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Abstract

With the increase in the number of new drugs and high competition among pharmaceutical companies,
medical representatives use Drug promotional literature (DPL) to promote their drugs. DPLs are one of the
most accessible means of drug information. Therefore, drug promotion by ethical means is important as it
influences rational and ethical prescribing by clinicians. This study was undertaken to evaluate and analyze
the various DPLs for their ethical and scientific status as per World Health Organization (WHO) Ethical
Drug Promotion Guidelines. This is a cross-sectional, observational study, conducted by evaluating and
analyzing 207 DPLs collected randomly over a period of 6 months from various out-patient departments
(OPDs) of Jorhat Medical College and Hospital (JMCH). Of the 207 DPLs, a single drug was promoted in
48.31% and 51.69% were drug combinations. Only 60 (28.98%) of the DPLs fulfilled all 11 WHO criteria.
References were mentioned in 75.85%; adverse drug reactions, contraindications, precautions, warnings, and
drug interactions were listed in 32.85% of brochures, while dosage regimen was mentioned in 64.73% DPLs.
The drug cost was highlighted in 7 DPLs (3.38%), while 2 DPLs (0.97%) did not mention the manufacturer’s
name. Although 21.74 % literature showed relevant graphs and tables, 3% of brochures had irrelevant
pictures. The most commonly promoted drugs were those acting on CNS (15.94%), followed by drugs acting
on the cardiovascular system and anti-diabetic drugs (13.04%). In conclusion, majority of the DPLs did not
follow the WHO guidelines and hence inadequate and unreliable drug information was promoted; which

may mislead and result in irrational or unethical prescriptions.
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Introduction

With the emergence new diseases and evolution
of medical science, many novel drugs are launched
into the market frequently. Also, older drugs have
been tried and tested for both emerging and existing
diseases. Most of the time, the initial source of
information on these drugs to practicing clinicians
is through Drug Promotional Literature (DPLs).
These are supplied by the manufacturing companies,
via their medical representatives, among clinicians
to promote their drugs. All these promotional
materials should contain reliable, accurate, and
truthful information, which is updated and can be
substantiated. In 1988, the WHO developed the
“Ethical Criteria for Medicinal Drug Promotion”,
which defined ‘drug promotion’ as-“all informational
and persuasive activities by manufacturers, the
effect of which is to induce the prescription, supply,
purchase and/or use of medicinal drugs”!; to assist
and encourage the improvement of healthcare via
the rational use of drugs. In India, the promotional
activities of pharmaceutical companies are governed
by three bodies: the Organisation of Pharmaceutical
Producers of India (OPPI), the self-regulatory code
of pharmaceutical marketing practices, January 2007,
and by the National Legislation.?

DPLs tend to have a powerful impact on
physicians” prescribing behavior, affecting drug
utilization patterns and rational/irrational use of
drugs.? Many studies have shown that DPLs promote
information inconsistent with the code of ethics and
inaccurate and of poor educational value.? In India,
very few studies have been carried out to access the
quality, adequacy, and genuineness of the scientific
information provided by these DPLs. Therefore, this
study was conducted to evaluate and analyze the
various Drug Promotional Literatures (DPLs) for
their ethical and scientific status as per WHO Ethical
Drug Promotion Guidelines, 1988.

Methodology

This was a cross-sectional, observational study
performed at the Department of Pharmacology, by
assessing and analyzing DPLs (in the form of flyers,
brochures, pamphlets, etc.), collected randomly from
various OPDs (Orthopaedics, General Medicine,
Psychiatry, Surgery, Pulmonary Medicine, Pediatrics,

Obstetrics and Gynecology) of Jorhat Medical College
and Hospital, Jorhat, Assam; over a period of 6 months
(June 2022 to November 2022). Literature promoting
medicinal devices and equipments (like insulin
pumps, glucometers, etc.), orthopedic prostheses,
ayurvedic medicines, drug monographs, reminder
advertisements, drug name lists, and brochures
containing more than 2 brands were excluded. All the
DPLs were evaluated for accuracy and completeness
of the 11 WHO criteria for ethical drug promotion!,

The DPLs used various pictures and methods
of data representation to persuade the clinicians
for prescribing the particular drug promoted in the
DPL - thus, the pictorial contents of the promotional
brochures were also analyzed using the following
domain.

a. Type of picture (men, women, patient,
doctor, others, etc.)

b. Graphical representation of facts and figures.

