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Informing patients about drugs

A. LAL, A. SETHI, A. RAY

INTRODUCTION
The misuse of drugs is a major problem throughout the
world. This is partly due to the lack of information provided
to the end user; and the prescriber, manufacturer, dispenser
and consumer are all responsible. The large number of over-
the-counter (non-prescription) drugs available in our
country increases the importance of information on the
possible beneficial and adverse effects of a drug. Though
the major responsibility of providing drug information lies
with the physician, it is essential that the patient be informed
through other sources about the drug in order to involve
him in the process of choice. The following discussion
critically evaluates patient drug information in India by
analysis of the published studies both from here and
elsewhere as well as from our own experience.

DO PATIENTS NEED INFORMATION?
In developed countries over half the patients do not know
how, when and with what to take their medicines and 80%
are not informed about their potential side-effects. 1A similar
picture exists in India.'

Patients require some basic information regarding the use
of a drug to ensure optimal efficacy, safety and desirable
compliance. They expect this information from doctors and
pharmacists. However, if a physician does not provide
information patients hesitate to ask.!

DO PRESCRIBERS PROVIDE INFORMATION?
Many patients complain that not enough information is pro-
vided to them.2,4-6 Even a motivated doctor does not provide
information which a patient needs or expects? and whatever
is provided is usually incomplete or poorly understood. 8,9
This is more so in government hospitals and dispensaries
where a few doctors cater to a large number of patients and
have very little spare time during an ordinary consulta-
tion.1~12 Several surveys have indicated that 30% to
80% of the patients fail to comply with the physicians'
instructions on drug use.P

A patient's knowledge remains insufficient if he is given
information only verbally by the prescriber .1,14-16This leaves
the patient dissatisfied leading to his non-compliance and
resulting in a poor outcome of treatment.'?
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OTHER SOURCES OF DRUG INFORMATION
These may be in the form of drug labelling, counselling,
oral reinforcement, simple therapy plans, reminders, follow
up visits, multichannel information, self-management; drug
information leaflets, calendar packs and books. They have
been used to enhance the knowledge and compliance of
patients.l!~-20

Though drug labelling and counselling may help, the space
available on the label is limited and verbal advice may be
forgotten unless reinforced.P Follow up visits, reminders,
oral reinforcement, multichannel information and calendar
packs all increase the cost of therapy. Simple treatment
plans and self-management are not always feasible. Various
studies have shown that written information can also help
the patient to understand and comply with their doctor's
advice. It increases the patient's knowledge8,22-26and gives
him satisfaction8,25,26without disturbing the emotional con-
text of the doctor-patient relationship. The greatest effect
is on the knowledge of potential side-effects, without increas-
ing their incidence.8,13,25,26Several studies indicate that
written information can be effective in improving patient
compliance for antibiotic therapy. 8,13However, compliance
with long-term therapy has shown little or no change.Pv?

Thus, written drug information is a good means of
disseminating information. It can be provided either through
prescription information leaflets (PIL) or patient package
inserts (PPI). PILs are provided where drugs are purchased
in bulk and are dispensed by pharmacists who, while
delivering the drugs to the patient, will supply the relevant
PIL. A PPI is the information leaflet included in the drug
package by the manufacturer which the patient gets at the
time of procuring the drug.

THE EFFECT OF PPI AND PIL
Critics of the PPI arid PIL suggest that they disrupt the
doctor-patient relationship, increase inappropriate self-
medication, produce suggestion-induced side-effects, foster
the transfer of prescription drugs among patients and alarm
them to the point that they might disregard the physician'S
advice.P On the other hand, the protagonists suggest that
PPI and PIL may contribute to improved compliance with
a drug regimen, make the 'patients aware of the importance
of avoiding certain foods and drugs (which may cause hazard-
ous interactions), and help in the early recognition and
interpretation of side-effeets.P

The ultimate effect of PPI is likely to depend on factors
such as content and form of information, the method of
distribution and the characteristics of the patient. There is



MEDICINE AND SOCIETY

no evidence that written information should replace verbal
consultation and the best effects are evident when both
are provided."

DRUG INFORMATION IN OTHER COUNTRIES
PPI and PIL are being given in the UK, USA, Switzerland,
Italy, Belgium, France, Greece and many other countries.
In the USA patient monographs are available for most
drugs. Patient information compendiums are published in
Switzerland. 1 The World Health Organization (WHO) also
recommends that the prescriber and patient be given written
information about the safe and effective use of drugs. 28

Different countries6,29-32 have their own guidelines for the
minimum levels of information to be included in the PPI
and PIL (Table I). The following additional guidelines have
been suggested by Hermann et al.32

1. To recognize the time at which the medicine becomes
subpotent, i.e. expiry date and event showing deterioration.

2. To recall the potential consequence of compliance and
non-compliance.

3. To recognize the desired effect and act upon its absence,
i.e. events showing effect, time at which to expect the
effect and direction for follow up if there is no effect.

