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INTRODUCTION 

According to WHO, ‘drug promotion’ refers to “all 

informational and persuasive activities by manufactures 

and distributors of the pharmaceutical industry, the effect 

of which is to induce a favourable prescription, supply, 

purchase and /or use of medicinal drugs”.1,2 It includes 

activities of the medical representatives, drug 

advertisements and provision of gifts and free drug 

samples to prescribers, drug package inserts, direct-to-

consumer advertisements, periodicals, telemarketing, 

holding of conferences, symposium, scientific meetings, 

sponsoring of medical education, visual aids, flip charts 

and conduct of promotional trials.3 

Many studies conducted previously concluded that 

increased promotion is usually associated with increased 

sales.4 A major promotional technique used by 

pharmaceutical companies is direct-to-physician (DTP) 

marketing.5 The important sources of information for 

physicians on any new drug include textbooks, briefings 

by medical representatives, journal manuscripts, product 

monograms from pharmaceutical companies, drug 

promotional literature etc. Most health professionals get 

their information from commercial sources, usually 

through an extensive network of medical representatives 

to keep themselves updated with the ever changing 

scientific knowledge of medicines.6 Medical 

Representatives target prescribers through weekly or 

monthly visits, distributing samples, and attractive, eye-

catching promotional drug literatures (PDL)s. PDLs 
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ABSTRACT 

Background: Promotional literature provided by the pharmaceutical companies is one of the important marketing 

strategies to prescribe. Many of these literatures do not follow ethical guidelines and contain biased and irrelevant 

information that may cause irrational prescribing. So we did this study with an aim to check the credibility, reliability 

and authenticity of the PDLs available with prescribers.  

Methods: Promotional drug literatures were analyzed based on various parameters and guidelines provided by world 

health organization. Statistical analysis was done using Microsoft Excel.  

Results: A total 395 promotional drug literatures were analyzed and very few of them fulfilled the ethical criteria for 

drug promotion. Most of them focused on providing information about generic name, brand name manufacture 

company name and claims about efficacy. Few of them focused on safety of drugs as less information provided about 

adverse reaction, precaution and drug-drug interaction. Many of them contain space occupying unnecessary pictures.  

Conclusions: It can be concluded that the majority of the promotional advertisements that were given to the 

prescribers do not follow ethical guidelines and were not able to improve rational prescribing but only have 

commercial benefits.  
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includes product characteristics, side effects, dosage 

regime, contraindications and various marketing claims 

with references. The information provided in DPL should 

be authentic, unbiased and complete in order to enable 

prescriber to select and use the drug appropriately in a 

given patient. All promotion making claims concerning 

medicinal drugs should be reliable, accurate, truthful, 

informative, balanced, upto date, and capable of 

substantiation and in good taste. They should not contain 

any misleading or unverifiable statements or omissions 

likely to induce medically unjustifiable drug use or to 

give rise to undue risks.7But the information and claims 

in PDLs sometimes misleading and inaccurate.8 So PDL 

provided by the pharmaceutical companies cannot be 

entirely relied upon for being disseminating drug 

information for their own interest, still they tends to have 

a powerful impact on physicians prescribing behavior.9,10 

These promotional activities create the potential for 

inappropriate prescribing practices by influencing 

physicians’ prescribing behavior without necessarily 

benefiting the patients but contributes to increased health 

care costs.11,12 There are ethical guidelines that need to be 

followed for the promotion of drugs at the national, as 

well as the international level. There are two important 

guidelines that are to be followed for the regulation of 

drug promotional activities at the international level; they 

are the ethical criteria for medicinal drug promotion by 

WHO and the code of pharmaceutical marketing practices 

by international federation of pharmaceutical 

manufacturers association (IFPMA). The majority of the 

drug promotional activities in India are governed by the 

organization of pharmaceutical producers of India 

(OPPI), which is a self-regulatory code of pharmaceutical 

marketing practices.13,14 The main objective of these 

ethical criteria for medicinal drug promotion is to support 

and encourage the improvement of health care through 

the rational use of medicinal drugs. 

While many drug promotional ads provide no reference 

to scientific evidence in support of the claims made, those 

that do cite external documents might misrepresent the 

scientific data or report the data inaccurately.5However, 

many studies have been presented that information 

provided through drug promotional activities is not 

consistent with the regulatory guidelines.15,16 This can 

affect the drug prescription, utilization, and sometimes 

can be irrational. So we plan this study with aims to 

check the credibility, reliability and authenticity of the 

PDLs among the prescribers, which are given to them by 

the medical representatives. With this background, the 

present study was conducted with the primary objectives 

of the evaluation of the drug promotional literature of 

different pharmaceutical companies on the basis of WHO 

guidelines on ethical drug promotion. 