Apart from these, additional information like
drug cost and drug composition (single or fixed-dose
combination) were also analyzed. Further, the data
were analyzed using descriptive statistics and all
values were expressed in percentages.

Results

A total of 207 DPLs were included and considered
for evaluation as per the selection criteria and
analyzed according to WHO ethical drug promotion
criteria. The majority of the DPLs (51.69%) promoted
fixed dose combinations (FDCs), whereas 48.31%
promoted single formulations (Figure 1).

m FDC = Single drug

Figure 1: Types of Drug formulation

The greater number of DPLs promoted drugs
acting on the central nervous system (15.9%),
followed by drugs acting on the cardiovascular
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system (13.04%) and anti-diabetic drugs (13.04%).  acting on gastrointestinal system, respiratory and
Other class of drugs promoted were antioxidants,  endocrinal system. (Figure 2)
analgesics, antimicrobials, nutraceuticals and drugs
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Figure 2: Class of Drugs

Only 60 (28.9%) DPLs fulfilled all the 11 WHO  of the DPLs have mentioned the active drug per
criteria of drug promotion (Figure 3). 100% DPLs  dosage form (95.65%) and approved therapeutic uses
had the brand name mentioned, whereas 99.03% had  (96.14%) (Figure 4)
the generic name mentioned as well. The majority
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Fig.4: WHO criteria of ethical drug promotion
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Among the most neglected information was
regarding the safety information of the drug that has
been promoted in the respective DPL. Side effects,
major adverse drug reactions (ADRs), precautions,
contraindications and warnings were absent from
67.15% and major interactions were lacking in 67.63%

Table 1: Lacking information

of the DPLs. Also, other ingredients known to cause
problems was missing from 53.62% of the DPLs
studied, thereby indicating the inadequate mention
of the safety information. References to claims were
lacking from 24.15%, while 1.93% DPLs lacked name
and address of manufacturer (Table-1).

SI. No WHO Ceriteria for ethical drug promotion No. of DPLs % lacking the
lacking the information
information
1 Name of active ingredient 2 0.97%
2 Brand name 0 0%
3 Content of active ingredient per dosage form 9 4.35%
or regimen
4 Name of other ingredients known to cause 111 53.62%
problems
5 Approved therapeutic uses 8 3.86%
6 Dosage form or regimen 73 35.27%
7 Side effects and major ADRs 139 67.15%
8 Precautions, contraindications and warnings 139 67.15%
9 Major interactions 140 67.63%
10 Name and address of the manufacturer 4 1.93%
11 Reference to scientific literature as 50 24.15%
appropriate

Moreover, all the DPLs used small fonts to write
the safety information. Brand names and generic
names were very dissimilar in relation to font size and
color. Apart from these, the cost of drug or dosage
regimen was mentioned in only 3.38% (7) DPLs, and
statistical representation of data using charts and

Couples I 15
Scenery I 3
Others IIIENN———— 00
Doctor
Family
Cartoon
Children
Men
Women
Disease
Drug package cover

Type of Pictures in DPLs

graphs were seen in 21.74% (45) DPLs.

A total of 234 pictures were used in the 207 DPLs
to make them convincing and attractive, of which 70
(29.91%) were drug package covers. (Figure 5)

80

No. of pictures

Fig.5: Type of Pictures used in DPLs
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Discussion

A large number of brands are now available in the
market for every formulation of the drug. Therefore,
the intention of every manufacturer to acquire the
growing market is of utmost importance. DPLs are
one of the most common means of promotion used by
pharmaceutical companies, and studies have shown
that drug promotion does affect the prescribing
pattern of the physicians’. Ideally it should abide by
all the 11 criteria laid down by WHO for ethical drug
promotion.

