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What information for the patient? Large scale pilot study on
experimental package inserts giving information on prescribed and
over the counter drugs

Servizio di Informazione e di Educazione Sanitaria, Farmacie Comunali Italiane

Abstract
Objective-To compare the acceptability and the

degree of understandability of two drug information
leaflets on three over the counter and two prescribed
drugs.
Design-Prospective observational study.
Setting-Random sample of municipal pharma-

cies throughout Italy.
Subjects-A total of6992 clients ofthe pharmacies

who requested the study drugs over a period of four
months.
Intervention-Exposure of patients to two infor-

mation leaflets, one approved by the Ministry of
Health, and the other an experimental sheet prepared
by the research working group.
Main outcome measures-The degree of accept-

ability of the information was assessed by using a
pretested questionnaire. Comments concerning
information needs were also encouraged and
coliected.
Results-6992 Clients responded to the question-

naire. Non-metropolitan (urban and rural) areas had
the highest rate of participation. The participants
strongly preferred the experimental leaflets to the
approved leaflets, both with respect to accessibility
of the contents (overall preference 78-1% v 17.8%)
and ease of understanding the contraindications of
drug use (90-2% v 73.7%). Basic attitudes related to
the use of written information were similar among
clients of different age groups, educational levels
(though emerging people with primary school or
lowereducational levels showed slightly lesser under-
standing), and geographic areas. Up to 50% of
those who took over the counter drugs indicated a
disposition to change their drug seeking behaviour
on the basis of the information in the experimental
leaflet. The comments provided a useful comple-
mentary set of data on the information needs
expressed by participants.
Conclusions-The results of this pilot study

indicate that patients will enter active programmes
to investigate the provision ofproblem oriented drug
information. Their information needs seem to
concern both prescribed and over the counter drugs.
More extensive and systematic work is required to
develop an improved consumer oriented language
for widely used drugs.

Introduction
Strategies and policies on drug information are

widely debated.' Increasing attention has recently been
given to the parts played by the different influences in
the drug industry (for example, the Ministry of Health,
the pharmaceutical industry itself, health care profes-
sionals, and consumers) and to the interface between

the health care system and the public. Although the
need for improving the quality of the information made
available to patients is generally recognised,2 there is a
great need for published work exploring potential new
information tools and their acceptability and effective-
ness in drug prescription and use.3-6
The advantages of a joint effort by the pharma-

ceutical induistry and the health authorities have been
pointed out on several occasions7 (Farmindustria,
unpublished work). Such a perspective might indeed
foster a higher degree of consistency of the messages
reaching the doctors and the public, which is particu-
larly needed in countries that have adopted less
stringent drug approval policies, usually paralleled by
the absence (or a remarkable weakness) of patients'
associations. In these countries the public is clearly
exposed to poorly controlled market pressures. Among
others, Italy embodies an interesting case because of
the lively opposition that has thrived over the past few
years between supporters of rationalisation and those
with a strong tendency to maintain the status quo.8"'
We report results of a large scale pilot study carried

out to ascertain the relative degrees of understanding
and acceptability among people using two different
types of written information concerning a pharma-
ceutical product. The study was promoted in 1988 by
the Italian Ministry of Health after the European
Community directive oriented to improving drug
information standards for consumers, with particular
attention to products available as self medication
(European Economic Community council directive
75/319, 20 May 1975).

Methods
The Servizio di Informazione e di Educazione

Sanitaria-a drug information and scientific coordina-
tion centre of Italian municipal pharmacies-on
account of its longstanding experience in drug and
health information for the public, was appointed by the
Ministry of Health to set up an experiment to compare
the standard information leaflets that are packaged
with pharmaceutical products (box 1) with texts
prepared ad hoc by a group of pharmacists (box 2) who
were supervised by an independent committee of drug
information experts (comprising information pharma-
cists, clinical pharmacologists, and clinicians).
The study was planned as a comparative trial of

exposure to the two types of information in a repre-
sentative sample of the population acquiring drugs at
municipal pharmacies in urban and rural settings.

Drug selection
Five drugs were chosen to represent different kinds

of treatments, in turn reflecting potentially different
relations among patients, drugs, and health care
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providers. Three over the counter and two prescribed
drugs were selected:
* Ibuprofen (200 mg) has recently been introduced as
an over the counter drug for occasional control of pain
of various nature and origin

MOMENT 200

The active substance of MOMENT 200, ibuprofen, is
an anti-inflammatory analgesic drug whose therapeutic
value has been confirmed by numerous clinical
investigations and by broad international medical
experience.
MOMENT acts rapidly and its activity is especially
important against every type of pain, wherever it is
located.
MOMENT is usually well tolerated: it doesn't impair
any systemic function or haematic crasis and does not
stimulate the production of degrading enzymes that
may cause drug tolerance.

