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ABSTRACT

Background: Uniform Code for Pharmaceutical Marketing Practices
(UCPMP), issued by the Department of Pharmaceuticals, introduced in
India after several years of deliberations. The UCPMP is to be voluntarily
adopted and implemented by pharmaceutical companies. The main aim
of study was to evaluate the scientific advertisements of pharmaceutical
products as per uniform code of pharmaceutical marketing practices
(UCPMP) draft guidelines Methodology: Printed copies of the journals in
Manipal University Health Sciences Library were scrutinised to identify
Indian journals containing advertisements. All the selected journals
published during the time period from Jan, 2012 to Dec, 2014 were further
scrutinised to identify advertisements for evaluation. All the selected adver
tisements were evaluated for its content as per the UCPMP guidelines and
the observations were recorded in the data collection sheet prepared for
the study. The collected data was coded and entered into SPSS software.
The results are presented in the form of descriptive statistic. Results:
Some parameters such as claims-safe (85.9%), no side effect (98.9%),
no toxic hazards (99.2%), word new (96.3%), brand name of competitors
(99.6%), name and address of company (93.8%), method of administration
(71%), method of use (88%), additional information on request (65.5%)

INTRODUCTION

Pharmaceutical advertising in medical journals is one of the main sources
used by pharmaceutical companies to promote information of their
products to physicians. Medical journals are regarded as a leading source
of information for new drugs. They may also modulate the prescribing
behavior of physicians without their knowledge.! Journal advertisements
attract physicians’ attention because they are visually appealing.? This
may be one of the ways of getting scientific and educational information
and keeping up-to-date with newly marketed drugs. Hence information
provided in these journal advertisements should be of high quality to
enable doctors to practice evidence-based medicine. However, it is been
observed that the information provided in medical drug advertisements
is often exaggerated, inaccurate and missing critical information on safe
prescribing.® Advertisements which exaggerate the benefits and down-
play the risk of a drug, with poorly supported claims, failing to balance
claims of efficacy with potential adverse effects, and promoting a drug for
groups other than those for whom it is approved, are likely to adversely
affect treatment.> While some evidence indicates that promotion may
adversely influence prescribing, physicians hold a wide range of views
about pharmaceutical promotion.* The transparency of pharmaceutical
advertisements is important for 2 reasons: First, there is evidence that
physician prescribing is influenced by pharmaceutical advertisements.
Second, the pharmaceutical industry views advertisements as one way
in which they can educate physicians. Given the potential for misrepre-
sentation, health care professionals should be able to examine the cited
references to determine whether the manufacturer’s claims are justified.

and name and photo of healthcare professionals (97.9%) for full ads almost
adhere to guidelines. Whereas some parameter such as claims without
references (56.8%), date of advertisement (25.3%), adverse reaction,
warnings, precaution for use and contraindications (560.2 %), recommended
dose (55.6%) for full ads do not follow guidelines. Conclusion: The present
study has clearly shown the discrepancies in the usage of references for
the substantiation of claims made and recommended dose.
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The presence of stringent government regulations on citation is particu-
larly important as it helps individual clinicians and groups (e.g., hospital
pharmacy and therapeutics committees) to obtain cited documents to
determine whether a claim is adequately substantiated.” There are three
major codes which deal with the promotion of drugs: the International
Federation of Pharmaceutical Manufacturers (IFPMA) code of pharma-
ceutical marketing practices; the World Health Organization’s ethical
criteria for medical drug promotion; and the code prepared by Health
Action International. However, despite the availability of regulations
worldwide, pharmaceutical advertising in a medical journal has been
criticized for being of poor quality.® The quality control systems adopted
by government’s pharmaceutical companies and industry association for
evaluation of promotional materials and ethical interactions exist in
India at national and individual level.” In general, there are two types of
regulations like Government Regulations and Self-regulations which are
used to control the promotional aspects of pharmaceutical drugs.

The Department of Pharmaceuticals under the Union Ministry of
Chemical and Fertilizers presented a draft, voluntary code of conduct
for the drug industry. The UCPMP was proposed as self-regulating code
in March 2012 asking all the companies to implement and submit the
report to the government. The UCPMP was up on the departments’
website for inviting comment from all the stakeholders. The comments
received were examined and final draft UCPMP was prepared and circu-
lated to Pharm associations for their comments.

This is an open access article distributed under the terms of the Creative Commons Attribution-NonCommercial-ShareAlike 4.0 License, which allows others
to remix, tweak, and build upon the work non-commercially, as long as the author is credited and the new creations are licensed under the identical terms.
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Figure 1: Scheme for selection of Journals containing advertisements

As per UCPMP guidelines the promotional materials such as Journal
advertisements and mailers must not be designed to disguise their real
nature and should contain basic minimum information as mentioned in
the code. Names and Photograph of the healthcare professionals should
not be used in the promotional materials.