METHODS 

This observational, cross-sectional study was conducted 

in the department of pharmacology, medical college and 

SSG hospital Vadodara, Gujarat from July 2019 to 

December 2019. Approximately 467 leave behind 

brochures were collected from various outpatient 

departments like medicine, obstetrics and gynaecology, 

paediatrics, surgery, psychiatry, ophthalmology, 

orthopaedics and skin. Literature promoting Ayurveda 

medicines, drug monographs, medical devices and 

equipments, orthopedic prosthesis, reminder 

advertisements, drug promoting more than 2 brands and 

drugs name list was excluded from the study. All 

collected PDLs were analyzed according to WHO 

criterias for drug promotion. As per WHO criteria for 

ethical medicinal drug promotion, the promotional 

literature should contain following information; the 

name(s) of the active ingredient(s) using either 

international nonproprietary names (INN) or the 

approved generic name of the drug; the brand name; 

amount of active ingredient(s) per dose; other ingredients 

known to cause problems, i.e. adjuvant; approved 

therapeutic uses; dosage form or dosage schedule; safety 

information including side effects and major adverse drug 

reactions; precautions, contraindications and warnings; 

major drug interactions; name and address of 

manufacturer or distributor; reference to scientific 

literature as appropriate. 

PDLs were evaluated for various claims about the 

product and claims were classified into seven categories 

as efficacy, safety, cost, convenience, pharmacokinetic 

property, pharmaceutical property and exaggerated 

emotional claims. PDLs were also evaluated for any 

catchy terms were used or not. References were also 

classified into journal, website, books, guidelines or 

others. Pictorial content of the promotional brochures was 

evaluated for the type of pictures (men, women, elderly, 

children, doctors, medicinal products, or other treatment 

unrelated pictures) and number of scientific Figures. A 

pretested and pre-validated checklist was prepared in 

which data was collected. All collected data were entered 

in Microsoft Excel and analyzed. 

RESULTS 

A total of 467 promotional drug literatures were collected 

from the outpatient department of medicine, surgery, 

obstetrics and gynecology, pediatrics, dental, orthopedics, 

ophthalmology and otorhinology of our hospital. Out of 

which 395 were included in our study for analysis and 72 

(Ayurveda medicines, drug monographs, medical devices 

and equipments, orthopedic prosthesis, reminder 

advertisements, drug promoting more than 2 brands) were 

excluded as per exclusion criteria. Analysis of 395 PDLs 

were done for various parameters as mentioned below: 

single/fixed dose combinations (FDCs). Out of 395 

PDLs, 164 (42.52%) PDLs promoted single drug 

formulation and 231 (58.48%) PDLs promoted fixed dose 

combinations of 2 or more drugs. 

System wise classification 

Out of 395 drugs, antimicrobials were most promoted 

group of drugs followed by agents affecting endocrine 
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system, miscellaneous agents, cardiovascular agents, 

agents affecting central nervous system and agent acting 

on gastrointestinal system. Least promoting drugs include 

analgesic agents, agents affecting respiratory system and 

agents affecting blood (Figure 1). 

 

Figure 1: System wise classification of PDLs. 

WHO fulfillment criteria 

 

In our study, only 39 brochures fulfilled all criteria by 

WHO. Brand name was mentioned by all 395 brochures. 

Most of the brochures provided information regarding 

approved generic name, amount per dose, approved 

therapeutic use and references. Very few brochures 

provided information regarding adjuvants, dosage 

schedule, adverse drug reactions, precaution and drug 

interactions. Out of 395 brochures, information about 

name and address of manufacturer both were mentioned 

by 223 while only name of manufacturer was mentioned 

by 64 brochures (Table 1).  

Table 1: Number of PDLs fulfilling WHO criteria 

(n=395). 

WHO criteria N (%) 

Approved generic name 354 (89.62) 

Brand name 395 (100) 

Amount per dose 310 (78.48 

Adjuvants 44 (11.1) 

Approved therapeutic use 329 (83.29) 

Dosage for or schedule 137 (34.68) 

ADR information 46 (11.64) 

Precaution, C/I and warnings 49 (12.40) 

Major D/I 39 (9.80) 

Name & address of manufacturer 223 

Reference 341 

Average 5.74 WHO criteria were fulfilled by each PDL 

claims. Apart from providing therapeutic information, 

PDLs made multiple claims regarding the product. More 

than one claim were made in each PDL. No claims were 

found in 35 PDLs. Some PDLs contain as much as 6 

claims (Figure 2). A total of 1493 claims were made in 

395 PDLs evaluated. Average 3.78 claims were made for 

each PDL. Further analyses of claims were done and all 

claims were categorized according to their type (Table 2). 