INDICATIONS
For the relief of various kinds of pain (headache,
dental pain, neuralgia, musculoskeletal pain, men-
strual discomfort). It may be helpful as an adjuvant
drug in the treatment of the symptoms of influenza or
febrile illness.

CONTRAINDICATIONS
MOMENT should not be used in children under 12.
Known individual hypersensitivity to this drug or
other antirheumatic drugs (that is, acetylsalicylic acid,
etc). Active gastroduodenal ulcer, severe ulcer, or
other gastropathies.

SIDE EFFECTS
Sometimes allergic skin eruptions occur (erythema,
pruritus, urticaria). The most common side effects
involve the gastrointestinal tract (epigastric heaviness,
abdominal pain, sometimes constipation or diarrhoea).
Rarely nausea and vomiting occur. Very exceptionally
gastrointestinal ulcerations have been reported with
ibuprofen, sometimes complicated by gastrointestinal
bleeding. These side effects rapidly disappear with the
suspension of the treatment.

DOSAGE
Adults and children over 12: 1-2 tablets-twice or
three times a day, preferably after eating.
Do not exceed 6 doses in 24 hours. Do not exceed the
suggested dosage; elderly people should use the lowest
recommended dosage.

WARNINGS
Check with the physician if the symptoms do not
improve after a three days' course of treatment. This
drug should not be used during pregnancy. Asthmatic
patients should contact their doctor before using this
drug and use it cautiously.

Keep the drug out of the reach of children.

INTERACTIONS
Keep in mind possible interactions with oral anti-
coagulants.
Patients taking coumarins should check with their
doctor before using this drug.

HOW SUPPLIED
Blister packs in boxes of 12 tablets.

STABILITY
The drug maintains its efficacy for FOUR YEARS if
correctly preserved in its own package.

* Picosulphate and phenolphthalein are two of the
more widely requested laxative drugs, presenting the
risk of long term use, particularly among the elderly
* Ranitidine represents the largely (over) prescribed
drugs; it is prescribed for its recognised therapeutic
indications as well as for unproved, though highly
popular, motives-that is, control of the symptoms of
gastric distress and, more recently, prophylaxis against
gastric distress after taking non-steroidal anti-inflam-
matory drugs'2
* The triphasic contraceptive pill is a newcomer in a
group of drugs characterised by selected users and
specific motives for use.

LEAFLETS UNDERGOING COMPARATIVE EVALUATION

Over the counter drugs-Standard leaflets consist of
short listings of the drug's pharmacological charac-
teristics and of the known potential main side effects.
The language is highly technical; the text gives no
consideration to educating the patient to use the
product correctly (for instance, by suggesting non-
pharmacological alternatives). The experimental
leaflets, besides providing information on the drug,
were purposefully oriented to the development of an
educated attitude in users. The language adopted
purposefully avoided technical terms as much as
possible or framed them in a conversational context.

Prescription drugs-Standard leaflets reproduce texts
approved by the Ministry of Health and closely follow
the style and contents of the technical forms of
standard texts such as the Physician's Desk Reference or
the Monthly Index of Medical Specialities. There are
historical reasons for the technical language, as in the
past (that is, until the Ministry of Health developed
specific information channels for doctors) the package
leaflets constituted the only official information for
health care professionals. The experimental leaflets
were conceived as a guide for the consumer on the
clinical profile of the drug: information on its pharm-
acology was therefore limited to the essential, while
particular relevance was given to the most serious or
frequent side effects, or both, and to the situations that
should lead patients to contact their doctor so as to
clarify doubts or report unexpected events.

OPERATIONAL PLAN

A random sample of 250 municipal pharmacies
located in Italy was selected according to the criteria
adopted for standard national socioeconomic surveys.
Several teaching sessions were held for the participating
pharmacists, in which instructions for presenting
clients with the questionnaire were given. Particular
care was taken in training them to avoid biased
presentation of the leaflets that would inadvertently
encourage preference for either version.
The behaviour of pharmacists facing hypothetical

consumers was then tested, and a pilot phase was
subsequently carried out with real patients and
witnessed by a group of monitors to allow the opti-
misation of the protocol and of the accompanying
instructions. The study was not advertised so as to
avoid sensitisation among the public; no mention of the
ongoing programme appeared during its development
in the national or local media.
Ten thousand encounters were thought to provide a

reasonable sample for the purpose of the investigation.

