacific time before or after meals,
treatments, activities and other
medicine [4.9], and ¥ so, how long
before or aher

®  whether they must wake in the night to
toke a dose {4.6] [4.7].

The patient should be able to work out 2
dally timetable for themsehves, in
consutation with their dottor or
pharmacist, so that they can carry out these
actions property.

Having calcutated an appropriate dose and
the time 10 take it, the patient must be able
tomeasure It [4.10]. This may involve:

&« counting the right number of tablets,
vials, sachets ete.

e breaking tablets into smaller pieces

& messuring 8 volume of iquid or
powder using a measuring glass of
spoon, or calibrated bottke-cap

& approximating the volume of an
ointment or other fluld (possibly be
referting to the size of & standard
object, such &5 a twenty cent coin) p»

Testing questions

4.7

48

49

4.0

What time of day do you have
to take this medicine?

How tong wotnd you have to
take this medicine for?

Are there cartain times when
you shouldn't take this
medicine? What are they?

Let's say it's time to take your
medicine. How much wouid
you have to takefineasure

out? (if there are placebos
available —can you show me?)
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& counting the numper of drops [from 4.11 Do you need to do anything
8N eye, ear or hose dropper) to/with the medicine before
& counting the number of inhatations or you ke 1!

squirts (eg. for asthma packs)
4,72 s there anything you need to

. ) . .
* ng  the volume using & syrimge. do after you take the

The patient must be able to carry out  any meditine?

other pre-preparation necessary (4.1

such ac: 413 How do you take this

o disohing tablets in water medicine? {if ptacebos are
available—can you show us

¢ mixing powrtiers with food how?) p-

¢ mixing 2 hair-rinse with a sink-fult of
water

» finding 2 container in the case of an
emetic

s using 2 peak-fow meter in the case of
ssthma,

Patients should atso be able to tarry out
any post administration necessary [4.12)
such as:

& rinsing the mouth after using steroid
gsthma inhalers

e applying » bandage or covering.

The patient must then be able to take or
apply the medicine property [4.13], in the
Fight quantity, at the right time; in
conjunction with any other requirements
{for instance taking tablets with & gless of
water, but not mits). b
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Patient actions

Testing questions
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The range of actions includes:

L ]

swallowing  tablets or tapsutes {with
watar, milk or some other liguid)

thawing tablets

dissolving tablets in water, or other
liguid, and thendrinking all of the
liguid

rubbing ©on or in bn dintMEent o
cream

injecting  medicine {eg. irsulin)
eating  a full meal with medicine
incorporated into the food

putting drops into eyes, ears, nose or
mouth

swallowing  biguids {eg. cough
mixtures}

sticking a patch to the skin

rinsing, either with 2 lotion, or 8
concentrate mixed with water
gargling (in the case of mouth Hinses)

Inhaling either from inhalers, puffers
of steam baths

inserting 2 nasal puffer, and squirting
inserting 2 supposiory or pessary. -
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