Organization of Pharmaceutical Producers of India (OPPI) has urged the
government to make its Uniform Code for Pharmaceutical Marketing
Practices (UCPMP) a statutory code in the best interests of patients and
the industry. By doing so will lead to a higher level of accountability and
transparency and removes all confusions among industry, health care

Table 1: List of Indian Journals containing advertisements

SI No.

Name of the Journal

1 Journal of the Indian Medical association
2 Journal of the Association of Physician of India
3 Indian Journal of Paediatrics
4 Indian Paediatrics
5 Indian Journal of Orthopaedics
6 Indian Journal of Gastroenterology
7 Indian journal of Obstetrics and Gynaecology of India
8 Indian Heart Journal
9 Indian Journal of Dermatology
10 Indian Journal Venerology and Leprosy
11 Indian Journal of Cancer
12 Indian Journal of Psychiatry
13 Indian Journal of Urology
14 Indian Journal of Sexually Transmitted Disease and Aids
15 Antiseptic
392

professionals and patients.® The present study was designed to evaluate
the scientific advertisements of pharmaceutical products as per uniform
code for pharmaceutical marketing practices (UCPMP) draft guidelines.

METHOD

Printed copies of the Medical journals available in Manipal University
Health Sciences Library were scrutinized for the study. Further Medical
journals which are published from India containing advertisements were
selected. List of the medical journals containing advertisements are
enlisted in Figure 1.

All the selected medical journals published during the time period of
3 years, from January 2012 to December 2014 were further scrutinized
to identify advertisements for evaluation. All the selected advertisements
were evaluated for the following content as per the UCPMP guidelines
which are listed below

1.  Claims and comparisons : The word “safe” should not be used without
qualification and it must not be stated categorically that a medicine
has

« No side effects
« No Toxic hazards
o No Risk of addiction
2. The word “New” must not be used to describe
o Any drug which is generally available
o Any therapeutic indication which is available in India for more
than 12 months.
3. Comparisons must be fair, factual and substantiated
o Brand names of competitor companies must not be used without
prior consent
4. Other companies, their products, or promotions must not be
disparaged
5. Clinical, and/or scientific opinions of members of health care
professionals must not be disparaged.
6. The printed matters should contain the following information
« Name and address of the company
o Name of drug and active ingredients with quantity
o Recommended dosage, method of use if not obvious, method of
administration

o Adverse reactions, warnings and precautions for use and
contraindications

o A statement that “additional information available on request”
o Date on which the above particulars were generated

7. 'The names or photographs of healthcare professionals must not be
used

8. Must not imitate devices, copy slogans or general layouts of other
companies

A Data collection sheet was prepared and used for collecting the data
from the selected Journals. The collected data was coded and entered in
to SPSS (Statistical Package for Social Sciences) software version 16.0.
Data is presented in the form of descriptive statistic and results were pre-
sented in the form of tables.

For the purpose of study full advertisements are defined as the advertise-
ments containing all the information required for prescribing the product
and the one which also adheres to the requirements as per UCPMP
guidelines. Reminder advertisements are the defined as the one which
contain information relating to brand name, generic name, manufac-
turer’s name and which serves the purpose of reminding the brand name
to the prescriber.
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Table 2: Claims in the advertisements

Criteria Compliance Status for Full Advertisements Compliance Status for Reminder Advertisements
(Percentage Frequency) (Percentage Frequency)

No Yes No Yes
Safe 14.1 85.9 2.7 97.3
No Side Effects 1.2 98.8 0.8 99.9
No Toxic Hazards 0.8 99.2 0 100
No Risk of Addiction 1.7 98.3 0 100
New 3.7 96.3 0.8 99.2

Table 3: Contents of Advertisements

Criteria Compliance Status for Full Advertisements Compliance Status for Reminder Advertisements
(Percentage Frequency) (Percentage Frequency)

No Yes No Yes
Brand names of competitors 0.4 99.6 0 100
Name and address of the company 93.8 6.2 62.8 37.2
Recommendation of dosage 55.6 44.4 0.5 99.5
Method of use if not obvious 88 12 23.5 76.5
Method of administration 71 29 1.2 98.8

Table 4: Substantiation of claims and visual contents

Criteria Compliance Status for Full advertisements Compliance Status for Reminder Advertisements
(Percentage Frequency) (Percentage Frequency)
No Yes No Yes
Claims with references 56.8 43.2 73.8 26.2
Date of preparation of 74.7 25.3 99.8 0.5
advertisements
Name and image of health care 2.1 97.9 0.3 99.7
professionals

RESULTS

Out of 15 selected journals, there were 1017 brands with 5954 advertise-
ments containing 776(76.3%) reminder advertisements and 241(23.7%)
full advertisements. All parameters were evaluated as per guidelines and
presented in tabulated form.