4. To recall that certain unwanted effects can only be
detected by clinical examination or tests, i.e. unwanted
effects that the patient cannot observe and direction for
detection of such effects.

5. To recall circumstances indicating a need for change of
treatment and action ifthey occur, i.e. change of patient's
clinical condition, direction for follow up of change, other
drugs added to therapy and direction for follow up of
drug additions.

6. To verify components of medicine, i.e. name of drug and
active excipient, and direction for follow up of action.

DRUG INFORMATION IN INDIA
There is a need for specifically designed drug related
information for Indian patients. In a survey- of a student
population it was found that over 80% would like written
information leaflets. Legally the patient, being a consumer,
has a right to such drug information. PIL and PPI should
be used in India. The PPI is the most reliable and economical
method of ensuring that every patient receives essential
information without requiring any special effort on the part
of the pharmacist or doctor.s' For this, the pharmaceutical
industry will have to change from bulk packaging to
packaging for an individual course of treatment or for a
short duration for a single patient. For example, a 15 tablet
packet of metronidazole could be prepared for the treatment
of amoebiasis. This will also facilitate compliance and readily
provide evidence of tampering. 21

The information contents of the PPI and PIL should be
prepared in a way that is relevant to the Indian population.
Special emphasis should be given to the use of regional
languages. An ideal PPI or PIL should incorporate the points
mentioned in the checklist (Table 11).6,29-32

The current practice
To evaluate the present status of PPI and PIL in India, we
randomly selected 1050 allopathic pharmaceutical prepara-
tions from a retail chemist shop. The PPI was present in
only 12 preparations and no PIL could be found. Their
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TABLEI. Patient information material in other countries

Information content Sources
16 1129 IIPo fV'l1 V32

Name ofthe drug + + + + +
Composition/formulation + + + +
Purpose/indication + + + + +
Dosage instruction + + + + +
Method and time of administration + + + + +
Duration of treatment + + + + +
Different regimen + +
Contraindications + +
Precautions + + + +
Effects on driving and work + +
Interactions + + +
Side effects and what to do if they occur + + + + +
What to do in case of

missed dose + +
overdose + + +

Advice to inform doctor if
pregnant + +
breast feeding +

How to get further information +
How to identify treatment failure and + +

whattodo

How to store the drug + + + +
How to dispose of the drug + +
Need for a prescription +
Manufacturer's name and address +

information contents were evaluated by using the checklist
and found to be very meagre. We have also found previously,
that advertisements for drugs in various Indian medical
journals= as well as physician package inserts do not provide
adequate information.

THE IDEAL PRESENTATION OF A PIL AND A PPI
Written information should be given to reinforce and amplify
that given by the doctor and pharmacist. The following
guidelines have been suggested to prepare such information
packages.21,34,35

1. There should be uniformity of presentation which should
be in a standardized layout.

2. The text should be clear and concise.
3. Adjunct questions before the related text may be used

to encourage patients to examine what they are reading
and what to look for in the related text.

4. Active sentences should be used, which should preferably
. be short and simple.

5. Common and non-technical terms should be used.
6. When a term is first used it should always be defined.
7. Vague general instructions such as 'take more exercise'

or 'eat less fat' should be avoided. Suggestions should
be specific and precise.

8. The size of the print should be large and be adequately
spaced to be easily read.

9. The layout must be attractive.
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TABLE II. The information contents of patient's package inserts
in India (present in 12 out of 1050 drugs examined)

Information contents Number

Brand name
Generic name

Composition

Therapeutic indications
Purpose of treatment
How to use and how much

How long to take it
Undesirable effects
Effect of drug on driving and work

Contraindications
Special precautions
Use during pregnancy and breast feeding

Interactions with other drugs, food and alcohol
What to do in case of drug overdose
What to do when the dose of the drug is missed

Presentation
Pharmaceutical form
Special precautions for storage
Indication that the drug should:

be kept out of the reach of children
not be used once the expiry date has elapsed

Package inserts written in regional languages
Pictures showing the method of administration
Pictures showing the action of the drug

12
11
11

11

5
12

o
4
o
5
6
3

3
o
3

9
12
6

4
o
o
4

o

10. Wherever feasible, illustrations and cartoons should be
used.

CONCLUSION
The PPI and PIL are still in their infancy in India. The
government should insist that essential information be
included in drug leaflets. If properly prepared they will
go a long way towards improving patient knowledge, satis-
faction and compliance in taking prescribed medications.
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