Some PDLs has given references for given claims. Out of 

395 PDLs, References were cited for given claim in 341 

PDLs. From total 1493 claims, references to support 

claims were cited for 934 claims. 

 

Figure 2: Number of claims per PDLs. 

Table 2: Categorization of claims mentioned in PDLs. 

Type of claims Number 

Efficacy 798 

Safety 314 

Cost 56 

Convenience 68 

PK property 60 

Pharmaceutical property 71 

Exaggerated emotional claims 126 

No claim 35 

Total 1493 

                                                                                        

References 

 

References were provided by PDLs to support various 

claims. Total 1148 references were found in 395 PDLs as 

some PDLs contain no references while some contain 

more than one references. Average 2.91 references were 

mentioned for each PDL. References were further 

classified according to their sources. Majority of 

references were of journal articles (Table 3). 

Catchy terms 

 

Various catchy terms were used by pharmaceutical 

industry to make PDLs more attractive. Out of 395, 

catchy terms were used in 274 PDLs. 

Pictures 

 

These promotional literatures contain various pictures 

which contains majority of area of PDL. Analysis about 
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pictures were done based on whether PDL contain picture 

or not and further classification of pictures were done 

based on their type. Out of 395, different type pictures 

contained by 346 PDLs. Some PDLs contain more than 

one picture. Total number of pictures counted was 636. 

Most of the pictures in PDLs were regarding medicinal 

products (Table 4).  

Table 3: Categorization of references mentioned in 

PDLs. 

Sources of references Number 

Journal 672 

Website 143 

Books 45 

Guidelines 57 

Other / Unclassified 231 

Total 1148 

Table 4: Type of pictures in PDLs. 

Type of picture Number 

Man 12  

Woman 109 

Elderly 6 

Children 45 

Doctors 15 

Medicinal products 327 

Unrelated 122 

No pictures 49 

Total 636 

Table and scientific figures 

Only few PDLs showed tables and various scientific 

figures. From total 395 PDLs analyzed, Tables were 

shown in 78 PDLs, scientific figures were shown in 63 

PDLs and both were by only 8 PDLs. 

DISCUSSION 

In every year, hundreds of new drugs entering the market 

and most of them are “me too” drugs and not genuine 

innovations. Clinicians need to keep themselves well 

informed and updated about the new drugs. Different 

ways are used by pharmaceutical companies to promote 

their products and the amount spent on promotion of 

drugs approximates or perhaps even exceeds that spent on 

research and development.13 Among the different 

methods, one important way of the promotion of 

pharmaceutical product is Direct to physician (DTP) 

marketing.17 In Direct to physician (DTP) marketing, 

drug promotional literatures are commonly used as a 

promotional tool which contain information about the 

drug. The information provided for drug promotion 

should be accurate, scientific and evidence based to keep 

the physicians well informed.18 Most healthcare 

professionals rely on commercial sources of drug 

information from medical representatives and drug 

advertisement brochures and it has great impact on 

prescribing behavior.6 So the information provided in 

PDL should be in ethical manner and promotional claims 

need to be reliable, truthful, informative, balanced, and 

up to date. The drug promotional practices carried out by 

the pharmaceutical companies are more for a commercial 

purpose and not with aim to improve rational prescribing. 

Many ethical criteria are published for medicinal drug 

promotion by WHO and the code of pharmaceutical 

marketing practices by international federation of 

pharmaceutical manufacturers association across the 

globe and in india these are governed by the organization 

of pharmaceutical producers of India, a self-regulatory 

code of pharmaceutical marketing practices. While 

promoting their products, pharmaceutical industries 

should adhere to these ethical principles but it is not seen 

and it may cause irrational use of drugs.3 A similar trend 

is also seen in drug advertisements in medical journals 

published by many institutes and societies.19 

Main objective of this study was to critically evaluate 

various PDLs according to WHO criteria and identify 

flaws in drug promotion. In our study of PDL analysis, 

PDLs promoting FDCs products were more in 

comparison to single drug formulations. Similar results 

were found in study done by Sekar et al.20 In some of the 

other studies PDLs promoting single drugs were more 

than FDCs.21-24 Reason for this may be because FDCs 

prices were higher than single drug formulations 

generally.25 Mostly companies want to promote products 

with more prices to earn more profit. 