In our study, the majority of the DPLs promoted
FDCs over single drugs, although the rationale
for the combination was justified only for a few
combinations with most of the FDCs being not WHO-
recommended. This was also seen in studies by Sekar
et al'! and Mangla N et al'®. Hence, physicians should
consider the rationality of drug combination before
prescribing as it shall increase the risk of ADRs and
also the cost of treatment.

Among the most promoted class of drugs, drugs
acting on the central nervous system, cardiovascular
agents and anti-diabetic drugs were most common
in this study. Similar observations were also made
in several studies.!17>864310 This suggests that most
pharmaceutical companies are targeting drugs for
chronic ailments, which ensures them huge profits
for a longer period of time.

It was seen that 60 out of 207 (28.9%) DPLs
fulfilled all the 11 WHO criteria for ethical drug
promotion. Studies by Mangla N et al 1> and Rani
SG et al 3 showed 2% and 5.8% DPLs following all
the WHO criteria respectively. Whereas, many other
studies have showed that none of the DPLs followed
all the 11 criteria. 1310465711 Though we found a
higher proportion of DPLs following all the criteria
ethical drug promotion compared to other studies,
It can thus be
inferred that the drug manufacturing companies are

it still remains on the lower side.

prioritizing on the marketing aspect, wherein the
ethical and educational aspects were compromised.
This not only creates a knowledge gap of updated
information but also cause irrational prescribing and
unwarranted inconvenience to patients.

A drug's safety information, including side
effects, precautions, contraindications, warnings,

major ADRs, and major interactions, were the most
neglected information in the DPLs. Similar neglect
was also observed in other studies!3151176412310
This indicated that the safety information is highly
overlooked despite being one of the most important
criteria to consider before prescribing, and also to
prevent drug-related adverse effects. Proper mention
of these information in larger fonts should be made a
standard for DPLs.

Pictorial representation in the DPLs occupied
a large part of the DPLs, making them persuasive.
This non-specific content not only compromises the
font size of important therapeutic content but also
deprives space for more relevant scientific drug-
related information. Many studies have observed the
same 131034657 Very few studies 1>!* had observed
the mention of drug cost in the DPLs evaluated,
like with this study (3.38%). The cost of the drug
being promoted, if mentioned in the DPLs provides
the prescribing physician with a perspective of
the feasibility from the patients’ point of view and
therefore compliance with the therapy.

Though this study provides new information
on the present trend on DPLs provided by
pharmaceutical companies, it has certain inherent
limitations. This has been a small, single-centered,
government hospital-based study, with a small
sample size, and only the printed type of drug
promotional activities was analyzed within a short
period of time.. Pharmaceutical companies use a
variety of other lucrative activities to influence the
prescribing pattern of physicians which could not be
assessed in this study.

Conclusion

DPL availability is of little importance unless the
prescriber is aware of its existence and knows the art
of analyzing it and using it effectively to prescribe
rationally for patients. It is essential to sensitize the
medical fraternity regarding the harmful effects
of unethical drug promotion, which can lead to
unethical, irrational prescribing, affecting the
patient physically and financially. A good quality
DPL can prove to be helpful in providing necessary
information regarding a drug and help in educating
advertisement

practicing clinicians. Improper

of drugs encourages drug consumerism, self-
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medication, drug misuse, and drug abuse. Irrational
prescribing also led to poor treatment outcomes,
increased ADRs, and increased health care costs with
wastage of resources. With proper implementation of
a code of ethics in drug promotion, it can not only
rationalize the therapy for the individual patient, but
also reduce drug resistance and adverse events and
cut down the costs of healthcare.
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