RECRUITMENT OF CONSUMERS

Patients requesting any one of the study drugs at the
participating pharmacies were handed the experimental
information leaflet together with a questionnaire
investigating their opinions on several aspects of the
two texts. Subjects were asked to return the completed
questionnaire only after they had read at ease the two
sheets.
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Ibuprofen

See package .........................................................

It is an analgesic, a medicine used to relieve pain, available
in 200 mg tablets.

This medicine is available without a prescription because
if properly used it is safe and useful in the treatment of
minor aches and discomforts when medical advice may be
not necessary. However, non-prescription medicine does
not mean that it is a medicine with negligible effects.
Ibuprofen is a very active drug: it must be used following
the directions of this sheet or, ifyou want more information
ask the pharmacist.

For temporary relief of aches such as menstrual discom-
fort, headache, toothache, muscular pain.

*l- f+ .'ffi+"'+"::$.:t+ :Z3s:-................................I.......... .....

Dosage depends on pain intensity, but 1-2 tablets can be
enough, to be repeated up to but not more than three times
a day. Onset of analgesic effect takes about 30 minutes. Do
not exceed six tablets in any 24 hour period: if the pain
persists with this dosage consult your doctor. Elderly
patients are usually more sensitive to the harmful effects of
drugs: so they must not therefore exceed three tablets a
day.

It is advisable to take this medicine with food or after
meals or, ifyou have an empty stomach, with a full glass of
water to lessen the possibility of stomach upset.
For the greatest relief of premenstrual pain and headache
it is important to start taking this medicine at the first sign
of discomfort.

This medicine is useful for relief of mild pain lasting no
longer than 2-3 days. If your symptoms do not improve or
if they get worse after this period check with your doctor.

.. -, .. .. ..

- If you suffer from asthma
- If you have ever had any unusual or allergic reaction

(such as skin rash, itching, or breathing problems) to
this medicine or to aspirin or to any antirheumatic
(anti-inflammatory analgesic)

- If you have gastric ulcer or other stomach problems
- If you are breast feeding
- Children under 12.

*D ...

Do not use this medicine if you are pregnant.

As with any other medicine, ibuprofen may cause some
unwanted effects. Some of them are usually minor and
transient, that is:

- Stomach pain or heartburn (more likely to occur if you
drink alcohol while taking this medicine)

- Nausea, vomiting, diarrhoea
- Dizziness or lightheadedness.

Other, more serious, side effects may occur, usually when
this medicine has been improperly used. If you notice any
other effect while you are using this medicine, check with
your doctor or pharmacist. Stop taking this medicine and
check with your doctor immediately if skin rash, hives, or
itching occurs.

If you take this medicine longer than recommended on
this patient information sheet it is necessary to check with
your doctor or pharmacist because there could be medical
problems, leading to eventual sickness, or illness due to
interference with other drugs.

g:~~~~~~~~~~~~~~~~... .+....'.................
t:,. ,, ,,,> ,, .,=,.=,.. ;. =..=.. .B .....'.;f

- Keep out of the reach of children
- Check the expiry date on the package
- Store in its own package at room temperature (between

8° and 30').

Results and discussion
Although the study was a pilot experiment in drug

information oriented to consumers, the size of the
sample investigated allows us to draw some indications
for further systematic research, which possibly should
include a broader range of drugs.
Over the four months 6992 completed questionnaires

(69 9%) were returned, thereby indicating a very
favourable acceptance of the study by the public, more
so than was expected in its early stages. The provenance
of the replies closely followed the distribution expected
on the basis of national population distribution data
(table I). The proportion of responders was highest in
pharmacies with a well defined catchment area,
and consequently, a more personal relationship
between pharmacists and clients, and lowest in large
cities (20%), where clients presumably were mostly
occasional.
Those taking over the counter drugs accounted for

47% of the responders, who were evenly distributed
among those taking ibuprofen, picosulphate, and
phenolphthalein: 15-7%, 16 8%, 14-5% respectively;
ranitidine and the triphasic contraceptive pill accounted

for 28 4% and 24-6% respectively. The apparent excess

ofwomen in the sample (and of 21-40 year old subjects)
was attributed to the high proportion ofwomen taking
the contraceptive pill. The fact that responders were

evenly distributed among users of the five drugs
suggests that the positive attitude towards the offer of
information extends both to those taking over the
counter drugs and those taking prescribed drugs and is
largely independent of the type ofunderlying problem.
This desire for simple, understandable, straight-
forward educational messages is impressive in that it
was shared by the wide majority regardless of age, sex,
degree of education, and geographic location. In this
respect some caution of judgment is indicated as the
actual structure of the population receiving the
questionnaire is unknown. The characteristics of
responders, however, broadly reflect the structure that
could be expected on the basis of standard market
surveys of drug users and pharmacy clients.
The first part of the questionnaire was aimed at

establishing the consumers' attitude towards written
information (table II). For each group ofdrug users the
proportion of regular readers of the instruction leaflets
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Drug information leaflet
prepared by a group of
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TABLE I-Characterstics of responders (n =6992) to questionnaire on
two different types of drug information leaflets and populations of
Italian towns in which pharmacies were located