a. Comparison of claims

As per UCMCP guidelines if advertisements claim that the drug is safe,
then the reference must be quoted. Table 2 shows that 85.9% of full ad-
vertisements adhere to guidelines and 14.1% do not follow it. And in
reminder advertisements 97.3% adhere to guidelines, 98.9% full adver-
tisements don’t claim “no side effect” and in reminder advertisements,
99.9% don’t claim “no side effect’, which means they adhere to guide-
lines. Almost 96.3% full advertisements and 99.2% reminder advertise-
ments adhere to guidelines but still 3.7% of full advertisements are not
following it.

b. Contents of Advertisements

Table 3 indicate that 99.6% full advertisements and 100% of reminder
advertisements follow guidelines for use of brand names of competitor
companies. As per guidelines, advertisements should mention name
and address of the company. The results of the study clearly show that
93.8% full advertisements adhere to guidelines and 6.2% violate it. But
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about 37.2% reminder advertisements are violating and 62.8% adhering
to guidelines.

55.6% advertisements give recommended dose but 44.4% advertisements
do not give recommended dose which means some companies don't
follow the guideline for this particular criteria. And in reminder adver-
tisements, 99.5% don't give dose which means it is adhering to it.

As per guidelines method of use of the particular drug should be
mentioned. The results shown in Table 3 indicate that 88% of full adver-
tisements are adhering to guidelines and about 12% do not follow it, and
23.5% of reminder advertisements are mentioning the method of use
which is not required but 76.5% of as are following guidelines.

As per guidelines, full advertisements should contain a method of
administration but the above results show that only 71% of full advertise-
ments contain this information and remaining 29% do not give informa-
tion for method of administration which means some companies do not
follow guidelines for this clause. And in reminder advertisements, 98.8%
do not mention the method of administration which means they follow it.

¢. Precautionary and other information

As per guidelines in full advertisements adverse reactions, warnings and
precautions for use and contraindications should be mentioned but
results of the study showed that only 49.8% advertisements contain this
information and remaining 50.2% do not contain information which
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means most companies do not follow the clause mentioned in the guide-
lines. And 99.5% reminder advertisements do not have information
which means they are adhering to guidelines.

As per guidelines, full advertisements should mention “additional
information available on request” but the results showed that 63.5% full
advertisements mention it and 36.5% do not mention whereas reminder
advertisements should not mention but 12.9% advertisements mention it.

d. Substantiation of claims and visual contents

Table 4 shows that only 43.2% of full advertisements adhere to guide-
lines and 56.8% of full advertisements violating it. And almost 73.8%
reminder advertisements adhere to guideline and 26.2% do not follow it.

99.5% of reminder advertisements do not contain the date of advertisement
whereas in full advertisement 25.3% advertisements give the date of
advertisement but 74.7% do not give the date of advertisement which
means it does not follow guidelines. Table 4 shows that in full advertise-
ments 97.9% of advertisements don’t contain name and image of healthcare
professionals which is significant and in reminder advertisements, 99.7%
of advertisements do not feature the image of healthcare professionals.

DISCUSSION

Due to the important role played by scientific advertisements in influ-
encing the physicians in decision making they are regularly evaluated.
There are many studies which evaluated the contents of these scientific
advertisements in medical journals by using World Health Organization’s
ethical criteria for medical drug promotion. In a systematic review done
by Othman N et.al., the major non-compliance was found in the area of
claim substantiation using references, product information, validity of
the claims made.® The studies done in Indian context also found to have
inadequate product information and had unsubstantiated claims.*'

In the present study we used the newly drafted UCPMP guidelines for
the content evaluation of the scientific advertisements of pharmaceutical
products in selected medical journals. We found that the advertisements
evaluated did not comply with name and address of the company spon-
soring advertisement, recommended dose and method of administra-
tion in case of full advertisement category. Another very major area of
concern was substantiation of claims with references. It was found that
more than half of the full advertisements were making unsubstantiated
claims. Even though reminder advertisements serve the purpose of re-
minding brand name for top of mind recall hence contain less content,
we found that more than half the advertisements the name and address
of the company was missing.

The noncompliance with regard to scientific advertisements in the area
of contents and substantiated claims was a common thread among other
studies which used non UCPMP guidelines and our study..

CONCLUSION

The available UCPMP guidelines provide a useful guidance for drug
promotion in India. But in the case of pharmaceutical advertisements
they have not mentioned whether guidelines have to be followed for full
ads or for reminder ads. In this study, we evaluated both forms of ad-
vertisements. Full advertisements should contain all parameters men-
tioned in guidelines and reminder advertisements may contain only
the brand name, generic name, and name and address of company ad-
vertising the drug. The study indicates a lack of adherence related to
usage of the claim made, recommended dose, date of advertisement,

adverse reaction, warnings, precautions and contraindications. To ensure
complete information and ethical medicinal drug advertising in medical
journals there is need of stringent mandatory regulations.

Limitation of the study

The study was limited to the advertisements found in the journals avail-
able physically in Manipal University Library. Hence the results may be
gross representation of all the advertisements published in all the Indian
Journal.
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