It was found in our study that cardiovascular agents, 

antidiabetic drugs and antimicrobials were among the top 

three groups of drugs being promoted, indicating that 

pharmaceutical companies were targeting chronic 

diseases which are widely prevalent. This finding was in 

concordance with a study conducted in Mumbai and other 

cities.20,21,24 Cardiovascular diseases and diabetes mellitus 

are chronic disease which requires lifelong treatment and 

various infections are also common among community. 

So because of these reasons promotion of these drugs 

were more. 

On analysis of PDLs by WHO criteria, we found that 

most of the brochures provided information regarding 

approved generic name, amount per dose, approved 

therapeutic use and references. Similar findings were 

seen in other studies done in different cities also.25,26 Very 

few brochures provided information regarding adjuvants, 

dosage schedule, adverse drug reactions, precaution and 

drug interactions. These suggest that companies were 

least concerns with the safety of the drug and their main 

focus was on only showing good things about drugs. 

Similar concerns seen with previous studies done by 

Alam et al and others. This shows that these problem is 

not only region specific but it was wide spread in 

India.27,28 In our study, various claims were provided 

about drugs’ characteristics ranging from 0-6 claims each 
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PDL. These claims sometimes may be misleading as they 

were not provided with references and sometimes 

references were not retrievable. Majority of claim was 

about efficacy. Similar claims were found in other studies 

by Stimson and Randhava et al.29 In our study, most of 

PDLs contain references while some were without 

references. Among categorization of references, more 

than 50% references were of journal articles. Though 

references were given but their quality and authenticity 

should be checked before accepting that references. 

Similar results about references were seen with studies 

done by Jadav et al and Khakhkhar et al and others.18,31,32 

Various catchy terms were used in more than 70 % PDLs 

to look them attractive. Some of these catchy terms were 

irrelevant to the products. A study done by Vyas has also 

found around 75% PDLs with catchy terms.33Among the 

analysed PDLs, around 80% of PDLs contains various 

pictures. Categorizations of these pictures were done and 

50 % of pictures were of the medicinal products and 

others were that of women and some of them were not 

related to products. Same results were seen in study done 

by Ganashree et al. These pictures covers more space in 

brochure so rather than showing picture these space can 

be utilized for providing more information about the 

drugs that can be useful for prescribers.34 Data presented 

in scientific figures and tables is seen in very few PDLs. 

Supportive data such as diagrams can help to demonstrate 

the level of significance with regards to parameters 

studied and also help the prescriber select an appropriate 

drug. Inclusion tables and scientific figures is 

recommended to improve the scientific validity of PDLs.  

We need to encourage our doctors to acquire skill to do 

critical appraisal of PDLs possibly during their 

undergraduate training. This would compel them to look 

up to the authentic medical literature for reference and to 

be cautious not to rely solely on these PDLs. As most of 

the companies are interested in highlighting only positive 

aspects and ignoring negative aspects which may 

promote irrational prescribing and harm the consumers 

economically and health wise. It is a responsibility of a 

practicing physician to critically evaluate the information 

given in a drug promotional literature before taking it as a 

scientific source of information, and any flaws, if 

identified, should be reported to appropriate authority. 

To improve the knowledge and awareness regarding 

information about ethical drug promotion, 

undergraduate’s students should be given various 

interventional educational research, workshops and 

training programs. To verification of awareness levels of 

the physicians aboutethical drug promotion should be 

done by various interventional research and appropriate 

measures should be taken to improve their skills to 

acquire right information.21 Some of the important 

measures to improve these issues are improve awareness 

in prescribers, strict implementation of existing laws and 

development of guidelines and their implementation by 

pharmaceutical companies for drug promotion. Combined 

efforts of physicians, pharmaceutical industries, and 

regulatory authority can help in ethical promotion of a 

drug and rational prescribing which mainly benefit the 

patients and society which truly serve the purpose of 

“health for all”.  

CONCLUSION 

From our study, it can be concluded that the majority of 

the promotional advertisements that were given to the 

prescribers do not follow ethical guidelines and were not 

able to improve rational prescribing but only have 

commercial benefits. Therefore, it is responsibility of the 

physicians to critically analyze these PDLs before using 

them as a valid source of drug information. Ethical drug 

promotion and rational prescribing can only be achieved 

by combined efforts of physicians, pharmaceutical 

industry.  
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