No (%) of responders

Sex:
Female
Male
Not known

Age:
<20
21-40
41-60
>60
Not known

Educational level:
Primary school
Secondary school
University
Not known

Population of town
(expected/observed values):
>500000
100 000-500 000
20 000-100 000
<20000

4674 (66-8)
2235 (32-0)

83 (12)

415 (5-9)
3378 (48 3)
2008 (28-7)
1055 (15-1)
136(1-9)

3527 (50-4)
2567 (36 7)
816 (11-7)
82 (12)

1014(14-5)/1133 (16-2)
951 (13 6)/1265 (18-1)
1769 (25-3)/1951 (27-9)
3258 (46 6)12643 (37 8)

TABLE tI-Number (percentage) ofdrug users who regularly read drug
information leaflets according to characteristics and drug used

Age:
<20 344 (82-9)
21-40 2937 (86-9)
41-60 1666 (83-0)
>60 832 (78-9)

Educational level:
Primary school 2860 (81-1)
Secondary school 2249 (87-6)
University 734 (90-0)

Setting:
Urban 4645 (85-7)
Rural 1175 (80 0)

Drug used:
Picosulphate/phenolphthalein 1800 (79-0)
Ibuprofen 838 (82 7)
Ranitidine 1689 (85 4)
Triphasic contraceptive pill 1605 (93-2)

was quite high, though values were slightly lower
among the elderly and less literate subjects and those
living in rural areas. Some interesting differences in
attitudes emerged between those taking prescribed
drugs and those taking over the counter drugs: while
almost all women buying the contraceptive pill (93 2%)
looked for information on the enclosed leaflet up to
21% of those taking over the counter drugs chose to
ignore the leaflet.

Table III gives the users' judgments on the relative
clarity of the two leaflets' general contents and of their
instructions on situations in which the drug should be
avoided. While for the contraceptive pill only 17%
of patients considered the traditional instructions
enclosed in the package obscure, for ranitidine this
proportion was 34%, reflecting the fact that for this
drug the text was clearly doctor oriented, delving at
length in the pharmacology of the drug.
The experimental leaflets fared better than the

standard ones. This could partly be accounted for by
the a priori preference for any alternative information
or be a result of the widespread critical stand towards
the NHS and its products. The differences observed
are so striking, however, that they can confidently be
assumed to indicate that a patient oriented attitude and

TABLE III-Response to questions on clarity of language and contents
of two types of drug information leaflets. Figures are numbers
(percentages) ofdrug users

Response

Type of leaflet Yes No Not known

Is the text easy to understand?
Standard 5034 (72-0) 1808 (25-9) 150(2-1)
Experimental 6813 (97-4) 138 (2 0) 41 (0-6)

Are conditions in which use should be avoided made quite clear?
Standard 5152 (73-7) 1689 (24-2) 151 (2-2)
Experimental 6310 (90 2) 352 (5 0) 330 (4-7)

language would effectively meet the information needs
of the population.
The second part of the questionnaire focused on the

usefulness of the information (table IV). Overall, it
seemed that the experimental leaflets could influence
the behaviour with respect to drug use of 42% of
responders, those taking the contraceptive pill being
the least susceptible (30%), whereas 50% of those
taking laxatives declared an inclination for a more
rational use of the products.

TABLE IV-Opinions of6992 drug users on pertinence and usefulness of
drug information in experimental leaflets concerning criteria ofuse and
complications, in its ability to raise new doubts and change behaviour
with respect to use, and compared with standard leaflet

No (%) who No (%) who did No (%) who
found leaflet not find leaflet answered "don't

useful useful know"

Criteria of use 6823(97 6) 148 (2-1) 21 (03)
Complications 6301 (90-1) 336 (4-8) 355 (5 1)
Raise new doubts 1098 (15-7) 5745 (82 2) 149 (2-1)
Cause change of

behaviour 2940 (42-0) 3909 (55-9) 143 (2-0)
Superior to standard

leaflet 5460 (78 1) 1243 (17 8) 289 (4 1)

The last section of the questionnaire encouraged the
free expression of all doubts that could have arisen
while reading the two leaflets, and 5% of responders
took advantage of this opportunity. Surprise was
expressed regarding the cautionary notes on long term
use of laxatives and the alternative measures recom-
mended, suggesting that these products are hardly
thought of as drugs and that their being advertised
almost as "normal" life components has contributed
deeply to the construction of the users' beliefs.

In the case of ibuprofen users mostly reacted-
interestingly, by requesting an explanation of the
underlying reasons-to the opportunity of avoiding
use in children below the age of 12 and to the drug
contraindicated in patients with asthma.
The experimental text for ranitidine-deliberately

kept quite short compared with that in the standard
leaflet in that the information concerned essentially its
indication and commonest side effects-caused a
reaction that had been anticipated at the time of
preparation of the text: its conciseness was by and large
perceived as a denial of information. Although the
standard text was commonly deemed to be a major
hindrance to comprehension, 20% ofresponders judged
the lengthy description of the mechanisms of action
and the listing of all possible side effects as preferable.
Moreover, many responders dismissed the suggestion
of relying on their doctor for counselling in the event of
unexpected effects, expressing serious doubts concern-
ing his or her inclination or ability to respond.

For the contraceptive pill most comments related to
the safety of its long term use; only a minority of
questions concerned practical behaviour to be adopted
to avoid the interaction with antipyretic and analgesic
drugs reported in the leaflet (some fixed ratio combina-
tions available on the Italian market contain a barbi-
turate).

Clearly the texts prepared for the study cannot be
held to represent the best possible offer. Medicine
lacks solid traditions in shaping a consumer oriented
language and line of thought: this is particularly true
with drugs, where by and large the information
available to the public is the result of a trade off
between technical jargon and commercial promotion
generally obtained by expanding the number of
indications.
The consumers' comments, particularly those on

ranitidine, exemplify some of the difficulties arising in
the preparation of the text. Another fairly common but
nevertheless troublesome problem arises in handling
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and presenting information for which the knowledge
available is unclear, poorly defined, uncertain (for
instance, the long term effects of the contraceptive pill
in terms of risk of breast cancer or the problem of its
interactions). An educational approach to possible
lines of action in situations of uncertainty is indeed
needed, both on the part of the public and of the
doctors, together with a mechanism allowing the
timely updating of information.
A systematic long term exercise in preparing and

testing consumer oriented drug information should be
given priority in the near future; it should not only be
directed to avoid inappropriate and potentially
dangerous drug use but also towards fostering a more
conscious attitude with respect to drugs among
the public. Community pharmacists represent an
important resource in the promotion of educational
practices; doctors, on their part, should be prepared to
face and to encourage dialogue oriented relationships
with patients.
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A quarter of all adults in Britain have no natural teeth.
This proportion increases progressively with age to
65% ofpeople aged 65-74 and 82% of those aged 75 and
over. Many people with partial or complete tooth loss
can be helped by wearing dentures.

History
Fairly elaborate partial dentures were made by the

Etruscans as early as 700 BC. Some were removable;
others were fixed to neighbouring teeth. Subsequently,
artificial teeth were made from ivory, wood, bone,
silver, mother ofpearl, enamelled copper, or porcelain.
Even teeth from other humans have been used. Until
the middle of the nineteenth century denture bases
were generally made from gold or ivory, but these were
superseded by vulcanite (rubber hardened with
sulphur), which remained popular until the 1940s,
when poly (methylmethacrylate) resin was used to
construct teeth and bases. Some elderly people still
possess vulcanite dentures-these can be recognised
by their characteristic colours.

Classification of dentures
Dentures can be divided into two groups.2 Complete

dentures are designed to replace either the entire
maxillary (upper) or mandibular (lower) dentitions.
Most are made from acrylic resin but some incorporate
metal palates (generally either cobalt-chromium alloy
or stainless steel) when additional strength is required.
Removable partial dentures are designed to replace

missing teeth for partially edentulous patients and are
made of acrylic resin or metal. Some are retained by
physical forces such as adhesion and cohesion and by
muscular control, but many incorporate mechanical
devices (retainers) for this purpose. These include
clasps, studs, and more elaborate locking mechanisms
(fig 1).
An overdenture (overlay denture) is a removable

denture (partial or complete) that is fitted over retained,
prepared roots or natural teeth. Partial dentures and
overdentures can be used as an interim step before
complete dentures are fitted, enabling patients to

FIG 1-Partial denture incorporating metal (cobalt chromium alloy)
retainers. Denture is mounted on plaster model
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